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AMERICAN LIVES STILL AT RISK: WHEN WILL
FDA’S FOOD PROTECTION PLAN BE FULLY
FUNDED AND IMPLEMENTED?

THURSDAY, JUNE 12, 2008

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON OVERSIGHT AND INVESTIGATIONS,
COMMITTEE ON ENERGY AND COMMERCE,
Washington, D.C.

The subcommittee met, pursuant to other business, at 10:04
a.m., in room 2123 of the Rayburn House Office Building, Hon.
Bart Stupak (chairman) presiding.

Members present: Representatives Stupak, DeGette, Melancon,
Doyle, Schakowsky, Dingell (ex officio), Shimkus, Whitfield, Wal-
den, Burgess, and Blackburn.

Staff present: John Sopko, Scott Schloegel, Chris Knauer, Keith
Barstow, Calvin Webb, Kyle Chapman, Alan Slobodin, Peter Spen-
cer, and Whitney Drew.

OPENING STATEMENT OF HON. BART STUPAK, A REPRESENT-
ATIVE IN CONGRESS FROM THE STATE OF MICHIGAN

Mr. STUPAK. This meeting will come to order.

Today we have a hearing entitled “American Lives At Risk:
When Will FDA’s Food Protection Plan Be Fully Funded and Im-
plemented?” Each member will be recognized for a 5 minute open-
ing statement. I will begin.

Today this subcommittee is holding another in a series of hear-
ings examining the adequacy of the efforts of the Food and Drug
Administration to protect Americans from unsafe food. In fact, to-
day’s hearing is our eighth hearing on this topic since January of
last year. The purpose of today’s hearing is to receive important
testimony from the FDA regarding how the Agency plans to ad-
dress1 its many weaknesses concerning its ability to protect our food
supply.

To date, our investigation and hearings have uncovered a mul-
titude of problems regarding FDA’s food safety efforts, including
poor policy choices, questionable management decisions, and lack of
resources. Collectively, FDA’s failed regulation of domestic food
producers, its ill-conceived plan to close laboratories and reorganize
staff, and its inability to ensure the safety of imported foods have
suggested the Agency’s food safety system is broken.

Outside experts have also found that the FDA’s food safety sys-
tem is in trouble. In fact, in January 2007, GAO added the federal
oversight of food safety to its High-Risk Series and called for a gov-
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ernment-wide reexamination of this country’s food safety system.
GAO found numerous concerns with the present food safety system
including inconsistent oversight, ineffective coordination, and in-
complete program planning. Last year FDA’s own Science Board
issued a scathing assessment of FDA’s food protection abilities,
concluding the Agency “does not have the capacity to ensure the
safety of food for the Nation.” In April of this year, Trust for Amer-
ica’s Health, a major public health watchdog organization, issued
yet another report which also found a number of deficiencies in the
ability of the FDA to safeguard the Nation’s food supply.

Through all of these evaluations, one common theme has
emerged: FDA’s resources are so stretched that its ability to protect
Americans from unsafe food is seriously jeopardized. Perhaps the
Science Board put it best in its report when it concluded, and I
quote, “In contrast to previous reviews that warned crisis would
arise if funding issues were not addressed, recent events and our
findings indicate that some of these crises are now realities and
American lives are at risk.” Indeed, the events of the last 18
months with recall after recall demonstrate these concerns have
now become a reality.

In response to the multitude of foodborne contamination out-
breaks and concerns about its ability to protect Americans from un-
safe food, in November of last year FDA released a document enti-
tled “Food Protection Plan: An Integrated Strategy for Protecting
the Nation’s Food Supply.” The Food Protection Plan lays out a
blueprint for addressing food safety and food defense for both do-
mestic and imported foods. The plan attempts to prevent contami-
nation by pursuing safety measures that will address risk through
the life cycle of food products, but more importantly, to identify po-
tential food hazards and counter them before they can do harm.

The Food Protection Plan is very appealing on paper and appears
to be a positive first step toward creating a stronger food safety
system. Nonetheless, this subcommittee and many experts will tes-
tify today that they are concerned that the key specifics and the
resources required to implement this plan remain elusive. As re-
ported by GAO at our January 29th hearing, while acknowledging
it will need additional funding, “The FDA has not provided specific
information on the resources it anticipates the Agency will need to
implement this plan.” Over 4 months later, this committee, GAO,
and others are still attempting to obtain basic data on what re-
sources are needed and how they will be used to implement the
plan.

As of Monday, it appeared the President’s budget provided only
minimal support for making this plan a reality. The President’s fis-
cal year 2009 budget originally asked for a mere $51 million in new
budgetary authority for all programs within the FDA. Approxi-
mately $42 million of this would go towards food safety. Because
of cost-of-living salary adjustments, only about $30 million would
be available for implementing the Food Protection Plan.

This is in stark contrast to the Science Board’s recommendations.
In a letter to members of this committee, it was recommended that
an additional $375 million be provided to FDA across all programs
in fiscal year 2009 including 5128 million for food safety and $75
million for needed IT enhancements. With the President’s original
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budget offering only $30 million additional for food safety in fiscal
year 2009, one had to ponder how serious the Administration was
in implementing the Food Protection Plan as experts suggested the
Agency would need far, far more.

Fortunately, just days before this hearing, the Administration
apparently grasped the obvious: FDA was strapped for resources
and $30 million was not enough to credibly advance the Food Pro-
tection Plan.

On Monday evening, HHS Secretary and the FDA Commissioner
scheduled a conference call to announce the Administration would
amend FDA’s fiscal year 2009 budget request to Congress and
asked for an additional $275 million in new funding. Approxi-
mately $125 million of this would go to food safety efforts. I strong-
ly applaud this request but we need to know far more detail about
how this money will be spent.

Despite the Administration’s revised budget request, a major con-
cern of the Subcommittee and others is the Agency lacks a mean-
ingful strategic plan detailing what the Food Protection Plan will
cost to implement, when key milestones will be achieved and what
are they expected to accomplish.

Initially, a smattering of spreadsheets and other documents were
provided to the Subcommittee by FDA that attempted to detail
what parts of the plan would be implemented this year. These
plans fell short in that they did not show what the overall plan cost
to execute nor did they prioritize which features were most critical
in fixing existing food safety shortcomings. Moreover, the vague
plans that were provided to the Subcommittee were based on ear-
lier budget requests, not the new request made this week.

To this point, FDA’s strategic planning for implementing the
Food Protection Plan appears to be almost entirely budget driven.
Rather than articulating what really truly needs to be fixed, why
it needs to be fixed and how fixing it would positively affect the
current food safety system, FDA instead has tailored its implemen-
tation plan to match the meager resources offered in the Presi-
dent’s original budget proposal of just $30 million for food safety.

Because both the implementation goals and the funding for the
Food Protection Plan remain a moving target, I will today seek
from Dr. Acheson information on whether the Administration in-
tends to submit a comprehensive strategic plan based not on yes-
terday’s budget request but one based on the expected costs of a
plan’s full implementation. In short, if the FDA is going to be suc-
cessful in getting this effort funded, it must be prepared to detail
the plan’s expected costs, strategies, milestones, and results on food
safety. So far the plan proposes a number of lofty ideals but impor-
tant specifics remain undefined.

Today I look forward to hearing what progress has been made to-
ward implementing the Administration’s Food Protection Plan. Ad-
ditionally, I want to understand what aspects of this plan are most
critical to achieve, what they would accomplish, and what they are
expected to cost beyond the ever-changing budget requests that
come from the Administration. As the Agency stated in its Food
Protection Plan, “FDA recognizes the need to partner with Con-
gress to make the changes necessary to transform the safety of the
Nation’s food supply.” I am hoping today that the FDA will finally
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be willing to enter into this partnership with us and provide a
credible and honest answer as to what is needed to realistically
safeguard the Nation’s food supply.

Lastly, I would be remiss if I did not mention the current sal-
monella St. Paul outbreak that has led to 167 illnesses in 17
States. This outbreak is particularly frustrating, given the fact that
today marks the 1-year anniversary of the FDA’s Tomato Safety
Initiative, which was supposed to lead to better safety standards
and improve notification and tracking of tomato outbreaks. It ap-
pears that despite 1 full year having passed, we are no safer today
than we were a year ago. At a minimum, the FDA and USDA
should require immediate implementation of country-of-origin la-
beling for all fruits and vegetables sold in the United States. Coun-
try-of-origin labeling has been passed by this Congress several
years ago. Country-of-origin labeling will provide consumers with
more information about where their food is coming from and would
also help Federal and State officials more quickly narrow down
source locations of contaminated fruits and vegetables.

My time is up.

I next turn to the gentleman from Illinois, Mr. Shimkus, for his
opening statement, please.

OPENING STATEMENT OF HON. JOHN SHIMKUS, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF ILLINOIS

Mr. SHIMKUS. Thank you, Chairman Stupak.

As we hold this hearing, grocers and restaurants nationwide
have been pulling tomatoes from the shelves and menus until the
cause of a recent salmonella outbreak in some States can be identi-
fied. I tried to get a BLT sandwich in the cloakroom yesterday and
no tomato. I had a BL sandwich. There is no evidence that the out-
break is associated with all this produce but in an abundance of
caution, the food industry has reacted.

There must be a more efficient way to trace problems and assure
safety. There must be a way to harness science and reduce risk
from pathogens we know about and perhaps those yet to emerge.
There must be a way to effectively deploy and encourage cutting-
edge technologies such as irradiation and even gene splicing to
achieve greater safety.

As we focus on FDA’s reform efforts this morning, it will be help-
ful to keep in mind the role of science and innovation to reduce risk
and disease threats. It will be useful to explain what opportunities
a renewed focus on science at the Agency will hold for encouraging
innovation that truly prevents disease outbreaks.

Today we will examine the Food and Drug Administration’s Food
Protection Plan, which promises to improve the Agency’s ability to
assure the safety of the food supply both domestic and imported.
With 7 months passed since the plan’s unveiling in November, I
look forward to a progress report from the Agency and outside ob-
servers to examine whether this plan can achieve what it promised.

During previous food safety hearings by this subcommittee, we
have all remarked on the need for the Agency to focus on devel-
oping a truly risk-based food safety system that is oriented towards
the challenges of a global marketplace. We have established in past
hearings that we can no longer rely upon border operations as the



5

primary line of defense to ensure imported food safety. We have es-
tablished that domestic or foreign, there must be a systems ap-
proach to food safety which can more effectively prevent outbreaks
than the current system and trace problems to the source when
they are found. We have established the central role of modern, ro-
bust IT systems and the scientific know-how needed to keep the
Agency on top of emerging health threats. We have also established
that simply giving more money alone to FDA will not produce bet-
ter public health protection. There need to be structural reforms
and performance-oriented management to ensure resources are put
to cost-effective use.

We have called for a new regulatory model at FDA that no longer
relies on outdated domestic-oriented posture towards the food sup-
ply. We have called for quicker deployment of smart import track-
ing systems at the border such as the so-called Predict system and
the necessary restructuring for the more robust and effective for-
eign inspection program than the current model.

The Food Protection Plan along with other internal efforts re-
flects a positive effort by the Administration to move in this direc-
tion. Another positive is Health and Human Services Secretary
Leavitt’s recent supplemental budget request for an additional
$275 million for fiscal year 2009. This boosts the Administration’s
proposed budget to some $400 million over the current FDA budget
with a sizable portion of this for food safety and cross-cutting tech-
nology improvements. How much this proposed funding will accel-
erate FDA reform is open to question, and Mr. Chairman, I would
like to submit for the record a letter that the Minority sent to the
appropriators in support of the additional request on the supple-
mental.

Mr. STuPAK. Without objection.

[The information appears at the conclusion of the hearing.]

Mr. SHIMKUS. The proof will be in the pudding. There are many
bureaucratic hurdles and imperatives that can impede legitimate
efforts to modernize a federal agency. It is critical today that we
discuss details associated with implementing the risk-based Food
Protection Plan and related technology improvements. Nobody says
this is an easy or fast project but it is important that we see the
measures and indicators of progress so we can be assured the
promised improvements are implemented effectively. It is also im-
portant to understand what Congress should do legislatively, and
soon, so the Agency has the necessary tools for doing its job.

Fortunately, we have witnesses, several repeat witnesses today,
who can assist us. As we move through the hearing today, I look
forward to their insights into performing and planning as well as
into what innovative and new technologies may hold for improving
safety. Will a repostured FDA help foster the genetic technologies
needed to inhibit foodborne pathogens? Is this something we should
encourage to develop in the Agency? And Mr. Chairman, rep-
resenting an ag district, I have seen what GMOs have done to help
lower pesticide use. I have seen how it has helped to lower fer-
tilizer use, and it may be a way in which we can move in a direc-
tion with the FDA.

I just want to end by putting the FDA on notice of a letter that
the Minority sent on May 14 requesting a June 6th deadline on
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questions in response to this research that we have done on the Of-
fice of Criminal Investigation, and I am giving them a heads-up on
that.

Thank you, Mr. Chairman. I yield back.

Mr. STUPAK. Did you want to enter the May 14th letter in from
the Minority to Commissioner von Eschenbach?

Mr. SHIMKUS. Yes, if that is all right.

Mr. STuPAK. Did you get a response from the Commissioner? Do
you want to enter

Mr. SHIMKUS. We do not have a response. That is why we are
going to enter it and ask them about it.

Mr. StupAaK. Without objection, a May 14th letter from the Mi-
norit)é to the Commissioner will be entered and made part of the
record.

Mr. SHIMKUS. Thank you, Mr. Chairman.

[The information appears at the conclusion of the hearing.]

Mr. StupAK. Thank you.

Ms. DeGette for an opening statement, please.

OPENING STATEMENT OF HON. DIANA DEGETTE, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF COLO-
RADO

Ms. DEGETTE. Thank you, Mr. Chairman. I surely appreciate
your continuing efforts to investigate the obviously broken food
safety system in this country.

Little did we know when we scheduled this hearing a couple of
weeks ago that we would now be in the middle of another national
outbreak of foodborne illness. The salmonella outbreak in raw to-
matoes has now expanded, as we know, to at least 17 States with
167 people sick and dozens hospitalized. Businesses nationwide
have pulled tomatoes from their shelves, leaving tons of food to rot
and an entire industry of farmers, employees and small businesses
in trouble, but the FDA, hobbled by dwindling resources, conflicting
missions, cuts in staffing and low morale has not been able to iden-
tify the source of this contamination. Sadly, we have been here be-
fore.

This salmonella outbreak is just the latest in a steady stream of
incidents over the past year. I was just remarking to staff, the
longer you sit on this committee, the more depressed you get be-
cause the issues never get resolved and crop up again and again.
We were glad to hear about the Food Protection Plan last Novem-
ber but there is still much desirable language in the document that
needs to be fleshed out in its details. So I am hoping that the hear-
ing will help us specify the specifics about what the FDA will do,
how much it will cost and, hopefully, how it will help solve out-
breaks like this most recent tomato outbreak.

I would also like to know if the Agency has learned anything
from the previous outbreaks that it is putting to use in the current
tomato incident. To be frank, it doesn’t seem to me like it is be-
cause we still can’t trace the source of the salmonella contamina-
tion in the tomatoes. I am encouraged that the FDA submitted to
Congress this week a supplemental budget for the Agency. I know
many members of the Committee were dumbfounded when the Ad-
ministration originally denied a need for additional resources but
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I am glad the FDA is seeking more. The question is, will this be
sufficient to carry out its mission? And I hate to sound like a bro-
ken record in this subcommittee, but we need to create a com-
prehensive food traceability system so we don’t experience delays
like we are seeing right now in the tomato outbreak.

The events of the last few days have once again shown that the
FDA is incapable of quickly identifying the source of contamination
when it occurs. What exists right now in all of these industries is
a complicated system of going through records of individual compa-
nies to locate suppliers, the suppliers’ suppliers, wholesalers, dis-
tribution centers, processing facilities, gathering warehouses, and
farms. As we have learned this week, this process began in April
with the tomato outbreak. Given the advanced technology today,
this information should be easily accessible in an instant.

In fact, traceability is already being done by individual compa-
nies and I think we should build on their successes to form a com-
prehensive national system. For example, we all know that UPS
and FedEx can instantaneously locate a package anywhere in the
world. In the food industry, Dole Foods and many beer distributors
can trace their products throughout the supply chain. Many large
and small businesses have developed high-tech tracing systems
from bar coding, GPS, laser technology, and one of my companies
in Colorado has even pioneered a process to laser numerical codes
onto individual eggs. You can even put codes on produce like toma-
toes, allowing consumers to trace the farm-to-fork distribution from
their home computer. INM consulting is advising its clients that
food traceability is a sound business investment, given the impor-
tance of brand preservation and risk management.

Exciting things are happening in the field literally but sadly, the
Federal Government has not gotten on board. Instead, once again,
we have a food salmonella outbreak, this time with tomatoes, peo-
ple getting sick around the country, but the FDA is still in its third
month of trying to trace the source of the contamination. And what
this does, it ripples around the industry. As I have said many a
time, not only is traceability and mandatory recall a good thing to
do for the consumer, it is also good for business because it avoids
these massive recalls that really hurt production. And so obviously
I think that we should pass my bill, H.R. 3485, the TRACE Act,
but I also think, Mr. Chairman, that we should consider putting it
in the draft that we are looking at in the other committee on food
safety.

I look forward to hearing from the witnesses this morning. Given
the recent outbreak, I not only want to hear about general progress
but also the progress about how we can improve food traceability
around the country. Thank you, Mr. Chairman.

Mr. StuPAK. I thank the gentlewoman.

Mr. Walden for opening statement, please.

OPENING STATEMENT OF HON. GREG WALDEN, A REPRESENT-
ATIVE IN CONGRESS FROM THE STATE OF OREGON

Mr. WALDEN. Thank you very much, Mr. Chairman. I appreciate
your due diligence in holding these hearings and holding the FDA
accountable.



8

Obviously there are probably few things more important to par-
ents than the safety of the food that their kids ingest, and it is al-
most like a conspiracy against parents. You know how hard it is
to get your kids to eat spinach and tomatoes to begin with, and it
seems like we are fighting over the very staples of the diet you are
trying to get kids to eat over whether or not it is even safe. Kids
don’t need any more excuses on that front.

It is very disturbing that we are seeing more and more firms reg-
ulated by the FDA and fewer and fewer inspections occurring. It
just seems backwards. At a time when our supplies, much like our
fuel supply, is coming from other countries, it is imperative that we
modernize and update the FDA to be able to deal with this new
dynamic we face. There was a day in this country where we raised
what we ate, and that day has sadly changed and gone. We still
grow a lot of things. There is no doubt about it and that is impor-
tant but I think if we are going to have security in the family and
in the food supply, I personally believe we need country-of-origin
labeling, and I think we need a new regulatory framework so that
we can identify the source of an outbreak as quickly as possible.
I have perhaps five of my fellow Oregonians who have fallen victim
to this salmonella outbreak, three of whom are from Umatilla
County, a rural part of my district, an agricultural part of my dis-
trict, they believe have been diagnosed with this rare form of sal-
monella.

So, Mr. Chairman, it strikes me that this Congress needs to take
seriously as we do the recommendations of the science panel and
the findings of the GAO and give the resources necessary to the
gDA to do their job. We control the purse. It is up to us to get it

one.

With that, I will yield back the remainder of my time.

Mr. StuPAK. I thank the gentleman.

Mr. Dingell for an opening statement, please.

OPENING STATEMENT OF HON. JOHN D. DINGELL, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF MICHI-
GAN

Mr. DINGELL. Mr. Chairman, first, thank you for holding this
hearing. It is important and it is the eighth in our series of hear-
ings on food safety, and sadly, also upon the inadequacy of our food
and drug laws and the inadequacy of the performance of the Food
and Drug Administration, the Department of Health and Human
Services, the inadequacy of their budget and the shoddy and
shameful performance which they have so badly carried forward.

A common theme of each of these hearings has been a major food
recall or outbreak of illness linked to food and the Food and Drug
Administration’s inadequate resources and incompetent manage-
ment. We now can look back just with regard to food and we can
see tomatoes, spinach, grapes, mushrooms, seafood, and dozens of
other items which have gotten on to poison and sicken the Amer-
ican consumer.

Today’s processes are no different. We face another food crisis.
Since mid-April, there have been 145 cases of salmonella poisoning
associated with fresh tomatoes. I am hearing some complaints from
people who say, well, we don’t want to pay the cost of this. I would
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ask how many would rather pay a modest increase in cost to avoid
bloody diarrhea or something like that associated with salmonella,
and do we want to pay a little bit more to get a competent Food
and Drug Administration that properly carries out its responsi-
bility and has the capacity to protect the American consumers? And
we must ask, what is the point of having the best food and drug
laws in the world if they are not enforced and if we cannot reach
abroad to address other countries which are shipping foods, drugs,
cosmetics, and other things into this country which threaten the
well-being of the American consuming public.

The outbreak that we are talking about has extended to 16
States, 23 hospitalizations. It has sickened people. It has dev-
astated an industry. It has cost consumers, producers, and retailers
millions of dollars. Tragically, similar food crises have occurred in
the past, as I have mentioned. Food and Drug cannot even identify
the source of contamination or to know where the tomatoes which
are poisoning Americans have originated. These continued out-
breaks are unacceptable. To have Food and Drug come up and say
they don’t know what to do about it or how much money they need
or what resources they require is a shame and a disgrace, and this
committee, in a bipartisan fashion, is not going to tolerate that
kind of nonsense and we are going to come forward with legislation
which is going to do the job of protecting the American people and
we will begin addressing the problem plaguing the Nation’s food
safety system.

My colleagues and I have proposed in an April draft discussion
legislation outlining comprehensive changes needed to improve the
safety of domestic and imported food as well as drugs and medical
devices. This proposal will give FDA the resources and the author-
ity necessary to protect Americans, something which I believe that
they want and something, Mr. Chairman, which your hearings are
shining a spotlight upon so the people may understand the choices
that are before them on this matter.

Today’s hearing examines the Administration’s proposed Food
Protection Plan announced last November, which illustrates the
challenges we face in protecting this Nation from foodborne ill-
nesses. On paper it looks good. It calls for preventing contamina-
tion by pursuing safety measures that address risks through the
life cycles of food protects and countering food hazards before they
do harm, admirable goals that no one will oppose. Unfortunately,
the plan lacks the details of what is needed to meet these goals,
including the money that is needed to pay for them. Since this plan
first surfaced, this committee and the Government Accountability
Office at our direction have made repeated requests for details
about this effort but to no avail. If the President’s initial budget for
the fiscal year 2009 allocation was any indication of how seriously
the Administration takes this plan, I fear for the plan’s success and
I seriously question the bona fides of the makers of the plan. The
President’s original budget asked for a mere $51 million in new
budgetary authority for the FDA programs while requesting only
$30 million in a new budget authority for implementing the Food
Protection Plan, an amount that everyone who has looked at it
views as inadequate.
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My concern that the Administration’s plan may be smoke and
mirrors was heightened by Tuesday night’s hastily arranged con-
ference call between Secretary Leavitt, Commissioner von
Eschenbach, and select members of the press. It was only then,
within just a few days of this hearing, that the Administration an-
nounced that they would seek an additional $275 million in new
funding including $125 million specifically for food safety, a rather
laughable process, I would observe, criticized by my good friend,
Senator Specter, in a letter which is now available in the press,
and in a rather excellent commentary in the Wall Street Journal,
which says, “Senator Specter says FDA can’t even ask for money
properly.” What a shame.

The Food Protection Plan may be a solid first step in how to pro-
tect our people and to fix a broken food safety system but it won’t
work worth a whoop if the Administration does not see to it that
we have enough money and does not show greater signs about
being serious about this plan. The Administration is going to have
to work with us to provide the details and to assist us in drafting
the legislation to fix the current system, including a realistic as-
sessment of its resource requirements.

I do look forward to the testimony from today’s expert witnesses
about what is really needed to protect Americans from unsafe food
and I commend you, Mr. Chairman, for this hearing. We are also
going to hear from the FDA’s food czar, who we hope will not pro-
vide us with more Potemkin villages but rather will be candid and
forthcoming in giving us and the American people the truth about
what is needed to fix a difficult system which is crowned by incom-
petence, indifference, inadequacy, and a gross shortfall in funding
and leadership.

Thank you, Mr. Chairman.

Mr. StuPAK. Thank you, Mr. Dingell.

Ms. Blackburn for an opening statement, please.

OPENING STATEMENT OF HON. MARSHA BLACKBURN, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF TEN-
NESSEE

Ms. BLACKBURN. Thank you, Mr. Chairman. I thank you for the
hearing and for updating the Subcommittee on the Administra-
tion’s Food Protection Plan. I am sure the public is very much
aware of the issue that is before us with salmonella and the toma-
toes. We are hearing about it from so many members on this com-
mittee this morning. I think it is worth noting that U.S. growers
produced $1.3 billion worth of tomatoes last year and that this cur-
rent outbreak will devastate that industry. So yes, indeed, it is an
issue that is of concern to us for the health of our citizens but it
also is an issue of economics for our agricultural community and,
fortunately, our good Tennessee-grown tomatoes are safe and we
will be able to enjoy those.

We have held a lot of hearings on this, Mr. Chairman. I think
this is our seventh or eighth hearing, and we know it is time for
action. People are so weary of rhetoric and talk and saying we have
a plan but nothing gets done. I was sitting here reading the Wall
Street Journal and here we go, A4, there is another story about the
FDA and your inability to take action. My goodness gracious, cer-
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tainly this issue should rise to a level of importance to you, and
you have had time. It was November 2007 when the FDA released
its Food Protection Plan and how you were going to improve your
food safety and surveillance system, and we are still waiting. The
FDA needs to shift its focusing from reacting to food safety
breaches following contamination and instead start looking at im-
plementation and prevention policies. Your fiscal year budget for
food safety was over $560 million. The agency would benefit from
increased resources to meet the demands of globalization on the
Nation’s food and drug supply but we need to see some action from
you.

I hope that you will show that this rises to a priority for you and
I will say, Mr. Chairman, it continues to be troubling to me that
we continue to hear about a lack of interagency communication, a
lack of 21st century IT systems and a lack of best practices to
streamline safety review efforts. We have asked for those best prac-
tices, and I am curious if they exist because they tend to not be
presented to us. This is an issue of accountability. We know you
have the ability to perform these tasks. We would seek from you
recognition of the need for this to be a priority and recognition that
accountability is required.

Mr. Chairman, I thank you for the time. I yield back the balance
of my time and look forward to the hearing.

Mr. StuPAK. Thank you.

Mr. Doyle for an opening statement, please.

OPENING STATEMENT OF HON. MIKE DOYLE, A REPRESENTA-
TIVE IN CONGRESS FROM THE COMMONWEALTH OF PENN-
SYLVANIA

Mr. DoYLE. Thank you, Mr. Chairman. As you mentioned in your
opening statement today, this marks our eighth hearing on food
safety, and Mr. Chairman, I want to thank you for your tenacity
and engagement into ensuring our Nation’s food supply is as safe
as possible.

I have to say that I am pleased the Administration is amending
its FDA funding request in this year’s budget. The extra $275 mil-
lion will be great to help ensure the safety of our food, drugs, cos-
metics, and medical devices but it is worth pointing out, as others
have, that it falls $100 million short of the amount FDA’s own ad-
visory board determined is needed.

Mr. Chairman, as a member of the Subcommittee on Tele-
communications and the Internet, I must say that I am dismayed
at the many problems FDA is having updating its antiquated infor-
mation technology infrastructure. IT is the backbone of an informa-
tion-based workforce. It is the work you have to do first before you
can get any other work done. When your computers are down, it
is hard to get work done. When you are not giving employees the
right technological tools, it is hard to encourage them to be entre-
preneurial about their work. Those failures make doing the impor-
tant day-to-day work critical to our Nation’s safety extremely dif-
ficult. It is no wonder that the FDA performed more than double
the number of foreign and domestic food establishment inspections
in 1973 as they performed in 2006. It is no wonder that the folks
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at GAO have outlined dozens of suggestions and recommendations
to improve FDA that haven’t been acted upon.

Mr. Chairman, I look forward to their testimony this morning as
I do for all the witnesses, and hopefully with suggestions to im-
prove our food supply. With that, Mr. Chairman, I won’t take up
too much more of the Subcommittee’s time. I would rather listen
to what the witnesses have to say and ask some questions, and I
will yield back.

Mr. StupAK. I thank the gentleman.

Mr. Burgess for an opening statement, please.

OPENING STATEMENT OF HON. MICHAEL C. BURGESS, A
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS

Mr. BURGESS. Thank you, Mr. Chairman, and I too will try to be
brief because most of this stuff we have heard already. It is our
eighth Subcommittee hearing.

The title of this hearing is interesting: “When Will the FDA’s
Food Protection Plan be Fully Funded and Implemented.” It is kind
of ironic. I may only be a third-term Member but from my recollec-
tion of civics, funding of federal agencies is partly our job in Con-
gress. So we know what the problem is. We have had eight hear-
ings. We had a lot of testimony. We have seen the consequences.
Let us start addressing them. That is what the American people
want and what they deserve, and the issue of protecting people and
products is not always easy.

We live in a free society and the government is faced with cer-
tain challenges and tradeoffs when it comes to safeguarding the
public and ensuring their freedom. One of the biggest is, how do
we protect people without encroaching upon their freedom? It is a
complex challenge but it doesn’t lessen our obligation of keeping
Americans safe. It is right there in the first sentence of the Con-
stitution. It is time that this Congress start living up to that core
responsibility.

I hope the committee today can take some of the first steps to
protect our food supply and protect our citizens. We are pretty well
past the point of more finger pointing. I think there is enough cul-
pability on all sides to go around but this committee needs to get
down to work in a truly bipartisan manner and fill in some of the
details of this FDA Food Protection Plan. Based on the title of this
hearing, I wonder if both sides of the dais see great merit in this
food safety proposal. Let us move forward in two simple steps. First
is to legislate, and two, put the pen in the appropriators’ hands and
let them write the check.

Yesterday, myself and several members on this side of the dais
signed a letter supporting the inclusion of the $275 million for the
Food and Drug Administration in the supplemental appropriations
bill that we are reportedly, allegedly going to vote on some time
this month. This plus the additional requested sums in the baseline
budget should meet the needs of the FDA, and I would just point
out that the dollar amount requested for food protection by the
science panel was $128 million, and with the baseline budget and
the supplemental money, this will be $125 million, pretty close to
what they requested. So there is no excuse. We know what the
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problem is. We know what the target funding is. Again, let us put
the pen in the appropriators’ hands and write the check.

It is impossible to regulate the food safety system down to zero
percent foodborne illness. We all know that. It is also possible to
change some of our technologies so we are not always having to be
reactive but we can be a little bit more proactive, but for whatever
reason, we have chosen to leave those technologies on the shelf and
not use them. Maybe we need to rethink some of those processes.
Are there ways? We understand that the salmonella organism in
the tomato problem is not just on the surface of the tomato but
maybe in the vasculature of the tomato so washing won’t always
solve the problem. Is there another method for eradicating the sal-
monella in the tomato before it reaches the consumer? We could ir-
radiate. Some people have a problem with that. Well, we have to
have the discussion and the debate and get past that problem.

This Committee should be about solutions. It should be 21st cen-
tury results-oriented. The innovation is out there, whether it be ir-
radiation, some of the activities that can be done with gene splic-
ing. There are additional methods of prevention that we could be
taking and that we just elected not to. It has been stated over and
over again. This is the eighth oversight hearing. Really, it is time
to stop talking. This is a bipartisan issue. We all agree that there
needs to be a solution. Let us legislate, authorize and then write
the check and get this problem solved.

I yield back.

Mr. STUPAK. I thank the gentleman. I take it by your opening
statement you will cosponsor Mr. Dingell’s FDA globalization safety
bill

Mr. BURGESS. Will the gentleman yield?

Mr. STUPAK. Sure.

Mr. BURGESS. I have some problems with the legislation that Mr.
Dingell has outlined and I prepared a letter to the chairman on
that and so we can work on those issues. I don’t think I am pre-
pared to cosponsor the legislation at this point. There are, as I see
it, some problems within the legislation. One of the problems is, it
is a bipartisan committee. I mean, both sides should sit down and
work on this legislative product before it just gets given to us. It
is a whole lot easier to work through this process at the staff level
rather than trying to amend the product. You know, we get the leg-
islation and take it or leave it. Well, I am going to try to help as
best I can but the reality is, it would have been far better if Mr.
Dingell, Mr. Barton and some of us on the Subcommittee had sat
down and worked out those problems before the legislation was de-
livered, and I yield back.

Mr. StupaK. Well, thank you. We look forward to your letter be-
cause we have been working with Mr. Barton and we are making
progress on it but we always value your input into the process.
Thank you.

Ms. Schakowsky for an opening statement.
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OPENING STATEMENT OF HON. JAN SCHAKOWSKY, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF ILLINOIS

Ms. SCHAKOWSKY. Thank you, Mr. Chairman. I want to commend
you for holding this hearing regarding the crucial legislation and
for all your hard work on improving our Nation’s food safety.

I have been proud to participate in the seven hearings on food
safety the Subcommittee has held this Congress which have re-
vealed a number of truly shocking revelations about the major gaps
in our food safety system. Once again, it is clear that the FDA is
unable to ensure that the food that we serve on our dinner tables
each night won’t make us sick.

Americans are more and more worried about the safety of the
food they eat and rightly so. Last week’s tomato salmonella scare
sickened 167 people in 17 States, and every week another food re-
call is announced, it seems. Jars of Peter Pan peanut butter con-
taining salmonella, cans of green beans containing botulism, spin-
ach tainted with E. coli, poisoned pot pies, the largest meat recall
in the history of our country, 143 million pounds of recalled beef
of which 50 million pounds were sent to the school lunch program
in February. Earlier this month salmonella was found in Puffed
Rice and Puffed Wheat cereals produced by Malt-O-Meal. Tainted
cantaloupes caused a scare in March. As a mother and a grand-
mother, I should not have to worry about whether I am serving my
family contaminated food.

That there are 76 million foodborne illnesses in this country each
year is simply unacceptable. It demonstrates that there are real
gaps in our food safety system, a system which doesn’t come close
to reflecting the technological advancements in the wealthiest and
most powerful nation on earth, and given its track record and lack
of resources, I am concerned about FDA’s ability to enact the Food
Protection Plan. I am particularly concerned about FDA’s lack of
willingness to share their plans with Congress and the public. The
FDA Modernization Act, which we are beginning to consider in the
Energy and Commerce Committee, has strong language which
gives the FDA greater authority and more resources to perform
their mission. This is especially true of food manufactured over-
seas, by giving the FDA the tools it needs to conduct inspection of
foreign facilities. This legislation takes bold steps to prevent prob-
lems before they occur on U.S. soil. And by finally giving the FDA
mandatory recall authority, we are giving the Agency the teeth it
has been missing to stop corporations and companies that do not
stand up to their responsibilities to follow the law and keep the
public safe.

So I am looking forward to working with the committee to
strengthen that legislation. If the FDA had this authority now, per-
haps hundreds of people would not have been exposed to sal-
monella and millions of tomatoes would still be on the store
shelves. Consumers expect no less from their government.

Mr. Chairman, I thank you again for convening this hearing and
I look forward to hearing from our witnesses and yield back the
balance of my time.

Mr. StuPAK. Thank you.

That concludes the opening statements of all members. I want to
thank all members for being here promptly. We did the business
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meeting and now we will start this meeting. I realize there is an-
other Subcommittee meeting at this same time, the Environment
and Hazardous Materials Subcommittee, so members will be mov-
ing in and out, and we welcome their participation.

Since that concludes the opening statements by members of the
Subcommittee, I now call our first panel of witnesses to come for-
ward. On our first panel we have Dr. Gail Cassell, Vice President
of Scientific Affairs and Distinguished Lilly Research Scholar for
Infectious Diseases at Eli Lilly and Company. Dr. Cassell is also
chair of the Subcommittee on Science and Technology of the FDA’s
Science Board. Dr. J. Glenn Morris, Jr., Director of the Emerging
Pathogens Institute at the University of Florida. Dr. Morris is also
an external advisor to the FDA’s Science Board’s Subcommittee on
Science and Technology. Mr. Michael R. Taylor, Research Professor
of Health Policy at the George Washington University School of
Public Policy and Health Services. Dr. Jeffrey Levi, Executive Di-
rector of the Trust for America’s Health, and Ms. Lisa Shames, Di-
rector of Food and Agricultural Issues at the Government Account-
ability Office.

It is the policy of this subcommittee to take all testimony under
oath. Please be advised that you have the right under the Rules of
the House to be advised by counsel during your testimony. Do you
wish to be represented by counsel? With the nodding of heads, I in-
dicate no one wishes to be represented by counsel. Therefore, I am
going to ask the witnesses to please rise and raise your right hand
to take the oath.

[Witnesses sworn.]

Mr. STUPAK. Let the record reflect that the witnesses replied in
the affirmative. Each of you is now under oath. We will now hear
5 minute opening statements from our witnesses. You may submit
a longer statement for inclusion in the record.

Ms. Shames, we will start with you, please. We will go from my
left to the right. We will go right across.

STATEMENT OF LISA SHAMES, DIRECTOR, FOOD AND AGRI-
CULTURE ISSUES, U.S. GOVERNMENT ACCOUNTABILITY OF-
FICE

Ms. SHAMES. Chairman Stupak, Ranking Member Shimkus and
members of the Subcommittee, I am pleased to be here today to
discuss FDA’s progress in implementing its Food Protection Plan.
As you will recall, we testified last January before the sub-
committee that FDA’s plan proposes positive first steps. However,
we expressed concerns that it would be difficult for Congress to as-
sess the likelihood of the plan’s success without a clear description
of the resources and strategies needed to implement it.

I would like to make three points today. First, since January,
FDA has added few additional details on the resources and strate-
gies it needs to implement the plan. Second, FDA has implemented
few of GAO’s recommendations that could help it leverage re-
sources and improve enforcement, and third, in terms of FDA’s cur-
rent resource level, its proposal to focus inspections based on risk
has the potential to be an efficient and effective approach, espe-
cially since FDA’s inspections have decreased while the number of
food firms under its jurisdiction have increased.
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First, regarding resources and strategies, we testified last Janu-
ary that FDA had not provided specific information on the re-
sources and strategies needed to implement the Food Protection
Plan. Since then, FDA has added few details. FDA acknowledges
that additional resources are required to implement the Food Pro-
tection Plan, and is directing a portion of its 2008 and 2009 budget
to that end. However, FDA’s overall resource needs are unclear and
those resource needs could be significant. For example, if FDA were
to inspect the over 65,000 domestic food firms under its jurisdic-
tion, it would cost approximately $524 million. This figure under-
scores the need for FDA to focus on a risk-based approach. Based
on our review of draft internal documents, FDA appears to be re-
fining its planning process. These internal documents provide some
additional information. Nonetheless, we continue to have concerns
about the lack of specificity. For example, we were told the Food
Protection Plan would take an estimated 5 years. However, FDA
has not provided us with the timelines for the plan’s strategic ac-
tions and their associated action steps and deliverables. Without
this type of information, we are not able to assess whether FDA’s
estimated time frame is feasible.

We also testified in January that FDA planned to keep the public
informed of its progress in implementing the Food Protection Plan.
To date, FDA has not done so. While we were provided a list of var-
ious accomplishments, they were compiled from numerous public
sources. Having such information in a consolidated document that
is readily accessible reassures Congress and the public that actions
have been taken. Ultimately, at a minimum, the information we
are seeking is along the lines of a results-oriented strategic plan
that identifies long-term and interim goals and identifies necessary
resources including funding, human capital and information tech-
nology to achieve them. Publicly reporting on progress made
against those goals facilitates congressional oversight, fosters ac-
countability and promotes transparency.

Second, regarding GAO recommendations, FDA has implemented
few of our past food safety-related recommendations. Of the 34 rec-
ommendations we made since 2004, FDA has fully implemented
seven. It should be noted that FDA has started to take some steps
on most of the remaining recommendations. Among our rec-
ommendations was for FDA to make it a priority to establish
equivalence agreements with other countries. We found such agree-
ments would shift some of FDA’s oversight burdens to foreign gov-
ernments. We also recommended that FDA consider an accredita-
tion program for private labs and a certification program for third-
party inspectors. None were fully implemented. In light of the Fed-
eral Government’s long-term fiscal challenges, agencies including
FDA need to seek out opportunities to better leverage their re-
sources. The Food Protection Plan’s proposals could help address
several of these recommendations. For example, it requests Con-
gress to allow FDA to enter into agreements with exporting coun-
tries to certify that foreign producers’ shipments of designated
high-risk products comply with FDA standards.

Lastly, regarding risk-based inspections, the Food Protection
Plan identifies the need to focus safety based on risk. Conducting
inspections along these lines has the potential to be an efficient
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and effective approach for FDA to target scarce resources, which is
particularly important as the number of food firms has increased,
while inspections have decreased. For example, between 2001 and
2007, the number of domestic firms increased from about 51,000 to
over 65,000 while the number of firms inspected declined, albeit
slightly. More significantly, the number of foreign food firm inspec-
tions that FDA conducted has declined from 211 in 26 countries to
96 in 11 countries.

To conclude, FDA’s Food Protection Plan can only be as effective
as its implementation. Additional detail along with public reporting
on the progress that has been made provides FDA a valuable op-
portunity to reassure Congress and the public that it is doing all
it can to protect the Nation’s food supply.

Mr. Chairman, this concludes my prepared statement and I
would be pleased to respond to any questions that you or members
of the Subcommittee may have.

[The prepared statement of Ms. Shames follows:]
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Mr. Chairman and Members of the Subcommittee:

T am pleased to be here today to discuss the Food and Drug Administration’s
(FDA) progress in implementing the Food Protection Plan, which articulates
FDA’s plans to improve the oversight of food safety. FDA is responsible for
ensuring the safety of roughly 80 percent of the U.S. food supply—virtually alt
foods except for meat, poultry, and processed egg products—including $417
billion worth of domestic food and $49 billion in imported food annuaily. As you
know, in January 2007, we designated the federal oversight of food safety as a
high-risk area needing urgent attention and transformation.’ A key reason for that
designation is that FDA is one of 15 agencies that collectively administer at least
30 laws related to food safety. Around the time of this designation, consumers
faced several outbreaks of foodborne illnesses, including E. coli from spinach
and Salmonella from peanut butter. Subsequently, the U.S. has seen more
outbreaks of foodborne illnesses, such as Salmonella from imported cantaloupes
and raw tomatoes. Not surprisingly, public trust in FDAs ability to protect the
food supply has fallen. A 2008 Harris poll showed that U.S. adults have little
confidence—and less confidence than last year—in the safety of packaged or
prepared foods that have been imported from countries like China, India, or
South Africa. In addition, a recent public opinion poll conducted by the Trust for
America’s Health? found that 67 percent of Americans are worried about food
safety, ranking it higher than concems about, for example, pandemic flu or
natural disasters.

Concerns about food safety oversight are not new. GAO and others have
consistently reported on a lack of adequate oversight of food safety by FDA, and
have provided many recommendations for better leveraging FDA’s limited
resources and suggestions for additional authorities that would allow FDA to
better fulfill its responsibilities. In 1998, we reported that limitations in FDA’s
authority and its need to more effectively target limited resources could adversely
affect its ability to ensure food safety.’ A decade later, the story remains the
same and has only taken on a greater sense of urgency due to changing
demographics and consumption patterns that, according to FDA, have put more
of the U.S. population at risk of contracting foodborne illnesses. Populations at
high risk of foodborne ilinesses—older adults, young children, pregnant women,

YGAO, High-Risk Series: An Update, GAO-07-310 {Washington, D.C.: January 2007)

2 Trust for America's Health is a profit, parti; i dedicated to p ing the
public’s health.

3GAO, Food Safety: Federal Efforts to Ensure the Safety of Imported Foods Are Inconsistent and
Unreliable, GAO/RCED-98-103 {Washington, D.C.: Aprit 30, 1998)
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and immune compromised individuals—now make up 20 to 25 percent of the
U.S. population. In addition, U.S. consumers are increasingly eating raw or
minimally processed foods, which are often associated with foodbome illnesses.
For example, the consumption rate of leafy greens—the category of produce
most likely to be iated with an outbreak—increased 180 percent between
1992 and 2005, according to the U.S. Department of Agriculture. Compounding
the challenges, the number of FDA-regulated domestic food establishments has
increased more than 10 percent in the last five years and the number of food
import entry lines has tripled in the past ten years,

To respond to the need for better oversight of food safety, FDA released its Food
Protection Plan in November 2007, which articulates FDA’s framework for
overseeing the safety of food and outlines three core elements—prevention,
intervention, and response—that are the focus of FDA’s efforts to improve
oversight.® At the same time, a twelve-agency working group presented to the
President its Action Plan for Import Safety,® which contains, among other things,
recommendations for improving the safety of food imports entering the United
States. Both plans spell out numerous actions FD'A plans to take to enhance food
safety, including writing new food protection guidelines for industry and helping
foreign countries improve their regulatory systems. The plans also request new
legislative authorities, such as enhanced access to a food company’s records
during food safety emergencies.

Also, in November 2007, FDA’s Science Board, an advisory board to the agency,
released a report entitled, FDA Science and Mission at Risk.” This report
concluded that FDA is not positioned to meet current or emerging regulatory
needs, and stated that FDA does not have the capacity, such as staffing and
technology, to ensure the safety of the nation’s food supply. According to the
Science Board report, FDA’s resources have not kept pace with its increasing
responsibilities, and this disparity has made it increasingly “impossible” for FDA
to maintain its historic public health mission. In addition, the report finds that

‘According to FDA, an entry tine is each portion of an import shipment that is listed as a separate
item on an entry document. ltems in an import entry having different tariff descriptions must be
listed separately.

5Depanmem of Health and Human Services, U.S. Food and Drug Administration, Food Protection
Plan (Washington, B.C., 2007).

6lmeragency ‘Working Group on Import Safety, Action Plan for Import Safety (Washington, D.C.,

FDA Science Board, Subcommittee on Science and Technology, FDA Science and Mission at Risk
{Washington, D.C., November 2007).
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food safety resources have increasingly been diverted away from routine
surveillance and other tasks to managing crises as they arise and the nation’s
food supply is at risk. In February 2008, the Science Board estimated that, to
impl its rec dations to protect the nation’s food supply, FDA's base
budget would need to increase by a total of $755 million by fiscal year 2613,
phased in over time starting with $128 million in fiscal year 2009.

In response to these concerns, Congress has expressed considerable interest in
enhancing FDA’s oversight of food safety, and the House Energy and Commerce
Committee has held hearings to consider a draft bill entitled The Food and Drug
Administration Globalization Act of 2008 which, in part, would provide some of
FDA'’s requested authorities.® This draft bill also contains provisions that are
consistent with several past GAQ recommendations to FDA and matters for
congressional consideration regarding FDA’s food safety programs. For example,
the draft bill contains provisions that would allow FDA to leverage resources
using outside organizations, such as third-party inspectors.

As part of its congressional oversight of FDA’s challenges in meeting its
responsibilities, we testified in January 2008 before this subcommittee and
reported that FDA’s Food Protection Plan proposes positive first steps for FDA.”
For example, FDA requests authority to order food recalls and issue additional
preventive controls for high-risk foods, both of which we previously
recommended. However, we expressed concerns about FDA’s capacity to
implement the plan and noted that more specific information about its strategies
and the resources FDA needs to implement the plan would facilitate
congressional oversight. We recognized that without a clear description of
resources and strategies, it would be difficult for Congress to assess the
likelihood that the plan will achieve its intended results.

In this context, my testimony today focuses on FDA’s progress in implementing
the Food Protection Plan, FDA’s proposal to focus inspections based on risk,
and FDA’s implementation of previously issued GAO recommendations intended
to improve food safety oversight. In summary, we have found (1) FDA has added
few details on the resources and strategies required to implement its Food

8Committee on Energy and Commerce, U.S. House of Representatives, Discussion Draft: The Food
and Drug Administration Globalization Act of 2008 (Apr. 16, 2008), available at
hitp://energycommerce.house.gov/FDAGlobalAct-08/index.shtmi

GAO, Federal Oversight of Food Safety: FDA’s Food Protection Plan Proposes Positive First

Steps, but Capacity to Carry Them Out is Critical, GAO-08-435T (Washington, D.C.: Jan. 29,
2008).
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Protection Plan, (2) FDA’s proposal to focus inspections based on risk can help
target scarce resources, and (3) FDA has implemented few of our
recommendations intended to help leverage resources and improve operations.
This testimony is based on new and previously issued work.

To assess FDA’s progress in implementing the Food Protection Plan, we
reviewed FDA documents, such as FDA’s operations plan and work plan, and
FDA data related to the plan. In addition, we interviewed FDA officials regarding
the progress made to date in implementing the Food Protection Plan. To review
FDA’s proposal to focus inspections based on risk, we analyzed FDA’s data on

* past domestic and foreign food firm inspections. To determine actions that FDA

4

has taken on our past rec dations, we d and analyzed information
from FDA on the status of these recommendations, We conducted our work
between May and June 2008 in accordance with generally accepted government
auditing standards. Those standards require that we plan and perform the audit to
obtain sufficient, appropriate evidence to provide a reasonable basis for our
findings and conclusions based on our audit objectives. We believe the evidence
obtained provides a reasonable basis for our findings and conclusions based on
our audit objectives.

FDA Has Added Few
Details on the
Resources and
Strategies Required to
Implement Its Food
Protection Plan

In light of the federal government’s long-term fiscal challenges, it is critical that
agencies can justify the needed resources and develop effective, efficient
strategies to achieve their mission. We testified in January 2008 that, while FDA
officials had acknowledged that implementing the Food Protection Plan would
require additional resources, FDA had not provided specific information on the
resources it anticipates the agency will need to implement this plan to improve its
oversight of food safety. For example, the Food Protection Plan proposes to
enhance FDA’s information technology systems related to both domestic and
imported foods which the Science Board report suggests couid cost hundreds of
millions of dollars. At that time, FDA officials stated they would provide specific
information on how much additional funding would be necessary to implement
the Food Protection Plan when the President’s budget was publicly released in
the coming weeks.

In its fiscal year 2008 budget, FDA received approximately $620 million for food
protection, an increase of about $56 million over fiscal year 2007, and directed
$48 miltion of that amount toward implementing the Food Protection Plan,
according to FDA. FDA requested approximately $662 million for food safety
for fiscal year 2009, an increase of about $42 million over fiscal year 2008.
According to the Department of Health and Human Services’ budget
justification, FDA plans to direct the $42 million 1o strategic actions described in
its Food Protection Plan. As shown in table 1, the plan outlines spending on all
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three core elements of the Food Protection Plan—a total of about $21 million for
prevention, about $34 million for intervention, and about $23 million for
response for fiscal years 2008 and 2009. FDA also reported that, in fiscal year
2008, the agency intends to hire nearly 1,500 full time equivalents (FTE),
including approximately 730 to fill vacant positions. Of these, 161 will be new
FTEs funded by congressional increases dedicated to food safety activities. In
addition, in fiscal year 2009, FDA plans to hire 94 new FTEs for food safety

activities.
L oSt e e e
Table 1: Current and pl d sp g for Food Pr ion Plan Core El and St gic Actions, Fiscal Years 2008 and
2009
Total current/planned
Fiscal year 2008 Fiscal year 2009 spending for fiscal
Food Protection Plan core el and gic acti increase increase years 2008 and 2009
Total for core element 1: prevention 10,024,000 11,414,000 21,438,000
1.1: Promote increased corporate responsibility to prevent 3,108,000 6,311,000 9,419,000
foodborne ilinesses
1.2 Identify food vulnerabilities and assess risks 5,580,000 4,302,000 9,882,000
1.3: Expand the understanding and use of effective mitigation 1,336,000 801,000 2,137,000
measures
Total for core element 2: intervention 18,509,000 15,606,000 34,115,000
2.1: Focus inspections and sampling based on risk 16,187,000 14,864,000 31,051,000
2.2: Enhance risk-based surveillance of imported foods at the border 2,322,000 742,000 3,064,000
2.3: improve the detection of food system “signals” that indicate [} [4] 0
contamination
Total for core element 3: response 19,588,000 3,174,000 22,763,000
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Total current/planned

Fiscal year 2008 Fiscal year 2009 spending for fiscal

Food Protection Plan core el and g i : increase increase years 2008 and 2009

3.1: improve immediate response 19,589,000 2,954,000 22,543,000

3.2: Improve risk cormunications {o the public, industry and other 0 220,000 220,000
stakeholders

Sub-total 48,122,000 30,194,000 78,316,000

Cost of living pay increase for onboard food protection employees 0 12,038,000 12,038,000

Total for entire Food Protection Plan 48,122,000 42,232,000 90,354,000

Source: FDA,

Furthermore, in May 2008, FDA’s Commissioner of Food and Drugs provided
his professional judgment in response to a congressional request of FDA’s
immediate resource needs to implement key initiatives across the core elements
of the Food Protection Plan. The Commissioner called for an additional $125
million for food protection in fiscal year 2008 beyond the $48 million that FDA
had already allocated for implementing the Food Protection Plan in this fiscal
year, According to the Commissioner, this increase will allow FDA to address
some of the plan’s strategic actions, such as identifying and targeting the greatest
threats from intentional and uni jonal ¢ ination and conducting more
risk-based inspections. The Commissioner’s assessment also calls for 250
additional FTEs to accomplish the goals of the Food Protection Plan. After the
Commissioner provided his assessment of FDA’s resource needs, the Senate
passed an Iraqg War Supplemental that included an additional $119 million for
food safety to be available through fiscal year 2009, In addition, on June 9, 2008,
the Department of Health and Human Services announced that the
Administration is amending its fiscal year 2009 budget request to include, in part,
a $125 million increase for food safety. This amount would add to the $42
million increase originally proposed in the fiscal year 2009 budget justification
(see table 1) and appears to be consistent with the Commissioner’s professional
judgment response. To accompany this amendment, FDA has posted information
on steps it is taking to invest in its transformation in areas such as domestic
medical products, import products, and domestic food safety. For example,
under transforming domestic food safety, FDA reports that it issued final fresh
cut produce guidance to limit c¢ ination of fresh-cut fruits and vegetables. In
addition, FDA conducted inspections and took action against processors of low
acid canned foods that were deviating from required standards.

In addition, in January 2008, we testified that the Food Protection Plan does not
discuss the strategies it needs in the upcoming years to implement this plan.
When we asked FDA for more specificity on the strategies for implementing the
plan, FDA officials told us that they have internal plans for implementing the
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Food Protection Plan that detail timelines, staff actions, and specific
deliverables. More recently, a senior level FDA official provided us with an
estimate of 5 years for fully implementing the plan. However, FDA has not
provided us with timelines for the various strategies described in the plan. For
example, under the plan’s strategic action 2.3—to improve the detection of food
system “signals” that indicate contamination (see table 1)—FDA has recently
identified three additional action steps with deliverables that will be needed to
identify, develop, and deploy new screening tools and methods to identify
pathogens and other ¢ i However, FDA could not provide us with an
estimate of how long it would take to implement these steps or the overall
strategic action. Without this type of information, we are not able to assess
whether FDA’s estimated 5-year time frame is feasible.

Similarly, while FDA’s Food Protection Plan recognizes the need to partner with
Congress to obtain 10 additional statutory authorities to transform the safety of
the nation’s food supply, FDA’s congressional outreach strategy is general.
When we asked FDA officials if they had a congressional outreach strategy, FDA
officials told us that they had met with various congressional committees to
discuss the Food Protection Plan. When asked if they had provided draft

I ge to congressional commi on the various authorities, FDA officials
explained that they only provided technical assi e, such as ¢ ing on
draft bills, to congressional staff when asked.

FDA appears to be refining its implementation plan over time. Most recently, in
June 2008, FDA provided us with a draft work plan that it characterizes as a
dynamic document that changes on a daily basis to implement the Food
Protection Plan. While this draft work plan provides more information on the
action steps and deliverables to achieve the core elements, we continue to have
concerns about FDA’s lack of specificity on the necessary resources and
strategies to fully implement the plan. For example, as part of the plan’s strategic
action 1.1-—to promote increased corporate responsibility to prevent foodborne
illnesses (see table 1)—FDA has identified a goal of analyzing food import trend
data and focusing inspections based on risk, and the draft work plan shows six
deliverables, such as analysis of import data sets and an import risk ranking,
associated with this goal. However, the timelines for these deliverables are
unclear. In addition, the agency plans to dedicate a total of $673,000 to this goal
in fiscal years 2008 and 2009, and FDA officials told us that the agency
considers this funding to be a down payment toward achieving this goal.
However, it is unclear what the total cost will be to meet this goal. While the
work plan provides some basic information, more specific information, such as
estimated resources needed to implement the various strategies—the core
elements, goals, and deliverables—as well as the overall plan and timeframes for
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implementing the strategies, are needed to assess FDA’s progress in
implementing the plan or in acquiring the resources and authorities it needs.

Anticipating the cost of the overall plan is important because, while some
activities, such as meeting with industry experts to discuss corporate
responsibility, may be accomplished within one budget cycle, others, such as the
establishment of an FDA field office in China will likely require a long-term
commitment of agency resources. From the information we have obtained on the
Food Protection Plan, it is unclear what FDA’s overall resource need is for
implementing the plan. The overall resource need could be significant, For
example, if FDA were to inspect each of the approximately 65,500 domestic food
firms regulated by FDA, at the Commissioner’s May 2008 estimate of $8,000 for
a domestic food safety inspection, it would cost approximately $524 million to
inspect all of these facilities once, Similarly, if FDA were to inspect each of the
189,000 registered foreign facilities (which includes facilities that manufacture,
process, pack, or hold foods consumed by Americans) at the Commissioner’s
estimated cost of $16,700 per inspection, it would cost FDA approxirately $3.16
billion to inspect all of these facilities once. These figures underscore the need
for FDA to focus safety inspections based on risk.

Ultimately, a results-oriented organization needs to take a long-term view of the
goals it wants to accomplish and describe them in a strategic plan. To facilitate
congressional oversight, gic plans should discuss (1) long-term goals and
objectives for all major functions; (2) approaches to achieve the goals and
objectives, and in particular the required resources including human capital and
information technology; (3) a relationship between the long-term goals and the
annual performance goals; and (4) an identification of key factors that could
significantly affect achievement of the strategic goals. Such discussions in the
Food Protection Plan could help clarify FDA’s organizational priorities to the
Congress, other stakeholders, and the public.

Lastly, when we testified before this subcommittee in January, we reported that
FDA planned to keep the public informed of their progress on implementing the
Food Protection Plan. In addition, in March 2008, FDA officials indicated that a
progress report on actions taken to impl the Food Pr ion Plan would be
issued in April 2008. In May, FDA officials told us that they had prepared a draft
progress report, but as of June 4, 2008, FDA had not made this report public.
FDA officials told us that the progress report is still being cleared by the
Department of Health and Human Services, and they could not provide us with
the report until it was cleared by the department. Instead, FDA officials provided
us with a broad overview of FDA’s actions and, subsequently, provided us with a
list of accomplishments drawn out of numerous public documents. For example,

Page8 GAD-08-909T FDA's Food Safety Program



27

FDA issued a Federal Register Notice to solicit stakeholder comments on the
implementation of the Food Protection Plan as part of a broad outreach plan.

We have noted that public reporting is the means through which the federal
government communicates the results of its work to the Congress and the
American people. Such reporting is in the public interest and promotes
transparency in government operations. While it is important to show what
progress has been made, having such information in a consolidated document at a
readily accessible location reassures Congress and the public that actions have
been taken.

FDA'’s Proposal to
Focus Inspections

Based on Risk Can
Help Target Scarce
Resources

The Food Protection Plan identifies the need to focus safety inspections based on
risk, which is particularly important as the numbers of food firms have increased
while inspections have decreased. In its Food Protection Plan, FDA has
identified some actions to better identify food vulnerabilities and assess risks. For
example, FDA plans to use enhanced modeling capability, scientific data, and
technical expertise to evaluate and prioritize the relative risks of specific food
and animal feed agents that may be harmful. According to FDA officials, the
agency has assigned a risk-based steering committee to identify models for
ranking and prioritizing risk.

Conducting inspections based on risk has the potential to be an efficient and
effective approach for FDA to target scarce resources, particularly when the
number of inspections has not kept pace with the growth in firms between 2001
and 2007. Specifically, while the number of domestic firms under FDA’s
jurisdiction increased from about 51,000 to more than 65,500, the number of
firms inspected declined slightly, from 14,721 to 14,566. FDA also reported

declines in the ber of inspections at overseas firms between 2001 and 2007—
even as the United States has imported hundreds of thousands of different food
products from tens of thousands of foreign food firms in more than 150 countries.
Appendix I has information on the number of FDA inspections of food firms in
foreign countries from fiscal years 2001 through 2007,
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GAO Has Issued
Recommendations
Intended to Help
Leverage Resources and
Improve Operations, but
FDA Has Implemented
Few of Them

FDA has implemented few of our past recommendations to improve food safety
oversight. Our rece dations are designed to correct identified problems and
improve programs and operations. We have made 34 food safety related
recommendations to FDA since 2004 and, as of May 2008, FDA has
implemented 7. For the ining recc dations, FDA has not fully
implemented them, however, in some cases, FDA has taken some steps. As
shown in table 2, these recommendations fall into two broad categories:
improving monitoring and enforcement processes and leveraging resources. The
planned activities in the Food Protection Plan could help address several of these
recommendations.

Table 2: FDA's Implementation of GAD’s Food Safety Recommendations, Since
2004

Category of T_otat FDA has FDA has not fully

fmproving monitering
and enforcement

processes 21 3 18
Leveraging resources 13 4 g
Total

Recommendations 34 7 27

Source: GAQ and FDA,

In light of the federal government’s long-term fiscal challenges, agencies,
including FDA, need to seek out opportunities to better leverage their resources.
We have made 13 recommendations to help FDA better leverage its resources

" since 2004, and FDA has implemented 4 of them. In a January 2004 report

regarding seafood safety, we recommended that, among other things, FDA make
it a priority to establish equivalence agreements with other countries.'® We found
that such agreements would shift some of FDA’s oversight burden to foreign
governments. FDA did not concur with this recommendation, and as of May
2008, has not yet established equivalence agreements with any foreign countries.
In the same report, we recommended that FDA give priority to taking
enforcement actions when violations that pose the most serious health risk occur;

YGAQ, Food Safety: FDA's Imported Seafood Safety Program Shows Some Progress, but Further
Improvemenis are Needed, GAO-04-246 (Washington, D.C.: Jan. 30, 2004),
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consider the cost and benefits of implementing an accreditation program for
private laboratories; and explore the potential of implementing a certification
program for third-party inspectors. Although FDA concurred with these
recommendations and has taken some limited action such as requesting public
conunents on the use of third-party certification programs, none were fully
implemented. The Food Protection Plan requests that Congress allow the
agency to enter into agreements with exporting countries to certify that foreign
producers’ shipments of high-risk products comply with FDA standards.

Since 2004, we have made 21 recommendations to FDA to improve monitoring
and enforcement processes, and FDA has implemented 3 of them. For example,
in October 2004, we recommended that FDA develop a sound methodology for
district staff to verify that companies have quickly and effectively carried out
recalls.”’ At the time of our review, we found that FDA was not calculating the
recovery rate for recalls. As a result, the agency did not know how much food
was actually recovered, although the agency told us recovery was an important
indicator of a successful recall. FDA initially commented that we had not
demonstrated that weaknesses in FDA’s recall process resulted in little recovery
of food, but as of May 2008, the agency is in the process of conducting a quality
management system review of its recall activities and, once the review is
completed, it will include recommendations for verifying that a company’s recall
was effective, according to FDA.

To conclude, FDA’s release of the Food Protection Plan is a positive first step
toward modernizing FDA's approach to food safety to better meet the challenges
of an increasingly global food supply and respond to shifting demographics and
consumption patterns. Given that FDA’s resources have not kept pace with its
increasing responsibilities, FDA’s plan to take a risk-based approach to
inspections could help FDA make the most effective and efficient use of its
limited resources, However, FDA’s Food Protection Plan can only be as
effective as its implementation, and without specificity on the resources and
strategies needed to fully implement the plan—and in the absence of public
reporting—neither Congress nor the public can gauge the plan’s progress or
assess its likelihood of success in achieving its intended results. In addition, no
one is better poised than FDA to identify the resources and authorities needed to
implement the plan; therefore, FDA’s capacity to provide such information can
be questioned. Meanwhile, as foodborne illness outbreaks continue, FDA is

YGAO, Food Safety: USDA and FDA Need to Better Ensure Prompt and Complete Recalls of
Potentially Unsafe Food, GAO-05-51 (Washington, D.C.: Oct. 6, 2004).
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missing valuable opportunities to reassure Congress and the public that it is doing
all it can to protect the nation’s food supply.

Mr. Chairman, this concludes my prepared statement. I would be pleased to
respond to any questions that you or other Members of the' Subcommittee may
have.
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Appendix I: Number of FDA Inspections of Food
Firms in Foreign Countries, as of December 2007

FDA Inspections of Foreign Food Firms, Fiscal Years 2601 - 2007

2001 2002 2003 2004 2005 2006 2007 Total

Mexico 17 15 8 15 7 16 26 104
Ecuador 8 11 24 il 10 64
Chite 13 15 8 7 11 52
Peru 13 18 1 9 ] 50
Brazil 12 6 7 21, 46
Thailand 4 10 10 22 45
Canada 13 13 1 7 4 38
China 9 2 6 16 33
Taiwan 8 7 9 7 32
Argentina 7 5 19 31
india 8 10 7 7 30
South Korea 14 1 7 6 28
Australia 12 [ 9 27
Costa Rica 11 4 5 7 27
Vietnam 9 10 8 27
Honduras £ 8 7 24
Fiji 8 13 21
Singapore 10 8 18
Estonia 8 8 16
Guatemala 10 6 16
South Africa 5 i3 16
Germany 5 4 4 1 1 15
Nicaragua 8 7 15

31 additional countries®

58 81 54 26 40 11 8 288

Total number of countries inspected

26 22 22 20 16 15 11 54

Total Inspections

241 169 148 153 132 125 96 1034

360976)

Source: GAD analysis of FDA data.

Note: *Couniries with a total of 13 or fewer inspections betwaen 2001 and 2007 are not listed in the
table. These countries include: E! Salvador {14 inspections), Jamaica (14), Latvia {14), Uruguay (14),
Venezuela (14), Raly (13), Morocco {13), New Zealand (13), Poland (13), Norway {11), France {10),
Romania (10), Suriname (10), iceland (9), Malaysia (9), Buigaria (8), Columbia (8), Cyprus (7},
Panama (7), Trinidad and Tobago (7). United Kingdom (6), Turkey (5), Spain {4), Belgium (3), Greece
(3), Hungary {3), Finland (2}, Haiti (2}, Japan (2), and the {2). FDA also i food
firms in Hong Kong (8).
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The Government Accountability Office, the audit, evaluation, and investigative
arm of Congress, exists to support Congress in meeting its constitutional
responsibilities and to help improve the performance and accountability of the
federal government for the American people. GAO examines the use of public
funds; evaluates federal programs and policies; and provides analyses,

Tece dations, and other assi ¢ to help Congress make informed
oversight, policy, and funding decisions. GAO's commitment to good
government is reflected in its core values of accountability, integrity, and
reliability.
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FEDERAL OVERSIGHT OF FOOD SAFETY

FDA Has Provided Few Details on the Resources and
Strategies Needed to implement its Food Protection
Plan

What GAO Found

Since FDA’s Food Protection Plan was first released in November 2007, FDA has
added few details on the resources and strategies required to imp} the plan.
FDA plans to spend about $90 million over fiscal years 2008 and 2009 to implement
several key actions, such.as identifying food vulnerabilities and risk. From the
information GAQ has obtained on the Food Protection Plan, however, it is unclear
what FDAs overall resource need is for implementing the plan, which could be
significant. For example, based on FDA estimates, if FDA were to inspect each of
the approximately 65,500 domestic food firms regulated by FDA once, the total cost
would be approximately $524 million. In addition, timelines for implementing the
various strategies in the plan are also unclear, although a senior level FDA official
estimated that the overall plan will take 5 years to complete. Iiportantly, GAO has
noted that public reporting is the means through which the federal government
communicates the results of its work to the Congress and the American people. FDA
officials told GAO that they had prepared a draft report on progress made in
implementing the Food Profection Plan, but as of June 4, 2008, FDA told GAO that
the Department of Health and Human Services had not cleared the report for release.

The Food Protection Plan identifies the need to focus safety inspections based on
risk, which is particularly impertant as the numbers of food firms have increased
while inspections have decreased. For example, between 2001 and 2007, the number
of domestic firms under FDA’s jurisdiction increased from about 51,000 to more
than 65,500, while the number of firms inspected declined slightly, from 14,721 to0
14,366, Thus, conducting safety inspections based on risk has the potential to be an
efficient and effective approach for FDA to target scarce resources based on relative
vulnerability and risk.

FDA has implemented few of GAO’s past recommendations to leverage its resources
and improve food safety oversight. Since 2004, GAQ has made a total of 34 food
safety related recommendations to FDA, and as of May 2008, FDA has implemented
7 of these recommendations. For the remaining recommendations, FDA has not fully
implemented them, however, in some cases, FDA has taken some steps. However,
the planned activities in the Food Profection Plan could help address several of the
recomumendations that FDA has not implemented. For example, in January 2004,
GAO recommended that FDA make it a priority to establish equivalence agreements
with other countries. We found that such agreements would shift some of FDA’s
oversight burden to foreign governments. As of May 2008, FDA has not yet
established equivalence agreements with any foreign countries. The Food Protection
Plan requests that Congress allow the agency to enter into agreements with exporting
countries to certify that foreign producers’ shipments of designated high-risk
products comply with FDA standards.
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Mr. STUPAK. Thank you for your testimony.
Dr. Cassell, your testimony, please.

STATEMENT OF GAIL H. CASSELL, PH.D., VICE PRESIDENT,
SCIENTIFIC AFFAIRS AND DISTINGUISHED LILLY RESEARCH
SCHOLAR FOR INFECTIOUS DISEASES, ELI LILLY AND COM-
PANY

Ms. CASSELL. Good morning, Mr. Chairman, members of the
Committee. I appear before you today, as you have stated, as a
member of the FDA’s Science Board, the advisory committee to the
Commissioner, and as the chair of the subcommittee of the Science
Board that was asked in December of 2006 to assess the state of
science and technology at the Agency for its ability to address their
current responsibilities as it relates to the protection of the public’s
health.

On December 3, 2007, the Science Board subcommittee presented
the results of our findings to the full Science Board. The Science
Board accepted the report as final and dissolved the subcommittee.
The record of the proceedings of that meeting will show that due
to the seriousness of the deficiencies found and the urgency of the
situation, the Science Board was adamant that the report be broad-
ly disseminated among the public and policymakers. The level of
concern by all members of the subcommittee and the Science Board
to a person was and remains very high, and thus the intensity of
our commitment to this review and to see that in fact the rec-
ommendations of this committee are fully understood and the ur-
gency appreciated. On behalf of our subcommittee, I again want to
thank this committee for your interest and attention to the report.

As you have heard me say before, this subcommittee review was
unique in many respects. First, it is only the second time in over
a century that the Agency has been reviewed by an external com-
mittee as a whole entity. Second, the committee was composed of
leaders not from a single sector but industry, academia, other gov-
ernmental agencies. I won’t belabor that. You have heard me say
that before. It is in my written testimony. But I would point out
on this committee that we did have a former Assistant Secretary
of Health, a former Under Secretary of Agriculture responsible for
food safety, a former Chief Counsel of the FDA, and almost 50 per-
cent of the members were members of the National Academy of
Sciences, including one Nobel laureate. We worked for over a year.
It was the rule, not the exception, that almost all members were
actively engaged and present in our deliberations. Let me assure
you one more time that this level of engagement by a committee
is not the norm. Trust me. I have served on enough committees of
this type.

I would just say that also it is very rare that a committee would
reach consensus so rapidly. You might ask then why were we able
to achieve consensus and why the committee to this exercise, and
quite simply, it was, it became readily apparent that FDA suffers,
as you have heard this morning, from serious scientific deficiencies
and is no way positioned to meet current or emerging regulatory
responsibilities. It is agency-wide. It is not limited to a single pro-
gram or center. Since every regulatory decision must be based upon
the best available scientific evidence in order to protect public
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health, we concluded lives were at risk and that there was an ur-
gent need to address the deficiencies. Quite simply, we concluded
that FDA can no longer fulfill its mission without substantial and
sustained appropriations.

Many of you this morning have suggested that you are eager to
hear what we would tell you about the new scientific technologies
that would be applied to the food safety system. I am here to tell
you today that in the hearing you may remember that was held by
your committee on January 29, that in fact Dr. Porter from the
congressional Research Service presented a slide to you which
showed that the resources for the FDA for conducting research has
declined by 50 percent since 1993. For food safety, you should ap-
preciate that that amount has declined 67 percent. It is absolutely
essential if in fact the Agency is to have the best and most up-to-
date technologies that they do have the resources.

For that reason, when we were asked by this committee to pro-
vide our best judgment in terms of resources needed, you have al-
ready alluded to the fact that we requested $375 million in 2009.
This was in great contrast, of course, to what you have already
heard of the $50.7 million requested by the Administration. We are
encouraged that the Administration’s fiscal year 2009 budget
amendment acknowledges the FDA’s needs for $275 million to ad-
dress serious safety issues but unfortunately, this amount is not
sufficient to address all the deficiencies we found including the IT
deficiencies and drug safety issues, and most importantly, with re-
spect to food safety, it does come very close to what we rec-
ommended but appreciate it doesn’t include the IT component in
that $128 million we recommended for food safety.

We also wanted to point out that if it were not to become avail-
able until 2009, this is not in time. As we have all just heard about
the tomato outbreak with salmonella, 23 hospitalizations, over 145
people sickened, and plus over $51 million lost in the space of just
a few weeks. I also would point that in fact we also have had the
81 deaths from the heparin contamination. Therefore, it is urgent
and we urge you to include the $275 million for FDA in the supple-
mental appropriations bill currently being considered by the House
and Senate in order to get the critically needed funds flowing.

You will hear this morning from Dr. Glenn Morris, a member of
the subcommittee, in detail about what the specific findings were
that relate to food safety. You will also hear our concern about the
lack of specificity in the Agency’s Food Protection Plan and the fact
that we need a strategic implementation plan. We need to know
what technologies are going to be utilized, how long this will take,
and I thank you for your attention and conclude my comments.

[The prepared statement of Ms. Cassell follows:]

STATEMENT OF GAIL H. CASSELL, PH.D.

Mr. Chairman and Members of the Subcommittee, I am Gail H. Cassell, Vice
President for Scientific Affairs and a Distinguished Research Scholar for Infectious
Diseases of Eli Lilly and Company and Professor. I am also Professor and Chairman
Emeritus of the Department of Microbiology of the University of Alabama Schools
of Medicine and Dentistry. I am a member of the Institute of Medicine of the Na-
tional Academy of Sciences and am currently serving a second term on the gov-
erning board of the IOM. Of relevance to my testimony today, I have previously
been a member of the Advisory Committees of the Directors of both the Centers for
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Disease Control and the National Institutes of Health. I also co-chaired the congres-
sionally mandated review of the NIH intramural program. I appear before you today
as a member of the FDA Science Board, Advisory Committee to the FDA Commis-
sioner as I have done so twice before this year. As you know I served as Chair of
the Subcommittee on Science and Technology of the Science Board, which authored
the report “FDA Science and Mission at Risk”.

In December 2006, the Commissioner charged the Science Board with establishing
a subcommittee to assess whether FDA’s current science and technology can support
the Agency’s statutory mandate to protect the Nation’s food and drug supply. The
subcommittee was comprised of three Science Board members and 30 other experts.
The subcommittee formally presented its report to the Science Board and FDA on
December 3.

The report was unanimously endorsed by each of the 33 members of the sub-
committee and the full Science Board. On December 3, the Science Board accepted
the report as final and dissolved the subcommittee. The record of the proceedings
of that meeting will show that due to the seriousness of the deficiencies found and
the urgency of the situation, the Science Board was adamant that the report be
broadly disseminated among the public and policy makers. The level of concern by
all members of the subcommittee and the Science Board members was, and remains,
high.and thus the intensity of their commitment to this review. On behalf of our
subcommittee, I again want to thank you Mr. Chairman and members of your com-
mittee for your attention to our report.

The subcommittee review was unique in many respects. First, it is only the second
time in over a century that the Agency has been reviewed by an external committee
as a whole entity. Second, the committee was composed of leaders, not from a single
sector, but from industry, academia, and other government agencies. The expertise
and level of accomplishments of the members are almost unprecedented in a single
committee, especially considering their breadth and knowledge in regulatory science
and understanding of the mission of the Agency.

The subcommittee included expertise ranging from a Nobel laureate in pharma-
cology, 14 members of the National Academy of Sciences (including two engineers),
a renowned economist and specialist in workforce issues, a leader in health care pol-
icy and technology assessment, a former CEO of a large pharmaceutical company,
a former Assistant Secretary for Health and Human Services who also headed glob-
al regulatory affairs within a large company for over 20 years, a former Chief Coun-
sel for the FDA, and the first Under Secretary for Food Safety at the U.S. Depart-
ment of Agriculture overseeing the Food Safety and Inspection Service and coordi-
nating U.S. Government food safety policy.

For over a year, this group of experts worked intensively for thousands of hours,
including many nights, weekends, and holidays conducting their review. It was the
norm, not the exception, that when we met, even by teleconference, we would have
as many as 30 members actively engaged in discussion for over 2 hours. Let me as-
sure you, this level of engagement by so many very busy people with diverse exper-
tise is rare in such a committee let alone that there would be such rapid consensus
about its findings. How then do you explain the consensus and commitment to this
exercise?

It became rapidly apparent that the FDA suffers from serious scientific defi-
ciencies and is not positioned to meet current or emerging regulatory responsibil-
ities. It is agency-wide, i.e. not limited to a single program or center. Since every
regulatory decision must be based upon the best available scientific evidence in
order to protect the public’s health, we concluded that American lives are at risk
and that there is an urgent need to address the deficiencies. Quite simply we con-
cluded that FDA can no longer fulfill its mission without substantial and sustained
additional appropriations.

On February 25, in response to your request, we submitted a summary of the esti-
mated resources required to implement the recommendations made by our Sub-
committee which included $375M in FY 2009. This was in great contrast to the
$50.7M requested by the Administration for FY 2009. We are encouraged that the
Administration’s FY 2009 budget amendment acknowledges the FDA’s need for
$275M to address serious safety issues. Unfortunately, we do not believe this
amount is sufficient and most importantly, even if it were, it would not be available
until March or April of 2009 at the very earliest.

Just within the past 2 months there have been 81 deaths in this country from
contaminated heparin. Just this past week, the Centers for Disease Control has re-
ported there have been 23 hospitalizations and 145 people sickened from salmonella
contamination of fresh tomatoes. The later alone has cost the food industry over
$51M in the last few days. Mr. Chairman, if we do not act now to address the defi-
ciencies at FDA, we will see more lives lost and greater economic losses. We there-
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fore urge you to include $275M for FDA in the Supplemental appropriations bill cur-
rently being considered by the House and Senate in order to get the critically need-
ed funds flowing rapidly.

You will recall in the hearing held by your committee on January 29, we summa-
rized the overall findings of our subcommittee. In the hearing you held, April 22,
findings concerning drug safety and foreign inspections were extensively discussed.
However, our subcommittee found the most serious deficiencies to be in the area of
food safety. Today you will hear from Dr. Glenn Morris, a member of our review
group about our specific concerns and recommendations about food safety. In addi-
tion, you will hear about our concern that the Agency’s current Food Protection Plan
lacks specificity regarding the actions to be taken, technologies to be utilized, and
mechanisms of implementation. I will now defer to him and the other panel mem-
bers to discuss these issues in greater detail.

Mr. STUPAK. Thank you, Doctor.
Dr. Morris for an opening statement, please.

STATEMENT OF J. GLENN MORRIS, JR., M.D., M.P.H., T.M., DI-
RECTOR, EMERGING PATHOGENS INSTITUTE, UNIVERSITY
OF FLORIDA

Dr. MoORRIS. Mr. Chairman, members of the Committee. It is a
pleasure to have the opportunity to speak before you today to re-
view the findings of the report of the FDA’s Science Board Sub-
committee on Science and Technology on which I had the pleasure
of being a member. In the second part of my testimony I would like
to expand my remarks beyond the report to deal at a more general
level with the ability of FDA to identify and control risks in our
U.S. food supply.

The subcommittee’s report was entitled “FDA Science and Mis-
sion at Risk,” which I think correctly emphasizes the critical nature
of the current situation at FDA. To quote from the report, “FDA
does not have the capacity to ensure the safety of food for the Na-
tion. Crisis management at FDA’s two food science centers, Center
for Food Safety and Applied Nutrition and Center for Veterinary
Medicine, has drawn attention and resources away from FDA’s
ability to develop a science base and infrastructure needed to effi-
ciently support innovation in the food industry, provide effective
routine surveillance and conduct emergency outbreak investigation
activities to protect the food supply.” I would say that I very
strongly support these conclusions.

As highlighted in the committee report, the current situation re-
flects decades of neglect of CFSAN and CVM resource needs, and
again, this has been noted multiple times already this morning.
Just to note one, to me, particularly insightful point: since 2003,
CFSAN’s workforce has declined from 950 FTE to 771 FTE, and
this is at a time when there have been increased demands on the
Agency brought on by an increasingly complex food supply, rapidly
expanding internationalization of markets as well as increasing
regulatory responsibility. The problems in CFSAN and CVM have
been further exacerbated by major outbreaks and recalls which, of
necessity, divert resources away from “routine” scientific surveil-
lance and regulatory activities.

In the absence of a clearly articulated vision for food safety in
this country, it is difficult to come up with a dollar amount for
what it is going to take to get everything working again. However,
the subcommittee, in response to the request of this committee, de-
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veloped cost estimates for beginning the rebuilding process in the
Agency, and again, as has already been mentioned, the numbers
that we put forth were approximately $128 million for fiscal 2009
with a cumulative increase of $775 million in annual budget by
2013. Again, I would strongly emphasize that that does not include
the IT component, which is an absolutely critical component. The
increase that is being proposed by the Agency at this point in time
begins to move toward the number we put forward, but without the
IT component. We are still not there yet.

Food safety remains a critically important area of concern to the
U.S. public as has been demonstrated by the current problems with
tomatoes. The latest outbreak always gets the headlines, and is
what we tend to focus on. What I would comment on, speaking as
an epidemiologist, is that the reported incidence rates for the major
foodborne pathogens, based on 2007 FoodNet data, have remained
relatively constant during the past several years with some actual
increases. FoodNet was a system we put in place back in the mid-
1990s to give us a means of monitoring the outcome of the new
HACCP food protection plan at USDA. I was with USDA at the
time and was instrumental in putting the plan in place. FoodNet
showed that we had an initial drop in incidence of foodborne dis-
ease in this country after implementation of the HACCP rules,
which suggests that there was a definite public health impact re-
sulting from these landmark regulatory changes. However, this de-
crease has leveled off over the last several years, underscoring the
need for new and innovative approaches to protect the health of the
American people. We did a good job at USDA. We need to do some-
thing at FDA to really begin to address these concerns.

There is a broad consensus that the Agency must develop a
proactive risk-based and science-based preventive approach to food
safety. Some of the key elements of such an approach have been
articulated by the Agency with the announcement of their Food
Protection Plan. However, as has already been noted, questions re-
main about implementation and the extent of the FDA vision. I
would highlight three specific areas.

First of all, development of a risk- and science-based approach to
prevention requires science. To quote from the initial subcommittee
report, “There is a critical need to develop a cadre of professionals
capable of applying the new biology, chemistry, and bioinformatics
to the regulation of foods that exist in the manufacturing, distribu-
tion and consumer use environment of today’s global marketplace.”
We need to have the scientists in place. We need to have the ideas
and the vision to set the priorities and to be able to develop the
risk-based system we have talked about. This is both laboratory
science but it also a need for epidemiologic capabilities. It is a need
for high-quality surveillance.

This also has to be combined with a strong analytic capability
both to guide the original data collection and to make sense of the
data when they are collected. In this regard, many of the European
countries such as the Netherlands and Denmark are well ahead of
us, having in place well-designed surveillance systems that are
used to regularly tweak the approaches and focus areas of the asso-
ciated food safety regulatory agencies. Development of public
health-based performance standards which long term are a critical
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element of a risk-based prevention system requires an even higher
level of sophistication and surveillance and analysis. Unfortu-
nately, the capacity at FDA for such analysis is limited and there
is at best a clouded vision of what is needed for actual implementa-
tion of such systems.

The second thing, no matter how good the science, the Agency
will not be able to move forward in the absence of an appropriate
legislative mandate. Again, I will leave that to the comments made
by other members of this panel and others this morning.

And of course, finally, the third point, there is a need for a sub-
stantial increase in the budgets for CFSAN and CVM. The esti-
mates that we provided again are a starting point. The actual
amounts necessary will almost certainly change depending on the
extent of the Agency’s vision and their approaches to implementa-
tion. In the long run, prevention is unquestionably cost effective.
However, we have a great deal of rebuilding to do before we can
begin to realize such cost savings.

FDA science is at a critical juncture with the negative impact of
declining resources being felt perhaps most strongly in the food
safety area. I would urge the Committee to work to rebuild its re-
source base and provide the necessary underlying legislative man-
date as part of an ongoing effort to decline and implement a na-
tional vision for the future of food safety.

Thank you, Mr. Chairman.

[The prepared statement of Dr. Morris follows:]

STATEMENT OF J. GLENN MORRIS, JR., MD, MPH *

Mr. Chairman, members of the Committee: it is a pleasure to have the oppor-
tunity to speak before you today to review the findings of the Report of the FDA
Science Board’s Subcommittee on Science and Technology, on which I was a mem-
ber. In the second part of my testimony, I would like to expand my remarks beyond
the report to deal at a more general level with the ability of FDA to identify and
control risks in our U.S. food supply.

The Subcommittee’s report was entitled “FDA Science and Mission at Risk,” cor-
rectly emphasizing the critical nature of the current situation at FDA. In discussing
food safety, the report concluded that “FDA does not have the capacity to ensure
the safety of food for the Nation. Crisis management in FDA’s two food safety cen-
ters, Center for Food Safety and Applied Nutrition (CFSAN) and Center for Veteri-
nary Medicine (CVM), has drawn attention and resources away from FDA’s ability
to develop the science base and infrastructure needed to efficiently support innova-
tion in the food industry, provide effective routine surveillance, and conduct emer-
gency outbreak investigation activities to protect the food supply.”** I would strong-
ly support these conclusions.

As highlighted in the Subcommittee report, the current situation reflects decades
of neglect of CFSAN and CVM’s resource needs. Since 2003, CFSAN’s workforce has
declined from 950 FTE to 771 FTE, at a time when there have been increasing de-
mands on the Agency. This includes demands brought on by an increasingly com-
plex food supply, with rapidly expanding internationalization of markets, as well as
increasing regulatory responsibilities related to new legislative mandates. Problems

“Dr. Morris is Director of the newly established Emerging Pathogens Institute (EPI) at the
University of Florida, Gainesville, where he is also a Professor of Medicine (Infectious Diseases).
From 1994-96, Dr. Morris worked with the Food Safety Inspection Service, USDA, on develop-
ment of the new HACCP regulations, and was instrumental in the establishment of FoodNet,
the national surveillance system for foodborne illness. He has served on four National Academy
of Sciences expert committees dealing with food safety, and currently serves on the Institute
of Medicine’s Food and Nutrition Board. Most recently, Dr. Morris served as a member of the
FDA Science Board’s Subcommittee on Science and Technology, which was responsible for the
February, 2008 report “FDA Science and Mission at Risk.”

“*Report of the Subcommittee on Science and Technology, FDA Science and Mission at Risk,
November, 2007, p.3.
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in both CFSAN and CVM have been further exacerbated by major outbreaks and
recalls, which, of necessity, divert resources away from “routine” scientific, surveil-
lance, and regulatory activities.

In the absence of a clearly articulated vision for food safety in this country, it is
difficult to come up with estimates for what it will cost to optimize the FDA food
safety program. However, in response to a specific request of Representatives Din-
gell, Waxman, Stupak, and Pallone, our Subcommittee developed cost estimates for
beginning the rebuilding process in the Agency; responses were submitted by Dr.
Cassell on February 25 of this year. To summarize, our Subcommittee estimates
called for an increase in the annual budget of food-related components of FDA of
approximately $128 million for FY2009, with a cumulative increase of $755 million
in annual budget by 2013. This figure includes $350 million to strengthen imports
and $100 million to strengthen work with nutritional supplements, animal health,
and cosmetics. Separate from this total is an additional $450 million cumulative 5-
year increase in annual budget for enhancement of FDA Information Technology, an
enhancement which is critical for FDA to be able to deal with the massive data
flows necessary for its activities, including appropriate surveillance and food protec-
tion. ***

Food safety remains a critically important area of concern to the U.S. public.
While attention always tends to focus on the latest outbreak, it is perhaps most con-
cerning, from an epidemiologic standpoint, that reported incidence rates for the
major foodborne pathogens (based on 2007 FoodNet data) have remained relatively
constant during the past several years, with some actual increases. This follows ini-
tial declines in incidence rates seen after implementation of the USDA HACCP
rules in 1995, suggesting that the impact of these landmark regulatory changes over
a decade ago has “leveled off,” and underscoring the need for new and innovative
approaches to protect the health of the American people.

FDA, with responsibility for overseeing an estimated 80% of the Nation’s food sup-
ply, must take the major leadership role in the development and implementation of
such new approaches. There is a broad consensus that the Agency must develop a
proactive, risk-based (and science-based) preventive approach to food safety. Some
of the key elements of such an approach have been articulated by the Agency, with
the announcement of their Food Protection Plan. However, questions remain about
implementation, and about the extent of the FDA vision. I would highlight three key
issues:

1) Development of a risk- and science-based approach to prevention requires
science. Going beyond laboratory science, there is a need for high quality surveil-
lance, both microbiologic and epidemiologic, to clearly identify and delineate prob-
lem areas. This, in turn, must be combined with a strong analytic capacity, both
to guide the original data collection and to “make sense” of the data when they are
collected. In this regard, many of the European countries (such as the Netherlands
and Denmark) are well ahead of us, having in place well-designed surveillance sys-
tems that are used to regularly “tweak” the approaches and focus areas of the asso-
ciated food safety regulatory agencies. Development of public health-based perform-
ance standards, which, long-term, are a critical element of a risk-based prevention
system, requires an even higher level of sophistication in surveillance and analysis.
Unfortunately, the capacity at FDA for such analysis is limited, and there is at best
a clouded vision of what is needed for actual implementation of such systems.

2) No matter how good the science, the Agency will not be able to move forward
in the absence of an appropriate legislative mandate. In particular, if we are to de-
velop performance standards, there must be a regulatory structure in place that can
make appropriate use of such standards as part of a flexible, risk-based performance
system. The legislation before this committee moves in this direction, and I applaud
these efforts.

3) And, as previously noted, there is a need for a substantial increase in the budg-
ets for CFSAN and CVM. The estimates provided by our subcommittee are a start-
ing point: the actual amounts necessary will almost certainly change, dependent on
the extent of the Agency’s vision, and their approaches to implementation. In the
long run, prevention is unquestionably cost-effective. However, we have a lot of re-
building to do before we can begin to realize such cost savings.

FDA science is at a critical juncture, with the negative impact of declining re-
sources being felt perhaps most strongly in the food safety area. I would urge your
committee to work to rebuild this resource base, and provide the necessary under-

“**FDA Science and Mission at Risk. Estimated Resources Required for Implementation. Sub-
mitted by Gail Cassell, PhD, on behalf of the SubcOmmittee and its Members. February 25,
2008.
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lying legislative mandate, as part of an ongoing effort to define and implement a
national vision for the future of food safety.

Mr. StupAK. Thank you, Doctor.
Professor Taylor, your opening statement, please.

STATEMENT OF MICHAEL R. TAYLOR, J.D., RESEARCH PRO-
FESSOR OF HEALTH POLICY, THE GEORGE WASHINGTON
UNIVERSITY, SCHOOL OF PUBLIC HEALTH AND HEALTH
SERVICES

Mr. TAYLOR. Mr. Chairman, Mr. Shimkus, members of the Sub-
committee, I thank you for this opportunity to testify on the re-
source challenges facing FDA in implementing its Food Protection
Plan.

Americans have long looked to FDA as the focal point for food
safety leadership in the United States and internationally but
FDA'’s ability to provide that leadership or even meet its basic food
safety responsibilities is now badly impaired, in large part because
society simply has not given FDA the tools it needs to do the job
society expects it to do. These tools include adequate resources, the
focus of today’s hearing, but also a modern statutory mandate and
an institutional structure that is capable of national and inter-
national leadership on food safety.

Mr. Chairman, the time for food safety reform has come, as you
and others today have indicated, and as the result of recent events
surrounding tomatoes so graphically remind us once again. I con-
sider FDA’s new Food Protection Plan an important step toward
the food safety reform we need. It marks a shift in strategic direc-
tion for FDA. The plan would move FDA from primarily reacting
to food safety problems after they occur to taking an integrated
systems approach that focuses on prevention and on the risk-based
targeting of initiatives and resources to reduce the risk of
foodborne illness. I think Dr. Acheson and his FDA colleagues de-
serve credit for this new direction.

The issue now of course is implementation and substantial ques-
tions certainly remain. The Food Protection Plan contains eight
broad initiatives and a total of 38 specific actions to strengthen
FDA'’s food safety program. In every case, these initiatives and ac-
tions involve either an entirely new effort by FDA or significant en-
hancement of something FDA is doing now. These proposed actions
are all worthy, all should be pursued, as should other food safety
initiatives that are not included in the plan such as increasing the
overall frequency of FDA inspection and establishing and enforcing
mandatory on-farm standards to ensure the safety of fresh produce.
But the question is how. How is FDA going to do the work called
for in its plan? FDA has issued its plan, as we have heard already
this morning, at a time when its own Science Board has said that
FDA lacks the resources and science base to do its food safety job,
yet the plan itself does not address the resources needed to imple-
ment it or provide a timeline or priorities for implementation, and
until earlier this week, the Administration had not proposed a
budget for FDA that would even begin to address the Agency’s food
safety funding crisis.
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It is important to note that the total increase for food safety now
proposed by the President for fiscal year 2009 is just a down pay-
ment on the more than doubling of FDA’s food budget that the
Science Board and other experts say is needed over a 5-year period,
and under the most optimistic scenario, when Congress will act on
the 2009 appropriations, the new resources would first be available
to FDA almost a year after the Food Protection Plan was issued.
I think we all agree here today that FDA needs resources now.

So given this harsh budget reality, what should FDA do? One of
the first things to do, again, as others have said, is to lay out for
the Congress and the public an implementation plan for the re-
building and reform of its food safety program. This should include
a detailed resource plan and clear priorities and timelines to imple-
ment the Food Protection Plan. Now, making such a plan is hard
for an agency like FDA to do in the context of an annual budget
process that does not lend itself to long-term planning, but the food
safety transformation that is needed and that FDA is calling for de-
mands a long-term effort and plan. Congress should require such
an effort and plan from the Administration. In addition, I think
FDA should identify some specific actions that it can take now to
begin the shift from reaction to prevention and address some of to-
day’s most pressing safety problems. In my written testimony, I
suggest four such actions, which I will touch on briefly here.

First, to begin the shift to risk-based priority setting and preven-
tive risk management, FDA should identify the most significant
food safety hazards within its jurisdiction and begin devising tar-
geted strategies to reduce them. We can’t solve food safety prob-
lems without naming them first. Identification of the most signifi-
cant hazards in the food supply can not only guide FDA’s actions
but also inform the industry about risks that companies should be
addressing in their own food safety plans whether or not those
risks are being addressed immediately by FDA.

Now, while we know enough to begin this kind of risk-based pri-
ority setting, FDA and industry alike have a pressing need for bet-
ter and more timely information about the actual burden and root
causes of human illness associated with foodborne pathogens and
other hazards. FDA is dependent for this information, however, on
the efforts of State and local health departments and the Centers
for Disease Control and Prevention which have their own budget
constraint, priorities, and limitations that have been obstacles to
FDA getting the information it needs.

Thus, the second immediate action I recommend is that FDA and
the Department of Health and Human Services make it a high pri-
ority and take affirmative steps to improve the quantity, quality,
and timeliness of the food safety epidemiology data available to
FDA and others who need it to improve food safety.

Third, I believe FDA should conduct a compliance and effective-
ness audit of FDA’s seafood HACCP program. This program, estab-
lished in 1996, foreshadowed the approaches to prevention and im-
proved oversight of imports contained in the Food Protection Plan
and in pending food safety legislation. It does this by requiring all
seafood processors, domestic and foreign, to implement a preven-
tive control plan and requires importers to take affirmative steps
to ensure that the seafood they import was produced under condi-
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tions that meet the HACCP requirement. Because seafood safety is
an important issue in its own right and because preventive control
plans and strengthened industry responsibility for prevention are
important elements of FDA’s new strategy, FDA should assess the
overall effectiveness of the seafood HACCP role in preventing viola-
tions of U.S. food safety standards. It should identify legal, re-
source, and other constraints on the effectiveness of the rule and
it should draw lessons for FDA’s development of preventive con-
trols for other commodities in sectors of the food supply. FDA
should learn from that experience.

Finally, FDA should begin rulemaking now on the safety of fresh
produce. Over a year ago, the United Fresh Produce Association
and the Produce Marketing Association called on FDA to establish
produce safety standards that are, and I quote, “federally man-
dated, risk-based and allow for commodity-specific regulation.” I
agree that FDA should establish such standards and I think FDA
should begin the rulemaking as soon as possible.

With these actions, FDA can begin down the path of reform but
Congress needs to do its part as well. FDA needs a stable and ade-
quate resource base. It needs a modern food safety legislative man-
date and it needs an organization structure that unifies and ele-
vates the food safety program within HHS. Only then will FDA be
equipped to do the food safety job that Americans expect and de-
serve.

I thank you again, Mr. Chairman, and I look forward to ques-
tions.

[The prepared statement of Mr. Taylor follows:]

STATEMENT OF MICHAEL R. TAYLOR ™

Mr. Chairman, Mr. Shimkus, members of the subcommittee, I appreciate this op-
portunity to testify on the resource challenges facing the Food and Drug Adminis-
tration in implementing its Food Protection Plan. I applaud the subcommittee for
tackling this important topic.

INTRODUCTION

FDA has long been looked to as the focal point for food safety leadership in the
United States and internationally. It oversees 80% of the U.S. food supply (including
an even greater share of imported food) and is the steward of a long tradition of
effective, science-based regulation to protect public health. Unfortunately, FDA’s
ability to provide food safety leadership, or even meet its basic food safety respon-
sibilities, is now badly impaired, in large part because society simply has not given
FDA the tools it needs to the job society expects it to do. These tools includes a mod-
ern statutory mandate, an adequate and stable resource base, and an institutional
structure capable of national and international leadership on food safety.

The focus of this subcommittee, and the Committee on Energy and Commerce as
a whole, on giving FDA the tools it needs to do food safety right is thus timely and
important. Getting food safety right at FDA is essential to the public’s health, to
the confidence people want to have in the food they feed themselves and their fami-
lies, and to the economic success of the food system. The subcommittee’s leadership
will be essential to achieving these outcomes.

I consider FDA’s new Food Protection Plan an important step toward the food
safety reform we need. It marks a shift in strategic direction for FDA, from pri-
marily reacting to food safety problems after they occur to taking an integrated sys-
tems approach that focuses on prevention and on the risk-based targeting of initia-
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tives and resources to reduce the risk of foodborne illness. The FDA plan embodies
many of the elements of a more effective and efficient food safety program that have
been recommended over the last decade in a series of reports by the Government
Accountability Office (GAO) and expert committees of the National Academy of
Sciences (NAS).

It is thus appropriate that Congress address FDA’s implementation of its Food
Protection Plan, including the resources FDA will need to put the plan into practice.
In my testimony, I will identify some specific activities that I believe deserve pri-
ority management attention and funding to begin the shift to a prevention para-
digm, as well as address the scale of FDA’s resource needs for food safety in the
long term.

It is important, however, to consider the implementation of FDA’s Food Protection
Plan and resource needs in the context of the broader statutory and organizational
problems that must be addressed for FDA’s food safety program to succeed. I will
thus note briefly how the obsolete food safety laws and fragmented organizational
structure under which FDA operates stand in the way of full and effective imple-
mentation of the new plan and how these problems can be solved.

FDA’s FOOD SAFETY FUNDING CRISIS

FDA'’s Food Protection Plan is based on four “cross-cutting principles,” all of which
are sound and all of which have significant resource implications. These are:

1. Focus on risk over a product’s life cycle from production to consumption.

2. Target resources to achieve maximum risk reduction.

3. Address both unintentional and intentional contamination.

4. Use science and modern technology.

Building on these principles, the plan includes three core operational elements:
(1) Preventing foodborne illness in the first place; (2) Intervening with risk-based
FDA actions at critical points in the supply chain; and (3) Responding rapidly when
contaminated food or feed is detected. Under these three core elements, FDA lays
out eight broad new initiatives and a total of 38 specific actions to strengthen its
food safety program.

In every case, these initiatives and actions involve either an entirely new effort
by FDA or a significant enhancement of something FDA is doing now. Under the
critical first element of prevention, for example, the plan calls for FDA to, among
other things, work with the food industry to promote corporate responsibility and
best practices for food safety, increase FDA’s presence overseas, generate new data
and develop new models for prioritizing risks, and develop and implement a re-
search plan on sources of contamination and methods to prevent it.

These activities are all worthy, as are the 34 other activities called for in the plan.
All should be pursued. Moreover, the Agency should be pursuing food safety initia-
tives that are not included in the plan, such as increasing the overall frequency of
FDA inspection and establishing and enforcing mandatory on-farm standards to en-
sure the safety of fresh produce.

And legislation being developed by Chairman Dingell and other leaders in Con-
gress would give FDA responsibility for implementing two major and needed new
programs: the first involves mandatory adoption of preventive controls by all food
facilities (domestic and foreign) that produce food for the U.S. market; the second
makes importers accountable for assuring that foreign produced products meet U.S.
standards.

These efforts to strengthen FDA’s food safety program all require investment in
such essential inputs to an effective program as increased scientific expertise and
staffing levels, research and data collection to guide the new science- and risk-based
preventive approach, new information management systems, and the operating
funds needed to establish a leadership presence nationally and internationally. FDA
has issued its Food Protection Plan and Congress is considering major new initia-
tives at a time, however, when the Agency lacks the resources to meet even its base
food safety responsibilities, much less fund the worthy new initiatives.

The seriousness of FDA’s food safety funding crisis was made crystal clear by the
December 2007 report of the FDA Science Board, which found, starkly, that “FDA
does not have the capacity to ensure the safety of food for the nation” and that
“[t]he Nation’s food supply is at risk.” The Science Board report said further that
FDA'’s food program lacks the resources “to develop the science base and infrastruc-
ture needed to efficiently support innovation in the food industry, provide effective
routine surveillance, and conduct emergency outbreak investigation activities to pro-
tect the food supply.” The Science Board also noted “an appallingly low inspection
rate” for FDA-regulated food facilities.
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The Science Board is not alone in its concern about the current state of FDA’s
resources for food safety. In its January 2008 testimony before this subcommittee,
the GAO found that staffing levels and funding had “not kept pace with the Agen-
cy’s growing responsibilities.” GAO pointed out the Science Board findings that the
number of domestic establishments and food import entries for which FDA is re-
sponsible has grown significantly; yet, from 2003 to 2006, staffing levels in FDA’s
Center for Food Safety and Applied Nutrition (CFSAN) and in the field force respon-
sible for food safety inspection and enforcement, actually declined, by 14 percent
and 11.5 percent, respectively. Some 200,000 overseas food facilities are registered
with FDA, but the Agency expects to conduct only 125 foreign food inspections this

ear.

FDA’s funding constraints and downward trends provide a weak foundation on
which to build a modern, science- and risk-based food safety program. Recognizing
the need to re-build FDA’s scientific base and both headquarters and field capacity,
the Science Board recommended in February 2008 substantial increases in FDA’s
budget for overseeing the food supply, to be phased in over a 5-year period. FDA’s
FY 2008 budget for overseeing the food supply (which includes resources for all of
CFSAN, part of the Center for Veterinary Medicine, food-related field functions
managed by the Office of Regulatory Affairs, and elements of the Office of the Com-
missioner and the National Center for Toxicological Research) is about $620 million.
The Board recommended this be increased by $128 million in FY 2009, $283 million
in FY 2010, $441 million in 2011, $598 million in 2012, and $755 million in 2013.

This would bring FDA’s food-related budget in FY 2013 to $1.375 billion, which
is not much more than the approximately $1.1 billion the President requested in his
FY 2009 budget for USDA to oversee the safety of just 20 percent of the food supply.
I agree that FDA needs resources on this scale to transform its food safety program
from the current paradigm of reacting to problems to a paradigm of risk-based pre-
vention.

The President’s original FY 2009 budget requests for FDA included an increase
of less than $43 million over the 2008 budget, which would just barely keep pace
with FDA’s core inflation rate of 5.8%. This would mean keeping FDA’s actual oper-
ating capacity for food safety at essentially the same level that the Science Board
found inadequate “to ensure the safety of food for the Nation.”

I was pleased that on June 9, 2008, HHS Secretary Leavitt announced that the
President’s FY 2009 budget request for FDA is being amended to add $275 million,
of which $125 million would be available for food safety-related work, for a total FY
2009 increase for food safety of $168 million, which exceeds the Science Board pro-
posal. This is a good sign that the administration has recognized FDA’s food safety
funding crisis.

I am concerned, however, about when these additional funds, if agreed to by Con-
gress, would become available. The earliest possibility, of course is October 1, 2008,
the beginning of FY 2009, but that assumes Congress will pass FDA’s FY 2009
budget on time, as opposed to a continuing resolution, which could extend FDA’s
2008 funding level well into calendar year 2009. This would substantially delay im-
plementation of the Food Protection Plan.

Regardless of the prospects for the FY 2009 budget, FDA needs immediate budget
help to get started with its prevention-oriented food safety strategy, as today’s on-
going and widespread outbreak of illness associated with salmonella-contaminated
tomatoes so graphically demonstrates. I thus hope Congress will providing FDA ad-
ditional food safety funds in the pending 2008 supplemental appropriations bill and
that Congress will commit itself to a long-term funding plan for food safety at FDA,
in keeping with the recommendations of the FDA Science Board.

NEAR-TERM PRIORITIES TO IMPLEMENT FDA’S FOOD PROTECTION PLAN

The magnitude of the transformation that FDA’s Food Protection Plan envisions,
coupled with inevitably finite management capacity and budgets, means that FDA
must set priorities for how it invests its time and money to implement the plan,
regardless of what action Congress takes on the 2008 supplemental and FDA’s FY
2009 appropriation.

To this end, the first thing FDA should do is determine the resources it needs
to implement the Food Protection Plan and develop a detailed resource plan, includ-
ing priorities, for their deployment. Clearly, based on the Science Board report, FDA
needs to build its scientific base and information infrastructure for food safety, in
addition to having the operating funds to take the many specific actions called for
in the Food Protection Plan. The Plan was silent on resource needs but can be cred-
ifbledand effective only if accompanied by a realistic resource plan that Congress
unds.
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Beyond that, I'd like to suggest four specific actions that FDA can pursue now.
I think these deserve high priority because they would both begin the shift to the
prevention paradigm and address some of today’s most pressing food safety prob-
lems. Though all can be pursued under current law, they would also help lay the
foundation for implementing new legislative mandates, such as contained in the dis-
cussion draft circulated by Chairman Dingell and on which Chairman Pallone held
a hearing on April 24, 2008.

BEGIN RISK-BASED PRIORITY SETTING AND RISK MANAGEMENT

The essential starting point for a risk-based, preventive approach to food safety
is knowing what the most important risks are and systematically devising affirma-
tive strategies to reduce them. FDA has not taken this approach in the past, but
the Food Protection Plan’s initiatives 1.2 (Identify Food Vulnerabilities and Assess
Risks) and 1.3 (Expand the Understanding and Use of Effective Mitigation Meas-
ures) signal FDA’s intention to move in this direction.

This is not, however, a small undertaking. It involves: (1) identifying the most sig-
nificant hazards in the food supply, meaning the specific combinations of foods and
microbial or chemical contaminants that are likely to have the greatest adverse im-
pact on public health; (2) prioritizing these hazards based on the magnitude of the
potential risks they pose and the availability, likely effectiveness, and cost of meas-
ures to reduce the risks; and (3) developing risk reduction strategies for the highest
priority hazards, including appropriate safety standards for each hazard, an inspec-
tion and enforcement plan to ensure the standards are met, and a plan to monitor
the effectiveness of the strategy in reducing risk to the public.

At the outset, FDA could, for example, identify the 20 most significant hazards
within its jurisdiction and commit initially to devising prevention strategies for the
top five. As this work progresses, FDA should regularly update its assessment of
the hazards and, as appropriate, select additional hazards for priority risk manage-
ment attention.

In addition to guiding FDA’s priority setting and resource allocation, regular as-
sessment and reporting by FDA on the most significant hazards in the food supply
has the important advantage of informing the industry about risks companies
should be addressing in their own food safety plans, whether or not those risks are
being addressed immediately by FDA.

Sufficient information exists today to begin risk-based priority setting and risk
management. It is also clear that more complete information and better tools for
analyzing and managing information will improve the efficiency and quality of the
effort. FDA should, therefore, draw on its current knowledge and early experience
with risk-based priority setting to map out a plan for obtaining and managing the
information it needs. The plan should address institutional roles and responsibilities
and resources for meeting FDA’s information needs.

STRENGTHEN THE CONTRIBUTION OF FOOD SAFETY EPIDEMIOLOGY TO PREVENTION

One of FDA’s most critical information needs is better knowledge of the actual
burden and root causes of human illness associated with foodborne pathogens and
other hazards. Such information is essential to the risk-based prevention approach
of the Food Protection Plan and to the individual efforts of food companies to pre-
vent the risks arising in their operations. FDA should thus make it a high priority
to improve the quantity, quality and timeliness of the food safety epidemiology data
it receives.

FDA is dependent for this information, however, primarily on the efforts of state
and local health departments and the Centers for Disease Control and Prevention
(CDC). These agencies operate under their own budget constraints and have other
priorities and limitations that have been obstacles to FDA getting the information
it needs in a timely fashion. The Food Protection Plan implicitly recognized this re-
ality in calling for FDA to work with CDC to better attribute pathogens and ill-
nesses to particular foods and identify where in “the production life cycle” the foods
became contaminated.

FDA should thus work through the Office of the Secretary of Health and Human
Services to make the nation’s food safety epidemiology enterprise as responsive as
possible to FDA’s information needs and the needs of other federal and state agen-
cies and the food industry in their efforts to prevent foodborne illness. A focal point
for leadership should be established within the Office of the Secretary to coordinate
the efforts of FDA, USDA, CDC, and state and local health officials for this purpose,
and FDA should have resources to finance specific enhancements in the way food
safety epidemiological data are collected, analyzed and made available to better sup-
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port implementation of the risk-based prevention strategy embodied in the Food
Protection Plan.

CoNDUCT A COMPLIANCE AND EFFECTIVENESS AUDIT OF FDA’s SEAFooD HACCP
PROGRAM

The seafood HACCP (Hazard Analysis and Critical Control Points) program that
FDA established in 1996 foreshadowed the approaches to prevention and improved
oversight of imports contained in the Food Protection Plan and pending food safety
legislation. It requires all seafood processors, domestic and foreign, to prepare and
implement a preventive control plan (specifically a HACCP plan), and it requires
importers to take affirmative steps to ensure that the seafood they import was pro-
duced under conditions that meet the HACCP requirement. The HAACP rule’s pro-
vision for imports is particularly important since a large majority of the seafood con-
sumed in the United States is imported.

For resource reasons, FDA’s oversight of importers and inspection of foreign proc-
essing facilities is very limited, and, as seafood imports have grown, state and fed-
eral laboratories have documented a growing problem with chemical contaminants
and antibiotic residues in farm-raised fish products, especially those coming from
Asia. This raises questions about the reliability of the “affirmative steps” being
taken by importers and the overall effectiveness of FDA oversight of seafood. Last
year, FDA banned certain seafood imports from China.

Because seafood safety is an important issue in its own right, and because preven-
tive control plans and strengthened industry responsibility for prevention - through
preventive control plans - are important elements of FDA’s new strategy, FDA
should conduct a compliance and effectiveness study of the seafood HACCP program
for both domestic and imported seafood. The purposes should be to: (1) assess com-
pliance rates and the overall effectiveness of the seafood HACCP rule in preventing
violations of U.S. food safety standards, (2) identify legal, resource and other con-
straints on the effectiveness of the seafood HACCP rule, and (3) draw lessons for
FDA’s development of preventive control plans for other commodities and sectors of
the food supply.

BEGIN TARGETED RULEMAKING ON THE SAFETY OF FRESH PRODUCE

Over a year ago, the United Fresh Produce Association and the Produce Mar-
keting Association called on FDA to establish produce safety standards that are
“federally mandated, risk-based and allow for commodity-specific regulation.” I
agree FDA should establish such standards, and I believe FDA should begin the
rulemaking process as soon as possible.

It will be a challenge for FDA to develop workable, science-based standards that
can evolve as the science of produce safety evolves. I also recognize that most of the
pending food safety legislative proposals would mandate FDA establishment of
produce safety standards. I support such legislation. Nevertheless, FDA should
begin the process now with respect to one or more specific categories of produce—
such as leafy greens and tomatoes—by gathering and analyzing the relevant sci-
entific and technical information, beginning serious dialogue with experts in the
produce industry and academia, and proposing regulatory options.

In my view, the basic elements of the new standards should include a mandatory
preventive control plan developed by each grower and tailored to local hazards and
conditions, and, as appropriate and feasible, enforceable criteria or standards for
key risk factors, such as microbial quality of irrigation, manure management, and
control of livestock and other animal vectors for contamination. FDA should also
evaluate the feasibility and reliability of utilizing state inspectors or private audit
firms to review the sufficiency and implementation of these food safety plans and
accompanying records on a regular basis and report their findings to FDA.

By beginning the rulemaking process now, FDA will be acting to protect public
health and will begin making the shift from reaction to prevention a reality for this
important sector of the food supply.

MODERNIZING FDA’S LEGISLATIVE MANDATE AND AUTHORITY

FDA’s Food Protection Plan is a good start, and solving FDA’s food safety funding
crisis is essential, but it is equally essential that Congress modernize the food safety
laws under which FDA operates. The basic provisions of the Federal Food, Drug,
and Cosmetic Act under which FDA addresses the central public health problem of
hazardous food contaminants and food imports were enacted in 1938, well before to-
day’s understanding of the public health importance of microbial pathogens and the
globalization of the food supply that continues to accelerate.
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FDA'’s core statutory tools consist primarily of a few broad definitions of “adulter-
ation,” authority to inspect food facilities (but not, in general, food safety records),
and a set of cumbersome-to-pursue judicial enforcement tools (seizure, injunction
and criminal prosecution). FDA has made creative use of its authorities to set infor-
mal action levels and other de facto performance standards and adopt the seafood
HAACP rule, but there is no mandate in the law, and thus no accountability for
FDA to implement, a systematic science- and risk-based program to prevent
foodborne illness.

FDA should have such a mandate and, assuming adequate funding, should have
clear accountability for carrying it out successfully. Otherwise, I question whether
the new strategic direction presented in the Food Protection Plan will be sustained.

ORGANIZATIONALLY UNIFYING AND ELEVATING THE FDA FOOD SAFETY PROGRAM

In addition to providing a modern statutory mandate and adequate resources,
Congress should ensure that FDA has an organizational framework that enables the
Agency to provide national and international leadership on food safety and to run
a coherent, well-planned program that makes the best use of available resources to
improve food safety. For several reasons, FDA lacks such a framework.

First, within FDA, the food program has historically taken a back seat to the drug
and medical device programs in the competition for management attention and re-
sources. This is due in part to the intense interest that drug and device companies,
health professionals, and patients all have in FDA’s “gatekeeper” role for thera-
peutic products and is reflected in the fact that most FDA commissioners come from
a biomedical or health care background. This strong tilt toward drugs and devices
was exacerbated by the drug and device user fee laws, which have further focused
FDA management attention, accountability, and resources on the therapeutic side
of the Agency. History has taught that the job of providing effective national leader-
ship simultaneously on both therapeutic products and food safety is too big a job
for any one person.

Second, FDA’s organizational structure for food safety is fragmented and lacks a
clear focal point for leadership. CFSAN ostensibly has the lead on food safety at
FDA, but CFSAN actually shares food safety jurisdiction with the Center for Veteri-
nary Medicine, which regulates pet food and animal drug and feed additive residues
in human food, and with the Office of Regulatory Affairs, which manages the major-
ity of FDA’s food safety resources through its field force of inspectors, compliance
officers and laboratory personnel. The recent appointment in the Office of the Com-
missioner of an Associate Commissioner for Foods reflects the Agency’s awareness
of the problem but does not solve it. I have great respect for Associate Commissioner
David Acheson, but his position lacks budget or line authority for programs and
thus in some ways further clouds responsibility and accountability for food safety
within FDA.

Finally, food safety leadership at FDA rests at least two bureaucratic layers re-
moved from the Secretary of Health and Human Services. As decisionmaking in the
executive branch continues to be centralized at higher and higher levels, with OMB
having enormous influence on regulatory policy, the full time leader of the Nation’s
premier food safety program needs to have the greater clout in the system that
comes from being presidentially appointed and reporting directly to the Secretary.

In my view, the solution to this structural weakness in FDA’s food safety plan
is to unify the food-related components of FDA into a single organization and ele-
vate that organization within HHS under the leadership of a presidentially-ap-
pointed official reporting directly to the Secretary.

CONCLUSION

Thank you again, Mr. Chairman, for the opportunity to testify on these important
issues. I look forward to answering your questions and the questions of your col-
leagues on the committee.

MAJOR POINTS

eI consider FDA’s new Food Protection Plan, with its integrated and risk-based
systems approach to preventing illness, to be moving in the right direction toward
the food safety reform we need.

¢ FDA’s ability to implement the Food Protection Plan is seriously constrained by
FDA’s food safety funding crisis.

o From 2003 to 2006, FDA’s headquarters and field resources for food safety actu-
ally declined as the number of domestic establishments and food import entries
grew significantly, leaving FDA with a weak foundation on which to build a modern,



50

sclience- and risk-based food safety program, as envisioned by the Food Protection
Plan.

o] support the FDA Science Board’s call for a long-term commitment to re-build
FDA’s science base and food safety oversight capacity both at headquarters and in
the field, as well as the Science Board’s specific recommendation to more than dou-
ble the FDA food safety budget over a 5-year period from the current $620 million
to $1.375 billion in 2013.

e FDA should move forward now, however, to begin implementing the Food Protec-
tion Plan by developing a detailed a resource plan and pursuing the following high
priority actions:

(()1 Risk-based priority setting and risk management for the most significant haz-
ards;

o Strengthening the contribution of food safety epidemiology to prevention;

o0 Conducting a compliance and effectiveness audit of FDA’s seafood HACCP pro-
gram; and

oTargeted rulemaking on the safety of fresh produce.

eIn addition to providing FDA needed resources, Congress should modernize
FDA’s food safety legislative mandate and direct that FDA’s food safety program be
leniﬁed and elevated organizationally with the Department of Health and Human

ervices.

Mr. StuPAK. Thank you, Professor Taylor.
Dr. Levi, if you would, please, your opening statement.

STATEMENT OF JEFFREY LEVI, PH.D., EXECUTIVE DIRECTOR,
TRUST FOR AMERICA’S HEALTH

Mr. LEvIL. Thank you, Chairman Stupak, Ranking Member Shim-
kus, and members of the Subcommittee. I appreciate the oppor-
tunity to testify before you today.

Trust for America’s Health is a nonprofit, nonpartisan organiza-
tion dedicated to saving lives by protecting the health of every com-
munity and working to make disease prevention a national pri-
ority. We applaud the committee for continuing its thorough exam-
ination of the food safety functions at the FDA.

This hearing could not be more timely. The current outbreak of
salmonella associated with tomatoes is a perfect demonstration of
our need for a modernized food safety system. It shouldn’t have
taken so many people getting sick from salmonella poisoning for
the government to start taking nationwide action to protect the
American people, but it did. Not only has it taken us too long to
recognize the threat, we are still struggling to find its source and
we should have had systems in place to prevent it in the first place.
A truly successful food safety system is one that we don’t read
about in the newspapers because it is working so well, but as we
have seen over the last week, instead we have a system that places
the lives of Americans at risk, undermines overall public confidence
in our food supply and threatens the economic stability of farmers.

At the end of April, TFAH released a report entitled “Fixing Food
Safety: Protecting America’s Food Supply from Farm to Fork.” Our
report finds that food safety represents a significant public health
threat. The food safety system is fragmented, depending on archaic
laws, and chronically underfunded. The current system is reactive,
not preventive, meaning we are wasting millions of dollars on re-
sponding to such threats rather than building proper controls into
the production system.

A major investment is necessary to prepare FDA’s food safety
function for the 21st century marketplace. However, Congress
should not provide the significant additional appropriations with-
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out a clear strategy of how that money will be spent. We believe
that the FDA’s Food Protection Plan is a good start. The plan rep-
resents a consensus document outlining broad concepts for modern-
izing the food safety system, and we are very pleased that the Ad-
ministration has asked for an additional $125 million for the FDA’s
food safety work. But increased funding must be sustained over
time to allow for effective strategic planning, and before Congress
acts on this request, we also believe it should know how the $125
million request is crosswalked to the protection plan and what
lolng-term funding will be needed to implement each element of the
plan.

TFAH has long been a watchdog for responsible government
spending. While we advocate for a stronger investment in the pub-
lic health system, we also expect accountability and transparency
with respect to that investment. The FDA’s food safety system
should be no different. Thus, we urge FDA to articulate the steps
it will take to achieve each element of the plan including the per-
sonnel, laboratory capacity, information technology and research
necessary to carry out each concept in the document. FDA should
regularly report to Congress and the public with measurable bench-
marks, data sharing and the resources necessary to move forward
with its plan.

Indeed, if the Administration is serious about modernizing the
food safety system, each step of the implementation plan would
carry with it a professional judgment number describing the appro-
priations necessary to achieve the goal, not just the legislative au-
thority needed. We make this recommendation not simply for the
sake of transparency but to strengthen FDA’s argument for addi-
tional funding. There are precedents for such an approach. For ex-
ample, the Administration released a national strategy for pan-
demic influenza along with a request for $7 billion to carry out the
strategy 2 years ago. The initial strategy articulated brought con-
cepts and principles for pandemic preparedness just as the Food
Protection Plan does, but as Congress moved forward with appro-
priating funding for pandemic influenza preparedness, the strategy
was followed by an implementation plan which contains actionable
steps from multiple federal departments including interim mile-
stones against which Congress and the public can measure
progress.

In addition, several agencies within HHS are legislatively man-
dated to provide directly to Congress so-called bypass budgets that
reflect their professional judgment of funding that is needed with-
out having to receive OMB clearance. In fact, Dr. von Eschenbach
had that experience with this process during his tenure at the Na-
tional Cancer Institute. Each year, both the National Cancer Insti-
tute and the Office of AIDS Research provide Congress bypass
budgets which include the resources necessary to maintain existing
research and the money required to achieve specific expanded or
new initiatives. The recent dance we saw leading to the formal re-
quest for an additional $125 million for the FDA’s food safety work
was in a way an ad hoc version of this approach. The Sub-
committee may want to consider enacting a regular bypass budget
for the FDA as it embarks on its important process of moderniza-
tion.



52

Just as policymakers are attempting to transform America’s
healthcare system form a sick-care system to a well-care system,
we must convert our food safety policy from reactive to a preven-
tive system. The Federal Government can save money and lives by
investing in technology, information networks and research. This
effort will require leadership from Congress and the Administra-
tion to assure that both financial and human resources are devoted
to this critical public health problem. The end result should be a
safer food supply from farm to fork.

I ask that my written testimony be included in the record, and
I look forward to your questions.

[The prepared statement of Mr. Levi follows:]

STATEMENT OF JEFFREY LEVI, PH.D.

SUMMARY

I am Dr. Jeffrey Levi, Executive Director of Trust for America’s Health (TFAH),
a non-profit, non-partisan organization dedicated to saving lives by protecting the
health of every community and working to make disease prevention a national pri-
ority. At the end of April, TFAH released a report entitled “Fixing Food Safety: Pro-
tecting America’s Food Supply from Farm-to-Fork”. Our report finds the food safety
system is fragmented, dependent on archaic laws, and chronically underfunded. The
report can be found in its entirety at www.healthyamericans.org.

Food safety represents a significant public health threat. According to FDA’s Web
site, since January of this year alone, FDA has issued over 80 recalls, alerts, with-
drawals, and warnings of unsafe or mislabeled food. These numbers are far too high,
and major gaps in our Nation’s food safety system are to blame. The current food
safety system is reactive, not preventive, meaning we are wasting millions of dollars
on responding to such threats rather than building proper controls into the produc-
tion system. Indeed, if we had a modernized food safety system focused on preven-
tion, we would not need to be issuing this number of alerts and recalls. That said,
given the disjointedness and underfunded nature of our food safety surveillance sys-
tem, we cannot be sure that the alerts and recalls issued by FDA truly even reflect
the extent of the problem today.

Clearly, a profound investment is necessary to prepare FDA’s food safety function
for the 21st Century marketplace. However, Congress should not provide significant
additional appropriations without a clear strategy showing how that money will be
spent. We agree that the FDA’s Food Protection Plan is a good start. However, the
document lacks the specificity necessary to fund or to implement such a plan. In-
stead of broad principles, we urge FDA to articulate the steps it will take to achieve
each element of the plan, including the personnel, laboratory capacity, information
technology, and research necessary to carry out each concept in the document. FDA
should regularly report to Congress and the public with measurable benchmarks,
data sharing, and the resources necessary to move forward with its plan. This would
not be unprecedented for this Administration: its National Strategy for Pandemic
Influenza: Implementation Plan contains actionable steps for multiple federal de-
partments to take to achieve an adequate level of preparedness, including interim
milestones against which progress can be measured.

In addition to lacking detail, the Food Protection Plan remains abstract because
there is no budget request associated with it. Each step of the implementation plan
should carry with it a professional judgment number describing the appropriations
necessary to achieve the goal. This would be similar to the bypass budgets of the
National Cancer Institute and the NIH Office of AIDS Research.

Just as policymakers are attempting to transform America’s healthcare system
from a sick-care system to a well-care system, we must convert our food safety poli-
cies from a reactive to a preventive system. The Federal Government can save
money and lives by investing in technology, information networks, and research.
This effort will require leadership from Congress and the Administration to assure
that both financial and human resources are devoted to this critical public health
problem. The end result should be a safer food supply from farm to fork.
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TESTIMONY

I am Dr. Jeffrey Levi, Executive Director of Trust for America’s Health (TFAH).
Trust for America’s Health is a non-profit, non-partisan organization dedicated to
saving lives by protecting the health of every community and working to make dis-
ease prevention a national priority. We applaud the Committee for continuing its
thorough examination of the food safety functions at the Food and Drug Administra-
tion (FDA). At the end of April, TFAH released a report entitled “Fixing Food Safe-
ty: Protecting America’s Food Supply from Farm-to-Fork”. As we know, recent trage-
dies have shed a light on glaring gaps in the Nation’s federal food safety system,
but we now have the opportunity to build a better system for the future. My com-
ments today will discuss the report’s findings as well as additional concerns we have
with the current food safety system. The report can be found in its entirety at
www.healthyamericans.org.

Food safety represents a significant public health threat. One in four Americans
is sickened by foodborne disease each year, and an estimated $44 billion is lost each
year in medical and lost productivity costs. According to FDA’s website, since Janu-
ary of this year alone, FDA has issued over 80 recalls, alerts, withdrawals, and
warnings of unsafe or mislabeled food. These numbers are far too high, and major
gaps in our Nation’s food safety system are to blame. Indeed, if we had a modern-
ized food safety system focused on prevention, we would not need to be issuing this
number of alerts and recalls. That said, given the disjointedness and underfunded
nature of our food safety surveillance system, we cannot be sure that the alerts and
recalls issued by FDA truly even reflect the extent of the problem today.

The public is deeply concerned about this issue. A 2007 public opinion poll con-
ducted on behalf of TFAH found that 67 percent of Americans are worried about
food safety. This number ranked above the threat of pandemic flu or natural disas-
ters, illustrating just how strongly food safety truly touches every American. The
food supply is vulnerable to a variety of pathogens, toxic metals, and other pollut-
ants, product tampering, and emerging diseases. The current food safety system is
reactive, not preventive, meaning we are wasting millions of dollars on responding
to such threats rather than building proper controls into the production system.

TFAH’s report identifies several problems with the government’s food safety sys-
tem: inadequate federal leadership, coordination and resources; outdated laws and
policies; and inadequate Federal, State and local collaboration.

INADEQUATE FEDERAL LEADERSHIP, COORDINATION AND RESOURCES

The Federal food safety system is fragmented. According to the 2007 GAO report,
there are 15 agencies collectively administering over 30 laws. Even among lead
agencies, the government’s ability to prevent illness is undermined by the seg-
mented responsibilities among many agencies, which often use differing regulatory
approaches. No agency has statutory authority to forge an integrated strategy, and
no agency or person has final authority over food safety. This results in overlapping
inspections by FDA and USDA’s Food Safety and Inspection Service (FSIS) and food
companies having to follow different regulations from each agency within the same
plant. Clearly, FDA could use its resources better through increased collaboration
and coordination with USDA.

The current system is not just fragmented, but also experiences misaligned prior-
ities and resources. FDA regulates 80 percent of the U.S. food supply, and an esti-
mated 85 percent of known foodborne outbreaks are associated with FDA-regulated
food. However, FDA receives less than 40 percent of the overall federal dollars de-
voted to food safety programs. In addition, funding for food safety programs at FDA
and FSIS has barely kept pace with inflation. Even as these agencies must take on
new challenges, such as those laid out in the FDA Food Protection Plan, they are
barely able to pay for their existing food safety system.

Furthermore, within both FDA and USDA, food safety is not the top priority. At
FDA, pharmaceuticals and medical devices—the “drug” part of the Food and Drug
Administration—receive priority attention. At USDA the focus is on promoting U.S.
farm commodities abroad and helping farmers and agribusiness at home.

We agree with the Science Board’s assessment that weaknesses in the FDA’s food
safety function are directly related to its inadequate resources. Trust for America’s
Health recommends at least doubling FDA’s food budget in real terms over the next
5 years. The need for additional appropriations has been echoed by the National
Academy of Sciences Institute of Medicine, the Government Accountability Office,
and the Health and Human Services Inspector General. TFAH believes FDA needs
a consistent source of funding to keep up with its mandate. We were pleased to see
additional food safety money in the Senate’s supplemental, but appropriators should
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bear in mind that increased funding should be rolled into baseline appropriations
in FY 2010, rather than returning to previous funding levels. It is nearly impossible
for the Agency to adequately plan and hire full-time staff if it is unclear whether
money will be stable from year to year.

In addition to funding, FDA needs to ramp up its personnel levels. According to
former FDA Commissioner Mark McClellan, the President’s FY 2009 budget “does
little to make up for the steady loss of staffing that the Agency has endured for the
past decade.” We were pleased that FDA recently announced plans to hire 1,300
science and medical staff, including 600 new positions, and we are eager to see how
they are used to implement the FDA’s Food Protection Plan. However, given the
broad consensus among experts who doubt the FDA’s ability to fulfill even its exist-
ing food safety mandate given current funding levels, we are reluctant to view this
announcement as an end to the Agency’s problems.

OUTDATED LAWS AND POLICIES

Increased funding for food safety is a start. But our report notes that the Federal
Government is spending existing funds on outdated, inefficient practices. TFAH has
long been an advocate for accountability within the public health system, and the
federal food safety system is an example of misallocated funds due to adherence to
an archaic framework. The USDA’s FSIS spends most of its resources visually in-
specting every beef, pork, and poultry carcass in ways not too different from prac-
tices used 100 years ago, although the health of animals has greatly improved and
most foodborne illnesses cannot be detected visually. Likewise, FDA’s food safety
statutes date to 1906 and 1938. FDA’s law developed a system that is reactive to
problems prevalent in early 20th Century food system, such as adulteration and
misbranding. It empowers FDA primarily to act only after food safety problems
occur.

Our report finds that Congress has not provided the Agency with a modern, public
health mandate to prevent foodborne illness; has not updated the Agency’s legal
tools to meet the challenges of a high-tech, globalized food supply; nor has it pro-
vided the funding stream necessary to carry out research and inspection.

America’s food supply faces new threats, and the safety system needs to reflect
changes in the market. A 21st Century production and distribution system means
that instead of a single contaminated head of lettuce affecting one family, that let-
tuce may be divided among a dozen prepackaged bags of salad shipped across the
country. The centralization of agribusiness means there is significant contact be-
tween livestock and crops, which can lead to a single infected product causing perva-
sive damage.

Deliberate contamination of the food supply for economic or terroristic reasons
could also have a widespread, devastating impact on the Nation before the Federal
Government even has time to react. We saw this in 2007 when imported pet food
killed thousands of cats and dogs in the United States after being deliberately con-
taminated with melamine for economic profits. It is not science fiction to believe
such action could occur again, with malicious intent. The Administration’s Home-
land Security Presidential Directive 9 called for a coordinated national approach to
deliberate threats to the food supply. HSPD-9 tasked the Department of Homeland
Security to work with USDA, HHS, and EPA to coordinate a national response, but
FDA has not received additional funding and USDA has received only additional
$150 million. FDA needs more authority to implement measures against
agroterrorism, including increased surveillance.

INADEQUATE FEDERAL, STATE, AND LOCAL COLLABORATION

The existing governmental food safety system is decentralized, so state and local
departments have authority that extends beyond federal jurisdiction. State and local
health departments are the frontlines in the fight against unsafe food, as they inves-
tigate outbreaks, inspect restaurants, and coordinate communication up the chain.
The vast majority of foodborne diseases are detected and investigated at the local
level. Yet, the capacity of states to conduct appropriate safety surveillance and com-
municate that back to the Federal Government varies dramatically. Federal support
(through the CDC) for such critical state activities is minimal. In a 21st Century
food economy, outbreaks are not limited to one state; early detection of what could
become a national problem is dependent on the capacity of the state with the weak-
est surveillance system.

The relationship between Federal and State regulators is also not well defined,
so jurisdiction and communication may be hindered. In addition to a lack of re-
sources to quickly respond to outbreaks, there are no mandatory national standards
for state and local governments to adopt in their communities. Instead, most states
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adhere to voluntary standards such as the FDA’s Food Code, a model to assist gov-
ernments in regulating the retail and food service industry. Although these stand-
ards are updated every other year, the vast majority of states have not adopted the
most recent guidelines. The Voluntary National Retail Food Regulatory Program is
another voluntary guideline for states to develop science-based measures of perform-
ance that will lead to more effective and uniform regulation of the food industry.
Only 12 states have fully enrolled and achieved verification by external evaluators
of the program. TFAH recommends creating uniform standards and practices across
the federal, state, and local levels. States should be encouraged and incentivized to
adopt and comply with uniform standards of the most recent FDA Food Code and
the National Retail Food Regulatory Program.

The systems used to monitor food disease outbreaks are also a patchwork of var-
ious government agencies at the federal, state, and local level working largely inde-
pendently with limited coordination. Government surveillance, or detection of
foodborne diseases, exists alongside food safety practitioners from the private sector,
public interest groups, and academia. As Michael Taylor, former FDA Deputy Com-
missioner for Policy, addressed in his recent report on the Food Safety Information
Infrastructure, these data sources remain isolated, without the legal, logistical, or
cultural means to share information. At a recent congressional briefing hosted by
TFAH, Dr. Tim Jones, state epidemiologist for Tennessee, noted that communication
of hazards is highly variable among states, which often lack the personnel, tech-
nology, and data sharing systems to react quickly to detected outbreaks. TFAH con-
tends that a person’s protection from disease should not depend on where he or she
lives, and the fragmented food surveillance system is an example of such disparity.

OPPORTUNITIES FOR MODERNIZATION

TFAH believes that we need a comprehensive approach to update and strengthen
the Federal food safety system. The institution of Hazard Analysis and Critical Con-
trol Points (HACCP) is a good example of a promising approach to modernization
within FDA and FSIS. Such a system first requires companies to identify potential
hazards and critical control points throughout the production process, and then es-
tablish preventive procedures to monitor and ensure those hazards are avoided.
However, FDA has not implemented HACCP across the food production chain, and
where it exists in many cases it is only on a voluntary basis. Widespread implemen-
tation of HACCP and other preventive systems could save money in the long run
by identifying potential problems before they occur.

Imported food presents a new, troubling frontier for food safety. Fifteen percent
of the food we eat is imported, including 60 percent of produce and 75 percent of
seafood. Yet, only 1 percent of shipments are inspected by the FDA each year. The
Administration released the Import Safety Action Plan and the Food Protection Plan
in November. These plans called for working with foreign governments to ensure
compliance with U.S. safety standards, but as Mr. Taylor notes in our report, the
FDA does not have the resources to ensure the safety of imports without harnessing
the expertise and resources of the private sector. In addition to providing resources
for implementing the Import Safety Action Plan and the Food Protection Plan, Con-
gress should require food importers to be legally accountable for assuring that for-
eign producers are shipping goods to the U.S. that meet U.S. food safety standards.

As mentioned earlier, surveillance is a key component to identifying foodborne
outbreaks. Congress can support this mission through removing legal restrictions on
data sharing, mandating coordinated data collection among government agencies,
and improving the collection of and accessibility to data. Data collection and improv-
ing networks among all actors, including private sector and academia, is critical to
mitigate the effects of unsafe food. TFAH recommends government food safety offi-
cials and food companies should be given the tools to keep track of information
about disease outbreaks in humans, plants, and animals and results of food inspec-
tions so they can quickly detect and contain problems. CDC’s surveillance program
should also be able to function in a way that not only monitors outbreaks and inves-
tigates preventive strategies, but also provides accountability to gauge how well
U.S. food safety systems are working.

In order to develop a dynamic, evolving food safety system, greater investment in
research is a prerequisite. Ongoing research is needed to identify emerging threats
and up-to-date ways to contain them, as well as to rank relative risks and the
health impacts of those hazards. The FDA Food Protection Plan echoes the need to
strengthen the Agency’s research capacity, but the document does not clarify how
it will implement the mission or how it will work with other federal agencies to co-
ordinate a research agenda. As the Science Board report tells us, FDA does not have
the funding to conduct its existing research requirements and lacks a clear vision
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of new areas of research needed. Funding and planning are vital to carrying out a
modern research program, which should serve as a basis for FDA’s regulatory
framework.

PLANNING AND RESOURCES

Clearly, a profound investment is necessary to prepare FDA’s food safety function
for the 21st Century marketplace. However, Congress should not provide significant
additional appropriations without a clear strategy of how that money will be spent.
We agree that the Food Protection Plan is a good start. The Plan represents a con-
sensus document, outlining broad concepts for modernizing the food safety system.
However, it lacks the specificity necessary to fund or to implement such a plan.
TFAH has long been a watchdog for responsible government spending. While we ad-
vocate for a stronger investment in the public health system, all of our reports insist
on accountability and transparency with respect to that investment. FDA’s food
safety system should be no different. Before Congress appropriates significant funds
to modernize the food regulatory system, FDA must demonstrate exactly how it in-
tends to spend those funds. Instead of broad principles, we urge FDA to articulate
the steps it will take to achieve each element of the plan, including the personnel,
laboratory capacity, information technology, and research necessary to carry out
each concept in the document. FDA should regularly report to Congress and the
public with measurable benchmarks, data sharing, and the resources necessary to
move forward with its plan.

In addition to lacking detail, the Food Protection Plan remains abstract because
there is no budget request associated with it. If the Administration is serious about
modernizing the food safety system, each step of the implementation plan should
carry with it a professional judgment number describing the appropriations nec-
essary to achieve the goal. We make this recommendation not simply for the sake
of transparency, but to strengthen FDA’s argument for additional funding. As an ex-
ample, the Administration released a National Strategy for Pandemic Influenza
along with a request for $7 billion to carry out the strategy. The initial strategy ar-
ticulated broad concepts and principles for pandemic preparedness, just as the Food
Protection Plan does. But as Congress moved forward with appropriating funding
for pandemic influenza preparedness, the strategy was followed by an Implementa-
tion Plan, which contains actionable steps for multiple federal departments to take
to achieve an adequate level of preparedness, including interim milestones against
which Congress and the public could measure progress. The implementation plan
gave credence to the President’s funding request.

Developing a comprehensive strategic plan with a corresponding budget request
is not a novel concept. Several agencies within HHS are legislatively mandated to
provide Congress with so-called by-pass budgets that reflect their professional judg-
ment of funding that is needed without having to receive OMB clearance. In fact,
Dr. von Eschenbach had experience with this process during his tenure with Na-
tional Cancer Institute. Each year, both the National Cancer Institute and the Of-
fice of AIDS Research provide Congress and the President with their annual budg-
ets, which include the resources necessary to maintain existing research and the
money required to achieve specific expanded or new initiatives. The Subcommittee
may want to consider enacting a similar mandate for the FDA as it embarks on this
important process of modernization.

CONCLUSION

Just as policymakers are attempting to transform America’s healthcare system
from a sick-care system to a well-care system, we must convert our food safety poli-
cies from a reactive to a preventive system. The Federal Government can save
money and lives by investing in technology, information networks, and research.
This effort will require leadership from Congress and the Administration to assure
that both financial and human resources are devoted to this critical public health
problem. The end result should be a safer food supply from farm to fork.

Mr. StupAk. Thank you, Doctor. Your written statement, as all
written statements, will be part of the record.

I will begin with questions. We will go 5 minutes so we can move
the rounds along here. Let me ask you this question. We have all
touched on it today, the tomato, salmonella in the tomatoes. If you
take a look at the timeline, mid-April, people started getting sick
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from tomatoes. On June 3, the FDA issued its first warning in the
States of New Mexico and Florida for certain types of tomatoes. On
June 7, the FDA put out its warning nationwide for certain types
of tomatoes. And we know it is the first year anniversary of the
FDA’s Tomato Safety Initiative. Why hasn’t this initiative worked
to stop the salmonella in tomatoes if we knew it was a problem,
we implemented a plan a year ago, but here we are, a year later,
having nationwide warning? Anyone care to tackle that? Professor
Taylor.

Mr. TAYLOR. Well, I will put the answer to that question in an
even broader context. We knew 10 years ago that there was a sig-
nificant increase in outbreaks associated with fresh produce. FDA
put in place a so-called guidance for good agricultural practices,
which was a worthy thing to do at the time. It reflected what was
known at the time but it was very broad guidance. It said pay at-
tention to microbial quality of the water but there were no stand-
ards or criteria for what is appropriate microbial quality of the
water that is used in irrigation and other risk factors were ad-
dressed only in these very broad sort of terms. A properly funded
and mandated FDA would have had a leadership responsibility and
the resources behind it to drive the research and develop the cri-
teria, to set the standards that should have been in place long ago
to ensure the safe production of tomatoes and other fresh produce
on the farm. So I think the tomato safety plan was another effort
with the best information available but it was not linked with the
focused research base and the scientific knowledge needed, coupled
with an actual regulatory intervention to create accountability for
implementing these control measures.

Mr. STUPAK. But this safety initiative would also have to be initi-
ated not just here in this country but also like Mexico and other
places where we import tomatoes, would it not? It doesn’t make
any sense to have a tomato initiative just confined to the domesti-
call{;r produced crop but would have to be for imports too, would it
not?

Mr. TAYLOR. Absolutely. I think there is wide agreement that as
we put in preventive control requirements and measure domesti-
cally, we have to make importers accountable for ensuring that the
imported product meets those standards. It should be a condition
of entry into the United States because it demonstrated compliance
with the same preventive control measures in foreign fields as we
would expect to have in U.S. fields.

Mr. StUuPAK. Dr. Morris?

Dr. MoRRIs. Just to add, again, I think what the tomato out-
break points out is the difficulty of being purely in a reactive mode,
and I am highly sympathetic with FDA, having been in similar po-
sitions in government. It is extremely difficult to do these trace-
backs, but having said that, the whole point of this is to put in
place a system where we don’t have to do the trace-backs.

Mr. STUPAK. Sure. Wouldn’t the year-ago tomato initiative make
us proactive or preventive, not reactive? I mean, reactive, we still
don’t even know where the tomatoes are coming from.

Dr. MoRRiS. Exactly.

Mr. STUPAK. Let me ask you this. This is the report we have all
referred to, the Food Protection Plan, put forth by the FDA last No-
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vember, and then the request for $50 million to implement it. Dr.
Levi, I take it that the newest request that came Monday, which
was $125 million, you would not give even the $125 million based
on this report. What else would you look for before Congress would
just throw money at a situation?

Mr. LEvi. Well, T would be loathe to say don’t give them the
money. I would say that there is enough opportunity in the appro-
priations process to do a back-and-forth to get a lot more specificity
associated with the spending of this money but

M(I)‘ STUPAK. What specificity would you like to see in that re-
port?

Mr. LEvVI. I would want to see dollar figures associated with each
element of the report, and I think we have heard from others here
that even that money, the $125 million, may not be sufficient, but
we can’t really judge what is missing and what we are going to get
for that $125 million until that request is crosswalked to the pro-
tection plan. If the Administration says this money is to implement
the plan, they should at least be able to tell us what parts of the
plan we are buying with $125 million.

Mr. STUPAK. Professor Taylor, we will go right down the line.

Mr. TAYLOR. I just want to add that it is a matter of priorities
and sequence of activities. Those 38 very significant actions can’t
all be done at once. They shouldn’t all be done at once. FDA should
identify what are the priority things needed to get this process
going. I suggested a few in my testimony. There may be better ones
that that but it is a matter of priorities and sequence.

Mr. StuPAK. Dr. Morris?

Dr. MoRRIS. And I would also, as I noted in my testimony, the
$128 estimate from the Science Board subcommittee is a very loose
estimate. I mean, essentially it is a starting point and a ballpark
figure, and there is clearly a need to link this with specifics be-
cause that is going to drive what the real costs are.

Mr. StuPAK. Dr. Cassell?

Ms. CassELL. I don’t have anything to add. I like Glenn said

it—
Mr. SturaK. OK. Now, on that $125 million they asked for on
Monday night, that does not include any IT, which would certainly
help us try to figure out where tomatoes are coming from. Ms.
Shames, would you like to comment on that? What would you like
to see? And GAO has been very critical of it. What would you like
to see in that Food Protection Plan?

Ms. SHAMES. The Food Protection Plan really is the rudiments of
a strategic plan, and there is a statutory precedent for the sort of
information that Congress has asked for from executive agencies to
do the oversight that is needed. Information should include the
long-term goals, which are laid out in terms of the core elements
in the Food Protection Plan. But then beyond that, we would want
those long-term goals to be segmented into interim goals and with
those interim goals to know exactly what the associated resources
are in terms of dollars, in terms of people, in terms of technology.

Mr. STUPAK. You said long-term goals. This report, I get the im-
pression there is no limit, no time. What kind of plan——

Ms. SHAMES. There is no

Mr. STUPAK. A 1-year, 3-year, 5-year plan? What should it be?
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Ms. SHAMES. There is no stated time frame to the plan. You are
right about that. We have been told that it is envisioned to be a
5-year plan.

Mr. STUPAK. My time is up. I will turn to Mr. Shimkus.

Mr. SHIMKUS. Thank you.

Mr. StuPAK. Wait a minute. Dr. Cassell had her hand up. If it
is a 5-year plan, we should at least have 5 years worth of data,
should we not, and budget requests, Dr. Cassell?

Ms. CASSELL. I personally would like to know more about the
technologies that will be applied and the plan to ensure that in fact
there is professional development of those individuals responsible
for food safety, getting back to our original report, so that we can
always be sure they are on the cutting edge and are aware of
emerging new technologies.

Mr. STUPAK. Thank you.

Mr. Shimkus, please.

Mr. SHiMKUS. Thank you, Mr. Chairman. Reforming a federal
bureaucracy is a difficult challenge. It doesn’t have the market
forces of bankruptcy and so that is an inherent challenge.

I want to focus on some broad issues. You know, this is really
a lot of specificity that to the layman is touch. That is why you are
here and I appreciate it. All you mentioned a focus on risk-based
approach. I think everyone mentioned the importance of doing that.
We are in discussions on an FDA authorization bill, and there is
still not acceptance that a risk-based approach is an appropriate
way to go because I think there are feelings from some of my
friends on the other side that this means going soft on industry.
Can some of you chime in on that? I don’t believe it is true. I think
it is a cost-benefit way of identifying problems, but just respond to
that concern. Go ahead, sir.

Mr. TAYLOR. I think it is very important to distinguish between
the industry role in food safety and the government role, and when
we talk about a risk-based approach, it is not about going soft on
industry’s duty to ensure that every product that they market
meets safety standards. And in fact, the proposals to require every
food facility to have a preventive control plan stands for the idea
that every company should be sure that they have got a plan in
place to meet standards. Regardless of whether it is a high-risk
product or a low-risk product, everybody should have a preventive
food safety plan. When we use the term risk-based effort by the
government, we are really talking about how the government can
then deploy its resources, whether they are inspection resources or
research or new rulemaking, standard setting. ow does the govern-
ment deploy its inherently finite resources to address the most sig-
nificant hazards in the food supply and mount the preventive ini-
tiative that do often require government initiatives. So it is risk
based in terms of priority setting and use of government resources
and targeting those significant hazards that are out there that we
know about and that require a concerted effort to address through
research, technological innovation, standard setting, education,
whatever the appropriate tool might be.

Mr. SHIMKUS. Anyone else want to—Ms. Shames.

Ms. SHAMES. The government and FDA in particular can only af-
ford a risk-based approach to its inspections. For example, if FDA



60

were to inspect every single domestic facility dealing with food, it
would come to over $500 million. That figure is astounding. If FDA
were to inspect every foreign facility, it would come to over $3 bil-
lion.

Mr. SHIMKUS. I have tried to raise this in some of my discus-
sions. If you have good actors who have zero defects across their
whole product line, it doesn’t make sense to be in there twice a
year and focus those resources and maybe go to once a year but
that is kind of—Dr. Morris, do you want to add something?

Dr. MORRIS. Just to further expand on this idea, one cannot in-
spect safety into a product, and you can’t inspect every single thing
that goes by, every single apple. Again, the concept is to create a
preventive system that minimizes the risk, puts in place multiple
hurdles to minimize risk. But again, you come back to, what is the
government’s role, and the government needs to target its role so
that it hits the areas where there is the greatest risk of occurrence
of human disease. And again, this is where some of the difficulties
arise and that ultimately our goal is to keep people from getting
sick, but to figure out how to put in place a plan that minimizes
the risk for human disease is difficult and it requires some science,
it requires some work, and it requires some resources to be able to
do that, and that is where the vision gets cloudy. To be able to real-
ly do what needs to be done to appropriately prioritize resources,
government resources, to maximize the impact of government to be
able, you know, to get the safest possible product.

Mr. SHIMKUS. Because we are a reactive body, especially even on
a l-year spending budgetary cycle, would a 2-year budgetary cycle
be helpful in this whole reform debate? I will just allow anybody
that wants to—Dr. Taylor.

Mr. TAYLOR. Anything that can be done to extend the planning
horizon and planning of use of resources is to the good, so

Mr. SHIMKUS. Yes, the idea is, you pass a budget for 2 years, and
the second year you use to do oversight and investigation and do
evaluation. If you are every year fighting on just the spending
end—because I look at this. You look at, this is a chicken and the
egg debate. We have a plan, then we have to fund, then we have
to execute, then we have to evaluate through the execution process
and then we have to revise, and you can’t do that if you are limited
by a 1-year budgetary cycle.

Mr. LEvL. I also think it is important to keep in mind that a lot
of the problem at FDA is personnel, that they need more scientists
to do the work, and if there is not predictability for funding, then
it is very hard to recruit scientists to come and work there because
they don’t know whether they are going to have a job from one year
to the next, and I think that is also the challenge with focusing on
a supplemental. We should get as much money as we can into the
supplemental but that is even more unpredictable, especially if for
fiscal 2009 we are at least starting probably all predictions are for
a continuing resolution and that creates even more instability and
uncertainty and makes the hiring process that much more difficult.

Mr. SHIMKUS. And I appreciate that comment, because I did have
a question on this whole staffing issue and where it is good to get
the additional money but there is uncertainty there, and Mr.
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Chairman, that is all I have because you answered the question,
Dr. Levi. Thank you.

Mr. STUuPAK. Thank you, Mr. Shimkus.

Ms. DeGette for questions, please.

Ms. DEGETTE. Thank you very much, Mr. Chairman.

Well, I have been looking at this plan, and it has happened be-
fore when I have looked at agency plans, it seems to me to be more
of an idea than a plan, because in reading it, principles of the plan
focus on risk, target resources, address both unintentional and de-
liberate contamination and use science. Well, I think this is what
most of you are saying. We all support those hortatory goals but
my question is, how do we get from point A to point B? So I am
wondering if very briefly, starting with Ms. Shames, you could
maybe give us two or three ideas, and one of them you have al-
ready testified, many of you, about, is put specific price tags on
specific portions of the so-called plan. I am wondering if there are
a couple of other specific suggestions you can make as to what we
can do to make this dream a real plan. Ms. Shames?

Ms. SHAMES. We testified in January that many of their pro-
posals were consistent with the recommendations that GAO had
made, so I would say that that would be a starting point in terms
of FDA’s priorities to take.

Ms. DEGETTE. The GAO recommendations?

Ms. SHAMES. Exactly.

Ms. DEGETTE. Thanks.

Dr. Cassell?

Ms. CaAsseLL. It all goes back to having the right people with the
right skills, and quite honestly, I believe that the CFSAN and CVM
have been so underfunded in the area of research, as I pointed out,
now for over a decade as well as their overall funding. Personally,
I don’t think they have the right set of people with the right skills
to maybe

Ms. DEGETTE. And what could we do to help that to happen?

Ms. CasseLL. I think to immediately request the supplemental
funding and then hold the feet to the fire in terms of getting more
specificity around the plan and to also guard against the possibility
that you wouldn’t have recurring funding so that you will have dif-
ficulty recruiting the individuals.

Ms. DEGETTE. Dr. Morris?

Dr. MoRRIS. I would strongly concur with Dr. Cassell’s state-
ment. I would also add though that one also needs the expertise
at the top levels of management to really understand how to ap-
proach these problems. If you really want to get concrete with some
of this, to my mind the top priority is to identify what the problem
areas are. We have to have good surveillance. Right at the moment,
FDA surveillance is woefully inadequate. We don’t even know what
our problems are out there. We can’t really identify what the major
products are that are creating problems, where the pathogens are.
There is just—there is a significant lack of knowledge, and in par-
ticular when we compare our knowledge base with the knowledge
base of what is present in Europe, for example——

Ms. DEGETTE. Dr. Morris, I am sorry to cut you off. I have a very
limited amount of time.

Dr. MoRRis. Certainly.
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Ms. DEGETTE. And now we have a vote on the Floor.

Professor Taylor?

Mr. TAYLOR. I can be quick because I agree on the capacity
points and also very much agree on the need for information, to
know what the problems are and to know what the preventive solu-
tions are, but then it is a matter of acting, and again, I think there
are hazards out there, whether it is imported seafood or produce,
where it is time to act to put in place preventive controls. Congress
can legislate to make that easier. FDA has some authority. We
should get action on that front.

Ms. DEGETTE. Thank you.

Doctor, is it Levi or Levi?

Mr. LEVI. Levi.

Ms. DEGETTE. Levi.

Mr. LEvi. And I will be brief as well. I agree with my colleagues.
Long-term funding for people, for technology, and give the FDA the
authority that we want them to have so that they can really create
a modernized system.

Ms. DEGETTE. Now, Dr. Levi, one of the things that the FDA has
said is they can’t talk about a multi-year plan because of statutory
limitations, but in your testimony, you noted that in your oral and
written testimony you said that we did exactly that with the pan-
demic flu plan. Do you see any barriers in doing it with food safety
as well?

Mr. LEVI. Absolutely not. I mean, it is a policy choice on the part
of the Administration to project out into the future. They were able
to do it for pandemic flu, and Congress actually did it in a way that
provided almost $7 billion so that it could be carried out as mile-
stones were reached. It is a very similar scientific challenge that
you can only move just so fast because you have certain milestones
that need to be reached before you can take the next step and in-
vest the next set of money.

Ms. DEGETTE. OK. I have one last question and 18 seconds. My
question is, maybe for you and also Professor Taylor, do we have
the technology right now in private industry to start exploring a
food traceability system?

Mr. LEVI. I am not an expert on that.

Ms. DEGETTE. Maybe Professor Taylor?

Mr. TAYLOR. Yes. I mean, when the market creates an incentive,
industry has plenty of technology available to implement
traceability. There are economic issues but again, that picture is
changing as well see the impact of some of the problems where we
don’t have traceability and the ability to——

Ms. DEGETTE. It costs money to do traceability but it costs a lot
more money not to have any tomatoes being distributed, correct?

Mr. TAYLOR. Absolutely. The market can compel it or you can
compel it, you know. It could go either way if the capacity is there.

Dr. MoRRIS. If I could make the point again that perhaps rather
than investing large sums in traceability, if we put the money in
prevention.

Ms. DEGETTE. Well, I actually think——

Dr. MORRIS. Both are important.

Ms. DEGETTE. I actually think both are important. I completely
agree with you that you are. That is why I also support mandatory
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recall because I don’t really want to have to do mandatory recall,
but I think it holds a hammer over the head and——

Dr. Morris. We need both.

Ms. DEGETTE. They both work hand in hand. Dr. Cassell?

Ms. CasseLL. I don’t want to frighten you but I do want you to
appreciate that I believe we have the technologies today to apply
to be able to detect parasitic and viral infections that are foodborne
that we are not yet even screening for, and this is something that
the new technologies, the new expertise would bring to bear, but
I am quite honestly not convinced we are doing it, and that is what
frightens me the most.

Ms. DEGETTE. Dr. Cassell, if you are in this job long enough,
nothing frightens you anymore. You just expect the worst. Thank
you very much.

Mr. STUPAK. Well, thank you. We have five votes on the Floor.
We are going to recess until 12:30. I am going to ask this panel
if they can stay. I know Mr. Doyle and others were here and want-
ed to ask questions. I know we may go another round because it
is a very good panel.

Thank you. We are in recess until 12:30.

[Recess.]

Mr. StuPAK. I call the Subcommittee back to order. A couple of
members are going to come back for questions. I have a few more
and then we will go back and forth, see who shows up.

Let me ask Ms. Shames, let me ask you, if I may, you say on,
I believe it is page 10 of your report, since 2004, 4 years, the GAO
has been asking or made specific recommendations back in 2004 for
the FDA to implement a strategy for food safety and 7 of those 34
have been implemented, and part of it was improving monitoring,
enforcement processes. And there were 21 recommendations you
made with three of them being implemented or about 14 percent.
If you take the 34 and seven of them have been implemented, that
is about 20 percent. It has been 4 years. Why haven’t the other 80
been implemented, or 80 percent of them, I should say, the other
27. Any idea?

Ms. SHAMES. Most of them FDA has started to take some initial
steps but I think that is a very good question. I don’t have an an-
swer for you.

Mr. STUPAK. Back in 1998, the GAO also recommended, highly
recommended, in fact, very forcefully recommended that the IT at
FDA be improved upon. Have any recommendations from 1998, 10
years ago, been implemented to bring the IT into compliance?

Ms. SHAMES. There are others back at GAO who can talk more
knowledgably about FDA’s IT system. I do know, of course, that if
they are going to undertake a risk-based approach, data is abso-
lutely important. Data are underpinnings to be able to make those
priority decisions, and of course, IT systems would be absolutely
necessary for that.

Mr. StUPAK. And I think we established this earlier, but the
extra money that Secretary Leavitt and Commissioner von
Eschenbach asked for Monday night did not include any money for
IT, for information technology. Is that correct?

Ms. SHAMES. That is the way we understand it, yes.
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Ms. STUPAK. You also note in your testimony that while FDA’s
Food Protection Plan recognizes the need to partner with Congress
to obtain 10 additional statutory authorities to transform the safety
of the Nation’s food supply, you say, “FDA’s congressional outreach
strategy is general.” What do you mean when you say that their
outreach strategy is general?

Ms. SHAMES. What we mean is that we would expect that FDA
would know best the impediments that it has to conduct its regu-
latory authority. It would be presumptive on FDA to outreach to
the Hill, to be able to provide draft legislation, to provide other
technical assistance, to more proactively undertake to get the tools
that FDA needs to be able to meet its mission.

Mr. STUPAK. In other words, they need the legislative language
to implement part of this?

Ms. SHAMES. I would say that that would be one thing that they
would do, yes.

Mr. STUPAK. Professor Taylor, if I may, on page 13 of your testi-
mony you say, “Over a year ago, the United Fresh Produce Associa-
tion and Produce Marketing Association called on the FDA to es-
tablish produce safety standards that are federally mandated, risk-
based and allow for commodity-specific regulation.” Did the FDA
ever work with the produce associations to put forth this risk-based
alternative?

Mr. TAYLOR. My understanding is that there was work done
within FDA to develop ideas for beginning that rulemaking, and I
must say, I rely on press reports for my knowledge of the process
but that effort was rebuffed in the Office of the Secretary so that
a decision was made that at a level above FDA within the depart-
ment not to proceed with that rulemaking.

Mr. STUPAK. So the fresh produce producers said let us do some-
thing and it is your understanding they went to the FDA, the FDA
thought it was a good idea but the Secretary, that would be the
Secretary of HHS then, rebuffed the idea?

Mr. TAYLOR. That is my understanding.

Mr. STUPAK. On page 16, you say on the bottom of page 16, “I
have great respect for Associate Commissioner David Acheson, but
his position lacks budget or line authority for programs and thus
in some way further clouds responsibility and accountability for
food safety within FDA.” Is that your assessment of the food czar
situation now?

Mr. TAYLOR. Well, yes, I think that creating that position was an
effort to recognize that food safety and responsibility for it is lodged
in multiple components of FDA. There is a Center for Food Safety
and Applied Nutrition, which people think is the lead agency.
There 1s also the Center for Veterinary Medicine, which has signifi-
cant food safety responsibilities. And then the Office of Regulatory
Affairs at FDA, which manages the field functions, all the inspec-
tors, and the laboratories, and actually consumes the majority of
resources that are labeled food safety resources at FDA. All three
of those major components are managed separately. They report to
the Commissioner but the Commissioner has more than one full-
time job looking after the drug supply and the medical product side
of the Agency, and so we have got a institution where food safety
leadership is fragmented internally, and I think the effort to coordi-
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nate out of the Commissioner’s office, which Dr. Acheson has been
asked to do, is a worthy step, but anyone who has run a govern-
ment program knows that if you don’t have line authority and re-
source allocation authority over the programs you are expected to
coordinate; coordination is a very difficult thing. Management is
what is necessary and the leadership that comes with the actual
tools of leadership and management.

Mr. STUPAK. So the food czar should really have direct authority,
budgetary and line authority over veterinary and the Office of Reg-
ulatory Affairs?

Mr. TAYLOR. I mean, my view is that these elements of FDA
ought to be unified into a single functioning entity that is respon-
sible for the food side of FDA’s jurisdiction, and with direct ac-
countability to a single person who is in charge of food safety at
FDA and has that as their full-time responsibility and can manage
all the resources of FDA to do food safety.

Mr. STUuPAK. I see a lot of nodding of heads. Does anybody else
want to comment on that? Dr. Cassell, Dr. Morris, Dr. Levi, Ms.
Shames?

Dr. MORRIS. I would just strongly second the need for this type
of authority. From a scientific standpoint, one of the major prob-
lems that arises is the lack of coordination among the agencies, and
having a single line authority is absolutely critical. We are just not
getting anywhere because there isn’t that. I will say there is a larg-
er problem and that there is further dissemination of responsibility
in USDA and CDC, but that goes beyond what we are talking
about today.

Mr. STUPAK. Dr. Cassell, would you care to comment?

Ms. CAssELL. I was actually just going to refer back to one of the
other comments that you asked. I don’t want to be misleading. It
is possible that maybe FDA in their request and the Secretary in
his request, in their $275 million, were thinking that they would
apply monies from that for IT. What we estimated is that $128 mil-
lion would be needed for food safety, an additional $75 million for
IT and an additional $172 million for drug safety and also to ad-
dress the emerging science issue and the management issues. So
I just didn’t want to mislead anybody. I don’t know what their in-
tentions were but clearly, in our opinion, it would not address all
of the needs that are as critical that need to be addressed.

Mr. StupAK. Right. In the June 9th request for the additional
money, it was $125 million protecting America’s food supply, $100
million safer drugs, devices, and biologics, and $50 million, modern-
izing FDA’s science and workforce. I didn’t see any breakdown for
IT so that is why I was asking the question. Thank you.

Mr. Shimkus for questions.

Mr. SHIMKUS. Thank you, Mr. Chairman.

Ms. Shames, there is a briefing binder. Dr. Morris, I think it is
in front of you, not the Science Board one but—because I want to
refer to tab 11 to begin with, and tab 11 has the business case
paper for the Food Protection Plan. Have you seen this or reviewed
this?

Ms. SHAMES. Yes.
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Mr. SHIMKUS. What information do you feel is lacking in this doc-
ument that Congress would need to evaluate FDA’s justification for
spending this money?

Ms. SHAMES. This is the information that was released with the
President’s budget in February of this year, and it does describe
what FDA intends to do with the $42 million for this fiscal year,
but beyond that, what we are looking for—and there is a statutory
model for it—is to lay out over, let us say, a 5-year period, just
what the long-term goals are for food safety, break those long-term
goals down into interim goals, and to be able then to discuss the
associated resource needs for both the interim goals and the long-
term goals. And resource needs should be considered very broad-
ly—dollars, people, technology, in other words, everything that is
brought to bear to be able to accomplish that. That really is the
minimum information, but under the Government Performance and
Results Act, departments are to provide more information. What
are the external factors, for example, that they identify that could
somehow impede accomplishing their goals. And likewise, there is
call for evaluations. If you haven’t achieved your goals, why not?
Conduct some sort of formal evaluation to show that.

Mr. SHIMKUS. And Dr. Levi, in the pandemic influenza thing, is
that similar to the approach that we did with that, and that is—
does that sound——

Mr. LEvVI. The pandemic strategic plan, implementation plan ac-
tually does agency across the government agency by agency 6-
month, 12-month, 18-month, 2-year, 3-year goals for a variety of ac-
tivities.

Mr. SHIMKUS. So we are saying that is a good model to move in
this direction?

Mr. LEVI Yes.

Mr. SHIMKUS. Let us go back to the briefing binder, Ms. Shames,
on tab 10, 5 pages in, which is number 2, there is a quote, “Use
enhanced modeling capability, scientific data and technical exper-
tise to evaluate and prioritize relative risk.” From your informa-
tion, do you know what this will cost to achieve or when the Agen-
cy will accomplish this task?

Ms. SHAMES. Certainly not from this information. Now, we have
received some internal documents that provide a little more detail
on some of the deliverables associated with the strategic compo-
nents, but there is nothing more publicly available.

Mr. SHIMKUS. Should this be public?

Ms. SHAMES. Yes, we believe that this sort of public reporting is
useful for congressional oversight, reassures the public, especially
at a time like this when there is a food outbreak. Public reporting,
I think is a very healthy thing.

Mr. SHIMKUS. It is transparent. People can evaluate and hold
people accountable based upon the standards established, and I
would agree with that. I am going backwards, sorry, but tab 7 now,
which is a letter from Commissioner von Eschenbach to Senator
Arlen Specter. We kind of talked about it today in some opening
statements. He stated in his professional judgment that FDA needs
the $275 million immediately to accelerate its reforms. You have
reviewed that, I am sure.
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Ms. SHAMES. We are familiar with this as well. The progression
that you are presenting obviously gets more and more detailed so
we do see some associated dollars here with the activities. I think
what is interesting here is that this was the Commissioner’s profes-
sional judgment. We didn’t see this accompanying information with
the amendment that the Administration just asked for. So I think
it is reasonable to assume that this would be applicable but that
is only because we have evaluators who are doing a side-by-side
comparison.

Mr. SHIMKUS. And we are legislators and we deal in public pol-
icy. We are always schizophrenic because on one hand, you know,
we are—I think most of us understand FDA more money but we
want to it to be accountable. We want it to be directed in the right
ways. But of course, I am a fiscal conservative that doesn’t want
to spend any more money, doesn’t want to raise any more taxes,
and so it is a dilemma but it is easier for us to go to our constitu-
ents if there is a credible plan, if we can have goals and objectives
that are attainable and then especially with all these problems that
we have had. I mean, there is public awareness of the need to move
more aggressively.

Tab 13, this will be my last, at least in the binder, shows a menu
of IT programs associated with different levels of funding, page 11
in tab 13. Have you seen this information in the Food Protection
Plan?

Ms. SHAMES. I can’t say offhand. It certainly is aligned by the
core elements that is in the Food Protection Plan.

Mr. SHIMKUS. But this is the kind of stuff that we would hope
to see in budgetary information that we are all kind of addressing.

Ms. SHAMES. Absolutely. It lays out the dollars going forward
and just what some of the activities are.

Mr. SHIMKUS. Great. And while we go, you all are welcome to
page through this in those tabs, but my time is expired. I will turn
back to the chairman.

Mr. STUPAK. Seeing no other members available for questioning,
I would like to thank this panel again for your expertise and your
input into this process, and I will dismiss this panel. Thank you
again, and thank you for bearing with us. I said that we had five
votes. We ended up having six so we went a little longer than what
we thought, but thank you again for being here and thanks for
your help.

Ms. CAsSELL. Mr. Chairman, as we are leaving, can I just make
one statement?

Mr. STUPAK. Yes.

Ms. CASSELL. And that is that our committee certainly struggled
with the issue, Mr. Shimkus, that you just described, i.e., the need
for the plan and wanting the Agency to be accountable, and what
we concluded was, in the absence of additional resources and sig-
nificant resources, even if you had a plan, I think that there would
be no hope and so I think that we concluded that the first thing
that had to happen was to get those resources to the Agency and
t}llen to begin to help address the issues and to perhaps solidify the
plan.

Mr. SHIMKUS. Mr. Chairman, if I can follow up, and when I talk
about the schizophrenia of public policy folks, that is why I focus
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on this risk-based approach also because we are always going to
have—we are never going to have enough money, but the question
is, directing it into the area that we need, and really I like to
incentivize the good actors. I really want the good actors to get pat-
ted on the back. Some will fall through the cracks somewhere down
the line, we understand that, but if you can incentivize the good
actors, go after the bad actors, I think that is a better application
of our resources, and I appreciate those comments, Dr. Cassell.

Mr. STUPAK. Thank you again.

I now call our second panel of witnesses to come forward. On our
second panel, we have Dr. David W.K. Acheson, Assistant Commis-
sioner for Food Protection at the Food and Drug Administration,
also known as the drug czar—food czar. Sorry. I gave you a pro-
motion, drug czar. I just want to make sure you are paying atten-
tion.

It is the policy of this subcommittee to take all testimony under
oath. Please be advised that witnesses have the right under the
rules of the House to be advised by counsel during their testimony.
Doctor, do you wish to be represented by counsel?

Dr. ACHESON. No.

Mr. STuPAK. The witness indicated no. Then I will ask you to
please rise and raise your right hand to take the oath.

[Witness sworn.]

Mr. STUPAK. Let the record reflect that the witness replied in the
affirmative. You are now under oath, Doctor. We will now hear
your opening statement. You may submit a longer statement for in-
clusion in the record. Please begin, sir.

STATEMENT OF DAVID W.K. ACHESON, M.D., ASSISTANT COM-
MISSIONER FOR FOOD PROTECTION, FOOD AND DRUG AD-
MINISTRATION, DEPARTMENT OF HEALTH AND HUMAN
SERVICES

Dr. ACHESON. Good afternoon, Chairman Stupak and members of
the subcommittee. I am Dr. David Acheson, Associate Commis-
sioner for Foods at the Food and Drug Administration, which is
part of the Department of Health and Human Services. I would
like to thank you for the opportunity to discuss our ongoing activi-
ties to implement the Food Protection Plan to enhance food safety.

As we all know, food can become contaminated at many different
steps along the path from farm to fork. In recent years, FDA has
done a great deal to prevent both deliberate and unintentional con-
tamination of food at each of these steps. However, changes in con-
sumer preferences, changes in industry practices, and the rising
volume of imports have posed challenges that required us to adapt
our current food protection strategies.

To address these challenges, last November Secretary Leavitt
presented to the President an Action Plan for Import Safety, or Ac-
tion Plan, to enhance the safety of imported products. In conjunc-
tion with the Action Plan, FDA released the Food Protection Plan,
which provides a framework to identify and counter potential haz-
ards. Together, these Plans provide an updated and comprehensive
approach to assure that the U.S. food supply remains one of the
safest in the world. The plans encompass three core elements: pre-
vention, intervention, and response. The prevention element means
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promoting increased corporate responsibility to build safety in from
the start so that food problems do not occur. The intervention ele-
ment focuses on risk-based inspections, sampling, and surveillance
at all points in the food supply chain to verify that the preventive
measures are being implemented. The response element bolsters
FDA’s emergency response efforts by allowing for better commu-
nication and increased speed and efficiency.

To expedite implementation of both Plans, the Administration
has amended its budget request for fiscal year 2009 to include an
additional $275 million for FDA. This increase includes an addi-
tional $125 million to intensity efforts to implement the Food Pro-
tection Plan. This adds to the increase of $42.2 million proposed in
the fiscal year 2009 budget announced in February. The $275 mil-
lion increase also includes $65 million to modernize FDA’s informa-
tion technology infrastructure, $25 million of which will specifically
support our food safety and food defense programs.

With the funding requested in the President’s amended fiscal
year 2009 budget, we will hire an additional 353 FTEs to accelerate
our Food Protection Plan implementation activities. These re-
sources will allow FDA to achieve priorities, such as identifying
and targeting the greatest risks for intentional and unintentional
contamination; conducting essential research on mechanisms of
food contamination and deploying new rapid screening technologies
to detect microbial and chemical contaminants; conducting more
risk-based inspections and strengthening our emergency response;
establishing more rapid response teams; expanding FDA’s inter-
national presence to include offices in China, India, Latin America,
Europe, and the Middle East; establishing IT systems to support
interoperable databases that will enhance research, threat assess-
glelll{t, and surveillance; and improving our ability to conduct trace-

acks.

We are moving forward to work with partners to develop the nec-
essary scientific foundation. FDA has established a number of
cross-cutting implementation teams and is working with our exter-
nal food safety partners to focus on key areas to support our imple-
mentation efforts. I would like to take a couple of moments to de-
scribe five of these key cross-cutting areas of focus that are current
priorities.

First, the risk-based approach. FDA has been using a risk-based
approach for setting priorities for many years. However, there are
new models relating to risk assessments and new mechanisms that
could improve our risk-based approach. FDA has developed an in-
ternal steering committee and is working on defining appropriate
models, examining product/hazard combinations, and ranking foods
by their risk to public health. These will enhance our ability to
maximize effectiveness of our resources by focusing on food prod-
ucts that pose the greatest risk.

Secondly, outreach. FDA has undertaken a number of specific
outreach activities. For example, we have met with representatives
of many foreign governments, state, and local partners, industry
and consumer groups. The agency recently opened a docket to col-
lect comments from all stakeholders on implementation of the Food
Protection Plan. To provide a forum for local, State and Federal
partners to exchange information and ideas about implementing
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the Plan, FDA will host a meeting on August 12-14, 2008, in St.
Louis, Missouri, with officials from the departments of health and
agriculture from all 50 States.

Thirdly, traceability. FDA is currently reaching out to various or-
ganizations to gain a better understanding of best practices for
traceability and the use of electronic track-and-trace technologies to
more rapidly and precisely track the origin and destination of con-
taminated foods, feed, and ingredients. FDA will use this informa-
tion to develop key attributes for a successful track-and-trace sys-
tem. In addition, FDA plans to issue a request for applications to
providing funding to six states to establish rapid response teams to
investigate multi-state outbreaks of foodborne illness.

Fourthly, FDA Beyond Our Borders. Consistent with the goals of
the Action Plan and the Food Protection Plan, HHS and the Peo-
ple’s Republic of China signed an agreement to enhance the safety
of food and feed exported from China to the United States. The
agreement establishes a bilateral mechanism to provide greater in-
formation to ensure products exported from China to the United
States meet U.S. safety standards. As part of its Beyond Our Bor-
ders Initiative, FDA has also made a commitment to station agency
representatives in China. We are considering similar endeavors in
other countries, as I mentioned earlier.

Finally, voluntary third-party certification programs. In April,
FDA published a notice in the Federal Register to solicit public
comments on the use of voluntary third-party certification pro-
grams for foods and feeds including pet foods. Third-party certifi-
cation could provide FDA with additional assurances of safety and
with valuable compliance information that would allow FDA to al-
locate inspection resources more effectively. The public comments
will assist FDA in the design and development of such programs.

These are just a few of our current high-priority areas of focus
as we implement the Food Protection Plan. In my written state-
ment, I also provided numerous examples of specific implementa-
tion activities.

In closing, FDA remains committed to working closely with all of
its partners to implement the Plan’s measures to protect the Na-
tion’s food supply. The degree of progress and the overall success
are dependent on both resources and new legislation. As you know,
the Food Protection Plan identifies legislative authorities that are
necessary for achieving full implementation. We commend this
committee for its work on drafting legislation and look forward to
working with you on this important legislation as we move for-
ward. We also urge Congress to provide the funding requested in
the amended fiscal year 2009 budget.

Thank you for the opportunity to discuss FDA’s activities to im-
plement the Food Protection Plan. I would be happy to answer any
questions.

[The prepared statement of Dr. Acheson follows:]



71

Public Health Service

Food and Drug Administration
Rockvitle MD 20857

p fﬂ"‘lt, a,
g DEPARTMENT OF HEALTH & HUMAN SERVICES
R

H
3
3

STATEMENT OF
DAVID ACHESON, M.D., F.R.C.P.
ASSOCIATE COMMISSIONER FOR FOODS
FOOD AND DRUG ADMINISTRATION
U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES
BEFORE THE
SUBCOMMITTEE ON OVERSIGHT AND INVESTIGATIONS

COMMITTEE ON ENERGY AND COMMERCE
U.S. HOUSE OF REPRESENTATIVES

JUNE 12, 2008

For Release Only Upon Delivery



72

INTRODUCTION

Good morning, Chairman Stupak and Members of the Subcommittee. 1am Dr. David Acheson,
Associate Commissioner for Foods, at the Food and Drug Administration (FDA or the Agency),
which is part of the Department of Health and Human Services (HHS). FDA appreciates the
opportunity to discuss our ongoing activities to implement our Food Protection Plan (FPP) to

enhance food safety.

FDA is the Federal agency that regulates almost everything we eat except for meat, poultry, and
processed egg products, which are regulated by our partners at the United States Department of
Agriculture (USDA). FDA'’s responsibility extends to live food animals and animal feed.

Ensuring that FDA-regulated products are safe and secure is a vital part of FDA’s mission.

Food can become contaminated at many different steps — on the farm, in processing or
distribution facilities, during transit, at retail and food service establishments, and in the home,
In recent years, we have done a great deal to prevent both deliberate and unintentional
contamination of food at each of these steps. FDA has worked with other Federal, state, local,
tribal, and foreign counterpart food safety agencies, as well as with law enforcement and
intelligence-gathering agencies, and with industry and academia to significantly strengthen the

nation’s food safety and food defense system across the entire distribution chain,

This cooperation has resulted in greater awareness of potential vulnerabilities, the creation of

more effective prevention programs, new surveillance systems, and the ability to respond more
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quickly to outbreaks of foodborne illness. However, changes in consumer preferences, changes
in industry practices, and the rising volume of imports have posed challenges that required us to

adapt our current food protection strategies and to develop the Food Protection Plan.
ACTION PLAN FOR IMPORT SAFETY AND FOOD PROTECTION PLAN

To address these challenges across the range of imported consumer products, last November,
Secretary Leavitt presented to the President an Action Plan for Import Safety (Action Plan)
which reflects the input of twelve Departments and Agencies and provides recommendations to
enhance the safety of imported products. In conjunction with the Action Plan, FDA released the
Food Protection Plan which provides a framework to identify and counter potential hazards with
respect to both domestic and imported food. Achieving the food safety enhancements identified
by these plans will require the involvement of all our food safety partners — Federal, state, local,

tribal, and foreign governments; industry; academia; consumers; and Congress.

On June 9, the Secretary announced that the Administration is increasing its Fiscal Year (FY)
2009 budget request for FDA by $275 million. This increase brings the Administration’s total
proposed increase in FDA’s budget for FY 2009 to $404.7 million, a 17.8% increase over FY
2008. A large portion of this increase ($125 million) will be used for food safety and will allow
FDA to intensify actions to implement the Food Protection Plan. This is in addition to the $42.2
million increase proposed for food protection in the budget announced in February 2008, $100
million of these funds will be used to strengthen safety of drugs, biologics, and medical devices

from product development and pre-approval testing, through approval, and post-approval safety
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surveillance. Finally, $50 million of the increase will be employed to strengthen FDA’s
initiatives in emerging science such as nanotechnology, cell and gene therapies, robotics,
genomics, and advancing the critical path initiative. Across these program areas, $65 million

will be used to modernize FDA’s information technology (IT) infrastructure.

We are moving forward to implement the Food Protection Plan and are working with all our
partners to develop the science foundation and necessary tools to better understand the current
risks in the food supply. We are developing new detection technologies and improved response

systems to rapidly react to food safety threats.

The Plans build in safety measures across a product’s life cycle, from the time a food is produced
to the time it is distributed and consumed. FDA’s integrated approach encompasses three core
elements: prevention, intervention, and response. The prevention element means working to
encourage producers to build safety into their processes from the beginning for both domestic
and imported foods and promoting increased corporate responsibility so that food problems do
not occur in the first place. The intervention element focuses on risk-based inspections,
sampling, and surveillance at all points in the food supply chain. The response element bolsters
FDA’s emergency response efforts by allowing for better communication and increased speed

and efficiency.



75

IMPLEMENTATION OF FOOD PROTECTION PLAN

Key Themes

Implementing the Food Protection Plan requires not only a major focus on many specific
deliverables, but also a cross-cutting approach to a number of key areas that will support the
implementation efforts. To this end, FDA has established a number of cross-cutting
implementation teams within FDA to focus on key areas. These working groups include
participants from FDA’s Center for Food Safety and Applied Nutrition (CFSAN), the Center for
Veterinary Medicine, the Office of Regulatory Affairs (ORA), the Office of Chief Counsel, the
Office of Policy, the Office of International Programs, the Office of Crisis Management (OCM),
the Office of the Chief Information Officer, the National Center for Toxicological Research, and
other offices as needed to ensure full integration and participation across FDA. We are also
working with our external food safety partners to gain valuable input and expertise from all our

stakeholders. I would now like to describe five of the key, cross-cutting themes.

Risk-Based Approach

FDA has been using a risk-based approach to setting priorities for many years. However,
there are new models relating to risk assessments and new mechanisms that could improve
our risk-based approach. FDA has developed an internal steering committee to address the
various components of an Agency-wide risk-based approach to FDA-regulated food and
feed products. The Agency needs to apply a risk-based approach to many activities such
as research, determining where and what to inspect, and developing detection, prevention,

and mitigation tools. FDA will work with the food industry, consumer groups, and
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Federal, state, local, tribal, and international partners to generate the additional data needed
to strengthen our risk-based approaches. A comprehensive, risk-based approach allows
FDA to maximize the effectiveness of its resources by focusing on food products that have

the potential to pose the greatest risk to human and animal health.

Working with the Centers for Disease Control and Prevention (CDC) and state and local
officials, FDA will also build the capacity to better attribute pathogens to specific foods
and identify where in the production life cycle the foods became contaminated. FDA will
also continue to work with the Department of Homeland Security (DHS) and other partners
on identifying emerging food defense risks and developing rankings so that we can more

effectively allocate our resources to manage these risks.

Outreach

As part of implementing the FPP, FDA has undertaken a number of specific outreach activities.
For example, FDA has met with representatives from many foreign governments. This has
allowed FDA to gain insights into how other countries have addressed many of the same
problems. Meetings with state and local partners, industry, and consumer groups have also
contributed significantly to the implementation strategy. To provide a forum for local, state, and
Federal partners to exchange information and ideas about implementing the plan and enhancing
food safety, FDA will host a meeting on August 12-14, 2008, in St. Louis, Missouri, with
regulatory, epidemiology, and laboratory officials from the departments of health and agriculture
from all 50 States. We also recently established a docket and are soliciting comments from our

stakeholders on the Food Protection Plan and on specific questions related to its implementation.
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The comment period will remain open until July 31, 2008. We have numerous other outreach
activities underway to engage our stakeholders in implementing elements of the Food Protection

Plan.

Track and Trace

The ability to trace products both forwards and backwards is critical for protecting consumers.
FDA has formed an internal multi-Center group to meet with external entities (such as industry,
consumers, and foreign governments) to better understand the universe of track and trace
systems that are currently in use or are being developed. FDA is currently reaching out to
various organizations to gain a better understanding of best practices for traceability and the use
of electronic track and trace technologies to more rapidly and precisely track the origin and
destination of contaminated foods, feed, and ingredients, FDA will use the information to
develop the key attributes for a successful track and trace system. In addition, FDA plans to
issue a Request for Applications to provide funding to six states to establish Rapid Response

Teams to investigate multi-state outbreaks of foodborne illness.

FDA Beyond Our Borders

Agreement with China

Consistent with the goals of the Action Plan and the FPP, on December 11, 2007, HHS and the
General Administration of Quality Supervision, Inspection, and Quarantine (AQSIQ) of the
People’s Republic of China signed an Agreement to enhance the safety of food and animal feed
products exported from China to the United States. The Agreement establishes a bilateral

mechanism to provide greater information to ensure products exported from China to the United
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States meet U.S. safety standards. The key terms of the Agreement include enhanced
registration and certification requirements, greater information-sharing, faster access to

production facilities, and the implementation of key benchmarks to evaluate progress.

The first formal bilateral meeting under the Agreement between FDA and Chinese regulators
was held the week of March 17, 2008, in Beijing. Initially, the focus is on six species of
aquacultured fish and three specific ingredients that could be used in foods for humans or

animals (wheat gluten, comn gluten, and rice protein).

FDA’s Beyond Our Borders Initiative includes increased collaboration with foreign regulators to
expand FDA’s capacity for the regulation of food and other FDA-regulated products. As part of
this initiative, FDA has also made a commitment to station Agency representatives in China to
increase our ability to carry out foreign inspections and to assist the Chinese government
officials in their regulatory work associated with FDA-regulated products that are to be exported
to the U.S. FDA is considering similar endeavors in other countries. For example, we have had
discussions with government officials in India regarding an FDA presence there. FDA is also
exploring the possibility of expanding FDA’s presence in the Middle East, Europe, and Central

and South America.

YVoluptary Third Party Certification Programs

On April 2, 2008, FDA published a notice in the Federal Register to solicit public comments on
the use of voluntary third-party certification programs for foods and feeds, including pet foods.

Third-party certification could provide FDA with additional assurances of safety and with



79

valuable compliance information that would allow FDA to allocate inspection resources more
effectively. FDA would not be bound by the information from these third-party organizations in
determining compliance with FDA requirements. The public comments will assist FDA in the

design and development of third-party certification programs.

Additional Implementation Activities

Implementing the FPP is a long-term, multi-year process. Using the funding increases provided
by Congressional appropriations in FY 2008, FDA will be hiring additional staff to assist in
addressing the highest priority action items. FDA will hire 161 new full-time equivalents
(FTEs) in FY 2008. Of these, ORA will hire 130 new FTEs to conduct food field examinations,
inspections, and sample collections. CFSAN will hire 29 new FTEs to assist with research, the
development of guidance and regulations, and other food safety-related work. OCM will hire

two new FTEs to assist in rapidly responding to and mitigating food safety threats.

The President’s FY 2009 Budget requests $167.2 million to implement the FPP. These funds,
which include the $42.2 million requested by the President in February 2008 and the $125
million added to that request this week, will allow FDA to advance important food defense and
food safety priorities. FY 2009 prevention activities include performing essential food research,
determining the greatest threats of intentional and unintentional contamination to the food
supply, and expanding food protection activities beyond our borders. Our intervention activities
include conducting more risk-based inspections and surveillance and deploying new food

defense and food safety screening tools. FY 2009 response activities include establishing more
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rapid response teams, strengthening emergency response, and improving our ability to conduct

food tracebacks.

To achieve these objectives and safeguard American consumers, FDA will aiso improve its IT
systems that support our research, risk assessment, inspection, and surveillance activities.
Finally, FDA’s FY 2009 food protection initiative includes $12 million for the cost-of-living pay
increase for FDA’s food safety and food defense programs. These funds allow FDA to retain its
professional workforce, With the funding requested in the President’s amended FY 2009
budget, we will hire an additional 353 FTEs to accelerate our food protection plan

implementation activities,

I have described above some of the actions we have taken to implement the FPP. I would now
like to provide a few more specific examples of our ongoing implementation activities, Under

the Prevention category, recent accomplishments include:

» FDA held a public meeting to solicit input on ingredient, processing, and updated
labeling standards for pet food. We also asked for input on ingredient and processing

standards for animal feed generally.

s FDA held a public meeting regarding a modernized risk-based Animal Feed Safety
System (AFSS) and the ranking of feed hazards according to the risk they pose to animal
and public health. AFSS describes how animal feed production, distribution, and use

can be designed to minimize risks to humans and animals.
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FDA has been working in collaboration with the State Health and Agriculture
departments in Virginia and Florida, several universities, and the produce industry on a

multi-year Tomato Safety Initiative.

FDA released self-assessment tools for industry to minimize the risk of intentional

contamination of food and cosmetics.

FDA issued a draft Compliance Policy Guide to provide guida{nce for FDA staff on the
Agency’s enforcement policy for Listeria monocytogenes in ready-to-cat food. FDA
also issued draft guidance on controls that processors can use to minimize contamination

of food with Listeria monocytogenes.

FDA completed an Inter-Agency Agreement with USDA and DHS to determine the
survivability of Bacillus anthracis (anthrax) in processed liquid egg products which
includes whole eggs, egg yolks, and egg whites. Further studies are being conducted to

determine the role of lyzozyme in Bacillus anthracis inactivation.
FDA developed an assay to assess the stability of two bioterrorism agents in high-risk
foods. This assay can be used to assess other chemicals that may be used by terrorists to

contaminate the food supply.

FDA has established a research coordinating committee to provide a collaborative and

integrated FPP research agenda.

10
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FDA is using genetic analysis to identify hundreds of Salmonella enterica strains from
seafood imports. The analysis provides information that can be used to trace outbreaks
of Salmonella enterica and implement surveillance programs to ensure the safety of

imported seafood.

FDA has initiated a collaborative multi-institutional study to reduce the risk of
Escherichia coli 0157:H7, funded by USDA under the National Integrated Food Safety
Initiative. The work will examine pathogen risk mitigation strategies for leafy greens

from field to table.

FDA assessed and published data on the microbiological load of bagged, ready-to-cat

produce. FDA is planning a follow-up study.

FDA recently announced the availability of approximately one million dollars in research
funds and issued a Request for Applications. The funds will be used to support research
efforts to advance the safe transportation and preparation of produce to improve the

safety of fresh-cut produce.

FDA established a Memorandum of Understanding with DHS and the Department of
Justice (DOJ) to develop forensic tools to allow the identification and differentiation of
individual strains of foodborne bacteria. This will assist in rapid identification of the

source of contamination.

11
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e FDA has initiated research on the susceptibility of pathogens found in raw and processed
meats and imported seafood to antimicrobial agents and mechanisms by which these

pathogens develop a resistance to antimicrobial agents.
Looking ahead:

o FDA plans to issue a Federal Register notice this year announcing the availability for

comment of draft modified industry guidance documents for leafy greens and melons.

¢ FDA plans to issue a Federal Register notice this year to solicit comment on updating the

1998 Good Agricultural Practices (GAPs) guidance document.

o FDA expects to publish a Final Rule this year on requirements to prevent Salmonella

enteritidis contamination of shell eggs during egg production.

» FDA plans to release this year the 4™ Edition of Fish and Fishery Products Hazards and
Controls Guidance with updates to the previous editions to incorporate the current
scientific and technical information regarding hazards associated with the harvest,

processing, and storage of fish and fishery products.

12
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Some examples of activities to implement the Intervention components of the FPP include:

¢ FDA has completed a pilot test of the prototype system, PREDICT (Predictive Risk-
Based Evaluation of Dynamic Import Compliance Targeting), for seafood imported
through the ports of Los Angeles. PREDICT is a tool to better target food safety threats
at the border. 1t has been developed under contract with New Mexico State University.
We are working to develop the necessary technical requirements to expand the

application of this system.

e FDA has developed a rapid detection method using flow cytometry to identify
Escherichia coli and Salmonella in food. This system is being used in poultry
processing facilities to detect and prevent bacterial contamination during food processing.

¢ FDA microbiologists attended training at CDC’s Salmonella Reference Laboratory and »
learned a new molecular method for rapidly and accurately identifying Salmonella
serovars, The instruments have been purchased by both CFSAN and ORA laboratories.

Additional examples of actions to implement the Response components include:

o FDA has completed four Incident Command System training courses that have included

state representatives.

13
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e FDA has developed additional Farm Investigation Courses for Federal, state, and

international investigators.

LEGISLATIVE AUTHORITIES

Finally, I would like to just mention the legislative authorities identified as necessary for

achieving full implementation of the FPP. These authorities would:

o Allow FDA to require preventive controls against intentional adulteration at points of
high vulnerability in the food chain;

¢ Authorize FDA to issue additional preventive controls for certain high-risk foods;

® Require food facilities to renew their FDA registrations at least every two years and allow
FDA to modify the registration categories;

e Authorize FDA to accredit highly-qualified third parties for voluntary food inspections;

¢ Require a new reinspection fee from facilities that fail to meet Current Good
Manufacturing Practice (cGMPS) requirements;

e Empower FDA to require electronic import certificates for shipments of designated high-
risk products from countries with which FDA has concluded an agreement on a
certification program that provides a level of safety sufficient to meet FDA standards;

e Allow FDA to charge export certification fees for food and animal feed to improve the
ability of U.S. firms to export their products;

o Authorize FDA to refuse admission of imported food if FDA inspection access is

delayed, limited or denied;

14
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¢ Empower FDA to issue a mandatory recall of food products if voluntary recalls are not
effective; and

o Give FDA enhanced access to food records during emergencies.

We appreciate the work of this Committee in drafting legislation intended to help provide these

authorities. We look forward to working with you to develop this important legislation.

CONCLUSION

Together, the Food Protection Plan and the Action Plan for Import Safety provide an updated and
comprehensive approach to ensure that the U.S. food supply remains one of the safest in the
world. The approach involves some fundamental changes and, as such, requires a
comprehensive implementation strategy. This implementation will be built on a sound risk-
based foundation and will not be a rapid endeavor. The degree of progress and the overall

success are dependent on both resources and new legislation,

FDA remains committed to working closely with all of its partners to implement the Plans’
measures to protect the nation’s food supply. We commend this Committee for its efforts and
look forward to working with Congress to develop and obtain passage of the necessary
legislative authorities identified in the Food Protection Plan and the Action Plan for Import
Safety. Thank you for the opportunity to discuss FDA’s activities to implement the Food

Protection Plan to enhance food safety. I would be happy to answer any questions.

15
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Mr. StuPAK. Thank you, Doctor. Let me begin.

In the President’s proposal for fiscal year 2009, you received $30
million for food safety. What made the FDA realize that you need
another $125 million for food safety here in the last 6 months?
What made the light go on that you needed more funds for food
safety?

Dr. ACHESON. I think as we were beginning to address the imple-
mentation of the Food Protection Plan, based, as you pointed out
earlier in this hearing, in November we published the strategy, a
high-level document, and as we have driven that down to specific
implementation and what it is going to cost in the 2008—2009 time
frame, it was very clear that more money was going to be needed,
and that helped drive it.

Mr. STUPAK. So in November you said you put forth your Food
Protection Plan and as you began to implement it, you realized you
needed more money. Do I understand that right?

Dr. AcCHESON. Not exactly. When we put the Food Protection
Plan out, it was clear, we stated publicly at the time that we would
need more resources in order to specifically implement the full com-
ponents of the Food Protection Plan. You asked specifically what
drove us to come up with that number and that was as we were
defining what we could accomplish in the 2008-2009 time frame.
That helped drive where did that specific $125 million come from.

Mr. STuPAK. OK. Because I am a little confused now, because
when Commissioner von Eschenbach sat where you sat at our April
22nd hearing I asked him about implementing this and if the total
budget, the $59 million that was requested in 2009, was enough,
and he thought that would be fine to implement this program.
What happened between April 22nd and June 10th that you put
forth the plan?

Dr. ACHESON. I think as we moved forward and had further in-
ternal discussions, the Commissioner recognized that there were
other areas where we could usefully use additional resources.

Mr. STUPAK. Do you have any idea then what would it cost to
implement the Food Protection Plan as written in November of
20077

Dr. ACHESON. In its totality?

Mr. STUPAK. Yes.

Dr. ACHESON. We have thought this through over a period of
2008, 2009 in a fair degree of specificity. Beyond that, it gets a lit-
tle difficult to actually determine what resources it will take be-
cause so much of what you would do in the second and third year
of the plan is dependent on the progress you make in the first year.
To give you a specific example, if legislative proposals are enacted
to require preventive controls, which is one of the things that is in
the plan, to be able to enact that and make it happen and increase
the levels of inspection and guidance required, that is going to re-
guire resources, and at this point I don’t know what those would

e.

Mr. Stupak. All right, but how would you put forth a plan for
food safety for the Nation but have no idea what it is going to cost
after the first year of implementation and you are only off by $30
million for food safety and you come back and you ask for $120
some, so you are only off by four times. So if your initial assess-
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ment was you only need $30 million for this when you submit the
budget on April 22 besides our hearing to make you run up those
numbers, Commissioner von Eschenbach says you only need $30
million. Six weeks later you are coming up and saying no, we need
$125 million, but after that, you don’t know what else you need.
So how can you put forth a proposal to protect the American people
and not even know what it is going to cost 1 year, 2 years, 3 years,
4 years, or 5 years out? Do you have any ideas what it is going to
cost 5 years out?

Dr. ACHESON. At this stage, I couldn’t tell you what it is going
to cost 5 years out. The key part here is to develop a strategy, a
vision, lay out the plan, and as the hearings illustrated earlier, put
more granularity and specificity into it.

Mr. STtuPAK. I agree, but you must have some guesstimation
what it is going to cost. I mean, you would have to know it took
4 or 5 years to do it, right? When you were doing this, you had to
come up with some guesstimation. The Science Board, there is
their binder right there, they gave estimations for 5 years out. Did
you even look at their numbers and say they are probably in the
right ballpark?

Dr. ACHESON. I did look at their numbers and I don’t have any
argument with them.

Mr. STUPAK. So we should take the Science Board’s number then
to help you implement this Food Protection Plan for the country?

Dr. ACHESON. Well, as we both understand, there is a budget
process that is followed in terms of FDA seeking funding.

Mr. StuPAK. Correct.

Dr. ACHESON. And in that context, we only take it out in terms
of the money that we ask as far as the budget process allows. If
you choose to take the Science Board’s numbers

Mr. STUPAK. You were so wrong with your first request. It was
only $30 million for food safety and 7 months later, now it is $125
million for food safety. But yet the Science Board came up with
$128 million for food in 2009, $283 million in 2010, $441 in 2011,
$598 million in 2012, $755 million in 2013. As I think we heard
Mr. Shimkus and others, we are willing to help out but we are not
just going to throw money at a problem but we need some concrete
estimates of what it is going to cost, where are we going with this
whole process. If we go to the appropriators and say here is $128
million, that is what we want next year, they are going to say what
are we going to have for the following year and thereafter. I mean,
it is a sizable amount of money. We are not even talking about in-
formation technology which everyone says you are very lacking in
that area too. So I guess I am just trying to get some kind of sense
of where we are going with it.

Dr. ACHESON. Well, let me try to provide a little clarity. Cer-
tainly the number that is in the Science Board proposal for 2009
is absolutely on track with where we now are for 2009 for food
safety. It is essentially the same number. There is a couple million
difference but it is the same number.

Mr. STUPAK. Sure, that is just for food, but the Science Board for
IT had $75 million. You don’t even bring that into play.

Dr. ACHESON. No. As I said in my oral statement, there is new
money in the 2009 request for IT, $25 million specifically for food
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safety. So there is $125 million for food safety and on top of there
that there is an additional $25 million for food safety-related IT in
the 2009 request. So there is an IT component built on top of that
$125 million for food safety in that 2009 additional request.

Mr. STUPAK. My time is up, but let me ask you this. We got the
Food Protection Plan, which I have said earlier was tailor-made to
the President’s budget, original budget, and I have asked about a
couple years out. So as the Agency’s food czar, do you plan to sub-
mit to Congress an implementation plan which shows milestones,
costs for the period that it would roughly take to implement this
Food Protection Plan roughly 5 years? Will you do that? Will you
submit that to the Congress so we have some idea on where we are
going with this process?

Dr. ACHESON. I have the ability to submit to you milestones and
an implementation plan and a more specific set of timelines as we
have heard. In terms of what I can provide in resource requests
around that, what I can tell you is that I will work within our Ad-
ministration to provide you the maximum amount of information
that we can provide you around the resources. I can only commit
to provide you with details of how we will implement this plan.

Mr. STUPAK. But you are the czar, you put together this plan.
Why can’t you tell Congress, the American people what it is going
to cost for the next 5 years, what milestones are going to be
achieved? How are we going to address that, and if you could do
that for us? Why do you have to stay within the Administration’s
constraints? Why not do the job as food czar and say here is what
we need, here is what it is going to take, here is my request for
the Congress? Isn’t that sort of your authority as the food czar?

Dr. ACHESON. Well, if you are asking me to go outside of my au-
thority within the Administration, then that might put me in a bit
of a bad place.

Mr. STUPAK. But isn’t it really what we need to do to get at food
safety? Whatever the next Administration, shouldn’t they submit a
plan for 4 or 5 years so we know where we are going with this
whole process?

Dr. AcHESON. There needs to be a realistic assessment of what
is this going to take, both in terms of an implementation strategy,
FTEs, and obviously you are right, ultimate cost, but working with-
in the constraints of the process——

Mr. STUPAK. But here is our problem. We heard the same thing
in 1998 from the GAO. In 2004, GAO laid out 34 recommendations
to be implemented, hasn’t been done. Then we had this food plan
in November of 2007. You had the Science Board plan right there.
We have so many plans floating around that never get imple-
mented because no one ever has the courage to step forward and
ask what needs to be done; here is what needs to be done, here is
what it is going to cost us, and I think the American people would
really like to say someone is finally addressing the issue. As Mr.
Dingell said in his opening statement, they are tired of being sick,
but if it is going to cost us a few pennies more if we can see results,
we could probably implement it.

Dr. ACHESON. Let me commit to giving you at least greater speci-
ficity on timelines, plans, short- and medium-term goals, longer-
term goals that I will commit to do, and I will also commit to work
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with the Administration to provide you whatever I can within my
authority as associate commissioner in terms of resources. I can’t
go beyond that.

Mr. STUPAK. When can we expect that detailed plan?

Dr. ACHESON. It is going to evolve. I think we can provide you
a detailed plan over the next—for the next year to 18 months,
probably within 6 to 8 weeks. We have gotten most of it. Part of
the strategy here is trying to apply the logic. As you are building
this plan, you have a lot of complex issues going on with a lot of
activities, and we have captured much of that, but what you have
got to do is, if you are going to set up a risk-based approach, you
have to determine what is the logic flow through that, what do you
have to do first, and we made a lot of progress there, so I would
hope that within 6 to 8 weeks we can provide you something for
at least the first 2 years, and then looking out beyond that in a——

Mr. STUPAK. Six to 8 weeks or a year to 18 months you are going
to provide that to us?

Dr. ACHESON. I hope within 6 to 8 weeks to be able to pro-
vide——

Mr. STUPAK. Because you gave us one year’s worth. This is the
first year. This is your 2009 request, which had some details, but
it is only—and that was the $42 million plan. We would like to see
a full plan for a couple of years out.

Dr. ACHESON. I would like to go into greater detail than what
you are holding in your hand there for the next year.

Mr. STUPAK. We would appreciate that. Should your budget, if
you reach a milestone, should you get the money, I think Professor
Morris said that we should tie it into a process where you do not
receive the money unless you reach a milestone. Would you be in
favor of that?

Dr. ACHESON. I think you need to look at—there is always a dan-
ger that you won’t reach a milestone for some unspecified or
unpredicted reason. Part of this process is transparent and explor-
atory. You can’t map out 5 years of how do we fix the food supply.
This is the eighth hearing that you personally have held on this.

Mr. STUPAK. Right.

Dr. ACHESON. It is really complicated, as illustrated by the num-
ber of hearings, and the problems that we have got to address are
multiple: they are domestic, they are international, and I am not
going to commit to saying we will set a milestone 2 years out. We
may or may not make that. That is just reality. That is life.

Mr. StupAK. Well, the Science Board right there, they have it all
laid out right there for you, all you have to do. That is from A to
Z, how best to do it. It is already laid out for you if you care to
try it.

Mr. Shimkus for questions.

Mr. SHIMKUS. Thank you, Mr. Chairman.

I am going to page back here because I would—well, before I do
that, I need to ask you to take back to Dr. von Eschenbach, I said
in my opening statement, response to this Office of Criminal Inves-
tigations letter, and if you would see that you relay that request
from me. I think Ranking Member Barton would appreciate it and
it would help us with our good friends in the Majority who might
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think we have to go to other extremes to get the information versus
just a nice, polite letter.

Dr. ACHESON. I apologize that you don’t have that I will most
certainly take that back.

Mr. SHIMKUS. Great. I always keep going back to this—have you
looked at this national strategy for pandemic influenza and their
implementation plan and looked at how the perception of the plan
at least, the first panel seemed to think it did a couple things. It
set out goals. It set out milestones. It set out funding. Have you
all looked at that to look at a way in which—when corporate Amer-
ica wants to build hopefully a lot more coal-fired power plants in
this country, they have to plan 10 years out to get through all the
permitting, to get the land acquisition, to fight the environmental
groups, hopefully win, and then build the project, buy the coal. Ev-
erybody has long-term plans. That is our frustration. So, one, have
you looked at that as a guide, and then if so, what have you deter-
mined and there is legislative action that we need to do to help you
do that? When we do our budget, and I have problems with our
budgetary process. Like I said, I like to have really the cost struc-
ture be a 2-year cycle but we do a 5-year. Ours is a 5-year budget
plan. Now, we know we are not going to achieve it. We know there
are going to be different areas that are going to be skewed, but at
least we have an idea of what is going to happen, where tax cuts
may be required to expire or other things. So talk to me about the
influenza analysis and then again the whole budgetary cycle.

Dr. ACHESON. In terms of your question about the pandemic
plan, I personally have not looked at that for quite some time. I
was certainly interested in following it when it was being devel-
oped. The discussion earlier today has illustrated that I need to go
back and have a look at that specifically in terms of the way it was
laid out and structured and see if it applies to the Food Protection
Plan or at least if elements of it can be applied to the Food Protec-
tion Plan. It is clearly a model that you all feel works and is suc-
cessful and we should pay attention to that and go and look but
at this point I need to make that assessment. In terms of the budg-
et process, essentially it is what it is and what we do

Mr. SHIMKUS. But the submission by the Administration is not—
I mean, we don’t pass that and it doesn’t go back to the President.
It is not signed into law. When we pass out budget, it is not—we
don’t send it back up to the President to get signed into law. It is
a guide that directs our appropriators to spend money a certain
way and they have to do the allocations and that is how the proc-
ess kind of begins. It is very frustrating.

Dr. ACHESON. Well, we are under constraints within FDA in
terms of the budget process and we have to follow that. That is the
way the law is written and that is what we have to do. So within
that, we certainly operate within those constraints and clearly if
you were to change those, then we would respond accordingly.

Mr. SHIMKUS. We have a lot of million-dollar numbers floating
around here, trying to get a handle on. The request, the Adminis-
tration has added a $275 million request to the 2009 budget with
$125 million of that for food protection. Is that your under-
standing?

Dr. ACHESON. Yes.
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Mr. SHIMKUS. And that is on top of the $42 million and then
the—so there is $42 million and $125 million of the $275 million
that is food protection addition dollars?

Dr. ACHESON. Correct.

Mr. SHIMKUS. How are you going to use that money to accelerate
the plan’s implementation?

Dr. ACHESON. Probably the easiest way for me to answer that is
I think in the book that you had here, you have a copy of the pro-
fessional judgment from our Commissioner which lays out in some
detail how it would fall under prevention and intervention and re-
sponse. But within that, we have got essentially money and FTEs
allocated to increasing FDA’s presence beyond the borders, as an
example, setting up the office in China, trying to set up, establish
the offices in India and Central and South America, those sorts of
things. Also, increasing our ability to provide technical assistance
to foreign countries that need it, that requires resources and peo-
ple. And developing the tools, IT tools and others for international
information exchange to help inform the risk-based process. There
is a lot ofyou probably don’t want me go through

Mr. SHIMKUS. Let me then add to, now we also have the addi-
tional $275 million in new resources through the proposal of the
budget supplemental, correct? The emergency supplemental. That
is—

Dr. AcHESON. Through the fiscal year 2009 addition, $125 mil-
lion added in the fiscal year 2009 change.

Mr. SHIMKUS. Yes, but the response to Senator Specter on the
2008, in this emergency supplemental requested an addition of
$275 million?

Dr. AcHESON. Well, are we talking about a supplemental or are
we talking about the

Mr. SHIMKUS. I am talking about both, and that is the problem,
because the basic—if the emergency supplemental of $275 million
gets approved, can you deal with that money?

Dr. ACHESON. Absolutely, no question.

Mr. SHIMKUS. And what will you do with it?

Dr. AcHESON. We will do exactly what we will do with it if we
got it in 2009. We would just do it sooner.

Mr. SHIMKUS. Mr. Chairman, my time is expired. Thank you.

Mr. STUPAK. Thank you, Mr. Shimkus.

Ms. DeGette for questions, please.

Ms. DEGETTE. Thank you, Mr. Chairman.

Dr. Acheson, when Commissioner von Eschenbach appeared in
front of this committee almost a year ago, Tuesday, July 17, 2007,
and announced your appointment as the new czar, he said, “This
plan will enable FDA to be engaged in quality assurance through
the total life cycle of food from its very production all the way to
consumption. If you will, FDA’s commitment is to be engaged from
farm to fork, and to do that in the context of a comprehensive, well-
developed plan that includes prevention so we can eliminate food
safety problems by building quality into our very production of
food.” Would you agree that is the general purpose of what you are
supposed to be doing with this new plan?

Dr. AcHESON. It is heavily focused on prevention but with inter-
vention and response built in as well.
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Ms. DEGETTE. OK. So this plan now that came in out in Novem-
ber 2007, would you say that this is a comprehensive, well-devel-
oped plan?

Dr. ACHESON. It is a comprehensive, well-developed strategic vi-
sion of where to take food safety.

Ms. DEGETTE. Correct. As I said when I talked to the previous
panel, there is nothing really very specific in here. It is general
goals, right?

Dr. ACHESON. It is a strategic vision.

Ms. DEGETTE. OK. Now, we also have under tab 10 of your note-
book the Food Protection Operations Plan. I am sure you are famil-
iar with that as well, correct?

Dr. ACHESON. Yes.

Ms. DEGETTE. So my question is, would you say that is a com-
prehensive, well-developed plan?

Dr. ACHESON. It does not give specific timelines and metrics.

Ms. DEGETTE. It doesn’t give specific timelines, metrics, or price
tags, does it?

Dr. ACHESON. No.

Ms. DEGETTE. So you wouldn’t say that is a comprehensive, well-
developed plan, would you?

Dr. ACHESON. I have already committed to provide that.

Ms. DEGETTE. OK. And you have committed to provide that with-
in 6 to 8 weeks from now, you say?

Dr. ACHESON. For the next——

Ms. DEGETTE. For the next 2 years?

Dr. ACHESON. Yes.

Ms. DEGETTE. For the next how long a period? Because first you
said 18 months, then you said 2 years.

Dr. ACHESON. No, I said 18 months to 2 years.

Ms. DEGETTE. OK. Great. So my question to you is it has now
been 7 months since we received this whatever you called it and
we haven’t had a specific detailed plan. Now you are saying an-
other 6 to 8 weeks before a detailed plan. Is that going to have the
breakdown with the metrics, and the price tags and so on and so
forth?

Dr. ACHESON. To the greatest of our ability, yes, it will have the
breakdown of the metrics.

Ms. DEGETTE. What does that mean?

Dr. ACHESON. Pardon?

Ms. DEGETTE. What does that mean and what do you need to get
the ability to put metrics and price tags to all of the specific items
in both of your Food Protection Plan and your Operations Plan?

Dr. ACHESON. Well, the first point is what are the priorities over
the next 18 months to 2 years?

Ms. DEGETTE. Well, I would think the priorities would be to stop
food outbreaks like the new outbreak that we have got with the to-
matoes right now.

f]f)r.dACHESON. That is the ultimate priority, to improve the safety
of food.

Ms. DEGETTE. Well, how long is it going to take for the ultimate
priority to be achieved?

Dr. ACHESON. To rule out outbreaks?

Ms. DEGETTE. Well, to prevent outbreaks.
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Dr. ACHESON. We will never completely prevent outbreaks. The
goal is to minimize

Ms. DEGETTE. OK, that is not productive. Let me ask you an-
other question. In your Food Protection Plan, there are many sec-
tions that talk about additional legislative authority needed, cor-
rect?

Dr. ACHESON. Yes.

Ms. DEGETTE. Has the FDA come to Congress with any draft
language for legislation needed to implement the plan?

Dr. ACHESON. In the Food Protection Plan itself, the document
you have there, there is a fair degree of detail in terms of what the
specific legislative proposals would be.

Ms. DEGETTE. OK. But has the FDA actually developed language
to support those proposals?

Dr. ACHESON. We have not provided legislative language——

Ms. DEGETTE. Does the FDA intend to develop language to sup-
port those proposals?

Dr. ACHESON. At this stage, there is a great deal of language al-
ready developed by many members of Congress that we are pro-
viding technical assistance and look forward to doing more of that
as we go on.

Ms. DEGETTE. Which specific legislation are you referring to, sir?

Dr. ACHESON. Yours, for one.

Ms. DEGETTE. OK.

Dr. ACHESON. There are many that are out there.

Ms. DEGETTE. Now, isn’t it the case that the Administration did
submit accompanying language with a number of recent legislative
efforts including the Medical Device User Fee Act, the Animal
Drug User Fee Act, the Generic Animal Drug User Fee Act, and
the reauthorization of PADUFA?

Dr. ACHESON. I was not familiar with any of those, but if you say
that, I have no reason to——

Ms. DEGETTE. All right. But as far as you know, the FDA’s in-
tent for these recommendations in your plan is to simply provide
technical support to Congress but not to provide language. Is that
correct?

Dr. ACHESON. At this stage, there is no intent to provide specific
legislative language.

Ms. DEGETTE. Now, you had told Mr. Stupak that you cannot ex-
ceed the authority given by the Administration in terms of the
budget. Is that correct?

Dr. ACHESON. That is my understanding of my role, yes.

Ms. DEGETTE. And what specifically are the parameters of that
authority that you have been given by the Administration?

Dr. ACHESON. My understanding of that is that during the devel-
opment of a budget for 2009 or 2010 or wherever we are going,
there is internal discussion that I take a major role in in terms of
determining what are we going to need to move forward on what-
ever it is we are working on in the next stage of the Food Protec-
tion Plan. That is turned into a specific budget document, which is
forwarded up through the departments, subsequently OMB, the
President, and finally to Congress.
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Ms. DEGETTE. And it is your understanding then that your au-
thority does not include projecting out over 5 years or even 2 years
budget numbers?

Dr. ACHESON. My understanding of our ability, our authority is
that if I was to do that, it would be for internal use only and I
would not be allowed to share it.

Ms. DEGETTE. And who told you that?

Dr. ACHESON. That is my understanding of the law, and if I am
incorrect, please correct me.

Ms. DEGETTE. You believe that is according to the statutes?

Dr. ACHESON. That is my understanding.

Ms. DEGETTE. OK. And so how is it that you think you are going
to be able to do a detailed plan for the next 18 months to 2 years
if you are limited statutorily to only providing a budget for the
coming fiscal year?

Dr. ACHESON. What I committed to provide was a detailed imple-
mentation plan in terms of timelines and short- and long-term
goals and I said I would work within the Administration to the best
of my ability to provide maximum information on the resources re-
quired to achieve those goals. I cannot promise that.

Ms. DEGETTE. Well, the problem we have is, if it is going to take
a 5-year plan to fully implement the food safety regulations in this
country, then we need to know how much it is going to cost and
what we are going to need to do to do it. If in 6 to 8 weeks we re-
ceive more of this exhibit 10 or this other plan with sort of hor-
tatory goals, that is not going to help us in feeling like we are de-
veloping legislation that is going to protect our constituents. You
can see our frustration, Dr. Acheson.

Dr. ACHESON. I understand. You want to know how much is it
going to cost to implement——

Ms. DEGETTE. We want to know. We are not asking for a budget.
What we are asking for is cost estimates, and we believe that is
in your statutory authority, and furthermore, we don’t see how we
can really do legislation. We don’t see how the FDA can implement
a plan if it doesn’t have cost estimates that go out over the life of
the plan.

Dr. ACHESON. I understand your frustration. Will you allow me
to explore that and see what I can provide?

Ms. DEGETTE. Absolutely. When can you get back to us with an
answer? Because part of my other frustration with FDA, although
not with you personally, is that over the years I have asked for
reams of information from the FDA on many, many topics and
never received a response. So I know you won’t be that way, so
when are you going to respond on that?

Dr. AcHESON. I will. Until I explore the ramifications, I am
loathe to commit to how long it will take but I will begin. I just
don’t know.

Ms. DEGETTE. Are you willing to meet with the chairman and
ranking member of the Subcommittee next week to discuss this?

Dr. ACHESON. I would be very willing to do that.

Ms. DEGETTE. Thank you very much.

Thank you, Mr. Chairman.

Mr. StuPAK. Thank you.
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Dr. Acheson, if I may, if you take a look at the frustration of
what we are trying to ask you, if you go to page 5 of your plan,
the Food Protection Plan, item 2, it states the following: “Use en-
hanced modeling capability, scientific data and technical expertise
to evaluate and prioritize the relative risk of specific food and ani-
mal agents that may be harmful.” That is a very admirable goal
but there is no spreadsheet. It doesn’t show how you intend to do
this; how do you intend to accomplish this or what is the expected
cost? So where would we find that information? I mean, this is a
bunch of laudatory goals but it doesn’t say how you are going to
do it. What do you expect to do? How are you going to achieve that
goal of prioritizing the relative risk? What is the biggest risk we
have in food right now? What is the biggest risk to this country’s
health in food? I am not talking about tomatoes. What is the big-
gest risk?

Dr. ACHESON. Probably meat and poultry.

Mr. STUPAK. Meat and poultry, so that would be USDA. Give me
one that is under your jurisdiction. What is the greatest risk under
FDA jurisdiction?

Dr. ACHESON. Fresh produce.

Mr. StUPAK. Fresh produce, like spinach. How many outbreaks
have we had of that? We have had——

Dr. ACHESON. Two.

1\}/111‘. STUPAK. Man, the last 10 years I think there have been
eight

Dr. ACHESON. No, two with spinach. There has been eight or nine
with other leafy greens.

Mr. STUPAK. No, Salinas Valley, there has been at least 20 in 10
years.

Dr. ACHESON. Excuse me. I think you are confusing spinach with
other leafy greens like lettuce, romaine lettuce.

Mr. STUPAK. Right.

Dr. ACHESON. Two spinach outbreaks, and you are correct; there
has been seven or eight other leafy green outbreaks like lettuce
and the like.

Mr. STUPAK. In the Salinas Valley?

Dr. ACHESON. Yes.

Mr. STUPAK. So wouldn’t one of your priorities on the risk, if you
are taking a look at Salinas Valley, which is the salad bowl of
America and you have had 20 outbreaks of leafy greens in 10
years. Wouldn’t that be a priority to try to crack down on that and
get an epidemiology study to determine what is going on? Wouldn’t
that be a priority?

Dr. ACHESON. Absolutely. It is a priority, and that is why there
was a leafy green initiative started, which is still underway.

Mr. STtUPAK. Right, and we have this Tomato Safety Initiative
that has been going on for a year, so why is it the FDA is having
a difficult time determining the source of the current salmonella to-
mato outbreak?

Dr. ACHESON. There are two answers to that question. One is re-
lated to the complexities of a trace-back, particularly when it is
linked to something like tomatoes where not every tomato has a
code on it. The second part to your question is, how does that tie
in with the tomato initiative that is currently underway in Florida
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and in Virginia? That is essentially a collaborative effort to under-
stand what is going on at the grower level, at the farms, that could
help prevent future outbreaks.

Mr. STUPAK. But you can’t determine that unless you know
where the tomatoes are coming from.

Dr. ACHESON. Well—

Mr. STUPAK. If the tomatoes are coming from Mexico, as some
people suspect, then you have to know what the growing process
is in Mexico and what the water they are using, what is the han-
dling, what is the processing, what is the shipping. Would you not?

Dr. ACHESON. I beg to differ.

Mr. STUPAK. Really?

Dr. ACHESON. Yes. Preventative controls to prevent salmonella
getting on a tomato are going to work in Florida just as well as
they are going to work in Mexico. The key thing is, what is the
science behind the correct preventative control and then you apply
it in Florida and you apply it in Mexico.

Mr. STUPAK. Absolutely, if Mexico is doing the same as we do in
Florida or Virginia or wherever we are growing tomatoes, right?

Dr. ACHESON. You know, there are not a million different ways
to grow tomatoes.

Mr. StuPAK. Oh, I agree, but if your water isn’t clean in Mexico,
I don’t care the way you grow it, you are probably going to have
salmonella poisoning in the tomatoes, right?

Dr. ACHESON. Having a water supply that is not heavily contami-
nated with salmonella is going to be important but that is true
wherever you are growing them.

Mr. STUPAK. Let me ask you this. The Food Protection Plan and
what you have laid out here, how would that specifically have pre-
vented the salmonella outbreak in tomatoes? If this was imple-
mented, how would this have prevented it?

Dr. AcHESON. If that is fully implemented, number 1, you would
have done more research to understand the preventative controls
and what actually works. To your point, is it the water supply that
you have really got to control? What is the science behind that?
What is the risk associated with water versus frogs that happen to
be living in the field, so you would get to that point. And through
the legislative proposals, you would have required the preventative
controls to be put in place at the various points.

Mr. StupAK. OK, legislative proposals. Why haven’t you sub-
mitted any legislative proposals then to help us because you need
legislators, us, to implement your plan? So why haven’t you sub-
mitted any legislative proposals to us?

Dr. ACHESON. There is a fair degree of detail in terms of what
those would look like in our plan and we have certainly met mul-
tiple times with staff on the Hill to discuss specifics around these
and are now providing and want to provide more technical assist-
ance and other discussions based on the language that has already
been put out by a number of Congressmen.

Mr. STUPAK. Tell me one Congressman who has a legislative pro-
posal to implement this.

Dr. ACHESON. Senator Durbin.

Mr. StupAK. OK. That is the other body. We can’t talk about
them. I am talking about in the House.
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4 Dr. ACHESON. There are many aspects in your bill that ad-
ress

Mr. STUPAK. But see, we are the committee that has sort of been
looking at this and if we don’t know what those legislative pro-
posals are; how is anyone else going to know? I would think if you
are going to do legislative proposals to implement a food safety
plan, you at least start with the Energy and Commerce Committee,
who has jurisdiction over it.

Dr. ACHESON. We have had many conversations with the Energy
and Commerce Committee and I look forward to having more about
the specifics of this, but the draft language that your committee
came up with essentially used much of the proposals and thinking
that were in the plan.

Mr. STUPAK. So you support Mr. Dingell’s bill, the Globalization
Food and Drug Act of 20087

Dr. ACHESON. There are many aspects in that which are syn-
chronized with——

Mr. StuPAK. Would you please put in writing what you would
agree with and not agree with in the globalization bill of Mr. Din-
gell so we have some idea where you agree and you don’t agree so
we can work it out? Because we have nothing like that yet.

Dr. ACHESON. We are certainly committed to providing the ap-
propriate technical assistance along those lines, yes.

Mr. STUPAK. You indicated when we were talking about Mexico,
we were talking about the tomatoes, but you also indicated in your
statement the FDA Beyond Our Borders and you specifically men-
tioned China. When we had our hearings on heparin, the agree-
ment with China really didn’t help us any. When they tried to go
into certain plants, they were not allowed to look for heparin.
When they wanted to take a look at the labs, they were not allowed
to. So how do these agreements, if the FDA inspectors cannot real-
ly get into the nitty-gritty to make the determination if the water
is clean that is used to grow tomatoes, if it is not working in China,
what is going to be different to make sure it is going to work in
Mexico or China, whether it is food or drugs?

Dr. ACHESON. With regard to the agreement in China, on the
food side, that is, with AQSIQ, the regulatory body in China that
controls exports, the process that we are undergoing there is that
they have a registration and certification system in place. The
question we have is, what comprises that? Does it meet our stand-
ards? That is the first question, at least on paper. Second question,
when we go out and audit that process, which the intent is to do
that sometime later in 2008, early 2009, are they actually doing
what they say they are doing. Then the third part is assuming that
they are, there needs to be an ongoing audit of the process, and if
we start to receive certified product based on that process, we have
got to do checks in the United States, and to your point, if we find
that it doesn’t meet those standards, then clearly the agreement is
not being met.

Mr. StUPAK. Well, to my point then, if you don’t find that they
are meeting the standards, if we take a look at drugs alone and
there are many more hectares growing food for export to the
United States than there are plants producing drugs in China and
you are inspecting them, FDA is inspecting them every 30 to 40
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years, that is not going to be very efficient. Now, I know you need
more people, but would you commit to supporting the COOL, the
country-of-origin labeling, so we can help understand where some
of this food comes from so if you do have the outbreak like you do
with tomatoes, if they came from China or from Mexico, which
might narrow your focus on the salmonella in tomatoes, would it
not? So would you commit to supporting the COOL program?

Dr. ACHESON. Well, to answer the first part of your question, this
is not all about having an FDA inspector going and visiting every
foreign food manufacturing facility in China. This is about
leveraging through the Chinese government, and if our voluntary
certification program moves forward, through third-party voluntary
inspections.

Mr. StUPAK. The leveraging hasn’t worked; that we saw with
heparin. We had this agreement. We were supposed to go into the
plants when we wanted to go into certain plants, and Dr. Woodcock
and Dr. Brown, they said they were denied access to plants and the
labs to make sure, to see if that detail that we were supposed to
do that and that the Chinese were following to certify these labs
and the process. It was denied, so——

Dr. ACHESON. If access is denied and there is a problem, then
clearly the agreement isn’t operating in the way the agreement was
agreed, so that is a different issue.

Mr. StupaK. What about COOL? Do you support that, country-
of-origin labeling? Will you implement it?

Dr. ACHESON. Country-of-origin labeling is under the jurisdiction
of USDA.

Mr. STUPAK. But also you have responsibility for 80 percent of
the food, most of our food, especially the fruits and vegetables and
tomatoes that we are talking about come underneath your jurisdic-
tion when they come from other countries, especially this time of
the year, in the winter, so

Dr. ACHESON. Country-of-origin labeling is no guarantee of the
safety or lack thereof of a food.

Mr. STUPAK. I agree, but it

Dr. ACHESON. It is a piece of information for consumers.

Mr. STUPAK. And it would also narrow your focus in trying to
find out where this tomato outbreak is. If we knew those tomatoes
were coming from Mexico because they were marked because they
don’t have a bar code, as you said. But at least if they were
marked, we could at least narrow our focus; could we not?

Dr. ACHESON. Probably not, in fact, in practicality for tomatoes,
simply because most people when they consume a tomato just know
they have consumed a tomato. They don’t know where it came
from. And by the time somebody——

Mr. STUPAK. You think consumers don’t know where food comes
from if it is labeled?

Dr. ACHESON. Well, let me ask you a question, if I may?

Mr. STUPAK. Sure.

Dr. AcHESON. If you have eaten a tomato in the last week, do
you know where it came from?

Mr. StupAK. No, because you won’t implement country-of-origin
labeling. If you had country-of-origin labeling, I would know where
the tomato came from and you could focus your resources on Mex-
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ico, if that is where we believe the same is coming from, as opposed
to New Mexico and Texas and the other States that you are sort
of spinning the wheels on.

Ms. DEGETTE. Will the chairman yield? Or if we had
traceability?

Mr. STUPAK. Right.

Dr. ACHESON. I would support that, absolutely. I think
traceability is a far more powerful tool than country-of-origin label-
ing in terms of food safety.

Mr. STUPAK. So you don’t support country-of-origin labeling?

Dr. ACHESON. I don’t go either way on it. My point is that it is
not a food safety tool. It is an information for consumers tool.

Mr. STUPAK. I agree, but it would help narrow your focus when
you are doing investigations; would it not?

Dr. ACHESON. It certainly wouldn’t hurt.

Mr. STUPAK. If you had the address—when I did criminal inves-
tigations, if I had addresses, it would certainly help me out when
I did mine. Let me ask you one more.

Dr. ACHESON. Traceability would help you a whole lot more. That
is what the address is giving you. It is giving you the traceability.

Mr. StupAK. That is right. Let me ask you one more question.
The Office of Regulatory Affairs manages the majority of the FDA’s
food safety resources through its field force of inspectors, compli-
ance officers and laboratory personnel. Shouldn’t that be more con-
solidated underneath your position as Associate Director of Food
Safety?

Dr. ACHESON. The way that the Commissioner has chosen to set
up my position is to give me the mandate of integration and coordi-
nation across the Agency. This is essentially the structure that he
has established. I achieve that through providing essentially the
leadership and the vision with ORA and CFSAN and CVM and the
National Center for Toxicological Research and others working on
implementing the Food Protection Plan. As you well know, the cur-
rent structure is set up that way and that is the way that the Com-
missioner has decided to do it.

Mr. StupAK. All right. Our committee staff was at the Port of
Baltimore to learn about the FDA’s entry reviewers inspect food
imports using the IT platform called Oasis. As you know, current
methods are often labor-intensive, are not interoperable with other
existing databases and provide almost no risk analysis to inbound
food commodities. So under the Food Protection Plan, how will the
system change and when can we expect results?

Dr. ACHESON. There are many components to answer your ques-
tion. First of all, you need to be addressing what is the level of risk
associated with certain foods, and it is not just the food product,
the food hazard combination. It is where does that food come from,
what do we know about the foreign manufacturer, many compo-
nents that feed into this. The model that we have developed to
begin to address this is Predict. Predict is run through a pilot pro-
gram in the Port of Los Angeles looking at seafood. The evaluation
of that program looked like it was successful. So the question is,
how do we expand that, where do we go, and part of the Food Pro-
tection Plan includes the expansion of Predict. Some of the new
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monies in the 2009 budget will go toward doing that. Are you going
to ask a question?

Mr. StupAK. When will Predict then be validated if that is the
new model? When will that be validated? It has been going on for
some time for Los Angeles. I mean, in order to expand it other
places, you have to validate its accuracy and—

Dr. ACHESON. Yes.

Mr. STUPAK. So when will that be done?

Dr. ACHESON. The components of Predict are currently going out
for peer review from FDA to see whether through peer review there
is a sense that this works. We believe that we are now at a point
where we need to do two or three things on Predict. One is to ex-
pand it on seafood to some other ports, see if it is applicable to
other places. The second is to rank the food items under a series
of priorities in terms of what is the next food that we would want
to load into Predict and then to begin the process of risk ranking
that food, because one of the powers of Predict is; it doesn’t just
give you a yes-no answer. It gives you levels of risk depending on
a variety of factors. And then the third component is to look at
what is the IT interoperability, applying Predict across the whole
system. Those three things will begin all in parallel, and the peer
review process that is underway will help tweak, if necessary, the
scientific approach and the data handling approach to make the
system better.

Mr. STUPAK. I appreciate your patience.

Next to Mr. Shimkus for questions, please.

Mr. SHIMKUS. Thank you, Mr. Chairman.

I think they are going to call votes around 2:00. You will be
spared from too much more harassment. I have three quick ques-
tions. They really do follow up on Predict. I am hopeful, and I think
a lot of us are hopeful this will be rolled out to a larger venue. You
made a statement already—some of my question was dealing with
that and also if new monies come in, some would be directed—I
think you have kind of mentioned that would happen.

Dr. ACHESON. Yes.

Mr. SHIMKUS. Can you—can the FDA provide a copy of the con-
tract with New Mexico State University that pertains to Predict?
Is that doable?

Dr. ACHESON. Can we provide you with the contract?

Mr. SHIMKUS. Yes, a copy of the contract.

Dr. ACHESON. I can certainly see if we can provide you with that,
yes.

Mr. SHIMKUS. Good. I want to now jump to China real quick and
these agreements that we have, not just with China but other
countries. What insights are we gaining in our negotiations with
other countries and in particular with China? Is there—in our ne-
gotiations with them, I think one of our concerns is the inspection
and quarantine, address preservation of evidence, and access to
personnel beyond just faster access to production facilities. Can you
talk about that?

Dr. ACHESON. Yes, this isn’t all about faster access to production
facilities. It is about gaining a level of confidence in their registra-
tion and certification process. When they say that a shipment of
shrimp is certified to be safe and meets FDA standards, we have
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to be sure that that is true. That means getting an understanding
of their systems, how do they inspect, not only the processing facil-
ity but the farm where these shrimp are grown, the control over
use of inappropriate antibiotics

Mr. SHIMKUS. Right, and that keys into the whole heparin debate
that we were talking about because the ability of the Chinese gov-
ernment to go back to the hog confinement facility obviously is
questionable, in fact, did not happen, and so these negotiations I
think we are going to be—and how you all conduct those in the
whole chain is going to be very, very important.

Dr. ACHESON. I agree. We are at the point of laying out what the
expectation is. There is an audit built into this. This is where we
go and say—when you say that you are checking up on not only
the processor but also the farm where these shrimp are grown, are
they doing that and to what level and

Mr. SHIMKUS. That is the accessibility part, though.

Dr. ACHESON. Yes, and

Mr. SHIMKUS. We have to have someone to be able, if there is a
question mark, to be able to have those folks onsite that will get
quick access to these facilities.

Dr. ACHESON. Yes, it is a matter of gaining confidence in their
system, and we have to do that by understanding the system and
physically getting over there and looking at it and watching what
they are doing and then continuing the audit process.

Mr. SHIMKUS. Part of this whole FDA reform debate and legisla-
tion will be how do we fund, how do we bring more resources to
you so we can effectively have the arrangement so that we have the
people in these facilities, and there are a lot of us—what I want
is, I want the people who want to provide, who want to sell into
our market to help pay for us to make sure that those goods that
people are trying to get access to our market is funding for your
ability to make sure that they are safe. That is why it is timely.
That is why this Oversight and Investigation Subcommittee is
great because it really sets the building blocks for legislative re-
sponse.

The last time I want to tie in with this debate is using science.
We had one of our hearings, we talked about irradiation, and of
leafy greens. In fact, I double-dog dared the chairman to eat a leafy
green that was irradiated. We found it was tasty. He wouldn’t eat
the mushroom. But there is also gene splicing and other tech-
nologies that we will need your help to push forward as we—to
hopefully overcome this concern. We would rather be proactive
versus reactive. When we are reactive, then it is going to be costly,
both in money, in human suffering and frustration, and these to-
mato folks, there is going to be a lot of people that are going to
take a big loss and they are not going to be culpable or responsible,
and so can you just talk briefly about technology real quick.

Dr. ACHESON. Technology is critical. Utilizing modern technology,
that is part of the Food Protection Plan. That is a high-level vision.
And it gets down to detection technology: what can you develop in
terms of handheld rapid detection technology. What is the preven-
tion technology that works. I mean, you mentioned irradiation. Is
that a reasonable approach that you could take that is actually eco-
nomically effective and protects public health? You talked about ge-
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netic tools. Are there some components there that could help us?
I think part of what we are going to use this new money for is to
build up the scientific cadre within the Center for Food Safety and
Applied Nutrition and the Center for Veterinary Medicine, and that
will help address some of those questions, figuring out what is the
new technology. We don’t have to develop all of that ourselves but
what we have got to do is make the connectivity with academia and
others and industry who have that technology and say well, that
is interesting, we could apply that in a preventative mechanism for
an FDA-regulated product. That only happens if you have enough
people to get out there and have that dialogue, so it is all built in
to that. I couldn’t agree more that modern technology is key here.

Mr. SHIMKUS. And that will help us as we talk about what is the
plan, what are the costs and that is that long-range debate and the
milestones. That ties into the whole thing, and I am done, Mr.
Chairman. I yield back.

Mr. STUPAK. Thank you.

Ms. DeGette for questions, please.

Ms. DEGETTE. Thank you, Mr. Chairman.

Dr. Acheson, I want to talk to you for a few minutes about the
tomato situation. Has the FDA been able to trace the location of
the original contamination of the tomatoes?

Dr. ACHESON. Not yet.

Ms. DEGETTE. And what is the process currently for trying to
trace the source?

Dr. ACHESON. I would like to first of all correct a mis-comment
earlier in terms of this trace-back that has been going on since
mid-April. It hasn’t. The first case from CDC was reported on April
16. It wasn’t until May 31 that the link with tomatoes was offi-
cially made by CDC and the State and the local officials and FDA
began its trace-back, so that was 12 days ago.

Ms. DEGETTE. So what you are saying is that the first case of
salmonella was reported in April but the CDC didn’t know what
was causing the salmonella?

Dr. AcHEsON. What I am saying is, is that the first case, yes,
was April 16. Now, you have to remember that you are talking
here not just about CDC, you are talking here about the State and
local public health infrastructure.

Ms. DEGETTE. Right. I understand that, but what you are saying
is the first cases of salmonella were reported in mid-April?

Dr. ACHESON. Yes.

Ms. DEGETTE. But the cause of the salmonella was not pin-
pointed until late May?

Dr. ACHESON. May 31.

Ms. DEGETTE. OK. And that is because—and I know how these
public health issues are. They have these cases of salmonella, it
took them a while to link that it was from tomatoes, right?

Dr. ACHESON. That is right.

Ms. DEGETTE. So what you are saying is, the trace-back efforts
started May 317

Dr. ACHESON. Right.

Ms. DEGETTE. So what is that process?

Dr. AcHESON. OK. That process is when you know that you have
got a patient who has consumed a tomato, you want to then find
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out where did you buy it and when did you buy it. That will take
you to the local supermarket. You then say to the supermarket,
where do you get your tomatoes from in this time frame when the
patient got sick, and it may be from two or three suppliers. You
go back to each one of those suppliers and say where did you get
your tomatoes from, and it may be from two or three distributors
3nd the legs expand as you go out and you are chasing every one
own.

Ms. DEGETTE. Right.

Dr. ACHESON. One of the legs that we are doing right now, begin-
ning with a single case, it has led down five different sets of dis-
tribution, of which there is anything from two to nine different dis-
tributors or suppliers. The other complexity with tomatoes specifi-
cally is when a crate of tomatoes arrives at a distributing facility,
they may handpick them because somebody says I only want small,
unripe ones; somebody says I only want large, ripe ones.

Ms. DEGETTE. Right.

Dr. ACHESON. So they are pulling them out and mixing them up,
and that has to be figured out. We have to get the invoices to show
that it is tracking back. We have—as you know, we have excluded
many areas of the country that either were not harvesting at the
time——

Ms. DEGETTE. They weren’t harvesting?

Dr. ACHESON. They weren’t harvesting or they were harvesting
and where they were distributing was not where we were seeing
illness so somebody who is distributing to the State it is grown in
aﬁld the neighboring State, you see illness in 17 States, it is not
them.

Ms. DEGETTE. But it is sort of an inexact science the way we do
traceability right now for produce and a lot of other food items too.

Dr. ACHESON. It is actually very exact but it is very cumbersome.
It needs to be exact to be legally binding.

Ms. DEGETTE. Well, we had some hearings on the spinach issue
and it took them a long time to trace that and they were never 100
percent sure what the source of the contaminated spinach was.
They thought they isolated it to a farm in California but they could
never be 100 percent sure. I was actually encouraged when I heard
you tell Mr. Stupak that you support trace-back provisions. First
of all, we have the technology right now to do traceability for
produce, correct?

Dr. ACHESON. There is a lot of technology that is out there. It
is not necessarily interoperable at this point.

Ms. DEGETTE. And Dole, for example, is using trace-back process,
correct?

Dr. ACHESON. I don’t know.

Ms. DEGETTE. If we could get interoperability with trace-back
systems, that would expedite the traceability dramatically, correct?

Dr. ACHESON. Interoperability is critical, yes.

Ms. DEGETTE. But if we had interoperability, it would——

Dr. ACHESON. It would help.

Ms. DEGETTE [continuing]. Greatly increase the response because
it would be a lot more easy to pinpoint where that produce came
from once you realized that the outbreak was caused by that
produce, correct?
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Dr. ACHESON. Assuming that the produce we are talking about
had some marker on it that allowed you to——

Ms. DEGETTE. Well, right now when you go to the store, and I
am amazed, frankly, when I go to the grocery store, everything you
buy has now a little label on it. A tomato has a little sticky label
on i:c?. Each banana has a sticky label on it. So you can do that, cor-
rect?

Dr. ACHESON. Yes, and often the labels have the country of origin
on them, just as a point.

Ms. DEGETTE. Well, right now I am focusing on traceability.

Dr. ACHESON. I apologize.

Ms. DEGETTE. And has the FDA investigated what it would take
to make the traceability systems interoperable?

Dr. ACHESON. We are actively doing that right now. We have met
with a number of trade associations who are using traceability sys-
tems and they are a little different, and we are trying to right now
understand what is the universe of traceability systems to begin to
understand what might an interoperable system look like.

Ms. DEGETTE. And what is your time frame for making those as-
sessments?

Dr. ACHESON. Well, I think clearly this tomato outbreak has ac-
celerated those. There is no question.

Ms. DEGETTE. So are you thinking again the 6- to 8-week time
period, 3 to 6 months, a year?

Dr. ACHESON. For what? For an understanding of what an inter-
operable system——

Ms. DEGETTE. For an understanding of what we would need to
do nationally to implement a traceability system.

Dr. AcHESON. I sincerely hope we would be there within a year,
if not sooner.

Ms. DEGETTE. OK. I am wondering if you have someone over at
the FDA who is an expert in traceability that we might meet with
as we develop our food safety legislation.

Dr. ACHESON. We have many people who do this.

Ms. DEGETTE. If you wouldn’t mind having those people get in
touch with my staff, I would say next week also, that would be ex-
tremely helpful.

Dr. ACHESON. Sure.

Ms. DEGETTE. I have one last question, if I can find it. I don’t
know if you are familiar with the letter that Senator Specter sent
to Secretary Leavitt on June 10, 2008, about his concern about the
budget amendment for the FDA for food safety. Are you familiar
with that letter?

Dr. ACHESON. I am familiar with some of the press around it. I
haven’t seen the letter itself.

Ms. DEGETTE. Well, in the letter—and I will have someone give
you a copy of it—Senator Specter says, “The submission of your
budget amendment at this time undermines the work that we have
been doing to obtain these additional dollars on an expedited basis.
The facts are that if these funds are not provided in the supple-
mental, no additional dollars will be available until March or April
of 2009 at the earliest. Supporting additional dollars in fiscal year
2009 sends a signal that there is no urgency in providing these
funds.” It is in the third paragraph of that letter. I would ask you
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if the department supports the providing of the funds in the sup-
plemental appropriations bill so we can begin to get some funding
for these food safety issues right now rather than waiting for an
entire another year by going through the regular budget process?

Dr. ACHESON. My understanding is that there is an active discus-
sion between Congress and the White House right now, and that
essentially all I know about that component is that it is under ac-
tive discussion.

Ms. DEGETTE. Well, let me ask you this. Would the Agency sup-
port—well, let me just strike that and ask you, if we could begin
to provide the money to fund the Food Safety Plan right now,
would that enable the Agency to start expediting some of the plan-
ning and some of the implementation that we all agree needs to
happen right away?

Dr. ACHESON. The sooner we get the money, the sooner we will
be able to move and the faster we will be able to go.

Ms. DEGETTE. Thank you very much.

Mr. STUPAK. Let me ask just to wrap things up; the traceability
now, are you saying that you support Ms. DeGette’s idea of
traceability or will the Administration support it?

Dr. ACHESON. I am saying that I am supporting the importance
of traceability.

Mr. STUPAK. So it is possible what happened with the United
Fresh Produce Association and Produce Marketing Association
when they worked with the FDA to establish safety standards,
could get swatted down as one farther up the totem pole, right?

Dr. ACHESON. Let me just back up a little bit. I haven’t read Ms.
DeGette’s bill for a little while and I don’t remember the specifics
in it, but what I can tell you is that traceability is critical in terms
of response, and whether the Administration may ultimately take
what Ms. DeGette’s draft language is, I couldn’t say. But the con-
cept of traceability certainly is important.

Mr. StupAK. Well, you said all day today your hands have been
tied with OMB as far as budget money. Testimony earlier was that
the federally-mandated risk base that allow for commodity-specific
regulation that the fresh produce association and the FDA started
to swat it down by Secretary of HHS; so traceability, that I think
we all agree would be helpful. It could get swatted down as it went
farther up the chain, right?

Dr. ACHESON. I can’t predict what farther up the chain may do
to anything. All I can say is, is that from my role as associate com-
frpissioner for foods, traceability is important and I would advocate
or it.

Mr. STUPAK. You would advocate for it. Well, let me ask you this.
So you advocate. Since we have had outbreaks of salmonella, E.
coli, botulism over the past 12 months and in our last hearing on
heparin, Dr. Woodcock agreed that subpoena power would be help-
ful. As food czar, will you also agree that subpoena power would
be helpful to address the food-related outbreaks?

Dr. ACHESON. Subpoena power for what?

Mr. STUuPAK. For records. Take ConAgra, the salmonella and pea-
nut, we are still waiting for those records, and you have no sub-
poena power, FDA has no subpoena power to get those records.
Would you support subpoena power to get records of the producers?
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Dr. AcHESON. Well, through the Bioterrorism Act, we do have
the authority to require records through section 414. If somebody
has got—and we have done that a number of times in relation to
foodborne outbreaks where

Mr. StupAK. Well, will you use it then to get the records from
ConAgra for peanut butter?

Dr. ACHESON. I don’t think we have used it for that.

Mr. STUPAK. But will you?

Dr. ACHESON. You are talking about old records.

Mr. STUPAK. We are talking about past records.

Dr. ACHESON. Yes. Records that are linked to a current ongoing
situation, we use section 414 of the Bioterrorism Act and have used
that to get records.

Mr. STUPAK. So do you support subpoena power or not?

Dr. ACHESON. I would have to get back to you on that to try to
understand more specifically subpoena power, whether it is addi-
tive to what we already have or whether we would need it.

Mr. StupPAK. How about mandatory recall? Would you support
mandatory recall?

Dr. ACHESON. Yes, that is in the Food Protection Plan.

Mr. StuPAK. OK. And last but not least, we talked about Mr.
Dingell’s legislation, the Food and Drug Administration
Globalization Act of 2008. Will you get back, make a commitment
to get back with us with specific technical assistance on the Dingell
legislation?

Dr. ACHESON. I certainly will promise to get back to you and
probably the most constructive way is to have a direct dialogue
over that.

Mr. StuPAK. OK, but that does that mean you are going to pro-
vide the technical assistance? The Dingell draft has been around
for some time and we have got nothing from the FDA. We have
asked for it.

Dr. ACHESON. I will—yes, the FDA will provide technical assist-
ance.

Mr. STUPAK. When? This year, next year?

Dr. ACHESON. This year.

Mr. StuPAK. How about next week?

Dr. ACHESON. That may be a bit quick.

Mr. StupAK. All right. Six days then. I am not going up any fur-
ther.

Dr. ACHESON. Six days.

Mr. StupAK. All right.

Dr. ACHESON. I will do my best.

Mr. StupAK. I will look for it in 6 days. Any questions?

I want to thank you, Dr. Acheson, for your testimony and thank
you for your time. That concludes all of our questioning. I want to
thank all the witnesses for coming here today and for your testi-
mony. I ask for unanimous consent that the hearing record remain
open for 30 days for additional questions for the record. Without
objection, the record will remain open. I ask unanimous consent
that the contents of our document binder be entered into the
record. Without objection, the documents will be entered into the
record.
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That concludes our hearing. Without objection, this meeting of
the subcommittee is adjourned.

[Whereupon, at 2:14 p.m., the Subcommittee was adjourned.]

[Material submitted for inclusion in the record follows:]

STATEMENT OF HON. JOE BARTON

Thank you Chairman Stupak and Ranking Member Shimkus, for holding this
hearing today to examine FDA’s food protection plan.

We are again reminded about how important food safety is with this week’s sal-
monella outbreak in raw tomatoes. Each year in the U.S. there are 76 million cases
of food poisoning and 5,000 deaths, according to the Centers for Disease Control.
What can we do to reduce the number of outbreaks?

First, we can’t forget that in America, it isn’t the government that feeds the peo-
ple. That system mostly collapsed along with the Berlin Wall. The government does
have a role, though, and I think our first job is to examine policies that help pro-
mote innovation among the industries that produce the food we eat. For example,
this subcommittee has already received testimony on the increased safety levels that
can be achieved with more food irradiation. According to Dr. Michael Osterholm of
the University of Minnesota, if 50% of meat and poultry were irradiated, 900,000
fewer people would get sick and 300 fewer would die.

Irradiation isn’t the only food safety technology available, however. There are new
gene-splicing technologies that go beyond irradiation and could kill bacterial toxins
before these microorganisms could grow within the plant cells. Unfortunately, the
Luddites who insist on scaring consumers about the value of science and technology
are hard at work, too, and I realize that winning broad acceptance of these new
techniques is going to be a slow and difficult business.

Second, we must bring FDA into the 21st century on matters of food safety. Today
we will examine the FDA’s Food Protection Plan. We should look closely at the de-
tails and keep on top of this agency to make sure it can make the sustained effort
necessary to implement its proposed reforms.

This subcommittee’s work has helped the Agency and Administration respond to
our findings—and the Administration really has responded. Just 2 days ago, Health
and Human Services Secretary Michael Leavitt announced an amendment to the FY
2009 FDA budget request that adds $275 million for food and drug safety. I think
the President and Secretary Leavitt got it right, and I am in favor of this additional
funding because I think it will go a long way to allowing FDA to correct the defi-
ciencies that this subcommittee’s good work has highlighted over the past year.

This is serious money, for a serious purpose. After eight oversight hearings and
one legislative hearing on food safety, it’s time for us to join the Administration and
start acting. We don’t have much time because as everybody in this room knows,
the legislative window for this Congress is closing. Oversight functions can’t stop,
but the legislating needs to start in earnest.

I have made clear throughout these Oversight hearings that I support working
with the Majority to craft effective legislation to authorize resources and reform this
agency. We seem to agree on a lot of the same things, and I'm convinced that we
have a real chance to create effective, bipartisan legislation that will help make peo-
ple’s food safer.

That brings me to my third point—bipartisanship. I've spent nearly a quarter of
a century on this committee, and what I've learned tells me that major pieces of
FDA legislation pass through this committee most easily and most effectively when
we figure out how to work together. There just should not be any light between Re-
publicans and Democrats on this issue, but the Majority’s a latest sweeping food and
drug safety draft bill was written and made public with no input from the Repub-
lican side.

I'm happy to report, however, that our staffs have been regularly meeting to over-
come a poor start. I appreciate your efforts, Chairman Stupak. I hope we can see
more bipartisan interaction on the legislation, especially now that the Administra-
tion has given us something to work with.

# # #
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The Honorable David Obey

Chairman, Committee on Appropriations
United States House of Representatives
H-218 The U.S. Capitol

Washington, D.C. 20515

The Honorable Jerry Lewis

Ranking Member, Committee on Appropriations
United States House of Representatives

1016 Longworth House Office Building
Washington, D.C. 20515

Dear Chairman Obey and Ranking Member Lewis:

JOE BARTON, YEXAS
RANKING MEMEER

RALPH M. HALL, TEXAS
FRED UPTON, MICHIGAN
CLIFF STEARNS, FLORIDA
NATHAN DEAL, GECRGIA
ED WHITFIELD, KENTLICKY
BARBARA CUBIN, WYOMING

GREG.

LEE TEARY, NEBRASKA

MIKE FERGUSON, NEW JERSEY
BAIKE ROGERS, MICHIGAN.

‘SUE MYRICK, NORTH CAROLINA
JOHN ;

TIM MUBPHY, PENNSYLVANIA
MICHAEL C, BURGESS, TEXAS
MARGHA BLACKBURN. TENNESSEE

Thank you for your continued leadership in providing the funding necessary to strengthen
the U.S. Food and Drug Administration (FDA) over the last year. With all the critical issues
related to ensuring the safety of our food and drug supply the FDA is currently facing, we need

to continue to build on the gains we have made recently.

Through our Committee’s oversight activities, it has become clear to us—as we are sure
it has to you—the FDA does not have sufficient resources to fulfill its mission. Nowhere is this
more clear than in the area of food and drug imports—FDA has immediate resource needs in

order to fulfill its statutory responsibilities.

If domestic spending provisions are ultimately included in the FY 2008 Emergency
Supplemental Appropriations bill, we strongly encourage you to incorporate the $275 million for
the Food and Drug Administration that was included in the Senate bill. FDA Commissioner
Andrew von Eschenbach is supportive of this amount, and has described it as necessary for FDA
to modernize its systerns and strengthen its capacity at a time when its responsibilities far

outstrip its resources.

We recognize the challenges in prioritizing appropriations requests; however, the
immediate need for increased funding for the FDA is critical to ensure that FDA can perform its
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core missions in ensuring a safe food and drug supply. To ensure these funds are used in a
responsible way, we suggest that the funding be specifically provided for the priority needs Dr.

von Eschenbach has identified.

Thank you for your consideration and support for this critical cause. If you have
questions or need additional information, please do not hesitate to contact us, or have your staff
contact Ryan Long at (202) 225-3641.

Sincerely,

Memberigf Congress

L o

Mike Ferguson
Member of Congress

Nathan Deal
Ranking Member
Subcommittee on Health

Fred Upton
Ranking Member
Subcommittee on Energy and Air Quality

A

Steve Buyer v
Member of Congress

oA

NfTiacl C. Burgess

Member of Congress
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The Honorable Andrew von Eschenbach, M.D.
Commissioner

U.8. Food and Drug Administration

5600 Fishers Lane

Rockville, Maryland 20852

Dear Dr. von Eschenbach:

The Committee on Energy and Commerce and its Subcommittee on Oversight and
Investigations have had a longstanding interest in the management and operations of the FDA
Office of Criminal Investigations (OCI).

When it was administratively created in 1991, OCI started with about 130 criminal
investigators. OCI now has about 190 criminal investigators, which is almost a 50% increase.
The OC! budget has grown substantially as well: it was $21.2 million in Fiscal Year 2000
(FY2000) and $36.3 million for FY2006-—a 71% increase in spending in only six years.
However, the number of arrests and convictions has been just the opposite: 421 arrests and 353
convictions in FY2000; only 341 arrests and 279 convictions for FY2006. Deing the math, this
means that the cost per conviction has more than doubled from $51,000 in FY2000 to $130,000
in FY2006.

At a time when we are contemplating how to ensure that FDA has sufficient resources to
carry out its core missions of ensuring food, drug and device safety, we question whether
continued funding and staffing of OCI at current and projected levels is the best use of scarce
federal dollars. Further, as a policy matter, we question whether keeping investigations as a
separate entity may have a detrimental impact on FDA’s ability to effectively carry out its
inspection activities.

In order to assist us in examining whether these resource trends and priorities make sense
in light of the 21 century challenges facing FDA, we are seeking further information about OCIL:

1. The budget request and the budget justification for OCI covering FY 2009.
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2. Detailed expenses and accounting for FY2007, including the following breakdown with
associated source of funding: i

a. Salary, overtime, bonuses, awards, and pay grade (e.g., GS-10) for each individual in
QOCI. Please identify the number of OCI agents working with law enforcement task
forces, the names of these task forces, and the salary/overtime/bonus/award expenses
for these agents.

b. Number of hours OCI agents logged against each particular case, and number of
hours and/or cost amounts for categories (e.g., counterfeit drugs, tampering) of cases
worked.

c. Amounts paid from Central Funds for OCI leased office space.

d.  Anaccounting of all other administrative expenses, sufficiently detailed to identify
the particular activity for which disbursement was made. At a minimum, this should
include expenditures related to field office inspections, training, firearms, non-salary
personnel costs, and seizure and storage costs.

3. For FY2007, if OCT’s claimed forfeitures include disgorgements, the amount generated
from disgorgements. In addition, the amount of money OCI has recovered for OCI's
budget from sharing in fines or forfeitures in cases, the amounts from each case and the
name of the case, and where the asset forfeitures went.

Please provide responses to the following by June 6, 2008. 1f you have any questions,
please contact Mr. Alan Slobodin of the Minority Committee staff at (202) 225-3641.

Sincerely,

JohgfShimkus (} ’
Rarfking Membe;
Subcommittee on Oversight and Investigations

cc: The Honorable John D. Dingell, Chairman
The Honorable Bart Stupak, Chairman
Subcommittee on Oversight and Investigations
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Rotten Tomatoes
Congress should give agencies the power to protect the nation's food supply.

Advertisernent

Thursday, June 12, 2008; A22

‘WHEN HIGH levels of E. coli bacteria turned spinach into a mealtime menace in 2006, we agreed with
calls to give the MQMMQQ the power to issue mandatory recalls of tainted produce.
We also supported the smart idea to require the FDA and other agencies with responsibility over food
safety to institute a tracing system so that the next outbreak of tainted food could be contained in days,
not weeks. Well, the next outbreak is upon us. And neither good idea has been implemented.

The latest outbreak involves the rare Saintpaul strain of salmonella bacteria in Roma, red plum and red
round tomatoes. Don't worry about homegrown, cherry and grape tomatoes or those attached to the vine.
The FDA says they are safe. What should make us all worry is the disturbing timeline, Since mid-April,
167 people in 17 states, including Virginia, have been infected with Salmonella saintpaul. According to
the Centers for Disease Control and Prevention, as of Monday, "At least 23 people were hospitalized.
No deaths have been reported.” A search for the source of the outbreak has been underway since last
month after Texas and New Mexico reported cases. The CDC issued its first warning to consumers on
June 5. Stores and restaurants across the country have been pulling tomatoes from their shelves and
menus voluntarily since the weekend. Relying on the consciences of folks worried about the boitom line
or their corporate reputations is not ideal.

Nestled within the Food Safety Act of 2007 under consideration in the House is a provision sponsored
by Rep. Diana DeGette (D-Colo.) that would give the Agriculture Department and the FDA the power to
issue a mandatory recall of contaminated food. This is more than reasonable, since the federal
government can and did recall lead-tainted toys imported from China last year. Besides, the hammer of
potential government action would be a powerful incentive for growers and packers to conform to safety
standards.

‘What's missing from the act is another provision pushed by Ms. DeGette that would require that food
producers track their products from "farm to fork." Rep. John D. Dingell (D-Mich.), chairman of the
House Energy and Commme Committee, who is shepherding the act through the House, should include
the tracking provision as part of the package -- and then get the legislation passed. This and the power to
recall are two tools that would make it easier to protect the nation's food supply and find the source of
tainted meat and vegetables the moment an outbreak occurs -- not months and many victims later,

Posta Comment

View ail comments that have besn posted about this article.

[o! that include profanity or p | attacks or other inapp or material wili be d from the site.
Additionally, entries that are unsigmd or contain “signatures” by someone other than the sdua! author will be removed. Finally, we
will take steps to block users who violate any of our posting standards, terms of use of privacy policies or any other policies
governing this site. Please review the full rules g ing ies and di ions. You are fully responsible for the content
that you post.

http://w.ww.washingﬁonpost‘com/wp-dyn/content/axticle/ZOOS/Oé/1 1/AR2008061103406_p... 6/12/2008
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NEW YORK Prass) - House on Thursday

are expacted to use worries over saimonetia-infected tomatoes to Project Management

bolater their calts for tougher food safety measures. Villanovs Proje

Certification 8 weeks - Free info.

A House Energy and Commerce subcommitiee wili scrutinize the

Food and Drug Administration's 00d safety efforts. The hearing Strangthen Your Abs

cames as agancy scientists scramble 10 ideatify the source of m“;‘om‘:mm toheip

tainted tomatoes that have sickened naarty 170 people in 17 staies, N
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and restaurant chalns have pulied tomatoes from their atores in 00% Onlirve from Thunderbivd.

recent days as & safety precaution.

Bart Stupak, chaiman of the House on oversight and i is expacted to press FDA
officials on the progress they've mede towsrd kmplementing stronger food safely messures,

The Bush administration in November aid out & plan for regquiring govemmant aafety seais on imported foods.
But experts from the Governmsnt Accountability Office and FOA's outside advisory board sre expected to tell
lawmakers those plans have not been adequately funded,
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Deamocrats on the Energy and Commerce Commitiee have introduced their own import safety proposal that
wauld charge companies user faes to heip pay for more safely inspections.

Prior to the hearing, lswmakers are saxpected 1o vols on whether 1o subpoena records from rine private
{aboratories that help test food imports for the FDA.

The committes tast month requested documents from the labs after isaming they sometimes throw out
regative test rasults ut the request of food importers. The (abs will then retest the food until ey get @ posifive

resuit, sccording 1o tawmakars, Dutsicle the U.5. w8
Caneda, <iek here.

] v iy

Michigan Democrate Stupak and John Dingsil, who chairs the House Energy and Commerce Committee, are
anong FOA'S toughest critics in Congress. Thay have sent tves lettars o FDA Commissioner Andrew von
Eschenbech this year criticat of the agency's food safety policies. The commities alzo has launched about a
half-dozen investipations into FDA's oversight of the drug industry, m
Sponsared Links
omlom. without jargon.
The Oplions industry

‘Courxil - where Options sducation is done right.
OptionsEducation.ong

GPS Stock Could Grow 800%
GTXC's braskthrough GPS technology set fo explode, Free repart.
it vesens icressarchoorp, comighe

Refinance Now at §.5% FIXED]
,000 mor wnder $596/ma. No SSN rasq Compare 4 FREE quolest
wow.FetchARte,com
By o Brk Mre.

[Mors Markets

Stocks ready to rabound
€ 1nBev bids $488 for Anheusar-Busch

i Thomburg posts $3.38 Quartedy lass
Thve Hok List

i
H 100 best places to start 3 business.

http://money.cnn.com/news/newsfeeds/articles/apwire/68a9239062a22feea2b532bfc3a120...  6/12/2008



129

Food-Safety Measures Faulted - WSJ.com Page 1 of 3

(@) THE WALL, STREET JOURNAL.

ONLIRE T
June 12, 2008
Food-Safety Measures Faulted DOW JONES REPRINTS
«.) This copy is for your personal,
Report Questions non-commercial use only. To order
. presentation-ready copies for
Fund.mg, Structure distribution to your colleagues,
Provided for FDA clients of customers, use the Order
Reprints too! at the bottom of any
By JANE ZHANG article or visit:
June 12, 2008; Page A4 www.djreprints.com.
. . See a sample reprint in PDF
WASHINGTON -- Amid a salmonella outbreak linked to tomatoes,
a congressional report criticized the Bush administration for failing |° “ondera reprint of this articie now.

to identify the steps and funding needed to protect the nation's food
supply.

The Food and Drug Administration hasn't given details on how or when it will put into pracuce a
food-safety plan it first laid out in November, or how much it will cost, according to the
Government Accountability Office, Congress's investigations arm.

The report comes as the FDA is under fire for the latest outbreak,
this one involving a rare, virulent strain of salmonella linked to
fresh tomatoes. Federal officials said Wednesday that 167 people in
17 states have become ill after eating fresh tomatoes. Authorities
are investigating whether a death in Texas is related to the
outbreak, said lan Williams, chief of the OutbreakNet team at the
federal Centers for Disease Control and Prevention.

- The salmonella outbreak follows a slew of food recalls in recent
years, including lettuce, peanut butter to pet food.

The GAO report said the FDA had promised a progress report by
April on steps it had taken to carry out its plan to keep the food
supply safe. But the agency recently told the GAO that its parent,
the Department of Health and Human Services, hasn't approved the
report.

As aresult, "neither Congress nor the public can gauge the plan's
progress or assess its likelihood of success in achieving its intended
results,” Lisa Shames, GAQ director of natural resources and
environment, said in testimony prepared fora Thursday hearing of
the House Energy and Commerce Committee's investigations panel.

Among other things, the plan would make it easier for the FDA to obtain company records that
can help trace food contamination, and to force food recalls.

http://online.wsj.com/article_print/SB121323299260266681.html 6/12/2008
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Many lawmakers would like to give the FDA more money and authority, but some say they are
puzzled that the Bush administration hasn't sent clear legislative language on what it needs. HHS
Secretary Mike Leavitt said Monday that the administration would request an additional $275
million in next year's budget for food safety.

Arlen Specter, the Pennsylvania Republican who was
one of Capitol Hill's biggest proponents for getting the
FDA an emergency boost of $275 million. Mr. Specter
accused the administration of trying to "sabotage" the
agency's chances of getting that money any time soon, saying that Mr. Leavitt's approach would
"defer it to next March or April."

1THE FOOD CRISIS @ That drew an angry response Wednesday from Sen.

+ See mora coverage? of the sharp rise
in food prices world-wide.

The FDA declined to comment on Mr. Specter's letter.

On the House side, Rep. John Dingell (D., Mich.), who heads the Energy and Commerce
Committee, said the FDA's food-safety plan "will become just a paper exercise if there are no
details or money to back it up."

An FDA spokeswoman declined to comment and said the agency will respond to the GAO
statement at the hearing.

The FDA has been scrambling to find the source of the salmonelia outbreak, David Acheson,
FDA's associate commissioner for foods, told reporters Wednesday. Dr. Acheson said the steps
the FDA has taken so far to implement the food-safety plan haven't helped track the source.

Unlike bagged salads, which have production codes printed on packages, tomatoes mostly come
to retailers, supermarkets and consumers in bulk. To track where the tainted tomatoes were grown,
the FDA is relying on record-keeping in the supply chain. That can be spotty and confusing, partly
because tomatoes are easily perishable and many merchants have more than one supplier.

"We are getting very close" to identifying the source, but it is "time consuming and complicated,”
Dr. Acheson said.

The FDA, constrained by resources, hasn't kept pace with the rising number of imported and
domestic food products, the GAO said. Dr. Acheson said the agency's food-safety plan would
change its focus from crisis management to prevention, and that the salmonella outbreak showed
the need to pursue the change "with maximum vigor.”

~Jared Favole and Alicia Mundy contributed to this article.

Write to Jane Zhang at .Yama.Z}'nang@wsj.com3

URL for this article:
hitp:/ionline.wsj.com/article/SB121323286260266681.htmi

Hyperlinks in this Article: .
{1) http://ontine. wsi.com/page/2_1576.htm!

(2) hitp:ifoniine. wsj.com/page/2_1576.htm!
{3) mailto.Jane.Zhang@wsj.com

Copyright 2008 Dow Jonies & Company, inc. All Rights Reserved
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Food Safety Plan by U.S. FDA Lacks Cost Estimate, Deadlines
By Justin Blum

June 12 (Bloomberg) -- The U.S. Food and Drug Administration
has failed to provide costs or deadlines for a plan to improve food
safety even as tainted tomatoes have sickened Americans,
according to a report to Congress,

The agency oversees the safety of about 80 percent of the
nation's food supply, including $417 biltion in domestic products
and $49 billion in imports annually, according to a report by the
Government Accountability Office.

: 4 The FDA said in a November plan it would improve the way it
CERERERE polices the food industry by collecting data it needs to focus on
the riskiest products. Prospects for the plan can't be judged unless the agency explains how it would be
carried out, said Lisa Shames, director of natural resources and environment for the GAQ, in testimony
to be given at a House hearing today.

** As food-borne iliness outbreaks continue, FDA is missing valuable opportunities to reassure Congress
and the public that it is doing all it can to protect the nation's food supply,” Shames said in her
testimony.

The FDA said yesterday it hasn't been able to identify the source of tomatoes that heaith officials say
are the likely cause of 167 reported cases of salmonelia in 17 states since mid-April. Lawmakers
criticized the FDA's handling of food and drug safety when consumers became ill after eating tainted
spinach in 2006, peanut butter in 2007 and using contaminated lots of the blood-thinner heparin this
year,

$90 Million In Costs

The FDA plans to spend about $90 million during fiscal years 2008 and 2009 to put in place several
aspects of the food safety plan, including identifying risks, according to the GAO, the investigative arm
of Congress,

The total cost to follow through with the plan isn't clear, Shames said.

* ' We continue to have concerns about FDA's lack of specificity on the necessary resources and
strategies to fully implement the plan,”" Shames said.

The FDA plans to respond to the GAO assessment during today's hearing held by the oversight
subcommittee of the Energy and Commerce Committee, agency spokeswoman Julle Zawisza said
yesterday in an e-mail.

**The Food Protection Plan will become just a paper exercise if there are no details or money to back it
up," sald Representative John Dingell, a Democrat from Michigan who is chairman of the Energy and

C¢ ce Committee, in an iled statement yesterday. * ' I'm curlous whether this was just a public
refations stunt in response to the repeated recalls and lfinesses relating to FDA's inadequacles.”

If the agency were to inspect each of more than 65,500 domestic firms regulated by the agency one

http://www .bloomberg.com/apps/news?pid=20670001 &refer=&sid=a4Yrnw_uppPk 6/12/2008
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time, the cost would be about $524 million, according to the GAOQ. Inspecting 189,000 facilities overseas
would cost about $3.16 billion.

* Need Underscored'
* *These figures underscore the need for FDA to focus safety inspections based on risk," Shames said.
Inspections have declined as the number of producers has increased, according to the GAO.

From 2001 to 2007, the number of domestic firms regulated by the FDA increased from 51,000 to more
than 65,500 while the number of inspections declined from 14,721 to 14,566, according to the GAO. The
FDA conducted 96 overseas inspections last fiscal year, compared with 211 in 2001,

Providing costs for the FDA's food-safety plan is important because some tasks, such as opening offices
in China, will require long-term funding, Shames said.

The FDA hasn't adopted recommendations made by the GAO in the past to improve food safety, Shames
said. As of May, the agency had adopted seven of 34 food safety recommendations made by the GAO
since 2004.

* Shifting Burden'

The agency hasn't established agreements with other countries to * " shift some of the FDA's oversight
burden to foreign governments,” as the GAO recommended in 2004, according to Shames.

New reports of contaminated tomatoes were still coming in, said Ian Williams of the Atlanta-based
Centers for Disease Control and Prevention, on a conference call with reporters yesterday. Salmonelila
bacteria can cause fever diarrhea, abdominal pain and vomiting, according to the FDA.

To contact the reporter on this story: Justin Blum in Washington at jblum4@bl berg.net.
Last Updated: June 12, 2008 00:00 EDT

2% Terms of Service | Privacy Policy | Trademarks

http://www.bloomberg.com/apps/news?pid=20670001 &refer=&sid=ad Ymw_uppPk 6/12/2008
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Sen. Specter Says FDA Can’t Even Ask for Money Properly
Posted By Theo Francis On June 11, 2008 @ 3:00 pm In Congress, Drugs, EDA | 8 Comments

Now that the FDA has gotten around to asking for $275 million more from Congress for
inspections, the agency got another tongue-lashing from frequent critic Sen. Arlen Specter,
who chastised HHS Secretary Michael Leavitt for compounding months of foot-dragging with a
dollop of spin.

If you're just tuning in, Democrats and some Republicans have been slamming the FDA for
failing to adequately police the U.S. food and drug supplies — think tainted heparin, implicated
in the deaths of more than 80 people, and salmonella, which most recently is spreading on
tomatoes.

Wouldn't a little more money help the FDA cause, the folks on Capitol Hill kept asking? At
hearings in May, FDA Commissioner Andrew von Eschenbach wouldn't directly acknowledae
that the agency could use more cash than President Bush requested — apparently hindered by
an Administration rule forbidding public disagreement with his budget; a subsequent letter
danced around the issue.

So, the HHS and FDA have asked for the cash. But the way they did it would put FDA on tap to
receive the emergency funds in March or April of next year. Specter (R-Penn.) wants it done a
lot sooner, WSJ.com reports. “The grave problem with that is that the FDA has become a
joke,” Specter told a Judiciary Committee hearing today.

Then there’s the way the FDA has presented its about-face. Lately, von Eschenbach and
Leavitt have sounded like they're the ones champing at the bit for more money while Congress
dilly-dallies. “I would like to once again strongly urge Congress to act quickly to enhance the
safety of food and medical products,” Leavitt told reporters in a conference call Monday night.

That really set off Specter, who wrote by hand at the bottom of a letter to Levitt: “I am really
surprised by your comment guoted in The NY Times today urging Congress to act quickly
when the Administration is drastically hindering NECESSARY immediate relief by delaying the
funding for 8 or 9 months. The FDA NEEDS this money now to save lives.” (You can read the
letter by clicking on the PDF icon on the right.)

Article printed from Health Blog: http://blogs.wsj.com/health

URL to article: http://blogs.wsj.com/health/2008/06/11/sen-specter-says-fda-cant-
even-ask-for-money-properly/

Click here to print
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Honorable Michael Leavitt
Secretary .

U.S. Department of Health and Human Service:
200 Independence Avenue, S.W.
Washingten, D.C. 20201

Dear Sectetagy'l’;'?%hil/ £

I reviewed the $275 million budget amendment for the Food and Drug Administration that the
Office of Management and Budget submitted last evening. While I applaud the effort to provide
additional dollars for protecting the food supply, assuring safer drugs and modernizing FDA buildings and
facilities, I do not understand the timing of this request.

As you are aware, at my urging, an additional $275 million was included in the Senate version of
the FY'08 supplemental appropriations bill. This amount was determined after I wrote to Dr. Andrew von
Eschenbach requesting that he “submit to me his professional judgment concerning what resources FDA
needs 1o protect the public’s health.” Currently, negotiations are underway to reduce the domestic portion
of the supplemental bill. The FDA funding is among the items being discussed for elimination.

The submission of your budget amendment at this time undermines the work that we have been
doing to obtain these additional dollars on an expedited basis. The facts are that if these funds are not
provided in this supplemental, no additional dollars will be available until March or April of 2009 ~ at the
earliest. Supporting additional dollars in FY’09 sends a signal that there is no urgency in providing these
funds.

The 81 deaths due to contaminated heparin and the one suspected death in the ongoing salmonella
outbreak show that we cannot wait nine months to give the FDA the resources needed to protect the
public.

1 ask that you support our efforts in providing the additional funds for the FDA in the supplemental
appropriations bill. Anything less is risking the lives of Americans.

My be: -
:E,)f/{ /«;ﬂ;;, (U‘f(],;,‘(gp é? C/OU/ (J/(Sftox?l
Guolep vu 16 M TIAE fv‘ﬁ’f ;‘;7 ’
Ca?-/l/a( V‘U*‘f 7”’4/‘( “ e
A"w,,,(‘f‘/ﬂﬁ“"‘ o c{/Mt’TCuf{? M d 7 mSpicAterbe -
NVEZETTH, g'ﬂné&"ﬁ [ets C‘fb‘f day 7 Subcorgmitteeon Labor, Health and Human
""ﬂ' - G M anfhs. 1(: 0t Services and Education Appropriations

yelHBic et o
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Trust for America’s Health Issue Brief, "Fixing Food Safety: Protecting

1 America's Food Supply From Farm-to-Fork." April 2008
GAQ Testimony before the Subcommittee on Oversight and
Investigations, "Federal Oversight of Food Safety: FDA's Food
Protection Plan Proposes Positive First Steps, But Capacity to Carry

2 Them Out Is Critical" (GAQ-08-435T). 01/29/2008
interagency Working Group on import Safety Report to the President,

3 "Action Plan for Import Safety.” November 2007

4 FDA Food Protection Plan. November 2007
Letter to Dr, Gail Cassell, Chair of FDA Science Board Subcommittee

5 on Science and Technology, from Chairman Dingell, et al. 02/04/2008
Gail Cassell's {(on behalf of FDA Science Board Commitiee) response

G to Chairman Dingell, et al. 02/25/2008
Letter to FDA Commissioner von Eschenbach from Senator Arlen

7 Spector (with attachments). 05/05/2008

8 Summary of FDA's FY 2009 Budget

9 Food Protection Operations Plan {source: FDA)

10 Food Protection Operations Plan (larger font document)
Protecting America's Food Supply: An Investment in the FDA Food

11 Protection Plan (source: FDA),

12 Implementing FDA's Food Protection Plan

13 Status of Information Technology June 2008
HHS News release, "Administration Proposes Additional Funding for

14 FDA to Improve Food and Medical Product Safety.” June 8, 2008

15 Nationally Available import Databases
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' Fixing Food Safety:

PROTECTING AMERICAS FOOD
SUPPLY FROM FARM-TO-FORK

cans ~ one i four ~ are s

pproximately 76 million A kened by

foodborne disease each vear. Of these, an estimated 325,000 are

hospitalized and 5,000 die” Medical costs and lost productivity due to foodbome

illnesses are estimated (o cost $:H4 biton annual

Major outbreaks can
also contribute to significant economic losses in the agriculture and food

retail industr

Experts estimate that most foodborne fiinesses could be prevented if the
right measures were taken to improve the U.S, food safety system.

FOODBORNE HLLNESSES ARE DEFINED AS DISEASES, USUALLY EITHER INFECTIOUS

OR TOXIC IN NATURE, CAUSED BY AGENTS THAT ENTER THE BODY THROUGH TH
INGESTION OF FOOD. EVERY PERSON 1§ AT RISK OF FOODBORNE LLNESS.*

- World Health Organization

public opinfon poll conducted by
Trust for America’s Health (TFAM}
found that 67 percent of Americans are wor-
In fac

about food safery and food comtamination

heightened anxieties about the valnerabilive

the of the nation's food supply.

Studies from the National Academy of
Sciewn (NAS), the Iustiuie of Me
(IOM), the U sovernment Accountability
Office (GAD), and the FDA Science Board,
which serv
the 115,
(FDAY,

about the system that s responsible for
keeping the counwy’s food safe *5*

ried about food safery® CONCErTS

rank higher than Americans’ concerns

about pandemic flu, bivlogical or chemical

. ag an advisory commitiee o
s, like ’

tervor aitack, and natural disas

. s Food and Drug Administraton
Hurricane Ratina® . R

have all raised serious concerns
Fhe recent E. ol contamination of spinach

and letfuce, concerus about the safew of

farorraised fish from Ching, and ala

. food safery spstem has not been
veporss of cantle slaughter practices }15\& - 5 . e
findamentally modernized since its incep-
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tion aver 100 years ago. Current food safe-
ty polices are largely based on early wwenti-

eth century laws written 1o deal with con-

cerns that rarely pose significant threats
today berause of changes in farming and

processing practices and technol

These outdated cone ve: the bulk of
the national resources devoted to food safe-

w, and emerging threats are often only

addressed on a piecemeal basis in the after-

math of a o The result is a fractional

ized sys

e foousing on antiquated threats,

instead of a sorategic approach to protecting

the nation’s food supply through siate

IS

the-art technatogies, pr , and polic

&

and meons

olete Ta sallocation of resources,

stenvies among major food safe-
alls

naifon of the

ty agencies underlie watchdog groups’

for a “Amdamental re-ex:

federal food safety system.™ In fact, a 2007

GAQ report concluded that the federal

oversight of food safety is now one of the:
government’s “high risk” programs.

This report provides an overview of the cur-
rent problems in U.S. food safety and rec-
ommended solutions. Fixing food safety in
the U8, will vequirve a collaborative effort by
food produc

ers, processors, distributors,
and consumers, combined with
strong leadership from the federal, state,

and local government.

Sections of this report include:

i Top Concerns with the Government
Food Safety System;

il An Overview of Foodborne Disease
Threats; and

i, Recommendations

L. Top Concerns With the Government’s Food Safety System

While most of the food Americans eai sach

day W safe, according to experts, the chance
for genting seriously il needs to be improved.

In fac

. ane

in four Americans will experi-

ence food borne ilness on an annual basis.

Recent ouibreaks combined with vulnerabil-
ities identified by the feading eXperis,
including reports from the GAQ, NAS,
IOM, and FDA's Science Boa

4 serve a

e | Réﬂuée foodbome disease in the U.S.;

Most food producer

and food companies

take safes

ites very
much of the innovation for Improving {ood
safety has come from within the {ood indus-

wy. However, food producers, prow

ars,
and remilers operate In markets and allo-
eate their resources in response to market

pressures and incentives.

 THE GOVERNMENT'S GOALS IN THE FOOD SAFETY SY:

“Mamtain public confidence in food safety and the food supply: and

téffmw"mal‘ie‘adership on food safety.

wake up call for policymakers that problem
U8, food safety system must be
addressed now before they become worse.

in the

Fhe “food safety system” includes the gov-
emment and the food industry. The food
industry produces, proces
and sells food,

. distributes,

@

hile the government serves
a regulatory functiorn.

Covernment regulatory agencies exist o
balance the public interest with market

forces, taking responsibility for ensuring

tha

afety comes firs

The role of gavern
avds on behalf of
public and hold companies accountable for

ment s to sel stan

meeting the standards.



ty requires strong public-private part-

v, B st

5. For regulation w be effe

“ealisically address current indusury praciices
and souctures. This inchudes keeping pace
with advances and changes in the industry,

Curremly, however, theve are a number of

obstacles that impair the ability of the gov

ernment to carry out these functions effec-

tvely, Key problems that experts have iden-

tified inchude:

B Inadequate Federal Leadership,
Coordination, and Resourcesy

8 Outdated Laws and Policies; and

B Limited Federal, State, and Loeal
Covrdination.

Today's

8. faws and policies do not meet
the need for a food safery system that protects

the nation’s food supply from farsnto-fork

A comprehensive system would use strateg

e

inspection practices and smate-of

he-are sur-

veillance to prevent disease outbreaks and
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harmful contaminants in meat, poulury,

seafood, produce, and processed foods thas

could lead to human illness.

Amodern, successful food safery strategy must:

B Make prevention of food safety problems

the central focus of the svstem;

B Update priorities so resources are devot

ed w0 the areas of highest hazard and 1

8 Develop uniform best praciices and

standards;

B Invest in research to continually updare

practices and standards to keep pace

with chang

in the food supply and the

industry; and

Shift from the current owdated inspec
tion practives that focus on end preducs

and limited inspections st processing

plants «

stead sirategically

wpect foods
throughout the food production and pro-

Cess

ing processes via “control points.”

nadequate Federal Leadership, Coordination and Resources

According to the 2007 GAQ report, “the
federal oversight of food safety is fragment-

ed, with 15 agencies collectively adm

ing at least 30 aws related to food safety.

The 4 agencies with the Jargest roles inchude
the U.8. Department of Agriculture’s (USDA)
Food Safety and Inspection Service (FSIS),
Food and Drug Administration’s (FDA)
Center for Food Safety and AppBed Nutrition
{CFSAN), Eovironsnental Protection Agency’s
{EPA} Office of Prevention, Pesticides and
Toxic Substances (OPPTS), and U.S. Centers
for Disease Control and Prevention’s {(CDC)
Food Safety Office.

The other agencies involved include™

BrD

Center for Veterinary Medicine;

B Department of Commerce’s Natdonal
Marine Fisheries Service (NMFS);

B Department of Treasury's Custeonns Serviee;

B Natdonal Institutes of Health (NIH);

®USDA's
{nspection Service (APHIS);

Antmal and  Plant Health

8 USDAs US. Codex Office;

B USDA’s Agricultural Marketing Service
(AMS);

B USDA's Agricudeural Research Service
(ARS);

B USDA's Cooperative State Research,
Education, and Extension Service
{CSREESY:;

B USDA’s Economic Research Service
{ERS); and

B USDA’s Grain Inspection, Packers and
Swockyard Adwindstration {GIPSA).

None of the agencies has ultimate authority




143

federal government has the oversight and

accountabi

or carrying out comprehen-

stve,

preventive strategies for reducing food-

borne illness,

The nation lacks an integr

approach o ensuring food sal
ernment’s ability to play an <‘tie tive mlc it
preventing foodborne illness is severely
undermined by this fragmentation of food

safety responsily S AMONE many agencies

s inde-

each of which operates more or |

pendently with often differing regulatory

wmh the exceptions of;

S GMENTED RESPONS§BIUTSES LEAD AGENCIES

. FDA fas respons:bmty for aversseing the safety of: aJ om

Disease Outbreak Response and Surveillance Team (ORST) is to co
illance on foodborne infections and outbreaks of focdbome ilness

approaches.  No agency has statutory
authority or a practical mandaie to forge an
integrated strategy that puts research, regu-
tatory, and educational tools of governmen.
o work in a coherent way to minimize risks.

In addition, according io GAO, limited
funds restrict the capabilities of food safery
agencies. The current funds are often not
strategically used o focus on the greatest
threats, because they are supportng the

outdated lega sterns and practices.™




Resource Shortages

A series of reports have highlighted the
problems resulting from chronic under-

funding of U.S. food safery efforts, partdcu-

tarly those run by FDAL
A 2008 report by the FDA Science Board’s
Subcommittee on Science and ]

schnology
found that contonal underfunding of FIX&

has resulted in:

A plethora of Inadequacies thal threaten o sociely

- including but not lmited to, inadequate

sec
tons of manufacteress, e dearth of scientists uhio
understand emerging newe stience arl fechnologres,
inability to speed the developrment of new thevapies,
an mport system that is badly broken, « food supply
thet grones vishier each year and an information

infrastructure that was identified as a sowrce of visk

in every FOA Center amd fimction®
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£ & THE PRESIDENT'S [FY 2009] BUDGET BARELY GIVES FIDA ENOUGH FUNDS TO
OPERATE AT LAST YEAR'S LEVEL, AND DOES LITTLE TO MAKE UP FOR THE STEADY LOSS
OF STAFFING THAT THE AGENCY HAS ENDURED FOR THE PAST DECADE, INDEED, THIS
OVERSTRETCHED AGENCY HAS LOST |,000 STAFFERS OVER THE PAST 10 YEARS IN THER
FOOD, DRUG AND MEDICAL DEVICE SAFETY PROGRAMS,' =

- Mark McClellan, former FDA Commissioner

fo the past three vears alone,

lost 20 percent of its science s
inspectors.

The Subcommittee’s report urged Congress

w0 incvease FOAs food safety base by §

mil-

mitlion over & which includes §

o 1o srengthen imports and 3100 million

o arengthen FDMA

ight of nutritomal

supplements, animal leed, and cosmetics.

In addivion to allocating more federal dol-

lars to food safety, some food saf DETES

fave called an Cong o authorize FDA to

collect food manufacturer and producer
These

foes would provide a steady base of revenue

registradon {ees and Import fees.

for food salety nitdativ

‘ Misaligne P

FDA's Food Safety Pros

esources »
USDA's Food & Agriculture
Safety Programs

Scope of
Responsibility

Experts estimate that 85 percent
of known foodborne iiness
outbreaks are associated with
FDA-regulated food products.

Experts estimats less than

{5 percent of known foodhorne
#iness outbreaks are associated

with USDA-regulated food products

Funding for Food

&, Fiscal year {(FY) 2007:

& FY 2007 $1.02 billion®™

1700

Staff or Inspectors

Safety Activities $563 million™
& FY 2008: $619 million & FY 2008: $1.07 billon
A& Proposed FY 2009: & Proposed FY 200%:
3661 million $1.09 biftion
Number of Field

7.600

*Nate: The increases in funding for FDA faod safety programs over the past 2 years have barely kept ub with inflation, vehich

meons that these programs heve Bud ne copaity te address the inces

£

denges fn food sofety.
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IMPORTED FOOD.

cweven the country relies mo
§ () percent of che fresh frunts and veg

trlgger céncem can ba physxca ly inspected, but due to imited resources, FDA only mspec
‘apprcxzma{e}y one percent of shipments. 8

“In addition; of. the thousands of foreign food manufacturing facilities that expom food t
o FDA only condudts approximately 100 inspections a year. The current paradizm fo

pre tecting foreign foods places the responsibility for catching problems onto FDA throug!
mfrequenc andinadequate inspections, instead of setting up a more strategic regulatory
systern-where FDA sets standards for food processors that they can then hold mdustry
accountable for meeting those standards.

! The majerity of U.S: food imports go straight to Americans’ plates without any domestxc pro-
<Cessing snd related FDA oversight. Given that FDA “often has very limited m\‘ormacmn
regardlng condmons under whcch most food is produced in foreign countries,” this' 3

ety into :he entire foed supply cham - mcludmg smpemad‘
cork with foreign governments, which have a greater ability to
rders to ensure compliance with safety standaids:

fails to call for-accountability on the part of the: food im
takmg place in the country of ongm Accordm o
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1responded T this very.
ential Diréctive/
re and Food .
srosch o

Forsm attivities, and USDA has enfy rece v
‘$! 50 million:

Cne'tool tsed by FQA and FS RS CAR\’ER G

puter program that assesses the valnerabilities within
supply systen and infrastriictive to an attack ™ nterested
parties work with fodd safety officials ot & volnntary basi
identify weaknesses in thelf systems. | Once these vulner
ities are identified; food growers, producers and: manufa
ers can “focus resources on protecting the most susce
points in their system.” Food safety officials, howes
rently have no medns to ensure that firmers and fanufa
turers implement measures to protect the food suppl

in face, the Novernber 2007 FDA Food mec&on Plan
additional legistative authority i needed to give EDAthe
. i lement measures solely intended to protect; agamst the
U5 Department of Homeland i
e defensa efforts, tioral adulteration of foed by terrorists or mmm!s

© RECENT THREATS, EXISTING VULNERABILITIES

Although borulisr is a natiially occurting toxing
eé} danger of deliberate food con- serious concerns that it could be tsed ag
har thosan 2005 issue of the Proceedings of the Nst:onaf A
Sciences Sutlined a relatively easy and potentially d
method using bcmxhsm to lill thousands of peop!
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Outdated Laws and Policies

Arramber of problems are ereated by the cur-
rent food safety laws being out of date.
Resources and attention are being spent on

food safety issues that are no longer signifi-

but these
practices are required under current law and

cant threats to ow food supply,

policies. The current stanue:
resources on antiguated activities, And, whil
maost food safety resources are going to sup-

port ontdated problems, new problems are
not receiving adequate attention or funds.

inspect processing plants and mrehouss and
o the trrket through court enforcement actior and to bl
FDAs functional powers and effectiveness are fimited; how

t provided the agency with a modern, public health mand:

tupdated the agency’s legal tools to meet the chalienges ¢
Supply: and

| consumer groups; and quthtritative indepe

enough The FDA desperacely needs ar infusi
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a food mdustry developed, science-based appraach that focuses on ‘denr
azards throughout the produmo’x and processmg system, rather than o

active rather than preventive. HACCP controls are desxgned‘
event or inimize potential hazards, and these controls dre do
ored: by the food processor and sub)ect ™ msperteon by e

preventweiy with the prob!em on Lhe farmy
-legal authority s no clear mandate to set safet
growers of frults and vegetablis, CDC Works w
5 to-investigate cutbreaks but cannot gt prevanmely

frozen pizza. However, if the pizza is topped with 2 percent
eat or poultry, then FSIS s the repulatory agency. Inspections atpi
ollow 2 sets of guidelines, ane issued from FDA and one from USD!
nts maldng pepperont pizza avery day, after it has already inspectad
pepperont on a daily basis and the staughter of every animal usad
é FDA inspects cheese pizza plants on average ence svery |

oncerns-about produce safety became prominent; is faderal,

cials began seeing more frequent produce-related outbreaks

collaboration with USDA a guidance docurnent cut}mmg e
robial food safety hazards in fresh fruits arid vegetables

ce on ‘good agricultural practices for managing
d other safety»re ated: pramces on the fari
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all of whom collect and use. food afety

e Actors ‘inéiudes. but i rot fimited to:

A; and EPAkat the federal level;

health agncu!ture and the environment arid public health

fagriculturai producers; hundreds of thousands of food processors; rets
rants; dnd: dozens of associations representing various segments of the foo

ata on a variety of subjects, ranging from foodborhe illhess
ntive action,

that is spread across various disciplines including pubhc heal
h microbeo!ogy risk analysis, and economics.

this complex food safety surveillance system that aré‘Qﬂ
ther and dre not accountable to any one oversight body ¢

that is designed to respond to foodborne iflness outb
sould help government and industry design effective

xmpede data sharing amoitg governmint agen
: agencies face legal restrictions on data'sh:
nder data sharing, agencies may be relic
i the privaté sector there areicor
mformatlon. whxle ‘Univers
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fnadequate Federal, State, and Local Collaboration

The cwrrent decentralized governmental

tem mea

food safety state and local gow-

ermments ha

> jurisdicdon for food safery

issues in their communities beyond those
that are directly regulated and monitored by
R?d 5

fo liew of official required national standards,

2volantary effors have been developed to uy
to create move uniform standards and prac-

tices as well as enhancing the effici

effectiveness of the nation’s food safety sys-
¥DA’s Food Code and a Voluntary
National Retail Food Regulatory Program.

tem:

FDA'
model "t as

vod Code is mended o serve as a

sts food control jurisdicions
at all Ievels of government by providing them
ssound wechnical and legal
basis for regulating the retail and food service

segment of the indusuy (reswuranis and gro-

cery stores and Institations such as nursing

3.7% The Foad Code does not atempt

hotres

to regulate food processors or growers,
5 &

The Food Code is updated periodically to
provide the most current food safety prosi-

sions to state and local agencles. FDA gets

feedback from many organizations on its
code, including the Conference for Food
Protection, a group of state and federal offi-

cials, industry representatives, consumer

groups, and academic officials that meets

every 2 years to recommend Code changes.

The Conference seeks to balance the inter

s of industry with those of food safety offi-

cials and consumer groups. Despite this,

food safety advocates have eriticieed FDA for

relving too heay

on industry at the

expense of consumer groups.

Many states revise and update thelr own
- ¥,

the Food Code, although this is done on a

codes af

publishes a new version of

voluplary basis. The most recent version of

the Food Code was ssued in 2005 and the

next version s due out in 2000,
All but four states have sdopted codes pat-
terned after the 1943, 1993, 1997, 1999, 2001

or 2003 versions of te Food Code. The four

states that have not adopted anyversion of the

Food Code — California, Kenmucky, Marvland,

and Worth Carcling — are taking steps towards

adopting the voluntary standards,
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g

Sourc

The FDA, in collaboraton with federal, sate,
and local regnlarory agencies, industry, rade
associations, academic, and consumers, has
also established a Voluntary National Retail
Food Regulatory Program. The program’s
goal is to reduce or eliminate the occurrence
of illnesses and deaths from food produced

FDA’s Center for Food Sefety and Applied Nutrition™

or handled at the rewail level ¥

The program seeks to provide state ans
local food regulatory officials with scienc
based measures of performance that will
lead to more effective and uniform regula-
tion of the food industry.
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Participation in the program is volumary, To enrollment in the program, conduct self
be part of the program, the jurisdiction must assessments every 36 months after that, and

Ty out an indtial se essment of its retall  submit to verification andits by outside parties.

food safety program within 12 months of

-Assessment
mipleted

\\ﬁ&kk\x\\\kx\
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Saurce: FDA's Center for Food Safety and Applied Nutrition ® Note: *No state-wide ageney is enrafled in the program. However,
£ of 15 counties in Arizona ore enrolled. Of the 11 counties, § have had their achievements verified by an outside suditor,
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'ND ‘RDS FOR THE \/OLUNTARY NATIONAL RETA!L FOOD
REGULATORY PROGRAM

1 Regulatory Foundation 5. Foodborne Hiness and Faod Secum-y‘

Preparedness and Response ..
& Compliance and Em‘crcement ‘
7. ladustry and Community Relat
8. Program Stpport and Resou
) nga‘rh‘ks‘essfné .

on Program Based on HACCP

is cantralization can facilitate the spread of d;sease
on livestock or crops, which can fead to'a singlk
et causmg widespread darnage.

ers: of activity have developed thmughour ‘thie nati
hzed process to a geographically dispersed effort: An
reedmg farm, at which point it is shuttled to a differert farm
ed again for slaughter and processing. - The carcass may ev
oF disposal # In addition, animals are frequently shown or displa:
ions. This mingling of animals from various regions of the cous
 distribution networks of the Industry, can accelerate the sprea

jes have adopted sophisticated systers of animal identification
to identify and isolate sources and spread of diseases in'an animal
e U508 dramatically behind in this effort, promoting a voluntary Syst
sorne of our trading partners, and provides inadequate protecn
ers and consumers.

‘AJOR CONCERNS RELATED TO FOOD PROCES
CKAGING, TRANSPORTATION, AND PREPARAT!O

thogéns: {e.g.; bacteria, & Food allergens (éig: .eggs pea
< - wheat, mili) :

‘ < toxins (eg, mycotoxing,. - B Ntrient cpncerns‘(é
aralytrc shellfish poxson) overdose; ped
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ind poor hea{th outcames in adulrs, ineltid g A
dneur‘oiogical syfiptoms,™ 5

umptlon of canned and fresh tuna to 6 ounces d week dus to hrgh
i a recent ana?ys«s by The New York Times and the Envtronmental and

ough FDA officials have ot commented on these fi ndirigs, the agency has
8 its 5 seaft.md miercury warnings.

. EXAMPLES OF POTENTIAL DISEASE THREATS

7

mner and eatly fall of 2006, nearly 200 people bacame sick and a
mination in spinach. It is possible that even more illngsses o deat
outhreak as “officials believe that for every E. colf case reporte
ses associated with £ coff often also go undiagnosed. 5%

@ coli OIS7:HT (E. coli} is a leading cause of foodborne iffness.
thmugh eating undercooked, contaminated ground beef... (0(}
bean sprouts or fresh leafy vegetables such as lettuce and spinac

ne fam; les and child care centers is also a known niode of trans|

> from the: spinach have led to a renewexd call for i
produce on.a similar scale as USDAs inspection of be

ities o inspect than it did in 2003.8 Additionally,
e to produca than to meat, poultry, fish; ‘eges and

10 the Sutbreaks, FOA launched % Lettice Safety
tbraaks of Eu ol in lettuce. The i initiative foc
o :
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ng o:ery stores and restaurants, such as the case in Buffalo. " A smg!e infecte
nsmit biepatitis A to dozens, if not hundreds of persons.™

mbreaks have also been associated with fresh produce that was: contam
ring growing, harvesting or processing. In 2003, more than: 500:4n
nfected by eating contarninated green onions. Three individuals died
ontarninated shellfish have also been the source of outbreaks; although
;‘outbreak occurred in 19887

& only common vaccine-preventable foodborne disease i the'l
nder the age of 2 are routinely vaccinated.” Instead of widespre
eve reducing focdborne transmission of hepatkis A can be achieve
ons in féod production and encouraging routine proper food-han

yiogenes {LM), a harmful bacterium, causes some 2,500 illnasses
year™ LM, which can be present in soil and water, has been fo
s, such as uncooked meats and vegetables. Processed foads tan
h LM, particularly deli meats and unpasteurized cheeses:

ous infection caused by eating food contaminated with'the b
ogenes.. Symptoms include fever, muscle aches, nauses;
womer can pass the Hiness on 1o the fetus which dan
iclire delivery or infection of the newborn®
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53 sult; thereﬁweré ‘np deaths associated

in astmaf tracts of-hurmans and other anim
Y passed to humans by eating foods contaming
fected wn;h Salmonella develop diarrhes, fever and St

me. 40 OQD cases of Solmonella infection are reported i the WS,

the actual iuraber of infections is much higher as mild ¢ases often go u
1, the: elder(y and the Immunc-compromised are the most likely €5 have sev
CDC estimdtes that some 600 persons die from acute Safmonell infaction ea

A with many. foodborne finesses, good hygiene and safe kitchen practices <an do a ot

vent iflness. For example, proper cooking of meat, poultry and eggs can swmf ical
he risks associited with those foods.

v Dasease S
 the LISDA announced that 2 cow in Alabarma tested pésitive for b
pathy (BSE), better known as mad cow dissase. The Alabarma cow
LS. with the first case occurring in Washingron state i December 2003

s that strikes the central nervous systam of cattl b
ﬁam: Creutzfeld jakob disease (VCJD) by eating

Canada was d:agnc-sed with mad cow




157

‘controlsat the manufacturer le
t(on

. OF it bear’s or contains, an unsafe new animal drug;

it:bears or contains, an unsafe color additive;

‘whole or in part, of any filthy, putrid, or decampossd subme

arad packed or held under unsanitary conditions (insect, d
@y bave become contaminated with filth or rendered

dand the irradiation processing was not done in &
radiation of the food (with exceptions approved by B
meat; fresh or frozen uncooked pou!try, and

at that preseits a significant'or un
recommended it abeh ;
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arasiic]

nal Rouncworm Infection) [parasitic]

i‘u!ﬁibof‘uﬁnum toxicity} [bacterial]

rrhe‘d [bacgeriai]

peila i;j{ection) {bacter@ai}

ﬁaé;eriusis (Campy!obaéter Infection) [bacterial]

rio cholerae Infection) [bacterial]

! osporidiosis (G yi idium Infection) [parasitic}
vl

cspoﬁasis {Cyclospora Infection) parasitic]

< Cystivarcosis {Neurocysticercosis) [parasitic]
ﬁfphy!!obbchriasis (Diphyllobothrium infection) [parasitic]
© Entarohemorrhagic Escherichia coli [bacterial]

rotoxogenic Fscherichia colf (ETEC) [bacterial]
ja'coll OISTHY {bacterial]
3 Gia!dia Infection) [parasitic}

I Qy!ori {bacrerial]

¢ itidis [bacterial]
(Batmonelia Infaction) [bacterial]
o Infectiony: [bacterial]
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I, Recommendations
Modernizing the food safety system could

significantly deer the mumnber of food-

borne illnesses in the { each year and
help restore public confidence in the system

aned in the safety of food.

Action must be tak

to realign U8, food safe

1y poficies with current priorities and threats.

The naton should focus on building a mod-

ern food safety

iem that emphasizes:
B Farm-to-Fork Disease Prevention Practices:
Food safety priorities must shift fom a

system focused on cwdmed, limited end-

product and proc

: plant Inspectons
o a

em where the emphasis is on pre-
venting outbreaks and iilnesses thronghout
the entire food production process and

supply chain.

4 Preventive strategles, such as the
Hazard Analysis and G
Points {(HACCP} proces

the center of food

Control

, should be at

ey practic

like those called

Gudated practices,
for in the current the FSIS inspecdon
mandate, should be repealed,

& Uniform performance standards and
best practices should be defined and
adopted, and should be enforceable,

nclading detention and recall author-

iry, records access, establishment regis-

tration, and ¢

il penaliy authoriiy

& Food safety education programs for
comunercial food handlers and con

SWIMNErs are IR

{ components of

preventing disease.

B The Ability to Keep Pace with Modern
Threats:  Thre,

industry practices and farming

to the food supply

change as

and  pre wwehnologies change.

Crovernment strategt

s for protecting and

inspecting the food supply must be able

te adapt quickly to these changy

& Ongoing research is needed w identify

emerg:

ng threats and upto-date ways

to contain them.

& Government food safew offickals and
feod companies must be able to kee
track of informarion about disease o
breaks in humans, plans, and animals
and results of food inspections so they
can quickly deteer and contain problems.

B Monitoring ~ Foreign and

International Practices: Food safety agen-

Bnperts

s must have cle

statutory authority and
receive resowrces necessary to educate
overseas regulators and food producers
about U.S. food sal :
that food importers demounstrate these

standards, requ

standards are being met, and permit 1.8,
regulators to inspect foreign esiabiish-
ments as well as food at the port of entry.
Food safety agencies should also be givenr

the authority and funding o participate in

ternational negotations and discussions

such as with the Codex Alimentarius
Commigsion  and  the World  Trade
Organization.  Trade agendies often ke

the lead in these discussions, but often lac”

the food safety mission, expertise, and crex
ihility o effectively represent ULS. interests.

To accomplish these goals:

B Start by Sir hening FDA and Aligning
Resources with the Highest-Risk Threats:
Fanding for FDAs food program must
grow substantally, at least doubling in real

terras over the next

5 years, and smtutory
mandates should be updated o strengthen

the agency’s abilities to carry out preven-
ifve efforts and oversee food imports. FDA

is responsible for overseeing the biggest

threats to the country's food safety, bui the
agency lacks the resowrces and the man-
dates needed to carry out is programs and
adequately protect the nation from food-
borne disease threats. Government fund-
ing should be realigned so that it can be

strategically  allocated o food

ety
research, regulation, and education w

maximize reduction in foodborne diseas

Resonrces for inspections should be dis
mibuted and used in the manner most Jike-

Iy 1o contribute to disease reducta



| As a Second Step, Strategically Realign
and EBlevate Food Safety Functions at
HHS:
1o strengthen cwrvent food safety fune-

As immediate me e taken

SUres 9

fions at FDNA, steps should also be mken to
reatign and elevate organizationally all of
the food regulatory functions at HHS.
Carrently, FDA'S senior management
focus is split between regulating medical

products {drug nd devices) and food,

with its food fanctions ypieally king the

backseat in terms of resources and man-

agement attention.  FDA’s food functions
should be brought together under unified

leadership, with a

gle official, reporting

to the Secrs

tary, focusing full time on, and

being responsible and accountable for,

providing food safety leadership naional
Iy and internationally and effectively

implementing a modern, prevention-ori

ented food safety system.  Efforts should

also be made to better align the surveil
lance fanetions at DO with other federal
food safety efforts and with siate and Toeal
efforts in a way that provides more tmely
and responsive reporting o allow public
health officials throughout the country w
better detect and control outbreaks.

WSet 2 LongTerm Goal to Integrate
Federal Food Safety Agencles: While the
immediate focus is on fixing FDA, W

order o strategically adc

copcerns, make good use of fede

vesources, and have stronger national and
international leadership, the goal over
time should be to consolidate and align
all federal food safety functions into a sin-
gle agency to imerease effe

responsibility, and s

suntabilig,
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ageney could then addres

s the food sup-

ply as a whole and s

priorities accord-
ingly. It should oversee regulation and
mspection, but also must alse have
research and surveillance functions as
part of its mandate. Tt should also be
requited o report on accomplishments,

progress, and problems.

& The realigned agency should inchude:

FSIS; the food regulatory functions of
FDA, tncluding CFF
ded

portion of FDA's ield resource; and

, the Genter for

cleriary ne, and the food

the food safety aspects of the ¥

gran.

B

The placement of CDCs foadborne
disease surveillance program should be

. Fomust be able to funciion in

roview

aw

y that not only monitors foodborne
clisease outhreaks and helps investigate

preventive wides

sirategies but also p

accountability to gauge how well U

food safety systiems are working.

In addision: to changes at the federal leve

measures must be aken to better integrate
and coordinate policies and practices

among levels of goverrunent, incuding:

g
B Creating  Uniform  Standards  and
Practices  Across  Federal-State-Local
Levels: While the states play 2 eritical

food safety role, particularly & the vetail
level, the federalstate reladonship is not
well defined or financed. States should be

ERCOY; d incen

ged

zed to adopt and
comply with the uniform standards and

practices of the FDA's Food Code and the

N

ational Retail Food Regulatory Program.
5 ¥ i3
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\A’s Foob PROTECT!Q‘ PLAN*‘J

acilities to renaw. their FDA registrations every 2 years, which the agenc}' argues wdi
far supenor prevention.

among other teommended changes, FDA is urging Congress tc empowe
o3 1ssue mandatory recalls of contaminated preducts when voluntary recalls faII

T Focd Pmtectton Plan was developed in conjunction with the broader us: Import Safety
“Action Plan that focuises on bow the U.S. can improve the safery of al amponed products s

The Food Protection Plan focuses FDAs efforts on 3 critical areas: prevention; mterven‘qon
and response. 'According to FDDA Commissioner Andrew von Eschenbach, while the FDA will
rhaifitain and improve its response capacity, “the primary goal is o prevent ccnmmmated foad
from sver reachmg the consumer, ™

Preventlon

SED, w:ll boost efiorts t prevent food from becoming contaminated via 3-pronged
i i I} prenibting increased corporate responsibility to prevent foodborne.

ood: vilngrabilities and assessing risks; and 3) expanding the understan
mmg:mon strategies.

itical pbints in the food supply chain from
an risk assessments and enhanced ris|
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Secience Board released FD4
Science and Mission at Risk,
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not have the capacity to ensure the
safety of the nation’s food supply.
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federal oversight of food safety as a
high-risk area that needs a
governmentwide reexamination,
(2) FDA's opportunities to better
leverage its resources, (3) FDA's
Food Protection Plan, and (4) tools
that can help agencies to address
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FDA inspections and resources.
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FEDERAL OVERSIGHT OF FOOD SAFETY

FDA’s Food Protection Plan Proposes Positive First
Steps, but Capacity to Carry Them Out Is Critical

What GAO Found

FDA is one of 15 agencies that collectively administer at least 30 laws related
to food safety. This fragmentation is the key reason GAQ added the federal
oversight of food safety to its High-Risk Series in January 2007 and called for a
governmentwide reexaraination of the food safety system. We have reported
on problems with this system—including inconsistent oversight, ineffective
coordination, and inefficient use of resources.

FDA has opportunities to better leverage its resources. Efficient use of
resources is particularly important at FDA because we found that its food
safety workload has increased in the past decade, while its food safety staff
and funding have not kept pace. GAO has recc ded that FDA establist
equivalence agreements with other countries to shift some oversight
responsibility to foreign governments, explore the potential for certifying third
party inspections, and consider accrediting private laboratories to inspect
seafood, among other actions. We also reported that FDA and the U.S.
Department of Agriculture (USDA) conduct similar inspections at 1,451
facilities that produce foods regulated by both agencies. To reduce overlaps.
we recommended that, if cost-effective, FDA enter into an agreement to
commission USDA inspectors at such facilities. FDA incorporated some of
these recommendations in its Food Protection Plan.

FDA’s Food Protection Plan also proposes some positive first steps intended
to enhance its oversight of food safety. Specifically, FDA requests authority to
order food safety recalls and issue additional preventive controls for high-risk
foods, both of which GAO has previously recommended. However, more
specific information about its strategies and the resources FDA needs to
implement the plan would facilitate congressional oversight. FDA officials
acknowledge that impl ting the Food Pr Plan will require
additional resources. Without a clear description of resources and strategies,
it will be difficult for Congress to assess the likelihood of the plan's success in
achieving its intended results.

The Science Board cites numerous management challenges that have
contributed to FDA'’s inability to fulfill its mission, including a lack of a
coherent structure and vision, insufficient capacity in risk assessment, and
inadequate human capital recruitment and retention. In light of these
challenges, GAO has identified through other work some tools that can help
agencies improve their performance over time. For example, a Chief
Operating Officer/Chief Management Officer can help an agency address
longstanding management problems that are undermining its ability to
accomplish its mission and achieve results. In addition, a well-designed
commission can produce specific practical recommendations that Congress
can enact. Critical success factors that can help ensure 2 commission’s
success include a statutory basis with adequate authority, a clear purpose an.
timeframe, leadership support, an open process, a balanced membership,
accountability, and resources.

United States A
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Mr. Chairman and Members of the Subcommittee:

¥ am pleased to be here today to discuss the resources the Food and Drug
Administration (FDA) uses to meet one of its key regulatory
responsibilities, the oversight of food safety. FDA is responsible for
ensuring the safety of roughly 80 percent of the U.S. food supply, including
$417 billion worth of domestic food and $49 billion in imported food
annually. Contaminated food can harm human health, have severe
economic consequences, and undermine consumer confidence in the
government’s ability to ensure the safety of the U.S. food supply. The
recent outbreaks of E. coli in spinach, Salmonellg in peanut butter, and
contamination in pet food, highlight the risks posed by the accidental
contamination of FDA-regulated food products. For example, according to
FDA, the recent California spinach E. coli outbreak resulted in 205
confirmed illnesses and 3 deaths, and industry representatives estimate
that econoric losses ranged from $37 million to $74 million.

Changing demographics and consumption patterns underscore the
urgency for effective food safety oversight. According to FDA, shifting
demographics mean that more of the U.S. population is, and increasingly
will be, susceptible to foodborne illnesses. The risk of severe and life-
threatening symptoms from infections caused by foodborne pathogens is
higher for older adults, young children, pregnant women, and immune
compromised individuals. According to FDA, these groups make up about
20 to 25 percent of the U.S. population. In addition, we are increasingly
eating foods that are consumed raw or with minimal processing and often
associated with foodborne illness. For example, according to the U.8,
Department of Agriculture (USDA), leafy greens such as spinach, are the
category of produce most likely to be associated with an outbreak, and the
average consumer ate 2.4 pounds of fresh spinach in 2005—a 180 percent
increase over 1992,

In response to these increasing challenges, FDA and other agencies
recently released plans that discuss the oversight of food safety. In
November 2007, FDA released its Food Protection Plan, which sets forth
FDA’s framework for overseeing the safety of food.! Concurrently, a
twelve-agency working group presented to the President its Action Plan

'Department of Health and Human Services, U.S. Food and Drug Administration, Food
Protection Plan (Washington, D.C,, 2007).

Page 1 GAQ-08-435T FDA's Food Safety Program



169

Jor Import Safety, which contains, among other things, recommendations
for improving the safety of food imports entering the United States. Both
plans spell out numerous actions FDA plans to take to enhance food
safety, including writing new food protection guidelines for industry and
helping foreign countries improve their regulatory systems. The plans also
request new legislative authorities. One requested legislative authority is
for enhanced access to a food company’s records during food safety
emergencies. Subsequently, FDA'’s Science Board, an advisory board to the
agency, released a report titled, FDA Science and Mission at Risk.” This
report, which is the focus of today’s hearing, concluded that FDA is not
positioned to meet current or emerging regulatory needs, and stated that
FDA does not have the capacity, such as staffing and technology, to ensure
the safety of the nation’s food supply. In addition, the report found that
FDA'’s ability to provide its basic food system inspection, enforcement, and
rulemaking functions is severely eroded, as is its ability to respond to
outbreaks of foodborne ilinesses in a timely manner and to develop and
keep pace with the science needed to prevent food safety problems. The
report stated that the system cannot be fixed using available resources,
and its primary food safety recommendation was that FDA needs
additional resources to fulfill its regulatory mandate.

1 will focus on four key points: (1) federal oversight of food safety isa
high-risk area that needs a gover wide reexamination, (2) FDA has
opportunities to better leverage its resources, (3) FDA’s Food Protection
Plan proposes some positive first steps but additional information on the
plan’s strategies and resources can facilitate congressional oversight, and
{4) tools such as a commission or chief operating officer can help agencies
to address management challenges. This testimony is based on new and
previously issued work. Today, GAQ is also testifying on another FDA
regulatory responsibility—inspections of medical device manufacturers.’
These and other recent testimonies on food and drug safety offer
observations on FDA’s management capacity.

2Interagency Working Group on Import Safety, Action Plan for Import Safety (Washington,
2007).

A

SFDA Science Board, Subcommittee on Science and Technology, FDA Science and Mission
ot Risk (Washington, D.C., November 2007).

*GAO, Medical Devices: Challenges for FDA in Conducting M b
GAQ-08-428T (Washington, D.C.: Jan. 29, 2008).
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To assess FDA's Food Protection Plan, we interviewed FDA officials;
reviewed pertinent statutes and reports; and evaluated the plan using a
GAO guide for assessing agencies’ performance plans. To analyze data on
FDA inspections, we examined data from FDA and determined that they
were sufficiently reliable for our analyses. We also reviewed funding data
from the Science Board and analyzed the data in real termas. To provide
updated information on our previously issued reports, we gathered
information on the status of our recommendations. We conducted our
work in January 2008 in accordance with generally accepted government
auditing standards. Those standards require that we plan and perform the
audit to obtain sufficient, appropriate evidence to provide a reasonable
basis for our findings and conclusions based on our andit objectives. We
believe that the evidence obtained provides a reasonable basis for our
findings and conclusions based on our andit objectives.

Federal Oversight of
Tood Safety Is a High-
Risk Area that Needs
a Governmentwide
Reexamination

While part of today’s hearing focuses specifically on FDA's responsibilities
for the oversight of food safety, it is important to note that FDA is one of
15 federal agencies that collectively administer at least 30 laws related to
food safety. This fragmentation is a key reason we designated federal
oversight of food safety as a high-risk area. Two agencies have primary
responsibility-—FDA is responsible for the safety of virtually all foods
except for meat, poultry, and processed egg products, which are the
responsibility of USDA. In addition, among other agencies, the National
Marine Fisheries Service (NMFS) in the Department of Commerce
conducts voluntary, fee-for-service inspections of seafood safety and
quality; the Environmental Protection Agency (EPA) regulates the use of
pesticides and maximum allowable residue levels on food commedities
and animal feed; and the Department of Homeland Security is responsible
for coordinating agencies’ food security activities. This federal regulatory
system for food safety, like many other federal programs and policies,
evolved piecemeal, typically in response to particular health threats or
ecOonomic crises.

In January 2007, we added the federal oversight of food safety to our High-
Risk Series,’ which is intended to raise the priority and visibility of
government programs that are in need of broad-based transformation to
achieve greater economy, efficiency, effectiveness, accountability, and
sustainability. Over the past 30 years, we have reported on issues—for

*GAC, High-Risk Series: An Update, GAC-07-310 (Waskington, D.C.: Jan. 31, 2007).
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example, the need to transform the federal oversight framework to reduce
risks to public health as well as the economy—that suggest that the federal
oversight of food safety could be designated as a high-risk area. The
fragmented nature of the federal food oversight system calls into question
whether the government can plan more strategically to inspect food
production processes, identify and react more quickly to outbreaks of
foodborne illnesses, and focus on promoting the safety and integrity of the
nation’s food supply.

‘While we have reported on problems with the federal food safety system—
including inconsistent oversight, ineffective coordination, and inefficient
use of resources-—most noteworthy for today’s hearing is that federal
expenditures for the oversight of food safety have not been commensurate
with the volume of foods regulated by the agencies or consumed by the
public, We have reported that four agencies—USDA, FDA, EPA, and
NMFS--spent a total of $1.7 billion on food safety-related activities in
fiscal year 2003.° USDA and FDA were responsible for nearly 90 percent of
those federal expenditures, However, the majority of federal expenditures
for food safety inspection were directed toward USDA’s programs for
ensuring the safety of meat, poultry, and egg products even though USDA
is responsible for regulating only about 20 percent of the food supply. In
contrast, FDA accounted for only 24 percent of expenditures even though
it is responsible for regulating about 80 percent of the food supply.

Others have called for fundamental changes to the federal food safety
system overall. In 1998, the National Academy of Sciences concluded that
the system is not well equipped to meet emerging challenges.” In response
to the Academy’s report, the President established a Council on Food
Safety which released a Food Safety Strategic Plan in January 2001, The
plan recognized the need for a comprehensive food safety statute and
concluded, “the current organizational structure makes it more difficult to
achieve future improvements in efficiency, efficacy, and allocation of
resources based on risk.”

While many of the recommendations we made have been acted upon, a
fundamental reexamination of the federal food safety system is warranted.

SGAO, Overseeing the U.S. Food Supply: Steps Should be Taken to Reduce Overlapping
Inspections and Related Activities, GAQ-05-54%T (Washington, D.C.: May 17, 2005).

“Institute of Medicine, Ensuring Safe Food from Production to Consumption
{Washington, D.C., 1898).
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Taken as a whole, our work indicates that Congress and the executive
branch can and should create the environment needed to look across the
activities of individual programs within specific agencies, including FDA,
and toward the goals that the federal government is trying to achieve. To
that end, we have recommended, among other things, that Congress enact
comprehensive, uniform, and risk-based food safety legislation and
commission the National Academy of Sciences or a blue ribbon panel to
conduct a detailed analysis of alternative organizational food safety
structures.® We have also recommended that the executive branch
reconvene the President’s Council on Food Safety to facilitate interagency
coordination on food safety regulation and programs, According to
documents on the council’s Web site, the current administration has not
reconvened the council.

These actions can begin to address the fragmentation in the federal
oversight of food safety, Going forward, to build a sustained focus on the
safety and integrity of the nation’s food supply, Congress and the
executive branch can integrate various expectations for food safety with
congressional oversight and through agencies’ strategic planning
processes, including FDA’s, We have previously reported that the
development of a governmentwide performance plan that is mission-
based, is results-oriented, and provides a cross-agency perspective offers a
framework to help ensure agencies’ goals are complementary and
mutually reinforcing. Further, with pressing fiscal challenges, this plan can
help decision makers balance trade-offs and compare performance when
resource allocation and restructuring decisions are made.

FDA Has
Opportunities to
Better Leverage its
Resources

In response to the nation’s fiscal challenges, agencies may have to explore
new approaches to achieve their missions, and we have identified options
for FDA to better leverage its resources. Efficient use of resources is
particularly important at FDA because, while its food safety workload has
increased in the past decade, resources have not kept pace. FDA has
proposed actions toward implementing some of these options.

Our analysis of FDA data shows that while FDA received increased
funding for new bioterrorism-related responsibilities in 2003, subsequent
staffing levels and funding have not kept pace with the agency’s growing

SGAO, Food Safety and Security: Pundamental Changes Needed to Ensure Safe Food,
GAQ-02-47T (Washington, D.C.: Oct. 10, 2001).

Page 5 GAO-08-435T FDA's Food Safety Program



173

responsibilities. Specifically, the number of FDA-regulated domestic food
establishments increased more than 10 percent from fiscal years 2003 to
2007-—from about 58,260 in 2003 to about 65,520 in 2007. Additionally,
FDA notes that there have been dramatic changes in the volume, variety,
and complexity of FDA-regulated products arriving at U.S. ports, and
recently reported that the number of food import entry lines has tripled in
the past ten years,” Meanwhile, staffing for FDA’s Center for Food Safety
and Applied Nutrition (CFSAN) has decreased. According to the Science
Board, the number of staff years for CFSAN operations at headquarters
dropped about 14 percent, from 950 in fiscal year 2003 to 812 in fiscal year
2006. During that same time period, field-based staff responsible for
carrying out inspection and enforcement activities for CFSAN-regulated
products dropped by 255 staff years, or about 11.5 percent—from 2,217 in
fiscal year 2003 to 1,962 in fiscal year 2006, In addition, while CFSAN-
related funding at headquarters and in the field increased from $407
million in fiscal year 2003 to $439 million in fiscal year 2006, this
represents a decrease in real terms from about $457 million to about $451
rillion during that period. One consequence is that foreign inspections
have declined: GAO analysis of FDA data shows that inspections of foreigr
food firms, which number almost 190,000, decreased from 211 in fiscal
year 2001 to fewer than 100 in fiscal year 2007. The Science Board
considered the funding issues to be more acute for CFSAN than for other
FDA programs: unlike the FDA programs responsible for drugs, biologics,
and medical devices, which charge ranufacturers hundreds of millions of
dollars in user fees each year, CFSAN is not authorized to charge user fees
for its services.

Recent GAO work has identified opportunities for FDA to better leverage
its resources. Specifically, in 2004 we reviewed FDA's imported seafood
safety program and identified several options that FDA could consider to
augment its resources and enhance its current program.”® We found that
FDA's seafood safety program had shown some progress from a 2001
review. For example, FDA increased its laboratory testing of seafood
products at ports of entry from less than 1.0 percent in fiscal year 1999 to
about 1.2 percent in fiscal year 2002. We also recommended several

According to FDA, an enitry line is each portion of an import shipment that is listed as a
separate item on an entry document. Items in an import entry having different tariff
descriptions must be listed separately.

“GAQ, Food Safety: FDA’s Imported Seafood Safety Program Shows Some Progress, but
Further Improvements Are Needed, GAO-04.246 {Washington, D.C.: Jan. 30, 2004).
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options for enhancing FDA’s oversight of seafood while leveraging outside
resources. Sorme of these options are presented in FDA’s Food Protection
Plan. We recommended that FDA:

Make it a priority to establish equivalence agreements with other
countries. Subject to its jurisdiction, FDA could certify that countries
exporting food products to the United States have equivalent food safety
systems before food products from those countries can enter the United
States. Such agreements would shift some of FDA's oversight burden to
foreign governments., While FDA has not yet established equivalence
agreements with any foreign countries, the Food Protection Plan requests
that Congress allow the agency to enter into agreements with exporting
countries to certify that foreign producers’ shipments of designated high-
risk products comply with FDA standards.

Explore the potential for certifying third-party inspectors. FDA could
consider developing a program that uses certified third-party inspectors to
conduct inspections on its behalf, both at foreign processing firms and
domestic importers of seafood. FDA’s Food Protection Plan requests
authority from Congress to accredit third parties to conduct voluntary
inspections for foods, and FDA officials told us that they envision using
third-party inspectors to inspect foreign facilities, where FDA conducts
few inspections. If FDA receives this authority, it can take lessons from its
own implementation of third-party inspection programs for medical device
manufacturing establishments. As we are reporting in a separate statement
today, few inspections of these establishments have been conducted
through FDA’s two accredited third-party inspection programs.

Consider acerediting private laboratories to test seafood, Currently, FDA
does not accredit or use any private laboratories to collect or analyze
seafood samples. However, for some seafood violations, it allows seafood
firms to use private laboratories to provide evidence that imported
seafood previously detained because of safety concerns is now safe and
can be removed from the detention list at the port of entry. We
recommended that FDA consider accrediting private laboratories because
it could leverage outside resources while providing FDA greater assurance
about the quality of the laboratories importers use to demonstrate that
their products are safe. FDA has not formally changed its policies or
practices, but the Action Plan for Import Safety notes that FDA intends to
issve guidance by mid-2008 on sampling and testing of imported products,
including the use of accredited private laboratories submitting data to
FDA on food safety.
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.

Develop & memorandum of understanding with the National Oceanic
and Atmospheric Administration (NOAA) to use NOAA’s Seafood
Inspection Program resources to complete inspections on FDA's behalf.
NOAA officials said that they could provide various services to augment
FDA’s regulatory program for imported seafood, including inspection,
training, and product sampling services. FDA has been working on a
program to refer certain exportrelated work to NOAA, and it is in
discussions with NOAA about commissioning its inspectors, but to date,
nothing is finalized or operational.

We have not reviewed these actions to determine whether they adequately
address our recommendations.

We separately reported on overlaps we identified in the federal oversight
of food safety, such as overlapping inspection and training activities that
exist among the agencies conducting food safety functions." Such
overlaps mean that federal agencies are spending resources on similar
activities, which may waste scarce resources and limit effectiveness.
Specifically, we found that FDA food safety activities may overlap with, if
not duplicate, the efforts of other agencies, including USDA and NMFS.
FDA could take practical steps to reduce overlap and duplication and
thereby free resources for more effective oversight of food safety, but FDA
has made little progress since our report. For exaraple:

Domestic inspections. In fiscal year 2003, FDA and USDA spent most of
their food safety resources—about $900 million—on inspection and
enforcement activities. A portion of these activities included overlapping
and even duplicative inspections of 1,451 domestic food-processing
facilities that produce foods regulated by both agencies. Under authority
granted by the Bioterrorism Act of 2002, FDA could authorize USDA to
inspect these facilities on its behalf, but FDA has not yet reached an
agreement with USDA to do this. We recommended that, if cost effective,
FDA enter into an agreement to commission USDA inspectors at jointly
regulated facilities. FDA told us that they are working with USDA to
consider which products might be covered by each agency under such an
agreement.

NGAO, Oversight of Food Safety Activities: Federal Agencies Should Pursue
Opportunities to Reduce Overlap and Better Leverage Resources, GAQ-05-213
{Washington, D.C.: Mar. 30, 2005),

“public Health Security and Bi ism Preparedness and Response Act of 2002, Pub. L.
No. 107-188, 116 Stat. 594.
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Import inspections. FDA and USDA both inspect shipments of imported
food at ports of entry and also visit foreign ¢ountries that export food to
the United States. We found that both FDA and USDA maintain inspectors
at 18 U.S. ports of entry to inspect imported food. In fiscal year 2003, FDA
spent more than $115 million on imported food inspections, and USDA
spent almost $16 million. The two agencies do not share inspection
resources at these ports. Although USDA maintains a daily presence at
these facilities, the FDA-regulated products may remaain at the facilities for
some time awaiting FDA inspection. Further, FDA conducted inspections
in 6 of the 34 countries that USDA evaluated in 2004 to determaine whether
their food safety systems for ensuring the safety of meat and poultry are
equivalent to that of the United States. We recommended that FDA
consider the findings of USDA’s foreign country equivalence agreements
when determining which countries to visit. In their response to our
recommendation, the agency noted that they will consider USDA’s foreign
country evaluations when making such determinations,

Inspectors’ training. FDA and USDA spend resources to provide similar
training to food inspection personnel. FDA spent about $1.6 million and
USDA spent $7.8 million in fiscal year 2003, We found that, to a
considerable extent, food inspection training addresses the same subjects,
such as plant sanitation and good manufacturing practices. While other
agencies have consolidated training activities that have a corumon purpose
and similar content, FDA and USDA have not. We recomraended that
USDA and FDA consider joint training programs, but to date, FDA has told
us that they have identified no training needs common to both agencies.

FDA's Food Protection
Plan Proposes Some
Positive First Steps,
but Additional
Information on the
Plan’s Strategies and
Resources would
Facilitate
Congressional
Jversight

FDA's Food Protection Plan proposes several positive first steps that are
intended to enhance food safety oversight, including requesting several
authorities recommended by GAO, but more specific information about its
strategies and the resources needed to implement the plan would facilitate
congressional oversight. Positively, FDA's Food Protection Plan aims to
shift the agency’s focus to prevention of foodbome illness instead of
intervention after contamination and resulting illnesses occur——an
important shift given that experts consider prevention to be a core
elerment of an effective food safety system. FDA says that its key
prevention steps are promoting corporate responsibility, identifying food
vulnerabilities, assessing risks, and expanding its understanding and use of
effective mitigation measures,

In addition to the actions we discuss earlier to address resource
constraints, FDA's Food Protection Plan requests other authorities to

Page 9 GAO-08-435T FDA's Food Safety Program
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enhance oversight of food safety that begin to respond to prior GAO
recommendations. Specifically, the plan requests authority for FDA to:

Order food recalls. The Food Protection Plan requests the authority to
order a recall when FDA has reason to believe that food is adulterated and
presents a threat of serious adverse health consequences or death, to be
imposed only if a company refuses or unduly delays conducting a
voluntary recall. Currently, food recalls are largely voluntary—federal
agencies responsible for food safety, including FDA, have no authority to
compel companies to recall contaminated foods, with the exception of
FDA's authority to require a recall for infant formula. FDA does have
authority, through the courts, to seize, condemn, and destroy adulterated
or misbranded food under its jurisdiction and to disseminate information
about foods that are believed to present a danger to public health.
However, government agencies that regulate the safety of other products,
such as toys and automobile tires, have recall authority not available to
FDA for food and have had to use their authority to ensure that recalls
were conducted when companies did not cooperate. These agencies have
the authority to require a company to notify the agency when the corapany
has distributed a potentially unsafe product, order a recall, establish recall
requirements, and impose monetary penalties if a company does not
cooperate. In a report and testimony before this subcommittee,” we noted
that limitations in the FDA’s food recall authorities heighten the risk that
unsafe food will remain in the food supply and have proposed that
Congress consider giving FDA similar authorities, While FDA's Food
Protection Plan requests mandatory recall authority, this request could
also include recall authorities held by other agencies, including

establishing recall requir ts and imposing penalties for
noncompliance. FDA officials noted that while recall requirements and
penalties for noncompliance were not explicitly stated in the Food
Protection Plan, they are encompassed in the request. Further, the plan
does not propose a definition of “undue delay” by a company, another
critical element of recall authority given that timing is essential in reacting
to outbreaks, and delays can cost lives.

Issue additional preventive controls for kigh-visk foods. FDA is
requesting explicit authority from Congress to issue regulations requiring

BGAQ, Food Safety: USDA and FDA Need to Better Ensure Prompt and Complete Recalls
of Potentially Unsafe Food, GAO-05-51 (Washington, D.C.: Oct. 6, 2004) and Federal
Owersight of Food Safety: High Risk Designation Can Bring Attention. to Limitations in
the Federal Government’s Food Recall Programs, GAG-07-785T (Washington, D.C.: Apr. 24,
2007).
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foods that have been associated with repeated instances of serious health
problems or death to be prepared, packed, and held under a system of
preventive food safety controls. According to FDA, this would clarify the
agency’s ability to require industries to implerent preventive Hazard
Analysis and Critical Contro} Point (HACCP) systerus, which it currently
requires for companies that process seafood and juice. HACCP systems
are designed to improve food safety by having industry identify and
control hazards in products before they enter the market. FDA officials
told us that they are asking for explicit authority to put measures in place
for other high-risk foods, such as leafy greens, Officials told us that this
request, if granted, would allow the agency to focus its preventive efforts
on foods that present the highest risk for contamination, consi with
the agency’s risk-based focus. However, others have expressed concern
that requiring a history of repeated outbreaks before issuing preventive
controls would not allow FDA to proactively establish regulations for
foods before they cause additional illnesses.

While FDA officials have acknowledged that implementing the Food
Protection Plan will require additional resources, FDA has not provided
specific information on the resources it anticipates the agency will need to
implement this plan. For example, the Food Protection Plan proposes to
develop food protection guidelines for industry, however FDA’s Science
Board reported that modernizing safety standards for fresh produce and
other raw foods and developing and implementing inspection programs
could cost $210 million. Additionally, the Food Protection Plan proposes
to enhance FDA’s information technology systems related to both
domestic and imported foods which the Science Board report suggests
could cost hundreds of millions of dollars. FDA officials have declined to
provide specific information on how much additional funding it believes
will be necessary to implement the Food Protection Plan, saying that
finalizing the amounts will take place during the budget process. Similarly,
the Food Protection Plar does not discuss the strategies it needs in the
upecoming years to implement this plan. FDA officials told us that they
have internal plans for implementing the Food Protection Plan that detail
timelines, staff actions, and specific deliverables. While FDA officials told
us they do not intend to make these plans public, they do plan to keep the
public informed of their progress. Without a clear description of resources
and strategies, it will be difficult for Congress to assess the likelihood of
the plan's success in achieving its intended results.
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Tools that Agencies
Can Use to Address
Management
Challenges

The Science Board cites numerous management challenges that have
contributed to FDA's inability to fulfill its mission, such as alack of a
coherent structure and vision, insufficient capacity in risk assessment, and
inadequate human capital recruitment and retention. The Science Board
also noted that public confidence in FDA’s abilities has diminished. In light
of these challenges, we have identified through other work some tools that
can help agencies irprove their performance, which may also be relevant
to FDA.

For example, we reported on the use of a Chief Operating Officer
(COO0)/Chief Management Officer (CMO) as one way to address
longstanding management problems that are undermining agencies’
abilities to accomplish their missions and achieve results,” Agencies with
such challenges, including FDA, could benefit from a senior leader serving
as a COO/CMO who can elevate, integrate, and institutionalize
responsibility for key management functions. While GAO has long
advocated the need for a COO/CMO position at the Departinent of Defense
ahd the Department of Homeland Security, a relatively stable or small
organization could use the existing deputy or related position to carry out
the role. In addition to GAO, a number of other organizations have
supported the need for the creation of COO/CMO positions in federal
agencies. McKinsey & Company recommended that a CQO be established
in many federal agencies as the means to help those agencies successfully
achieve transformation.” In addition, a working group within the National
Academy of Public Administration (NAPA) recormunended creating COO
positions in federal agencies to oversee the full range of management
functions, including procurement, finance, information technology, and
human capital.”®

Another tool that can help federal agencies address their management
chall is a well-designed coramission that can produce specific
practical recommendations that Congress can enact. For example,

“See for example, GAQ, A Cull for Stewardship: Enhancing the Federal Government’s
Ability to Address Key Fiscal and Other 21st Century Challenges, GAQ-08-935P

(Washi D.C.: N ber 2007) and Or wational Transformation: Implementing
Chief Operating Officer/Chief M: Officer Positions in Federal A i
GAO-08-34(Washington, D.C.: Nov. 1, 2007).

“McKinsey & Company, How Can American Government Meet its Productivity
Challenge? (July 2006).

NAPA, Moving from Scorecard to Strategic Partner: Improving Financiol Management
in the Federal Government (October 2006).
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Congress created the National Commission on Restructuring the Internal
Revenue Service (IRS) in 1995 to review current practices at IRS and
report on requir ts for impro t. Congress subseq 1y passed
the IRS Restructuring and Reform Act of 1998, which was influenced by
the Commission’s report, and reorganized the structure and management
of IRS, revised the mission of IRS, and mandated numerous other detailed
changes."” Based on our recent analysis of several commissions, there are
several critical success factors that can be applied to ensure a
commission's success including:™

A statutory basis with adequate quthority. When provided with a clear
mandate and adequate authority, a commission can comprehensively
access and analyze information related to a given policy issue and thereby
provide more informed policy options for the President and Congress to
consider.

A clear purpose and timeframe. A commission should have a clear
purpose for its objectives and activities to help guide the members in
carrying out their responsibilities. In addition, a fixed agenda and
timeframe can help keep a commission focused and on track. However, a
commission should have a broad enough scope to help ensure it has the
authority to address all the issues necessary in order to come up with a
comprehensive and integrated solution without encountering any
constraints in the process as to what it can or cannot consider.

Key leadership support. Institutional leadership, commitment, and
support from the President and Congress are necessary to help a
commission succeed.

An open and transparent process. By having an open and transparent
process, such as public hearings, a commission can help build consensus
among the public for its goals by gaining their input and support.

bal d and capabl bership. Balanced and capable mermbership
can help lessen political influences and build consensus among the
commission members when carrying out its purpose, Specifically, a
commission should involve current or former Members of Congress as
well as experts and professionals on the topic. Current or former elected

Y'Pub. L. No. 105-206 (July 22, 1998).

*GAO, Long-Term Fiscal Challenge: Comments on the Bipartisan Task Force for
Responsible Fiscal Action Act, GAO-08-238T (Washington, D.C.: Oet. 31, 2007).
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.

officials can ensure viability of a coramission’s legislative proposals due to
their experience.

Accountability. Clear accountability for a commission can help foster
specific, useful outputs that could help inform the public and provide
specific policy options and, hopefully, recommendations for Congress and
the President.

Resources. The success of the coramission is dependent on having the
adequate resources to carry out its purpose and any potential
recorminendations.

Generally, one concern regarding commissions may be whether or not
there is sufficient buy-in from key stakeholders on the purpose of the
commission along with a coramitment to act on any resulting

reco dations. Any recc dations by a cc ission in a final
report are generally advisory in nature and reay not antomatically result in
any public policy changes, Congressional action through subsequent
legislation with Presidential support may be necessary for the

s ission’s recc dations to be implemented and for any changes tc
occur.

Food safety concerns not only continue but will likely become more
urgent in view of changing demographics and consumption patterns.
Clearly, FDA plays a critical role in the federal oversight of food safety
because of the breadth of its responsibilities. Thus its ability to.carry out
those responsibilities is necessary to help ensure the safety of the nation’s
food supply in the most efficient, effective, accountable, and sustainable
way. Nevertheless, in light of the federal government’s long-term fiscal
challenges, agencies, including FDA, need to seek out opportunities to
better leverage their resources. FDA's Food Protection Plan is a step in the
right direction and proposes to impleraent many of the recommendations
made by GAO. However, additional information on the strategies and
resources needed to implement the plan can help Congress assess the
likelihood of its success. Further, concerns over FDA's management
challenges, such as those identified by the Science Board could hinder the
implementation of the plan. Tools such as commissions and positions like
a COO/CMO can help agencies address management challenges and make
needed progress to achieve their missions. Continued congressional
oversight, including today’s hearing, and additional legislative action are
key to achieving that progress and to proroting the safety and integrity of
the nation’s food supply.
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Mr. Chairman, this concludes my prepared statement. [ would be pleased
to respond to any questions that you or other Members of the
Subcoramittee may have.

Contact points for our Offices of Congressional Relations and Public
Contact and Staff Affairs may be found on the last page of this statement. For further
Acknowledgments information about this testimony, please contact Lisa Shames, Director,

Natural Resources and Environment at (202) 512-3841 or
shamesl@gao.gov. Key contributors to this statement were Candace
Carpenter, Bart Fischer, José Alfredo Gémez, and Alison O'Neill.
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GAO’s Mission

The Government Accountability Office, the audit, evaluation, and
investigative arm of Congress, exists to support Congress in meeting its
constitutional responsibilities and to help improve the performance and
accountability of the federal government for the American people. GAO
examines the use of public funds; evaluates federal programs and policies;
and provides analyses, recorimendations, and other assistance to help
Congress make informed oversight, policy, and funding decisions. GAO's
commitment to good government is reflected in its core values of
accountability, integrity, and reliability.
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November 6, 2007

The President
The White House
Washington, D.C. 20500

Dear Mr. President:

The Interagency Working Group on Import Safety is pleased to submit this Action Plan
for Import Safety: A roadmap for continual improvement. In it, we detail a roadmap with
short- and long-term recommendations and action steps.

This Action Plan represents the culmination of thousands of hours of research and
analysis, as well as public comment received from hundreds of stakeholders. The
Action Plan takes the form of 14 broad recommendations and 50 specific action steps
based on Protecting the American Consumer Every Step of the Way: A strategic framework for
import safety and the Immediate Actions Memorandum presented to you on September 10,
2007.

In the last two months, significant progress has been made on the Immediate Action
items listed in my memorandum to you accompanying the Strategic Framework. The
Office of Management and Budget has actively engaged the departments, and all
agencies are on track to accelerate their participation in the Automated Commercial
Environment / International Trade Data System. In addition, the State Department has
led a vigorous international outreach effort to communicate our import safety priorities
with our trade partners around the world. The Office of the United States Trade
Representative has moved forward with the departments and agencies to explore
existing import safety-related agreements with foreign governments and to coordinate
future agreements to benefit the United States and not merely individual agencies.

A variety of actions and plans are already underway to improve import safety. Today,
the Food and Drug Administration is releasing a new Food Protection Plan. In
September, the Consumer Product Safety Commission signed a renewed agreement
with the People’s Republic of China focused on the safety of toys, fireworks, cigarette
lighters and other targeted products. These steps, and other recent actions and
current plans, have jump-started our efforts to continually improve the safety of
products imported to the United States.

Each recommendation in this Action Plan falls under the organizing principles of
prevention, intervention and response and expands upon the building blocks identified
in the Strategic Framework. Together, the Strategic Framework and this Action Plan
provide a national strategy for continually improving the safety of imported products.

The information collected and analyzed for this Action Plan reaffirms the essential and
integrated import-safety roles of the public and private-sector. Our recommendations
pertain to all parties involved in the import life cycle, from production in the foreign
country through U.S. ports-of-entry to final consumption or use by American
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consumers. The public and private-sectors have a shared interest in import safety, and
substantive improvement will require the careful collaboration of the entire importing
community.

This Action Plan provides a roadmap that ensures the benefits of the global economy
and improves the safety of imported products. Progress will require that we work
collaboratively, partner with the importing community and state and local governments,
and reach out to foreign producers, exporters and governments. By doing so, all
involved will be more prosperous and will continue to benefit from an abundant and
safe marketplace.

We recommend that Working Group designees meet within 30 days to assess
progress in implementation of this Action Plan, and to discuss how best to collaborate
with the private-sector to continue effective implementation.

On behalf of the members of the Interagency Working Group on Import Safety, we
thank you for the opportunity to serve this great country.

Respectfully,

Michael O. Leavitt
Secretary, Heaith and Human Services and
Chair, Interagency Working Group on Import Safety
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introduction

On September 10, 2007, the Interagency Working Group on Import Safety'
(Working Group) presented an Action Plan for Import Safsly: A roadmap for
confinual improvement (Strategic Framework) and immediate Actions? for
continual improvement in import safety® The Strategic Framework provides
the foundation for this Action Plan for Import Safety. Together, the Strategic
Framework, immediate Actions and this Action Plan fulfill the requirements of
Executive Order 13439, which established an Interagency Working Group on
import Safety and was signed by President Bush on July 18, 2007.

A careful examination of import safety has been motivated by the recent
challenges presented by an increasingly global economy, in which U.S.
consumars are purchasing approximately $2 trilion worth of products that are
imported by over 800,000 importers through over 300 ports-of-entry.

In developing the Strategic Framework, Immediate Actions and Action

Plan, the Working Group engaged in a campaign to solicit comments and
recommendations from the public. Since the release of the Framework, the
Warking Group has received information and comments from hundreds of
stakehoiders. Health and Human Services Secretary Leavitt and other Cabinet
members traveled throughout the United States and other countries to discuss
import-safety issues. They met with federal, state and
local officials, producers, importers, distributors and
retailers. in addition, they held roundtable discussions
and media events 1o engage the public and importing
community* in the activities of the Working Group.

The Working Group also met with Members of Congress
and representatives of foreign governments to solicit
comments and recommendations. The Working Group
issued a Federal Register notice requesting written
comment and announcing a public meeting, which

was held in Washington, D.GC., on October 1, 2007.
Representatives from the 12 Cabinet departmenis and
agencies comprising the Working Group listened to
comments and recommendations from the importing
community and the public on import safety.

Offictals from each member department met with

1 The Working Group includes the Secretaries of the Department of Health and Human Services,
the Department of State, the Department of the Treasury, the Altorney General, the Secretaries of
the Department of Agriculiure, the Depariment of Commerce, the Department of Transportation
and the Department of Homeland Security, the Director of the Office of Management and Budget,
the United States Trade Representative; the Administrator of the Environmental Protectior
Agengy, and the Chairman of the Consumer Product Safety Commission. The Food and Drug
Administration, Customs and Border Profection and the Food Safety and Inspection Service wers
active participants on the Working Group as well.

2 See Appendix B for the September 10, 2007 corespordience to the President that included
these Immediate Actions.

3 See Protecting the American Consumer Every Step of the Way: A strategic framework for import safely.
4 The term "imporiing communily” is used broadly throughowt this document to include all domes-
tic entities in the supply chain.
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scores of their private-sector constituencies to discuss import-safaly issues.
Texas A&M University convened a Conference on Import Safety Science and
Technology on Cctober 18, 2007. Additionally, the Working Group created an
import-safety Web site, and utilized novsl approaches
such as webinars o provide information and o soficit
comments and views from the importing community
and the public.

The oral commentis from the public meeting and the
written cornments submitted, as well as the input
received by the member departments from the
public, provided significant input that was used in the
development of the recommendations in this Action
Plan.

The seminal finding of the Framework was that,

to adapt to a rapidly growing and changing global
aconomy, the U.S. government must develop new
import-safety strategies that expand and emphasize a cost-effective, risk-based
approach. Such an approach identifies risks at the points they are most likely
to occur, and then targets the respense {0 minimize the likelihood that unsafe
products reach U.8. consumers.

This Action Plan presents broad recommendations and specific short-

and long-term action steps under the organizing principles of prevention,
intervention and response. Each action item Is based on the building blocks
identified in the Strategic Framework, released in September 2007, The
Strategic Framawork and this Action Plan provide a national strategy for
continually improving the safety of imported products.

implementation of this Action Plan will require
expanded legal authorities, improved collaboration and
capacity building with our trading partners, improved
collaboration with state and local governments and
the private sector, increased information gathering

and the discovery and application of new science.
implementation of the recommendations will require
resources, including realfocation of existing resources,
as well as trade-offs, o fund these priorities.

The Warking Group recommends that representatives
of the member departments and agencies meet within
30 days io assess progress in implementation of the

Action Pian and {o discuss possible mechanisms for collaboration with the
private sector to continue the effective implementation of this Action Plan.
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Background

This Action Plan builds on the earlier companion report: Profecting American
Congumers Every Step of the Way: A strategic framework for continual improvement
inimport safely. That report conciuded that the United States must fransition
from an outdated “snapshot” approach to import safety, in which decisions are
made at the border, to a cost-effective, g 5
prevention-focused “video” model that |1 &
icdentifies and targets critical points

in the import iife cycle where the risk
of the product is greatest, and then
verifies the safety of products at those
important points.

g

This Action Plan follows the organizing |
principles identified in the Strategic
Framework — prevention, intervention,
and response — and draws on six
building blocks:

. Advance a Common Vision;

increase Accountability, Enforcement and Deterrence;

. Focus on Risks Over the Life Cycle of an Imported Product;
. Bulld Interoperable Systems;

. Foster a Culture of Collaboration; and

. Promote Technological innovation and New Science.

DO AW

Public comments on the Strategic Framework show widespread acceptance
and support of the organizing principles and building blocks.

The following is a brief summary of the Strategic Framework that forms the
foundation of this Action Plan. Readers familiar with the Framework are
encouraged to proceed to the Recommendations section.
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Summary of the Strategic Framework

The Strategic Framework advocates a strategy that shifts the primary emphasis
for import safety from intervention 1o a risk-based prevention with verification
model. It recommends that the public and private sectors work together to
identify risks and consider new approaches for addressing these risks. The
vision of the Strategic Framework is to improve continuously the safety of
imported products.

Three organizing principles form the keystones of
the Strategic Framework and the recommendations
inciuded within this Action Plan:

1. Prevention — Prevent harm in the first place.
The U.8. government must work with the private
sector and foreign governments 1o adopt an
approach o import safety that builds safety inio
manufaciuring and distribution processes. This
effort will reduce the risks 1o consumers from
otherwise dangerous imported products.

o

. Intervention — Infervene when risks are identified.
Federal, state, local and foreign governments, along with foreign
producers and the importing community, must adopt more effective
techniques for identifying polential product hazards. When problems
are discovered, government officials must act swiftly, and in
a coordinated manner, 1o seize, destroy or otherwise prevent
dangerous goods from advancing beyond the point-of-entry. For
foreign countries, taking steps to ensure the safety of products
exported to the United States will benefit them by facilitating
trade.

3. Response - Respond rapidly after harm has oocurred,

In the event that an unsafe impori makes its way into domestic
commerce, swift actions must be taken to imit potential exposure
and harm 1o the American public.

Within each of these organizing principles are the cross-cutting building blocks
identified in the Strategic Framework that departments and agencies should
use 10 guide their programs.
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Building Block 1: Advance a Common Vision
There should be a shared vision and shared goals across
the federal government for promoting import safety.
Relevant policies and procedures should be reviewed
and, where appropriate, revised to ensure that all federal :
departments and agencles are working together with shared
objectives. Revised measures should encourage public and
private partiss involved in the import iife cycle to adopt this
common vision.

Building Block 2: Increase Accountability,
Enforcement and Delerrence

While it is important fo remember that industry has a
financial interest to sell safe products 1o its consumaers,
all actors involved in the production, distribution and sale
of imports must be held accountable for meeting their
obligations 1o ensure that imported products meet safety
standards® in the United States. The federal government will cortinue 1o work
with industry to foster compliance with these standards, but is also prepared
to use appropriate criminal and civil enforcement tools to hold companies and
individuals accountable and to protect consumers.

Building Block 3: Focus on Risks Over the Life Cycie of an
imported Product
In addition o identifying unsafe products at the border, the new approach must
focus on the most important safety considerations affecting imported goods
throughout their import fife cycle — from overseas production to U.S. poris-of-
entry, through final consumption or use in the United States. A key element
is developing the ability to identify and manage risk at critical polnts along the
import life cycle. Rather than the primary line of defense, intervention at the
border rust become one part of a network of interconnected measures that

' . protect the Amerlcan public and facilitate the entry
of safe imports that comply with U8, statutes and
regulations.

The federal government should move to a more
risk-based, cost-effective approach to identify

and mitigate risks posed by imported products.
Principles of hazard analysis and risk management
have long been applied in manufacturing as a
method of minimizing risks and maximizing quality
in production processes. These principles enable
the targeting of resources to areas of greatest risk.

& “Safety standards” may have a different meaning in different contexts. In this case, we are using
the term in & broad sense to refer to recognized standards in the United States that ensure products,
inchuding chemical substances and pesticides, are safe for people and animals. By “recognized
standards” we are referring o those standards for which compliance is required by United States taw
or regulation, or for which compliance is voluntary but, if met, is considered by the federat agency
with jurisdiction as sufficient to mest federal requirements, These standards can be national or
international.
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Building Block 4: Build Interoperable Systems
The federal government needs to finalize implementation of interoperable data
systems already under development that facilitate the exchange of relevant
product information among parties within the import supply chain to ensure import
safety. The International Trade Data System (ITDS) inifiative is a key component
10 Improve system interoperabifity. The ITDS initiative will create a single-window
environment for the collection of information and will improve and enhance
information sharing among government departments and agencies and the import
SOmmunity.

Building Block &: Foster a Culture of
Cotlaboration

The federal government must develop a culture of
collaboration that will permeate refationships among
federal departments and agencies and their external
stakeholders. All parties (federal, state, and

incal governments, foreign govemments, foreign
producers, foreign exporters and the importing
community} involved in the import life cycle need

1o work together to prevert unsafe products from
entering the United States and to take swift and
effective action if such products do enter domestic commerce. This collaboration
must build on interational muititateral and bilateral agreemenis o ensure the
safety of products imported into the United States without creating unjustified trade
barriers. As some unsafe products result from violations of patents and trademarks,
the federal government will also work to increase coordination with U.S. industry

to enforce inteftectual praperty rights (IPR) and prevent the entry of counterfeit and
potentially unsafe products into supply and distribution chains. This will require a
new era of collaboration, as the federal government works to identify better ways to
engage all parties in the import life cycle.

Buliding Block 6: Promote Technoiogical innovation and New Science
A more effective and efficient impont-safety system will depend on the development
and application of new science and technology. Implementation of innovative
technologies will afford the opportunity to screen larger volumes of imported
products at points-of-entry. These screening
procedures will help evaluate and target high-risk
commodities, increasing analytical efficiency and the
number of imported products tested. Research into
the causes of risk, such as the conditions that lead
o contamination of foods with certain pathogens,
can help government and industry identify vutnerable
points in the import life cycle for specific products.

These building blocks and the organizing principles
provide the foundation for the recommendations that
follow.
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Import Safety Strategic Framework

Vision Continuously improve the safety of imported products
Cur aspiration

Strategy

How we schieve our vision

Shift focus from intervention te prevention
{aver the entire import life cycle)

Organizing prindples

3 Prevention
How we arganize our strafegy it

Advancea
Building Blocks Common Vision

Steps necessary o aohigve our vision
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Sample Summary of Actions and Current Plans o Protect American Consumers

As directed by the President, all departments and agencies have been reviewing and assessing current procedures, authorities,
outreach efforts and international cooperation initiatives to enhance the safety of imported products. Based on these reviews and
meetings, the departments and agencies have already taken numerous actions to protect American consumers. Many more initiatives
to enhance the salely of Imported products are underway and will be completed in the coming months. Here is a sample of significant
recent accomplishments and important actions that will be completed within the first 200 days of issuing this Action Plan. A more
complete listis shown in Appendix C: Recent Actions and Current Plans to Protect American Consumers.

Bafely Standards

+ Food Protection Plan. The Food and Drug Administration {FDA) has developed a Food Protection Plan that addresses both food
safety and food defense for domestic and imported products, including food protection from production to consumption. The Plan
will be phased in over the coming months and is integrated with the Administration’s Import Safety Strategic Framework and Action
Plan.

Certification
- Seafood Inspection Program. As of October 24, 2007, the Department of Commerce’s National Oceanic and Atmospheric
Administration (NOAA) Seafood Inspection Program has inspected and certified seven seafood processing plants in China and has
plans to inspect another 12 planis. A number of other plants are scheduled 1o be inspected.

- Seafood Inspectors Stationed in Other Asian Countries, NOAATs in the procass of stationing an inspector full time in Hong
Kong, and has plans to put inspectors in other countries that export large volumes of seafood o the United States,

Foreign Cooperation and Capacity Buliding
< Safety Agreement with China on Toys, Fireworks, Electrical Products. Meetings held in September 2007 between the
Consumer Products Safety Commission (CPSC) and its counterpart, the General Administration of Quality Supervision, Inspection,
and Quarantine (AQSIQ) of the People’s Republic of Ching, resulted in a renewed Memorandum of Understanding (MOU) related tof
the promotion of safety for target products ~ children’s toys, fireworks, cigarette lighters, and electrical products,

« Security and Prosperity Partnership (8PP} priority on Safe Food and Products. In August, President Bush, President
Caldaron of Mexico and Prime Minister Harper of Canada pledged to strengthen trilateral cooperation and mechanisms within the
region, build on current standards and practices and work with our trading partners outside of North America to identify and stop
unsafe food and products before they enter our countries.

lemoranda of Agreaments with China on Food, Drugs, Medical Devices and Animal Feed. HHS/FDA is negotiating binding
agreements with the Chinese government to enhance regulatory cooperation in the area of drugs, medical devices, food, and
animal feed. These agreements will protect the safety and health of consumers and animals in the United States and in China.

Motor Vehicle Safety Agreement with China, On September 12, the Department of Transportation’s Nationat Highway Traffic
Safety Administration (NHTSA) signed a Memorandum of Cooperation with China aimed at increasing cooperation in the areas of
motor vehicle regulation and safety. Both sides indicated a willingness to work together to address issues related to the safety of
Chinase motor vahicles and equipmant (including tires and automotive fusaes) intended for export to the United States.

Foreign Training on United States Safety Standards for Meat, Pouliry and Eggs. In July 2007, the United States Department
of Agriculture (USDA) and FDA conducted a seven-week Uraining program for Chinese inspection officials. The Food Safety and
Inspection Service (FSI8) also conducted outreach to foreign government inspeaction officials regarding FSIS import requirements
for meat, poultry and egg products. FBIS provided technical assistance to the Austrian government regarding U.S. import
requirements for ready-to-eat products, to Mexico regarding microbiclogical testing procedures and to the governments of Bosnia-
Herzegovina, Namibia and Thailand about U.8. import requiremeants in general,

Responss

« Marking Rule to Prevent Port-Shopping. By mid-2008, FDA will issue a proposed rule that would require imporied food that has
been refused entry to be marked “United States: Refused Entry.” Such marking would help prevent the introduction of unsafe food
into the United States through port-shopping, a practice whereby importers attempt to gain entry through a port after the goods have
been refused at another.
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Recommendations

The current import-safety system in the United States has served the public
well for many years and is among the most effective in the world. In this
system, the public and private sectors work
collaboratively to collect and evaluate pertinent
Information for all commercial cargo before it
reaches the United States. Under U.S. law, |

cargo that does not meet federal government We live in a world that is risky.

requirements, including those relating to safety, | | We will not be able to eliminate ail
is not allowed to enter domestic commerce. In . risks, but we also need to manage
a similar fashion, cargo that does not meset the those risks in a way thalis smart

expectations, contractual requirements or safety and efficient.
standards of the private sector jeopardizes frading
relationships and compromises business. These

Dr. Jelf Runge, Acﬁng Assistant
legal requirements and market-based measures Secretary for Health Affairs,
work together to protect the American public. Department of Homeland Security

The recornmendations included in this Action Plan
build upon the current import-safety system and
activities already being undertaken by the public
and private sectors by focusing on cost-effective,
risk-based approaches across the entire import life cycle. The Working Group
presents 14 broad recommendations and 50 action steps, each with a lead
antity and time frame. The recommendations inciude short- and long-term
action steps that should commence immediately.®

The recommendations are categorized in this Action Plan based on the
organizing principles outlined in the Strategic Framework — prevention,
intervention and response. Together, the organizing principles,
recommendations and action steps create an impori-safety roadmap o
promote continual improvements in import safety.

8 “Shert term” refers to those action steps that can be completed within the next 12 months; “Long
tarm” refers to those action steps that will take longer to complate.
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Import Safety Roadmap

Organizing Principles

¥

Recommendations

. Creste new and strengthan sxisting

safety standards

Werify compliance of foraign producers with
LLS, safety standards and LLS, gecurity
standards through certification

. Promote Good Importer Practices
. Strengthen penalties and take strong

enforcement actions to ensure
accourtabiity

. Make product safety an important principle |
of nur diplomatic relationghips with foreign |

countries and increase the profile of
ralevant foreign assistance activities

. Harmonize federsl government procedures

and requirements for processing import
shipmants

7. Complete single-window interface for the

intra-agency; interagency, and private
sector exchange of import data

$

8. Crests inberachive import-safehy
information network

9. expand laboratory capscity and
develop rapld testing methods for swift
identification of hazards

16, Strengther protaction of intellectual
proparty rights (IPR} to enhance
consumer safety

11, Maximize the effectivensess of product
recalls

12, Maximize federal-state collaboration

13, Bxpedite consumer notification of
product recalls

14, Expand use of electronic track-and-
trace technologies

¥

Sample Action Steps

- Establish 3rd party cartification

Make availlsble informatiory asbout certified firms and importers who only use certified firms

Increase the dollar amount of bonds
Expand agset-forfelture remedies

. Raise the Consumer Product Safely Act {TPEA} statutory oivil penalty cap H

» Develop capability to exchange information stechranically among the federal departments |

and agendes and with the importing community :
Establish field presence at key forgign parts

Enhance figld laboratory capacity

Davelop best practices for track-and-trace technologies

Footnote: The roadmap include:

short- and long
a subset of the larger total and Hlustrative of the recommended actions.

term actinns steps. The steps hers arg
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Points of Clarification

Before presenting the recommendations and action steps, several clarifications
are helpful

° Shared interest - The information collected and analyzed for this Action
Plan reaffirms the key and integrated import-safety roles of public- and
private-sector actors. Both have a
shared interest in the safety of imported
products and both must continue

working together to protect the American We believe that the responsibility for
consumer, The import-safety chain Safety has to be firmly attached to each
stretches from the point of foreign origin, Hnk in the supply chain.

both of materials and finished product, to ;

domestic consumption or use. All entities Donald Mayes, Consumers Union

involved in the import life cycle — foreign
producers (growers and manufacturers),
governments, distributors, exporters,
U.8, importers, distributors, manufacturers and retaifers, testing and
certification bodies and regulatory authorities at the federal, state and
local fevels — must work together to prevent unsafe products from entering
the United Sates. The appropriate entities in the supply chain must also
take swift and effective action when harmful products do enter domestic
commerce.

Private-sector interest and mechanisms - The private sector not only
has a significant interest in ensuring safety, but also has a wide array

of mechanisms to support federal objectives. Likewise, the federal
government can learn and benefit from the experience of the private
sector. Although the action steps in this Action Plan pertain primarily to the
federal government, the Action Plan recognizes the importance of private-
sector mechanisms and experience and lays a foundation for
ongoing, substantive public-private coliaboration.

It makes sense to focus

our limited resources +Consumer interest - The Action Plan recognizes that

on those shipments consumers have a vital interest in the safety of imported

that pose the greatest products and anticipates active consumer engagement in the
risk. implementation of the recommendations and action steps.

Josh Green, Panjiva *Risk-based strategies — This Action Plan is built on the
concept that focusing on risk is the most effective way to
address safety over the bréad spectrum of products imported
by the United States. Some areas and products need more
attention than others because of the potential risks they could present and
because of differences In the product and the production environment,
These differences include process controls, the history of compliance, the
intended use of the product, the inherent risks of the product and other
factors demonstrated by science and experience to be valid predictors of
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risk 1o the public. The federal government must continue to make choices
about where it focuses its resources, and basing those choices on risk
means that better and more logical decisions will be made with more
effective results. Therefore, there is no one-size-fits-all solution. The
recommendations and action steps in this Action Plan refiect this cost-
effective, risk-based approach.

Accountability - The Strategic Framework stresses that import safety
can be advanced through shared efforts and shared responsibility
throughout the entire import life cycle, from foreign govermnments,
producers, distributors and exporters o U.S. importers, producers,
distributors and retailers, as well as the federal and state govemments.
Any private entity that seeks 1o benefit from access to the U.S. market has
the same responsibility domestic producers have 1o ensure their products
meet all applicable U.S. safety standards. For example, producers of
drugs and medical devices are expected to meet the standards set by the
FDA. Steps to create incentives for foreign firms 10 ensure this outcome
are an important part of the Action Plan. In addition, the U.S. importing
community, either as a link in the U.S. distribution chain or as the seller 1o
the ultimate consumer, must share the
commilment fo ensure that products

brought into the United States are Facilitate Trade but Target High-Risk Imports

manufactured in accordance with U.S. | The recommendations in this Action Plan are

safety standards. designed to promote import safety while avoiding
restrictions on the flow of international frade.

Alt entities involved in the import Iife Some recommendations provide incentives to

cycle are responsible for ensuring the fqreign prgducers, suppliers, and importers that
safoly of the products they produce, | ¢ SRECHe e Sy SEE B0 T Mol S
dtstn?:)‘ute, expor%, fi”‘n'port or sell. Tﬁe about these entitiés. These incentives and the
specific responsibilities of each enfity | ueion of better information will enhance the
depend on the activities in which they | capagity of the federal government to focus
engage. For example, producers are on those products that may present a risk to

responsible for making products that consumers in the United States. By improving the
comply with U.S. safety standards, management of risk, we can facilitate the trade
tmporters are responsibie for bringing of safe products and devote more personnel and
products that meet U.S, safety resources to high-risk products and products of

standards into this country in a manner |  Unknown risk.
that does not compromise the safety .

and, where appropriate, efficacy of the

product.

Resources - To implement the Action Plar to its fullest extent will require
resources. Federal departments and agencies will coordinate, plan
effectively and meet these goals by submitting additional funding needs
through the normal budget process.

Common mission, varying statutory roles ~ While the entire federal
government is responsible for advancing import safety, each depariment
and agency operates within a unique statutory framework. The
recommended actions do not apply uniformiy to all federal entities. Instead
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they are tailored to product risk and the relevant statutory frameworks
setve as tools to improve the safety of imported products on an ongoing
basis. Where appropriate, the action steps identify affected departments
and agencies.

+ Complementary Findings - The recommendations and action steps
oullined in this Action Plan take into consideration the wide array of other
planned or ongoing actions by the federal government and other entities to
improve the safety of imported products. The findings of this Action Plan

are additive and complement other meaningful changes

and programs. Appendix C includes a summary description

The United States import of recent activities and current plans that expand upon and

safety system must be a cemplement this Action Plar,

comprehensive, risk-based,

preventative approach in which

food manufacturers build food
safety into their products. Intleed,
the changing import environment
for our increasingly global food
supply demands a new approach
to impoit safety.

implementation

Effective implementation will require the concerted effort of
all participants in the import life cycle, creating an expanded
culture of collaboration. The federal government must lead
by example to build each of these recommendations inta
agency priorities and budgets. To aid in this process and
ensure accountabllity, each action slep has a designated

Jdohn D. Floros, PHD.  ASKENSNSN e

Institite of Food Technologists
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Prevention with Verification

This Action Plan recommends using market-based and regulatory incentives
and deterrents 1o encourage foreign entities to bulld safety into products
destined for the American market and to encourage domestic entities fo ensure
that the products they import meet safety standards in the United States,

This approach holds all participants in the import life cycle, both foreign and
domestic, accountable for ensuring the safety of imported products by using a

cost-effective, risk-based strategy. It includes:

= Creation of mandatory and voluntary third-party
certification programs for foreign producers that
are based on product risk to verily compliance
with U.5. safely standards,

- Development of good importer practices, and

« Use of strong penalties against bad actors.

Based on their risk, many products may not warrani
the establishment of a mandatory or voluntary
certification program. The federal government will
also work with s trading partners 1o promote, where
needed, the development of the regulatory capacity
and legal systems necessary 1o ensure the safety of
the products they export o the United States.

The following recommendations, action steps, lead entities and time frames

present a detalled roadmap for further action.

Safely Standards

Recommendation 1 - Create New and Strengthen Existing Safely Standards

An organizing principle of the Strategic Framework is the concept of prevention
with verification. This concept is predicated on a philosophy of building
assurances of safety into production processes and establishing appropriate
supply~chain controls, rather than relying solely on physical inspection and
teating of products at ports-of-eniry 1o identify and mitigate safely hazards.

Safely and Security

Since the United States government bases its
decisions about whather or not a product may
enter the country on both safety and security
considerations, certification programs referenced
in the action steps would assess compliance
with both safety and security standards. In
today’s world, certification for impont safety and
certification for import security need to be closely
coordinated. Consideration should be given to
merging these two certification processes into
one program.

Prevention with verification embraces the incorporation of science-based safety
standards imto production and distribution systems, combined with compliance
assessments to ensure these standards are being met,

industry best practices have long reflected a commitment to the use of risk-
based preventive controls as an effective mechanism for assuring product
safety. The federal departments and agencies with jurisdiction over imported
products should work with industry, standards development organizations
and other members of the public to strengthen U.S. safety standards, where
neaded and appropriate, particularly for products determined 1o be high-risk.
Federal departments and agencies should also increase their participation in
international standards-setting organizations to encourage the development
of international standards that reflect, to the extent possible, the same level
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of protection maintained in the United States. When adopting or developing

safety standards, the federal department or agency with jurisdiction should

\ consider the best available science, industry best practices and standards set
by credible national and international standards development organizations.

1.1 Extend the mandatory manufacturerimporter certification requirement under
section 14 of the Consumer Proguct Safety Act to afl statutes adminisiered by
Consumer Product Safety Commission. All mandatory safety standards
promulgated by the CPSC under the CPSA require a manufacturer’s or
importer’s certification of conformity to those standards. The other key
statutes administered by the CPSC do not contain similar certification
provisions for mandatory safety standards. In the CPSC’s experience,
requiring the certification of conformity improves supplier compliance
with mandatory standards. The requirement simplifies and sirengthens
enforcement at ports because products that are not accompanied by
a declaration of conformity must be refused entry. Also, because itis
untawful to issue a false declaration, firms can not easily circumvent
the requirement. As a benefit to inspecting officials, the process of

. checking for a certificate is not burdensome and

_ does not require any additional government testing

or evaluation. Extending the existing conformity

equirement under the CPSA 10 other statutes
dministered by the CPSC would enhance the

Commission’s ability to ensure product safety.

Lead: CPSC

ime Frame: Short Term

Apply the Same Safety Standards to
Domestic and Foreign Made Products

A product sold to American consumers
should be safe regardiess of whether itis
made in the United States or abroad. Thess
recommendations are aimed at ensuring that
foreign producers, exporters and distributors,
as well as importers, are held accountable
for compliance with the same product safety
standards as producers and distributors

in the United States. Consistent with
international trade rules and longstanding
United States practice, any new safety rules
will be transparent, will be based on available
scientific and technical information and will
not discriminate unfairly against imported
products over domestic products.

.2 Clarify the Food and Drug Administration’s (FDA)

- authority to require preventive controls for cerlain foods.

- This action step would strengthen FDA’s ability to

| require, by regulation, preventive control measures
o address risks that might occur for domestic and

- foreign produced foods assoclated with repeated
serious adverse health consequences or death from
- unintentional contamination. FDA would take into
consideration industry best practices, such as Hazard
Analysis and Critical Control Points (HACCP) requirerments.

Lead: HHS/ FDA

Time Frame: Short Term

1.3 Provide the FDA with authorfly fo require measures fo prevent the imtentional
contamination of domestic and foreign foods. The FDA would use this
authority to issue regulations to require companies to implement
practical food defense measures at specific points in the food supply
chain where the potential for intentional adulteration resulting in serious
adverse health consequences or death 1o humans or animals is the
greatest. This authority would apply to food in bulk or baich form, prior
to being packaged.

Lead: HHS 7 FDA
Time Frame: Short Term

www.importsafety.gov



204

Action Plan for import Safety:
Aroadmap for continual improvement

1.4 Examine food-safety control systems of other countries fo determine whether
improvements can be made fo the operation of FDA's food regulatory program.
The examination would provide FDA with comprehensive knowledge
of food safely systems of other countries. FDA could identify elements %
or components of those systems that are recognized as food safety T
systern “best practices” and utilize them to strengthen and enhance X
FDA's prevention, intervention and response activities.
Lead: HHS/FDA
Time Frame: Long Term

1.5 Expand the use of public-private sector standards programs. Standards
programs established and administered by the private sector with
input from government can provide a generally accepted forum for
developing safety standards. Organizations such as the international
Qrganization for Standardization and U.8 -based international
standards developers accredited by the American National Standards
institute devise standards that the federal government may
subsequently recognize. Greater use of these venues can accelerate
the development of needed safely standards. They should be pursued,
as appropriate, as long as the standards developed are based on
sound sclentific information and utifized domestically.

Lead: Depariment of Commerce
Time Frame: Long Term

Certification

Recommendalion 2 ~ Verify Compliance of Foreign Producers with Unifed States
Safefy and Securily Standards Through Certification

Import certification can augment federal department and agency resources,
facilitate frade by expediting the entry of products from certified firms, and
assist the importing communily in implementing effective Good Importer
Practices. As appropriate, certification would include periodic
on-site inspections and random testing. Certification would
need to be renewed periodically at intervals that could vary
hasad on product risk, such as with greater frequency for
high-risk goods. This Action Plan contemplates the use of both
mandatory and voluntary certification.

The federal departments and agencies
with jurisdiction over imported products
should work with regulated industry and
othar members of the public to strengthen
U.8. safety standards, where needed

and appropriate, particularly for products
The Action Plan recommends tailoring import certifications to determined to be high-risk.
both the product’s level of risk and its intended use. Currently,
federal departments and agencies use import certifications in a variety of
contexis. For example, as a condition for export of meat, poultry and egg
products to the United Siates, the Food Safety and Inspection Service %
(FSIS) certifies foraign countries that, in turn, certify producers that meet L
U.8. requirements. Such certification ensures that the products comply
with U.S. requirements. While requiring import certifications for all goods is
not necessary, in cerfain circumstances {e.g., high-risk products}, this extra
step may be warranted. Therefore, the Action Plan recommends mandatory
certification for select high-risk products,

www.imporisafety.gov
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The Action Plan also recormends expanded use of voluntary import
certifications for other products. To encourage and assist foreign producers
to meet U.S. standards, the federal government should establish voluntary
certification programs as appropriate. Voluntary cerlification programs may
provide importers with important compliance information and help them
ensure that the products they import meet U.S. standards. If widely used,
these programs will also assist the federal government in propetly targeting
inspection resources to those products of greatest risk. For this reason, we
propose incentives to motivate voluntary participation. For example, products
made by certified firms would generally receive expedited processing at U.S.
ports-of-entry. Furthermore, the federal government
will ensure that information about certified firms and
Manufacturers will demonstrate L importers of record is easily accessible 1o the public.
compliance with national

standards when there is value in

it for them, such as recognition at Mandatory Certification

the border by customs, preference

L e L e ellab s Vandatory certification may be necessary

selection by consumers. fo ensure that imported products are safe in

certain circumstances. This would involve safety
Sl e B el considerations, including risks associated with the
product itself or its place of origin. Generally, in such
cases, the only other option available is to deny

the entry of these products into the United States. In requiring that such
products be certified, or produced by a certified firm in order to be imported, a
mechanism would be provided that allows trade to continue flowing while also
enhancing safety.

2.1 Provide the FDA with the authority to require a certification or other assurance
that a product under s jurisdiction complies with FDA requirements.
Certification would be mandated based on risk and generally would
apply to products coming from a particular country, region, or producer
where safety cannot be adequately ensured for these products In the
absence of such assurance. This would allow the FDA to redirect its
resources 1o other products. Such import certification programs would
be used for designated products imported from countries with which
FDA has an agreement {o establish a certification program that provides
sufficient safety to meet HHS/-FDA standards. FDA would accept
certifications from either relevant government agencies or accredited
third parties.

Lead: HHS/FDA
Time Frame: Short Term

Voluntary Certification

For foreign producers, the ability 1o participate in voluntary certification
programs could allow products from firms that comply with U.S, safety

and security standards to enter the United States more quickly. This would
facilitate trade, while allowing federal departments and agencies to focus
their resources on products from non-certified firms or for which information
suggests there may be safety or security concerns. This would allow federal
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Develop voluntary certification programs based on risk for foreign producers of
certain products who export fo the United States. The federal government
will work with the importing community and other members of the public
o develop voluntary certification programs, as appropriate, based on
risk. As part of this effort, the Tederal govemment |
should take into consideration, incorporate or expand
upon existing trusted trader parinership programs in September 2007, the U.S. Toy Industry of
including CBP’s Importer Self Assessment Program | America {TIA) announced plans fo implement

7 new compliance systems 1o bolster the
(i5A) and programs that relate to securtly. safety of toys sold in the United States. The

L?adgf CPSC, HHS /FDA, DHS 1 CBP initiative, created in consultation with the

Time Frame: Long Term American National Standards Institute and
the Consumer Product Safety Commission,

Provide FDA with legistative authonity o accredit includes the development of standardized

testing procedures and laboratory certification

independent third parties to evaluale compliance with it

FDA requirements. To implement the previous
action step {2.2), FDA will accredit third party
organizations, or recognize an entily that accredits third parties. Third
party organizations could be, as appropriate, federal departments and
agencies, state and local government agencies, foreign government
agencies, or private entities without financial conflicts of interest, FDA
would use information from these accredited third party organizations in
its admissibility decision-making.

Leads: HHS/FDA

Time Frame: Short Term

programs and for importers fo purchase only from certified firms. The federal
government should establish these incentives,
which could include expedited entry, expedited . i :
processing of samples for laboratory testing, and The United States Is unigue to the
access o CBP’s account manager program. Utilizing | e I DIl e
expedited entry, federal departments and agencies the fact that it relies heavily on
with jurisdiction typically would be much less tikely to  § aha SIS CE sl e SeT
physically examine or otherwise delay products made | Halsaiee il sagion Tl
by certified firms unless the product is examined for | St e lE N gl Rl
auditing purposes, there Is information suggesting cettification services.

this product violated U.8. law, is considered high-
risk for safety or security reasons, or the importer of . August W, Schaefer
record did not provide correct or complete information Underwriters Laboratories Inc.

7 18Ais a voluntary program for importers who agree 10 monior their own compliance in exchange
for benefits from CBP, its primary objective s 1o maintain a high level of compliance with United
States entry requirements through a cooperative parinership and information exchange between

the importing community and CBP.
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i
|
{

required by U.S. law. Should samples be taken for testing from a
product made by a certified firm, the agency with jurisdiction could
expedite processing of those samples. Under CBP’s account manager
program, the importer of record s assigned a contact person who can
answer gquestions and facilitate the resolution of problems should they
arise. The federal government will also consider setting less stringent
bonding requirements as an incentive o import products from certified
firms.

Leads: DHS / CBF, HHS / FDA, CPSC

Time Frame: Long Term

There are many private sector and

. 2.5 Develop a plan 1o ensure that information regarting certified

ot mvf; p’r‘egl‘j‘c’tg and ;‘r:‘(;uézra; g . s and importers of record is easly accessible. This will help
meeting established national or mporters 1o more easily determine whether or not a foreign
international standards or accredit rm s certified, and help distributors and retailers to identify
certifying bodies, The presence of such mporters of record who only handle goods from certified
certifying or acerediting organizations irms. it will also help insurers use this information for
serves as a ready resource fo implement | determining risk when underwriting imparters of record, and
new voluntary cerfification programs. . help consumers determine whether or not a foreign-made

product sold under its own label comes from a ceriified firm.
Leads: DHS/CBP, HHS / FDA :
Time Frame: Long Term

Good Importer Practices

o)

o0 ion 3~ Promote Good Importer Praclices.

We owe it notoniy to our
consumers, but, of course, our
farmers, ranchers and producers
as well. And we must work with
our trading partners to share best

Although some members of the importing community.
have established and met their own best practices, the
importing community does not have available Good
Importer Practices focused on ensuring product safety
ihroughout the supply chain. Developing such practices
can assist the entire importing community in taking
appropriate steps to ensure the safety of the products
they bring into the United States.

practices and agree on common
standards of science-based
approaches for food safety.

Chuck Conner

. . . Acting Secretary of Agriculture
To encourage the importing community to take 3

appropriate steps to ensure the products they bring into
this country meet U.S, standards, the federal government will work with the
importing community o develop Good Importer Practices. These practices
should be developed as guidelines, be risk-based and provide concrete
guidance to the importing community for evaluating imported products. This
evaluation would be based on due diligence and preventive controls principles.
These practices will provide a set of factors that can be used by the importing
community to evaluate foreign suppliers and producis.

Based on this evaluation, the importing community wilt have greater confidence
that the products they import will be in compliance with U.S. laws and
regulations. For example, for products with known risks, a key precaution
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the importing community could take to ensure safety consistent with Good
importer Practices is 1o purchase, distribute and sell products made by
certified producers. As part of this collaboration, the federal government

and the importing community should consider whether and how to foster the
developmerd of voluntary third-parly programs 16 certiy importers as meeting
Good Importer Practices.

3.1 Develop Good Imporier Practices. The federal government should work
with the importing community and other members of the public to
develop Good Importer Practices and issue guidance with respect io
particular product categories. The focus of these practices will be to
ensure that imported products meet U.S. safety standards, as well as
o promote effective supply-chain managemant, Development of these
practices would help the importing community take appropriate steps to
ensure the salety of the products they bring info the United States.
Leads: USDA, CFSC, HHS / FDA, DHS / CBP, Department of Commerce
(boC)

Time Frame: Long Term

3.2 Pariner with the importing communily fo foster the creation of voluntary
certification programs for importers. These programs would be private-
sector based and would serve to verfy compliance with Good Importer
Practices. The federal government would evaluate these programs
to determine whether they should be accredited by the federal
government and whether certification should be required for importing
certain high-risk products.

Leads: CPSC, HHS / FDA, DHS / CBP, DOC
Time Frame: Long Term

Penalties

Recommendation 4 ~ Strengthen Penalties and Take Strong Enforcement Actions
to Ensure Accountability.

To hold both foreign and domestic entities accountable and discourage them
from producing, distributing, exporting, importing and seiling unsafe products,
the federal government will iake steps o strengthen penalties against entities
that violate U.S. laws. Effective pensities can serve as a deterrent against
violating U.S. requirements and will improve compliance with U.S. safety
standards and laws.

Rigorous enforcement of U8, import-safety laws promotes deterrence.
Assessing civil and criminal penaliies against bad actors creates the proper
incentivas for all parties across the import fife cycle to behave fawfully

and responsibly and to bulld safely Into thelr products to prevent harm fo
consumers. For enforcement to be an effective tool in the promotion of import
safety, however, civil penalties must amount to more than a business expense
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and, for the worst offenders, criminal penalties should apply. Where penalties
are weak or facking, enforcement measures must be strengthened to reflect a
meaningful expectation of accountability,

Bonds serve as a guarantee of payment for specific types of penaliies levied

As the volume of imported food
steadily increases, the FDA's job at the
horder can be compared to trying to
find a needle in a haystack. We need

to approach this task ... by reducing
the humber of needles to find, and by

reducing the size of the haystack in
which fo find them.

Scott Faber,
Grocery Manufacturers Association/

against the importer. Minimum bond amounts have not changed since 1991
and do not reflect the tikelihood that a product may not meet U.S. importing
or safety requirements. Compliance with U.S. safety requirements can be
encouraged by raising the minimum bond amounts and increasing CBP’s

authority to consider the risk presented by a
product in calculating bond amounts.

4.1 Amend the Federal Food, Drug, and
Cosmetics Act (FDCA), the Federal Meat Inspection
Act (FMIA), the Pouliry Products Inspection Act
{PPIA), the Egg Froducts Inspection Act (EPIA} and
the Consumer Product Safaty Act (CPSA) to include
asset-forfeiture remedies for criminal offenses.

This proposal would aliow the forfeiture of all
vessels, vehicles, aircraft and other equipment
used by bad actors to aid in the importing,

Reolnl tagenlbleies A-EL LB | eXporting, transporting, selling, receiving,
acquiring or purchasing of products ih violation
of the FDCA, FMIA, PPIA, EPIA or CPSA, as
well as the proceeds from the criminal offense.
Such penalties would apply only to those actors
who knowingly and willfully violate the act, and the court of record
would make the ultimate determination of refief. This action would be
wholly administered by the Department of Justice (DOJ) consistent with
current practice under many statutes.®

Lead: DOJ

Time Frame: Short Term

4.2 Raise the statulory civil penally cap under the CPSA. Currently, the penatty
cap stands at $1.8 million for any related series of violations under the
CPSA, Raising this amount to $10 million would serve as a deterrent
to unlawful conduct and provide the CPSC with leverage to negotiate
penalties against violators. In assessing penalties, the CPSC should
consider whether a company is a repeat offender,

Lead: CPSC
Time Frame: Short Term

& For exampte, Congress limited alt criminal forfeiture and the civil forfefture of real property for
drug offenses to fefony violations of the Controlled Substances Act (see 21 U.8.C 853 (a) and 881
(8} {7)). So, to¢, could Congress limit forfeiture sanctions to the statutory provisions that require a
knowing and willful violation,
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4.3 Strengthen CBF's mitigation guidefines and increase the maximum penalties
against importers who repsatedly import products that violate U.S. faw. CBP
needs o impose maximum penalties against such parties to provide
effective deterrence.

Lead: DHS/CBP
Time Frame: Short Term

4.4 Increase the dollar amount of bonds that importers of record must provide lo
reflect inflationary increases and risk. Without an adequate bond, CBP
is unable o issue and collect penalties for bad actors in the amount
allowable by law.

Lead: DHS / CBP
Time Frame: Short Term

4.5 Authorize FDA to refuse admission of imporied products i access--including
access to all applicable records, equipment, finished and unfinished materials,
containers and labeling--to any factory, warehouse or establishment in which a
product for export 1o the United States is manufaclured, processed, packed or
held is unduly defayed, limiled or denfed. An important tool for the federal
government to verify whether a firm complies with U.S. safety standards
is 1o conduct a routine inspection and to review relevant production
and distribution records. Domestic firms have an incentive to work
with federal departments and agencies with such inspection authority
because efforts o delay, limit or deny such an inspection may lead to
an enforcement action. However, foreign firms can often deny U.8.
officials access to their facilities without any adverse consequence.
Having the authority to prevent entry of products from firms that fail to
provide FDA access will enable FDA fo protect consumers by keeping
potentially unsafe products from entering U.S. markets, This authority
alse will provide a strong incentive for foreign firms to allow FDA to
perform inspections, motivation similar to
that provided to domestic firms.

Lead: HHS/FDA Enforcement plays an important role,
Time Frame: Short Term not just in remedying past harms, but by
providing proper incentives and deterrents,

4.6 Provide authonty for the destruction of medical which, in turn, help to prevent harm to
prodicts refused admission info the United consumers in the first place.

States. The federal government has had
fimited success in stopping unsafe medical
products for personal use from entering

the United Siates because of the statulory
requirements that must be met before those
products are destroyed. Expedited destruction of these products would

address this limitation but would only apply to refused shipments that

are valued below a certain threshold or which pose a certain level of

risk to humans or animals. This is intended 1o address problems, such

as personal shipments of drugs being re-imported after they have been

denied entry. E
Lead: HHS/FDA

Time Frame: Short Term

John O'Quinn, Deputy Associate Attorney
General, Department of Justice
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4.7 Remove the nofice requirement for violations of the CPSA. Under its
enabling statute, the CPSC must first provide the offending party with
notice of its viclation prior to prosecution by the DOJ. Although the
notice requirement is designed to ensure that a violating firm was aware
of its offense prior to prosecution, the standards for prosecution are
such that the DOJ must prove knowledge and intent on the part of the
offender. Thus, the notice requirement in the CPSA is unnecessary.
Leads: DOJ, CPSC
Time Frame: Short Term

Foreign Collaboration and Capacity Building

Recommendation § ~ Make Frodugt Safely An Important Principle of our
Diplomatic Relationships with Foreign Countries and Increase the Profile of
Relevant Forelgn Assistance Activities.

In the global economy, importt safety begins abroad. While many of our

frade pariners have active and effective programs, some lack an adequate
regulatory regime of legal system, both of which are conducive to maintaining
and enforcing adequate product safety standards. U.S. investment in capacity
building can benefit developing nations by helping them strengthen their
economies, enhance their legal systems and public health infrastructure and
ultimately facilitate commerce.

While many federal departments and agencies offer capacity-building support
1o foreign countries, and many U.S. assistance programs provide fraining in the
rule of law and government oversight of products standards and testing, the
United States needs to reinforce the importance of product safety as a priority
in our broader diplomatic relationships.

For example, in order to develop foreign regulatory capacity building and
accountability, the United States needs 1o advance impon safely when
negotiating cooperative arrangements with other countries. Further, the
United States needs to build effective coalitions with our trading partners and
encourage them 10 become more involved in identifying solutions to product
safety challenges.

in addition to building the regulatory capacity of foreign governments, it is vital
that the United States share information with foreign counterparts who have
active and effective regulatory programs. There is currently information in

the hands of foreign governments — such as foreign inspection results, best
practices, adverse event reports and data on recalls and outbreaks ~ that
could be useful to U.S. regulatory agencies fo betier screen products arriving
at the border. For example, FDA has begun an active information-sharing
program with many of its foreign counterparts to obtain information about
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product approval, inspection, testing and safety for FDA-regulated food,
medical products and cosmstics.

5.1 Direct the federal goverament fo make product safely a guiding principle in
negotiating fufure cooperalive arrangements with foreign government entifies.
To foster effective refationships with foreign government counterparts
and demonstrate the importance of product safety in international trade,
the United States should make product safety an important component
of cooperative arrangements,
Lead: Executive Office of the President (FOP}
Time Frame: Short Term

The more data that can be captured
early in the supply chain process,
the better If U S-based importers,
retailers and government agencies
can identify product safety problems:
in the manufacturing or transportation

. siages before a product reaches the
U.8 market the public will be safer;and

5.2 Expand and administratively streamiing, as
appropriate, government inspections in foreign
countries and improve collaborative investigation
and enforcement aclivities when negotiating
cooperative arangements with foreign
governments. Streamiining bureaucratic
processes, such as the visa process for

governmeant inspectors, can result in more-
timely and less-costly authorized foreign
inspections. in addition, as appropriate,
federal departments and agencies should
provide foreign countries with training and

enforcement and recall costs will be
significantly reduced.

Donald P. Bliss
National Infrastructure institute

technical assistance regarding U.S, standarde
and conformity assessment practices.

Lead: Department of Stale

Time Frame: Long Term

53 Review existing overseas programs that fargef rule of law, reguiaiory capacity-
building and Irade capacity-building, 1o delerming how to improve product
safely standards and conduct This would encourage departments and
agencies with relevarnt programs to include product safety standards
and compliance, where appropriate, in their capacity-building efforts.

Existing foreign assistance efforts related to

strengthening the rule of law, regulatory capacity-

bullding and trade capacity-buliding may currently
seek to improve product safety standards

and compliance. However, there has been no

coordinated policy review of these efforts to help

noficy makers understand i the leve! of effort is
appropriate and effective and to ensure consisiency
in U.S. policy.

Lead: Depariment of State

Time Frame: Long Term

Strengthen the Capacities of Qur
Trading Partners

One way to ensure compliance with United
States safety standards, if warranted, is
0 increase the capacity of our trading
partners to adopt strong safety standards
and regulations and to develop a legal
system that is capable of enforging those
standards.
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We're working with foreign
governments, informing them of
our environmental requirements
and helping them lo strengthen
their capacity to comply with
U.S. standards.

Siephen L. Johnson
Administrator, Environmental
Protection Agency

www.importsafety.gov

54 Improve U.S. liaison fo foreign countries. For example, establish FDA field

presence at key foreign ports of embarkation and a CPSC liaison to
cerlain countries.

Leads: HHS/FDA, CPSC
Time Frame: Long Term

5.5 Develop strategic information-sharing arrangements with key foreign
government counterparts. Through greater information-sharing, such as
data on recalls, the federal government can leverage the inspection and

regulatory expertise and experience of foreign regulatory
authorities to facilitate admissibility determinations,
provide advance notice of problems, and enhance
enforcement capabilities.

Leads: HHS /FDA, USDA, CPSC, EFA

Time Frame: Long Term
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Intervention

The second organizing principie— Intervention—recognizes the need to
intervene when risks o product safety are identified. These recommendations
address the importance of focusing intervention activities throughout the life
cycle of imported products, rather than just at the time the goods arrive at the
U.8. border. To accomplish this, the federal government will need to put in
place automated systems and foster a culture that optimizes both government
and private-secior knowledge. The incompatible systems that comprise the
current approach must be replaced with interoperable systems that provide

all regulatory departments and agencies, as well as the importing community,
with the most complete information possible while protecting confidential
information. This will allow federal agencies, either prior to shipment, at the
port-of-arrival, or at the port-of-entry, to effectively target shipments that may
represent a risk if allowed entry inio the United States. This would maximize
the use of faderal resources and facilitate legitimate frade, as well as assist the
importing community in meeting its responsibility to ensure unsafe products do
not enter the United States.

Common Mission

Recommendation § ~ Harmonize Federal Government Procedures and
Reguirements for Processing lmport Shipments.

Border officials inspect and clear cargo before it enters the United States in
accordance with relevant federal laws and regulations. New risk information
can complicate efforts to conduct inspections of entering shipments consistent
with the applicable admissibility requirements. Better coordination among
federal regulatory departments and agencies; cross-
fraining; commissioning of federal personnel in the
application of import entry requirements; and the
establishment of common inspection, testing and
enforcement protocols are needed, in some cases, to
ensure that only products that comply with relevant
regulations and standards enter domestic commerce, and
that fedsral efforts o achieve this goal are effective and
efficlent.

We're committed at the Food and
Drug Administration to continuing
to fostet the collaboration among
other federal agencies and with the
states 1o fully implement the shift
1o a prevention, intervention and
resbonse strategy.

Andrew C. von Eschenbach, M.D.
Commissioner, Food and Drug
Administration

6.1  Develop uniform interdepartmental procedures,
where appropriate, for clearing and controiling
shipmenis at ports-ol-entry. These procedures
would be used by all federal departments and
agencies, where appropriate, and would help
streamiine the eniry process as well as facilitate the exchange of
information and intelligence, processing of samples and interagency
coordination so that federal resources are used more efficiently and
effectively in assuring product safely. As part of this action, federal
depariments and agencies with border regulatory responsibilities
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should develop and deliver cross-training, where necessary, 1o keep the
agencies updated on current U.8. import requirements.

Leads: DHS /7 CBP, USDA, HHS/ FDA, CPSC, EPA

Time Frame: Short Term

6.2 Develop a strategic plan for rapid response fo import-safety incidents.
To implement an effective rapid response requires coordination
among all the involved parties. This plan would identify the roles and
responsibilities of the federal depariments and agencies; include a
communication plan with state and local governments, private industry,
foreign governments, the media and others; and include a business
resumption model, as applicable.
Leads: DHS/CBP, USDA, HHS / FDA, CPSC, EPA
Time Frame: Short Term

6.3 Co-focate border officials from muftile agencies, when feasible, o enhance
largeting and risk-management decisions on import safety. Border officials
can work together more effectively when stationed at the same location.
The federal government has co-located border officials in limited
locations in the past, including CBP’s National Targeting Center (NTC),®
resulting in improved coordination and more effective operations.
Leads: DHS/CBP, HHS / FDA, USDA / FSIS, CPSC
Time Frame: Long Term

6.4 Exercise commissioning and cross-designation authonity 1o leverage federal
resources 10 prevent unsafe products from reaching consumers in the United
States. Under this model, participating agencies would agree that one
agency would act under the authority of the other 1o carry out select
activities, such as audits and lab processing, dependent on capacity
constraints. Commissioning is particularly helpful when one agency
has staff at a location where the other does not.

Leads: DHS/CBF, HHS /FDA, USDA/ FSIS, CPSC
Time Frame: Long Term

interoperability

Recommendation 7 - Complete g Single-Window Inferface for the Intra-agency,
Interagency and Private Sector Exchange of import Data.

in Fiscal Year 2006, 31.3 million entries were filed with CBP for import
shipments. Today, interactions between the govemnment and importing
community frequently involve time-consuming, resource-intensive paper
reporting. The Automated Commercial Environment (ACE), which is currently

9 The NTC is a CBP facility where federal officials are co-located to enable betier risk-assessment
and targeting of imported cargo.
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being developed, will provide an avtomated “single-window” system for |
processing the entry of import shipments.”™® information about imported ,L
commodities will be collected for all federal departments and agencies involved ; T
in the importing of goods. Through ACE, the importing community, CBP and {
other federal departments and agencies will exchange real-time data about ]
products, compliance and revenue for each import transaction. The federal
government would therefore base a decision to clear or reject an import
shipment for entry info the United States upon an immediate information
exchange. This would facilitate cargo movements as well as
more effective risk determinations and enforcement actions. §

The success of the Food Safety
and Inspection Service and other
agencies has been the resull of
the extensive import information
that's available electronically in
both iTDS and ACE on imporis and
importers ... It is a fremendously

The Safety and Accountability for Every (SAFE) Port

Act of 2008 makes implementation of the single-window
concept a mandatory requirement for federat depariments
and agencies with import and export responsibilifies.”
Agencies that license, permit, or certily the importation of
products into the United States must establish an slectronic
interface with CBP’s ACE system as part of the International
Trade Data System (ITDS) initiative. {TDS8 is developing

a Standard Data Set (S8DS) of data elements to be used in
reporting intermational trade transactions, which will facilitale
exchanging data among all parties involved with an import
transaction including regulatory and enforcement agencies.

poweriul tool 1o give you the
information you need in order o
be able to assess the risk.

Samuel Banks,
Sandler & Travis Trade Advisory

. . Services
7.1 Require federal departments and agencies by the end

of 2009 to have the capabilify to exchange commercial
data and, to the extent aflowable by Jaw, communicate electronically with
the importing community and other depariments and agenciss through ACE
/ITDS. ACE / 1ITDS will permit integration of import data collected
by federal departments and agencies to facilitaie

decision-making on the safety of imporis. As part
of this action step, departments and agencies, in ?(;Eoé éng;gatg ’ ) o
parinership with the importing community, should [ 2006, gained access o data from
develo ding system for imported products and CBP’s AGE. Since then, detection of

©10p & coGing syslem lor importea produ itlegally-entered meat and poultry praducts
participants in the import life cycle, as welt as draft | o0 o ncad go-fold. These products have
any regulations necessary for implerentation. The | sither been destroyed or returned to FSIS
coding system will provide greater specificity than for import re<inspection. In all, FSIS has

cutrently provided under the Harmonized Tariff prevented over 3.5 million pounds of ilegal
Schedule (HTS) and will, thus, help identify products | meat and poultry products from entering
more quickly and accurately. The necessary United States commerce.

reguiations will be issued by the participating
departments and agencies with jurisdiction.
Lead: DHS/CBF and Treasury as executive agents
Time Frame: Long Term

10 The Immediate Actions Memorandum (Seplember 10, 2007) required that the implementation
of ITDS be acceleraiad. (See Appendix B)
11 The Act permits the Office of Management and Budget (OMB} to exempt ceriain agencies.

j
|
§
|
|
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7.2 Develop, as appropriate, within the Automated Targeting System (ATS), risk-
based screening technologies to target high-risk products in a more effactive
way and facilitate the entry of low-risk products. Such technologies would
use information available through ATS to facilitate risk determinations
by federal department and agency officials, thereby expediting the entry
of safe and secure products and affowing depariments and agencies to
better target their resources on high-risk producis.
Lead: DRS/CBP

We are finding that the ACE Selt | Time Frame: Long Term

data are allowing us more efficient

collection and analysis of records 7.3 Develop an implementation plan for the infegration of the
of incoming consumer products N

andihelping us identify likely Standard Establishment Data Service (SEDS) module into ACE/

shipments of violative products DS, SEDS would create a centralized service to provide

before they can be introduced into accu'raie mformaﬁon on tbe import supply chain. It would

the stream of commerce. provide unique standard identifiers for establishments (to

facilitate verification of involvement) and capture a minimal
Naney A. Nord s:}i ;xf estabﬁ‘shment violation data from import fransactions

; : at the central source.
S Sl |- 115 Cp, USDA, HHS FDA, EPA, Commerce
Time Frame: Long Term

Information Gathering

Recommendation 8 - Create an Interactive Import-Safety Information Network.

Receipt of advance safety and security data regarding the product, the country
of export, the manufacturer, the carrier and the importer prior to export of
merchandise allows for a prefiminary analysis of import-safety. Analysis of the
data is critical to making risk-based determinations on actions to be taken by
border officials prior to loading shipments in the exporting country and while
they are in transit 1o the United States. In many cases, making these decisions
for further review and examination prior to arrival of the shipment can facilitate
the clearance of legitimate trade at the time of arrival in the United States.

For example, the Trade Act of 2002 requires carriers to provide limited data
elements prior to loading shipments for export to the United States. The Trade
Act provisions apply to afl modes of transportation. The 2008 SAFE Port Act
allows CBP to collect additional information that is reasonable for security
purposes prior to the loading of maritime cargo destined for export to the
United States.

8.1 Expand upon existing public-private refationships to seek and share the
importing community’s recommendations and best practices with other federal
depariments and agencies for impori safely and securfty purposes, and provide
fraining in accessing this information. The importing community has a great
deat of information about the product iife-cycle that would assist the
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federal government in its enforcement and compliance actions. Use of
this data could allow federal departments and agencies 1o make early
determinations of import risk based on data already being collected.
Lead: DHS/CBP

Time Frame. Short Term

8.2 Identify whether addifional information is necessary fo enhance import safely
as aflowed for under the SAFE Port Act. After gaining experience with
information gathered under the SAFE Port Act, the federal government,
working with the importing community, may conclude that access
to additional securily Information is necessary to make admissibility
determinations based on risk.

Lead: DHS/CBP
Time Frame: Long Term

83  Seek legislation that would provide CBP authorily to extend reporting
requirements for maritime shipments under the SAFE Pori Act fo all modes
of transportation. This would allow CBP to require both importers and
carriers 1o submit additional information pertaining to cargo before the
cargo is brought into the United States. The information would improve
the ability of CBP to identify and target high-risk shipments in order to
prevent smuggling and ensure cargo safety and security. CBP would
exercise this authority through notice and comment rulemaking.
Lead: DHS/CBP
Time Frame: Short Term

84  Develop a private-sector import-safely inferactive information exchange
process. The Department of Homeland Security (DHS) would work with
the importing community to address a means for the private sector to
report critical import-safety information in a timely manner at one virtual
location through existing information-sharing systems. DHS would also
use this means fo share information with the private sector.

Lead: DHS
Time Frame: Short Term

New Science

Recommendation § - Expand Laboralory Capacify and Develop Rapid Test
Methods for Swift identification of Hazards.

Advancement in the discovery, development and application of science and
technology to detect problems in imported products more rapidly is essential
for effective intervention strategies. Through research to develop more and
better detection tools and to improve the reliability of existing tools, the federal
government and the private sector can detect contaminants and defects

more quickly and accurately. These tools could include real-time diagnostic
instruments and methodologies that allow for rapid, on-site analysis of a

www.imporisafety.gov



219

Action Plan for Import Safety:
A roadmap for continual improvement

particular product, especially those that are high-risk. For example, technology
that would allow rapid detection of a contaminant could be expanded o cover
food types such as produce and dairy products, reducing analysis fime from
days to minutes and improving the accuracy of test results. New tools would
also be developed to identify additional pathogens. Increasing the speed at
which federal departments and agencies can detect problems will allow those
departments and agencies to take more rapid action, including expediting
import entry review decisions and providing critical health information to the
public when a problem is identified with a product in commerce.

Laboratory capacily is eritical 1o rapid response to product emergencies. For
example, the Food Emergency Response Network
{FERN) is a nationwide network made up of mare
than 130 federal, state and local public health
faboratories that support emergency-response
clivities related to food defense and food safety.
FERN also provides training to member laboratories
0 use new testing methods and provides funding

{ selected state laboratories through cooperative
greements.

Support from the Scientific Community
During the recent event involving melamine
contarmination of imported gluten-vegstable
protein, the National Center for Food
Protection and Defense (NCFPD) provided
sybject matter expertise and real-time

data analysis to assist federal agencies in
responding. NCFPD also developed a case
study including lessons learnad and key
unknowns, conducted a rapid assessment
of imported food risks, and intiated a

joint research project on imported food
vulnerabilities and sofutions with FDA and
FSIS.

Another example is the Electronic Laboratory
Exchange Network (eLEXNET). eLEXNETis a
eamiess, integrated, secure network that allows
multiple federal, state and local government agencies
ngaged in food safety activities to compare,
communicate and coordinate findings in laboratory
analyses by using information technology icols. The system enables U.S.
heaith officials 10 assess risks, analyze trends and identify problem products. It
provides the necessary infrastructure for an early-warning system that identifies
potentially hazardous foods and enhances the effectiveness of federal-state
coliaboration.

Ongeing efforts to enhance import safety will
benefit from current and future contributions
from the academic community. In addition

1o the obvious role of educating and training
the next generation of professionals and
experts, academia is an important resource
for innovating new solutions for import safety.
For example, subject matter experts from

the academic community provided advice,
incident monitoring, event assessment and
the capturing of lessons learmed during
several recent food and agriculture sector
incidents, such as the contamination of pet
food with melamine and the recent foot-and-
mouth disease outbreak in the United Kingdom.

Because freedom from risk
tannot be ensured nor can safety
be inspected into products, we
agree that the private sector has
a leading role in strengthening

the safety of imports by bullding
safety into food products.

John D. Floros; Ph.D.
Institute of Food Technologists
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Basic research in new technologies, strategies and tools is a natural
contribution to import safety from the academic community. Several academic
centers are assisting in developing food and agriculiure disease and product
contamination monitoring tools as well as training tools and programs. The
efforts of the academic community in developing new approaches for risk
communication and supply chain resiliency can be most effectively tested

and further refined via engagement with government. Multiple federal and
state agencies, as well as the private seclor, already pariner with and support
research in the academic community.

9.1 Enhance figld laboratory capacity for testing and work collaboratively with
the public and private sectors o develop analytical ivols for enhanced rapid
screening of larger volumes of import samples. This will allow the federal
government 1o detect risks and take actions to remove problem
products from commerce more quickly and effectively.

Leads: DHS/ CBP, USDA/ FSIS, HHS / FDA, CPSC
Time Frame: Long Term

8.2 lncrease the capacity and capabiiity of FERN laboratories by developing
and validating methods to increase the number of chemical, radiologicat
and microbial threat agents that can be rapidly detected in food as well as
broadening the reach of the methods to allow foreign laboratories lo provide
information. Ensuring adequate capacity and capability of FERN
provides a strong surge capacity that is independent of FDA, USDA and
EPA laboratory operations.
Lead: HHS/FDA, USDA/FSIS
Time Frame: Long Term

8.3  Develop rapid test meithods for pathogens and other contaminanis to ensure
that test resuits are quickly avaflable at ports-of-entry for determining whether
or not a product should be admitied into the United States.

Leads: HHS /FDA, USDA
Time Frame: Long Term

94 Increase the quantity and quality of data submitled by partivipating laboratories
o el EXNET. FDA would create an automatic data exchange,
which would increase the quantity of samples and/or analytes (the
compoenents of laboratory tests) a laboratory is able to submit, increase
the frequency and timeliness of data submission and ensure a better
degree of data integrily as compared to manual data entry. This action
would enhance the effectiveness of federal and state laboratory-testing
capabilities to protect American consumers.
Lead: HHS/FDA, USDA/FSIS
Time Frame: Long Term
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Intellectual Property Protection

Recommendation 10 - Strengthen Protection of Intellectual Property Rights (IPR}
{o Enhance Consumer Safety.

Strong IPR enforcement is essential to the protection of public health and
safety. Counterfeit trademarked goods purporting to be made and marketed
by someone other than the owner of the mark not only pose a threat o public
safety, but undermine confidence in the quality of brand name products. These
iegal activities also result in billions of dollars of lost revenue, investment,
future sales and growth opportunities and harm legitimate businesses and
workers who play pivotal roles In creating, manufacturing, distributing and
selling genuine and safe products. The public and private sectors must work

in concert to identify infringing and potentially unsafe goods and prevent them
from entering the domestic marketplace.

Patents protect the design, formulae and content of a wide
It & container is packed with variety of manufactured products, consumer goods and
counterfeit goods. there is pharmaceuticals. Trademarks protect the brand name
surely a higher likelihood of known and trusted companies so thgt consumers can
than average that the be sure they are ggtténg the same quality product that
goods in that container are 1he¥ expect 0 obtain under that mark. V\{heq patents
dangefous in some way. are mfnr_xg.ed., consumers sgﬁer b'ecause infringers
create disincentives to the invention of new products and
David Spooner processes. Patent infringement may be accompanied by
Assistant Secretary for counterfeiting and trademark infringement. When look-
Import Administration alike knock-off and counterfeit products violate trademarks,
Department of Commerce consumers cannot be certain of the quality or origin of the
knock-off product. In addition, because infringing products
are often substandard in quality, they can harm consumers
in myriad ways and pose serious health and safety risks. For example, a
counterfeit drug may have too little, too much or no active ingredient or contain
a toxic contaminant, possibly putting consumers at risk for serious adverse
events or worsened health from ineffective treatment of their underlying
medical condition.

1017 Focus the work of the interagency Strategy Targeting Organized Piracy
{STOP) and the United States govermment-private sector Coalition against
Counterfeiting and Piracy Initiative on import-safely issues. STOP focuses
on empowering American innovators 1o protect better their rights at
home and abroad, increasing efforts to seize counterfeit goods at
U.S. borders, pursuing criminal enterprises involved in piracy and
counterfeiting, working closely and creatively with U.S. industry
and aggressively engaging trading partners to join U.S. efforts.
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The Coalition Against Counterfeiting and Piracy encourages close
cooperation between the public and private sectors to effectively secure
supply chains and protect consumers and rights holders,

Lead: Department of Commerce

Time Frame: Short Term

Expand information-sharing about counterfeit and other goods that infringe
PR among relevant U.S. departmenis and agencies to identify and target
produets, manufacturers and distributors with potential safety violations. The
international Intellectual Property Enforcement
Coordinator, housed at the Department of
Commerce, is responsible for disseminating
information and coordinating actions on IPR

Safety and intellectual Property
it is critical that the federal government
continue o work with trading partners fo

among federal departments and agencies, improve the protection and enforcement
primarily Commerce, DOJ, USTR, DHS and of inteliectual property rights because
Staie. With a new emphasis on ensuring import counterfeit products can pose significant

safety, the Coordinator should extend its outreach |  safety risks.
and coordination activilies to include agencies
responsible for import-safety inspections, such
as FDA, CPSC and USDA. in addition, with the anticipated Increase
in private entity certifiers for U.S. safety requirements, it is essential
o enhance interagency IPR coordination 1o include these inspecting
agencies.

Lead: Department of Commerce

The end goal must be to create

Time Framg: Short Term the necessary mechanisms that

will allow risk assessment and
Encourage companies that have registersd frade- risk management professionals o
marks with the U.S. Patent and Trademark Office actively engage with manufacturers
(USPTO} to record their registrations with CBP. in- and importers in assessing and
dustries must record their trademarks with CBP reducing risks along their supply
to enable CBP to identify, seize and destroy chains.
infringing and potentially unsafe goods.
Lead: Depariment of Commerce SuilMing (Tomi) Hong
Time Frame: Short Term AmeriSci Group
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Response

tn the gvent that an unsafe import does make its way inio the domestic stream
of commerce and may or does injure consumers or animais, swift actions must
be taken to limit potential exposure and harm.

Recall
Recommendation 11 - Maximize the Effectiveness of Product Recalls.

The recall process is the principal tool in the arsenal of response mechanisms
to protect consumers from exposure 1o hazardous products whether the
products are domestic or imported. Generally, the manufacturer, distributor,
importer or retailer initiates a product recall with the cooperation of the
appropriate government agency (e.g., FDA for most foods and CPSC for
consumer goods).

1.1 Amend the CPSA 1o make it unfawful for any manufacturer, distributor or
relailer 1o sefl a recalied product knowingly and williully after the date of public
announcement of the recall. Under the CPSA, it is currently legal for
such entities to sell a recalled product (other than a product that fails
to comply with a mandatory standard or ban) even after the public
announcement of the recall. Amending the CPSA will create proper
incentives for retailers and distributors to halt sales of recalled products
as quickly as possible.

Lead: CPSC
Time Frame: Short Term

11.2 Authorize follow-up recall authority for CPSC. I, after public notice of a
voluntary recall, it later comes to the attention of the Commission that
products subject to the voluntary recall remain widely available on the
market, this provision would aliow the agency to act quickly 1o issue an
identical follow-up recall notice without having to consult again with the
subject firm. This authority would be particularly helpful in instances of
high-volume recalls in which one announcement may prove inadequate
to inform the public.

Lead: CPSC
Time Frame: Short Term

1.3 Authorize CPSC fo require all recalling firms to provide the name and address
of companies that supplied or received the recalled product, Although
maintaining thorough and accurate information about product suppliers,
manufacturers and distributors is widely viewed as an industry best
practice, not all firms maintain such information. Others do not disclose
it 1o the Commission in the event of a recall. With proper authority, the
CPSC could require every recalling entity to provide the agency with
detailed contact information for all relevant parties across the life cycle

www.importsafety.gov



224

Action Plan for import Safety:
A roadmap for continual improvement

of the recalled product. Granting the CPSC authority to compel such
information in times of recall creates an incentive for firms o adopt
strong record-keeping practices as a matter of standard business
operations.

Lead: CPSC

Time Frame: Short Term

114 Authorize FDA ta issue a mandatory recall of food products when voluntary
recalls are not sffective. Currently, FDA lacks the authority to require the
recall of food, including food it reasonably believes is adulierated and
presents a threat of serlous adverse health consequences or death.
Although market incentives have made the voluntary recall system
generally effective, providing mandatory recall authority to FDA when
the voluntary system is not successful would ensure that the agency
has the ability to compet action in those instances when firms have
refused or unduly delayed a voluntary recall of food. The authority
would provide for appropriate due process rights for any firm subject to
a recall order.

Lead: HHS/FDA
Time Frame: Short ferm

Federal-State Rapid Response
Recommendation 12 - Maximize Federal-State Collaboration.

The roles of and the resources used by the federal government and the states
in import safety are complementary. States possess legislative authority and
resources to respond to unsafe imported products within their jurisdiction.

The federal government can take steps to interdict
unsafe imported goods at ports-of-entry. Should an

unsafe product enter domestic commerce, federal To achieve comprehensive
departments and agencies often work with state coordination, state and local
authorities to track it down, seize it, notify the public governments also have a vital role

if it has already been purchased by consumers and and must be fully integrated into
impose appropriate penaities on domestic entities who overall national efforts.

violate U.S. law. Also, both the federal government ‘
and states may have access {o information relevant to Hallock Northcott,
protecting consumers that the other does not possess. American Association of Exporters

For example, federal depantments and agencles may and importers
have relevant information about the foreign source

of the imported product and about the importer. This
information can help state officials track down an unsafe
imported product within their jurisdiction. On the other hand, state officials may
identify an unsafe imported product during transport or at the poini-of-sale, if
the product does get into the country, and can tip off federal officials to prevent
future shipments from entering domestic commerce.
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Several federal departments and agencies already collaborate closety with
state authorities to protect consumers. For example, FDA has contracts and
cooperative agreements with state governments to share information, conduct
joint inspections and collaborate on laboratory analyses. Greater mutual
leveraging of state and federal resources can further enhance consumer
protection.

12.1 Consider cooperalive agreements between the federal inspection agencies and
their state counterparis for greater information-sharing. Such cooperative
agreements would not infringe on the statutory authorities of federal
or state regulators and would encourage a coordinated effort that
would result in a more rapid and effective responge. Establishing clear
procedures and points-of-contact for information sharing and joint
enforcement efforts can further enhance the effectiveness of federal-
state actions 1o limit exposure and potential harm to consumers if an
unsafe imported product makes it inlo domestic commaerce.

Leads: HHS/ FDA, USDA, CPSC, EFPA
Time Frame: Long Term

12.2  Review admissibility policies fo improve the use of evidence and laboratory
resulfs from state investigations of imported products. - Currently, there are
limilations on the use of stale-developed evidence in federal court
cages due to the gathering, analysis and retention of such evidence
by non-federal government entities. Being able to use this evidence
would make it easier for federal departments and agencies to take
enforcement actions against bad actors.

Leads: DOJ, HHS / FDA, USDA, CPSC
Time Frame: Short Term

Technology

Technological advancements can help industry, as well as federal and state
governments, more effectively respond to safety incidents involving imports.

Recommendation 13 ~ Expedite Consumer Notification of Product Recalls.

After a manufacturer has recalled an imported product because of safety
concerns, itis essential for consumers to receive notification of the recall as
quickly as possible. While government and industry work largely in cooperation
1o enact product recalls, the emergence of new technologies may permit an
even more rapid and efficlent response.

13.1 Develop best practices for the use of technologies to expedite consumer
notification of recalls. With advances in product-tracking technologies,
such as integrated circuit cards (Smart Cards) and Radio Frequency
ldentification (RFID), retailers are increasingly capable of learning
and anticipating their customers’ preferences, bolh as individuals and
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cohorts. Information collected at the point-of-sale, provided voluntarily
by consumers in exchange for product discounts and other benefits,
has significant potential in the realm of product safety. For example,
consumers who voluntarily share thelr personal contact information
with a retailer (emafl address, telephone number, elc.} also can agree
to receive instant recall notification from the seller regarding any of the
products they recently purchased at that store. To the extent that the
private sector can leverage the use of Smart Cards, RFID and other
technologles to expedite consumer notification of emerging or existing
product hazards while adequately protecting consumer privacy, the
government should support such efforts.

Leads: USDA, HHS / FDA, CPSC

Time Frame: Long Term

Track-and-Trace

To be effective, tracking requirements

Recommendation 14 - Expand the Use of Electronic [ 5B RIS BN B I NS 1

Track-and-Trace Technologies. production continuum, from point ot
origin to retail sale, and consumers

Traceability is the capaciy o identify and track should be given clear information 1o

a product or group of products along the import use to identify recalled products in their

fife cycle, including at all points throughout home.

the sourcing, manufacturing and distribution

chain, The ability to identify the product source Caroline Smith DeWaal,

and points of distribution across the import life Center for Sciencein the Public Interest

cycle is of prime importance for the proiection of
consumers, particularly in the event of a product
recall. ¥ unsafe imports are discovered, effective traceabliity mechanisms

can facilitate timely product recovery and reduce the opportunity for harm to
occur. Additionally, the capacity to connect the dots and link import life cycle
information back to the point of origin enables both government and private-
sector actors to provide consumers with targeted and accurate information
concerning implicated products. Traceability is also an effective preventive tool
in that post-recall information and feedback can be processed fo identify and
address weaknesses across the import life cycle.

14.1 Work with foreign and domestic industry to encourage the development of best
practices for the use of efectronic track-and-trace fechnologies.
Leads: USDA, HHS /FDA, CPSC, DOT
Tims Frame: Long Term
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Conclusion

This Action Plan creates a roadmap for short-term and long-term improvements
in the safety of imported products. The Working Group sets forth 14
recommendations and 50 action steps that are based on the organizing
principles and building blocks identified in the Strategic Framework released
on September 10, 2007. In addition, at the same time as the release of the
Strategic Framework, the Working Group outlined immediate Actions to be
taken by federal depariments and agencies to effect meaningful change.
Together, the Strategic Framework and this Action Plan provide a national
strategy for continually improving the safety of imported products.

Key action steps, which provide the pathway for implementing these
recommendations, have each been assigned to lead entities that will be
responsible for implementing this Action Plan.

implementation of the recommendations will require resources, including
realiocation of existing resources, as well as trade-offs, to fund these priorities.
Additionally, it will require expanded authorities, greater coordination among
federal departments and agencies, improved accountability for industry,
increased foreign capacity building, greater information-sharing, partnerships
with the private sector and the application of new science, to name Jjust some
of the activities the federal government must place priority on in coming years.
Implementation will alsa require a coliaborative approach by all participants in
the import safety life cycle. By doing so, American consumers will be able to
continue to enjoy the benefits of the global economy with confidence.
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The recommendations in this Action Plan create a path for the United States
o complete the shift from an intervention approach 1o a prevention with
verification, risk-based approach that builds safety into the products that
reach U.S. consumers. This shift in emphasis can occur by following these
recommendations:

1. Safety Standards: Creale new and strengthen existing safety standards.

2. Certification: Verify compliance of foreign producers with U.S. safety and security
standards through certification.

3. Good importer Practices: Promote Good Importer Practices.

4. Penalties: Strengthen penalties and take strong enforcement actions to ensure
accountability.

5. Foreign Collaboration and Capacity Bullding: Make product safety an important
principle of our diplomatic relationships with foreign countries and increase the profile
of relevant foreign assistance activities.

6. Common Mission: Harmonize federal government procedures and requirements for
processing import shipments,

7. Interoperability: Complete a single-window interface for the intra-agency,
interagency and private-sector exchange of import data.

8. Information Gathering: Create an interactive import-safety information network,

9. New Science: Expand laboratory capacity and develop rapid test methods for swift
identification of hazards.

10, Inteliectual Property Protection: Strengthen protection of intellectual property rights
{IPR} to enhance consumer safety.

11, Recall: Maximize the effectiveness of product recalls.

12. Federal-State Rapid Response: Maximize federal-state coliaboration.

13. Technology: Expedite consumer notification of product recalls.

14. Track-and-Trace: Expand the use of electronic track-and-trace technologies.
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Appendix A: Executive Order

Executive Order: Establishing An Interagency Working Group on fmport
Safety

By the authority vested in me as President by the Constitution and the laws of
the United States of America, and to ensure that the executive branch takes
all appropriate steps o promote the safety of imported products, it is hereby
ordered as follows:

Section 1. Establishment of Inferagency Working Group on Import Safety.
The Secretary of Health and Human Services shall establish within the
Department of Health and Human Services for administrative purposes only
an Interagency Working Group on Import Safety (Working Group).

Sec. 2. Membership and Operation of Working Group.

(a) The Working Group shall consist exciusively of the following members, or
their designees who shal be officers of the U.S. appointed by the President or
members of the Senior Executive Service:

(i} the Secretary of Health and Human Services, who shall serve as Chair;
(ii) the Secretary of State;
(i) the Secrstary of the Treasury;

(v} the Attorney General;
(v} the Secretary of Agriculiure;
(v} the Secretary of Commerce;

{vii} the Secretary of Transportation;

(vill} the Secretary of Homeland Security;

{ix} the Director of the Office of Management and Budgst;

() the United Stales Trade Represeniative;

{xi} the Administrator of the Environmental Protection Agency,;

(xil} the Chairman of the Consumer Product Safety Commission; and

(i} other officers or full-time or permanent part-ime employees of the
United States, as determined by the Chailr, with the concurrence of the
head of the department or agency concerned.

(b} The Chair shall convene and preside at meetings of the Working Group,
determine its agenda, and direct its work. The Chair may establish and direct
subgroups of the Working Group, as appropriate to deal with particular subject
matters, that shall consist exclusively of members of the Working Group. The
Chailr shall designate an officer or employes of the Department of Health and
Human Services 1o serve as the Executive Secretary of the Working Group.
The Executive Secretary shall head any staff assigned 1o the Working Group
and any subgroups thereof, and such staff shall consist exclusively of fuil-time
or permanent part-time Federal employees.

Sec. 3. Mission of Working Group. The mission of the Working Group shali
be 1o identify actions and appropriale steps that can be pursued, within
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existing resources, o promote the safety of imported products, including the
following:

(a) reviewing or assessing current procedures and methods aimed at
ensuring the safety of products exported to the United States, including
reviewing existing cooperation with foreign governments, foreign
marnfacturers, and others in the exporting country’s private sector
regarding their inspection and certification of exported goods and factories -
producing exported goods and considering whether additional initiatives
should be undertaken with respect 1o exporting countries or companies;

(b} identifying potential means to promote all appropriate steps by U.S.
importers to enhance the safety of imported products, including identifying
best practices by U.S. importers in selection of forelgn manufacturers,
inspecting manufacturing facilities, inspecting goods produced on thelr behalf
either before export or before distribution in the United States, identifying
origin of products, and safeguarding the supply chain; and

(¢} surveying authorities and practices of Federal, Stale, and local
government agencies regarding the safety of iImporis 1o identify best practices
and enhance coordination among agencies.

Sec. 4. Administration of Working Group. The Chalr shall, 10 the exient
permitted by law, provide administrative support and funding for the Working
Group.

Sec. 5. Recommendations of Working Group. The Working Group shall
provide recommendations to the President, through the Assistant to the
President for Economic Policy, on the matters set forth in section 3 within 80
days of the date of this order, uniess the Chair determines that an extension is
necessary. The Working Group may take other actions it considers appropriate
fo promote the safety of imported products

Sec. 8. Termination of Working Group. Following consuitation with the
Assistant to the President for Economic Policy, the Chair shall terminate the
Warking Group upon the completion of its duties.

Sec. 7. General Provisions.
{a) Nothing in this order shall be construed lo Impalr or otherwise affect ()
authority granted by law 1o a department, agsncy, or the head thereof, or {il)
functions of the Director of the Office of Management and Budget relating to
budget, administrative, or legislative proposals.
{hy This order shall be implemanted consistent with applicable law and
subject to the availability of appropriations.
(c) This order is not intended to, and does not, create any right, benefit, or
privilege, substantive or procedural, enforceable at law or in equity, by any
party against the United States, its departiments, agencies, or entities, iis
officers, employees, or agents, or any other person.

GEORGE W. BUSH
THE WHITE HOUSE,
July 18, 2007,
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Appendix B : Immediate Actions Memorandum
September 10, 2007

THE SECRETARY OF HEALTH AND HUMAN SERVICES
WASHINGTON, D.C. 20201

September 10, 2007

The President
The White House
‘Washington, D.C. 20500

Re: Interagency Working Group on Import Safety

Dear Mr. President:

On behalf of the Interagency Working Group on Import Safety and in accordance with
Executive Order 13439, | am pleased to submit this repott, Protecting American
Consumers Every Step of the Way: A Strategic Fr k for Continual Improvement i
Impo¥t Safety.

Accompanying this report is a listing of Fmmediate Actions that the Working Group
recormmends that the Federal government implement without delay to protect American
consumers, These recc dations will be followed by an Action Plan in mid-
November 2007, which will set out a roadmap with short- and long-term
recommendations for improving import safety.

I'want you to know of my appreciation for the assistance of all of your designees in this
process. Their contributions have been exceptional.

As 3 Working Group, we provide the Strategic Framework and Immediate Actions with a
belief that these changes will make the most effective use of our resources and provide
the greatest protection to American consumers over the long term.

Thank you for the opportunity to serve.

Sincerely,

Michael O. Leavitt
Secretary, Department of Health and Human Services
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Listing of Immediate Aclions

1.  Improve collaboration and information sharing with the private
sector to improve the safety of imports.

Awide range of products that could potentially threaten the health
and safety of U.S. consumers are imported every day. Due to the vast
volume of imported products, it is impossible fo ensure safety simply
by increasing government inspections, Rather, engagement with the
importing community must be enhanced 1o gain insights from the
owners and operators of the commercial import infrastructure through
which all imported products reach American consumers, and to share
best practices among this community.

To conduct this outreach and improve collaboration with the imparting
community, the agencies should expand on existing public-private
relationships, such as COAC (Commercial Operations Advisory
Committee), TSN (Trade Support Network), F&ASCC (Food and
Agriculture Sector Coordinating Council), ITACs and ATAGs (Industrial
Trade and Agricutiural Trade Advisory Committees), and other groups,
o seek and share the importing community's recommendations and
best practices with the objective of enhancing import safety and
promoting comprehensive supply chain verification.

Recommendations for implementation of this action will be included in
the Working Group’s forthcoming Action Plan,

2. Interoperability Acceleration ~ Instruct Executive Agencies to
Complete Their Identification of Technical, Business and Legal
Requirements for Operating Within the Automated Commercial
Environment/international Trade Data System.

The Security and Accouniability for Every ("SAFE") Port Act of 2008
requires all Federal agencies that license, permit, or certify imported
products to participate in the International Trade Data System (ITDS), a
“single-window” system for reporting imports and exports electronically.
ITDS will operate as a feature of U.S, Customs and Border Protection’s
{CBP) trade data processing system called the Automated Commercial
Environment (ACE), which is currently under development. Functional
capabiliies within ACE ars being implemented in stages, with full
operability expected in 2009, Currently, 34 Federal agencies, referred to
as Participating Government Agencles {PGAs), are at varying stages in
integrating into ITDS,

In order to accelerale implementation of ITDS, the Office of
Management and Budget should issue a directive 1o PGAs requiring
that within 60 days of the directive they establish or refine their
implementation Plan setting deadiines for developing, reviewing
and finalizing conceptual operating plans (Concept of Operations),
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memoranda of understanding for the ITDS interface, and a set of
technical and business requirements for identifying any program and
system modifications needed 1o support the interface. This would
include considerations for the budget process. OMB should give speciat
priority to import safety agencles for this task in the budget process

Further, in order to accelerate implementation of ITDS, the Office
of Management and Budget should direct that CBP, within 60 days,
establish or refine its Implementation Plan setting deadlines to:

+ Include information currently reported by importers and carriers to
CBP in the ACE Data Warehouse, where it can be accessed by other
agencies.

* Advise other agencies with an import safety mission how they can
take full advantage of current ITDS capabilities and deepen their
engagement in ITDS development

+ implement World Customs Organization Data Model messages (new
international international standard for customs reporting), which
could provide a platform for electronic reporting of health and safety
information in advance of the current ITDS production schedule.

in addition, all PGAs are instructed to:

« Within their fiscal year 2009 budget submissions, identify the
budgetary resources needed 1o support the ACEATDS interface.
Within 80 days, designate a senior executive responsible for
implementing the ACENTDS interface.

Within 60 days, designate a senior executive responsible for
implementing the ACE/ITDS interface.

Participating Government Agencies (PGAs)

© AMS - Agricultural Marketing Service (Agriculture)*

+ APHIS - Animal and Plant Health Inspection Service (Agricufture)*
ATF - Bureau of Alcohol, Tobacco, Firearms and Explosives
{Justicey”

BIS - Bureau of Indusiry and Security (Commerce)

+ BLS - Bureau of Labor Statistics (Labor)

BTS - Bureau of Transportation Statistics (Transportation)

+ CDC- Center for Disease Control (Health and Human Services)*

+ Census - U.S. Census Bureau (Commerce)

» CPSC — Consumer Product Safety Commission*

« DEA - Drug Enforcement Administration (Justice)*

+ EPA - Environmentat Protection Agency*

+ FAA - Federal Aviation Administration (Transportation}*

FAS - Foreign Agricultural Services (Agriculture)

+ FCC - Federal Communications Commission®

+ FDA - Food and Drug Administration (Health and Human Services)”
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.

FMC - Federal Maritime Commission

FMCSA - Federal Motor Carrier Safety Administration

{Transportation}”

FSIS - Food Safety and Inspection Service (Agriculture)”

FTZB - Foreign Trade Zones Board (Commerce)

FWS - Fish and Wildlife Service (Interior)*

GIPSA - Grain Inspection, Packers and Stockyards Administration

(Agricutture)

IA - Intermnational Trade Administration—import Administration
(Commerce)

RS - Internal Revenue Service (Treasury)

ITC ~ International Trade Commission

MARAD - Maritime Administration (Transportation)

NHTSA — National Highway Traffic Safely Administration

{Transportation)”

NMFS — National Oveanic Atrmospheric Administration / National

Marine Fisheries Service, Office for Law Enforcement (Commerce)”

NRCG - Nuclear Regulatory Commission®

QOFAC - Office of Foreign Assets Control (Treasury)

OFE - Office of Fossil Energy (Energy)

OFM - Office of Foreign Missions (State)

State - Logistics Management (State)

» TTH - Alcohol and Tobaceo Tax and Trade Bureau {(Treasury)®

USACE - Army Corps of Engineers (Defense)

B
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.
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*Agencies designated by the Board of ITDS as import safety agencies
due to their roles in licensing, certifying, and permitting import shipments.

Global Collaboration — Instruct agencies o deveiop and increase
International cooperation and collaboration.

The Department of State (State) has contacted host governments in
39 countries that are top exporters of food and consumer producis fo
the United States to seek information on how various countries handle
import safety issues. In the coming weeks, State, the Office of the
United States Trade Representative (USTR), and other interested
agencies will analyze the responsas o these inquiries and meet {o
determine appropriate next steps.

As part of these next steps, State and USTR should coordinate with
other Working Group members to determine whether appropriate
international and regional organizations could be helpiul in hosting
international conferences or other actions o promote product safety,

in order to generate high-level global attention 1o a worldwide problem.
Such events could provide a forum to exchange information on effective
product safety practices, identify opportunities for regulatory capacity
building, and promote science-based regulation, consistent with U.S.
law and our interational obligations
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Recommendations for implementation of this action will be included in
the Working Group’s forthcoming Action Plan.

Agreements with Foreign Governments ~ Instruct agencies to
catalog on-going and planned import safety-related agreements
(bilateral and multilateral) with foreign governments, In addition,
require agencies to meet within 45 days and then on a regular
basis to discuss negotiations underway or that are anticipated and
share lessons learned.

Various U.S. government agencies work with foreign governments

to conclude and implement bilateral and mulilateral agreements to
improve import safely. in many cases, the agency that has expertise in
a particular facet of import safety takes the lead in the negotiations. The
resulting agreements, however, may affect the jurisdiction, operations,
and resources of other agencies. Therefore, coordination among all the
relevant agancies is necessary 1o ensure that all such agreements are
as effective as possible and can be fully impiemented.

Currently, coordination procedures vary depending on the nature of
the agreement. Despile the various existing means for coordination,
interagency work on import safety negotiations with foreign
governments can be improved. In particular, efforts should be made
o Increase interagency awareness of agencies’ angeing and planned
discussions with foreign governments regarding import safety
agreements. In addition, the current coordination processes should be
modified o provide a forum for agencies to share successiul sirategies
and approaches with other agencies that could benefit from their
experiences. Earlier and improved coordination will help ensure that
agreements fully benefit from relevant agencies’ experiences, avoid
duplicative or counterproductive efforts, and generally improve the
negotiating position of the U.8. government.

To this end, as an immediate action, agencies should be requirad to
catalog ongoing and planned discussions with foreign governments
regarding import safety. Until the Action Plan is issued, the Department
of Cormmerce should host regular advisory meetings for these agencies
o share information about thelr efforts, experiences and concerns.

This process is not a review and would in no way supplant or delay

the TPSC and C-175 processes, or any other on-going relevant inter-
agency process. International cooperation regarding law enforcement
or other simitar activities would not be subject 1o these meetings.
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Appendix C: Recent Actions and Current Plans to Protect
American Consumers

As directed by the President, all depariments and agencies have been
reviewing and assessing current procedures, authorities, outreach efforts and
international cooperation initiatives to enhance the safety of imported products.
They have met with foreign governments, foreign manufacturers and others

in the exporting country's private sector, as well as with producers, importers,
retailers, trade associations, consumer groups and others in the U.8. imporiing
community.

Based on these reviews and meetings, the depariments and agencies have
already taken numerous actions o protect American consumers. Many mors
initiatives to enhance the safety of imported products are underway and will be
completed in the coming months. This appendix summarizes significant recent
accomplishments and important actions that will be completed within the first
200 days of issuing this Action Plan.

The actions are structured according to the organizing principles from the
Strategic Framework and the recommendations included in this Action Plan.

Provention with Verification

Safely Standards
+ Food Protection Plan. FDA has developed a Food Protection
Plan that addresses both food safety and food defense for domestic
and imported products, including food protection from production o
consumption. The Plan will be phased in over the coming months
and s infegrated with the Administration’s Import Safety Strategic
Framework and Action Plan.

Certification
+ NOAA Seafood Inspection Program. As of Oclober 24, 2007,
the Department of Commerce’s National Oceanic and Atmospheric
Administration (NOAA) Seafood Inspection Program has inspected
and certified seven seafood processing plants in China and has
plans to inspect another 12 plants. There are a number of other
plants in the queue 10 be inspected.

improved Compliance with Toxic Substance Control Standards.
EPA’s Office of Prevention, Pesticides and Toxic Substances has
been developing a Toxic Substance Control Act (TSCA) “Section 13
import Compliance Checldist” as a compliance assistance tool 1o help
chemical importers and government inspectors better understand
import certification requirements. When finalized, the Checkiist will
be posted on various Web sites and disseminated in other ways.

www.imporisafety.gov
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- Seafood Inspectors Stationed in Other Aslan Countries. NOAA
isin the process of stationing an inspecior full time in Hong Kong
and has plans to put inspectors in other countries that export large
volumes of seafood to the United States.

New Zealand Meat Certification. USDA’s Food Safety and
Inspection Service (FSIS) began reprogramming its import inspection
data system to enable an electronic data fransfer of certifications

for meat export shipments from New Zealand. This will constitute
verification that importers have presented New Zealand import
shipments for FSIS inspection as required by law. Full electronic
certificate exchange capability is expected to be operational by the
end of 2007 and will be extended to include Australia and Canada
during 2008.

Accreditation of Private Labs. FDA will issue guidance by
mid-2008 that would set standards for the sampling and testing

of imported products, including the use of accredited private
taboratories submitting data to FDA to assist in evaluating whether
an appearance of a violation may be resolved. Increased confidence
in the sampling techniques and methodologles used by accredited
laboratories and in the data they submit may altow FDA to base
decisions on abbreviated laboratory packages from accredited
laboratories, expedite review of the information in those packages
and facilitate admissibility decisions.

Foreign Cooperation and Capacity Building

« Safety Agreement with China on Toys, Fireworks and Electrical
Produets. Meetings held in September 2007 between CPSC and
its counterpart, the General Administration of Quality Supervision,
Inspection and Quarantine {AQSIQ) of the People’s Republic of
China resulted in a renewed Memorandum of Understanding (MOU})
related to the promotion of safety for target products-—children’s toys,
fireworks, cigarette lighters and electrical products.

Memoranda of Agreements with China on Food, Drugs, Medical
Devices and Animal Feed. HHS/FDAIs negotiating binding
agreements with the Chinese government to enhance reguiatory
cooperation in the area of drugs, medical devices, food and animal
feed. These agreements will protect the safety and health of
consumers and animals in the United States and in China.

Motor Vehicle Safety Agreement with China. On September 12,
the Department of Transportation's National Highway Traffic Safety
Administration (NHTSA) signed a Memorandum of Cooperation
with China aimed at increasing cooperation in the areas of motor
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vehicle regulation and safety. Both sides indicated a willingness

to work together to address issues related 10 the safely of Chinese
motor vehicles and equipment (including tires and automotive fuses)
intended for export to the United States.

Tire Safety Standards Talks with China. From September 11
through September 18, NHTSA staff with expertise in NHTSA’s

tire standards and enforcement process attended the Chinese
International Tire Exposition in Shanghal and met with China’s
technical experts on tire issues in Hangzhou. At both locations,
NHTSA representatives made detailed presentations on the agency's
standards and enforcement process. The presentations were well
received by the many representatives of the Chinese tire industry
who participated in these sessions. NHTSA’s delegation also
obtained information that will be useful in designing strategies to help
deter and detect the shipment of noncompliant or defective tires from
China to this country.

Seafood Inspection Agresment with China. NOAA’s National
Marine Fisherles Service (NMFS8) has begun discussions with
China’s Administration of Quality Supervision, Inspection and
Quarantine (AQSIQ) on an MOU 1o improve information transfer and
to increase the traceability of products. The MOU would establish

a notification system whereby each party would alert the other in
the event that a problem is detected with seafood being imported
from China. Drafts have been exchanged and a final agreement is
anticipated in early 2008,

Foreign Training on United States Safety Standards for Meat,
Poultry and Eggs. In July 2007, USDA and FDA conducted a
seven-week raining program for Chinese inspection officials.

FSIS also conducted outreach to foreign government inspection
officials regarding FSIS import requirements for meat, poultry and
egg products. FSIS provided technical assistance to the Austrian
government regarding U.S. impori requirements for ready-to-eat
products, to Mexico regarding microbiological testing procedures and
to the governments of Bosnia-Herzegovina, Namibia and Thailand
about U.8. import requirements in general.

United States-Europe Consumer Protection Talks. On Qctober
14, 2007, the Trans-Allantic Consumer Dialogue was held at the
State Department. Topics included the review of the respective
regulatory impact assessment guidelines on trade and invesiment
and their application, reduction in barriers on trade in chemicals,
controlling hazardous toy and consumer product imports, recognition
of Supplier's Declaration of Conformity for electrical equipment and
other topics of concern in the ongoing trans-Atlantic dialogue.
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* Security and Prosperity Partnership (SPP) priority on Safe Food

and Products, In August, President Bush, President Calderon of
Mexico and Prime Minister Harper of Canada pledged to strengthen
trilateral cooperation and mechanisms within the region, build on
current standards and practices and work with our trading pariners
outside of North America to identify and stop unsafe food and
products before they enter our countries.

* Product Safety in Standards Dialogues. The Department of

Commerce is engaging in standards dialogues with key trade
partners fike Brazil, the European Commission and India. Product
safety issues were discussed with india on October 25 and with
the European Union on QOctober 29. These dialogues encourage
information exchange on policies, procedures and processes to
ensure the safety of imported products,

« International Food Safety Standards Work in Codex

Alimentarius. The Department of Commerce, State, EPA, USDA,
FDA and USTR are actively engaged in international food safety
standards development work in Codex Alimentarius. Codex already
has a significant inventory of standards and guidelines that address
food hygiene, food labeling, food import and export certification and
ingpection systems, contaminants in food and other areas. The
United States is considering what gaps exist in food safety standards
that Codex might address through new work activities.

+ China Joint Commission on Commerce and Trade (JCCT)

Pharmaceutical Task Force. The JCCT provides ongoing
workshops to the Chinese government on anti-counterfeiting and
manufacturing best practices for pharmaceuticals. Accomplishments
have included direct input into the China State Food and Drug
Administration’s update of its drug registration review process.

> China Joint Commission on Commerce and Trade (JCCT)

Medical Devices Task Force. The Department of Commerce and
FDA provide ongoing training to the Chinese government on the use
of quality systems to ensure the safety of manufactured products,
including conducting product recalls for medical devices.

Pharmaceutical anti-counterfeiting activity under the

United States-India High Technology Cooperation Group’s
Biotechnology & Life Sciences Working Group. This group
organizes activities to fight the counterfeiting of pharmaceuticals
and addresses the regulation of active pharmaceutical ingredients
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to prevent the production of counterfeit medicines. In August

2007, this group discussed with Indian government officials the

need to cooperate with the international community in stopping the
production and export of counterfeit pharmaceuticals and the need to
regulate active pharmaceutical ingredients.

APEC Anti-Counterfell and Regulatory Harmonization
Seminars on Medical Devices. DOC and FDA are organizing
a series of capacity-building seminars for Asia and Latin America
focused on stopping the spread of counterfeit health products
and promoting regulatory harmonization for medical devices.
The first anti-counterfelt seminar will take place in Singapore in
January 2008, the first regulatory harmonization seminar will take
place in Kuala Lumpur in March 2008, Subsequent seminars
will take place throughout 2008 and early 2009 in Asia and Latin
America. Participants will include pharmaceutical and medical
device regulators, custom and law enforcement officials, health
professionals and industry representatives.

Motor Vehicle Safety Seminars with Chinese Companies. Inlate
2007 or early 2008, NHTSA plans to send senior officials 1o China to
meet with the relevant government departments and agencies, trade
associations and companies to discuss how NHTSA’s standards and
enforcement process apply to exports intended for sale in the United
States. NHTSA intends 1o reach those companies already engaged
in exporting motor vehicle equipment and those that have announced
plans to export motor vehicles to the United States in the next two
years. NHTSA will also look for opportunities to enter into more
detailed agreements with the Chinese government on cooperative
methods 1o help ensure that imports are compliant with NHTSA
standards.

Cooperative Agreement with China on Environmental
Requirements. In April 2007, EPA met with China’s AQSIG and
other groups and agreed io draft an EPA-AQSIQ MOU fo exchange
information on environmental requirements and cooperate 1o help
ensure compliance.

Cooperation on Enforcement of Environmental Laws in North
America. An understanding was recently reached among EPA,
Canadian and Mexican environmental law enforcement officials to
share information about noncompliant imports entering the borders of
any of the counlries.
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+ North American Development of Enforcement Training to
Ensure Legal imports. in September 2007, representatives
from environmental agencies of the United States, Canada and
Mexico, reviewed an electronic fraining module on ozone-depleting
substances. At the same time, the officials approved the creation of
a similar moduie for hazardous waste.

+ Qutreach on Import Safety through Diplomatic Channels. The
State Department’s Bureaus of Economic, Energy and Business
Affairs and International information Programs developed an
outreach plan to reach foreign audiences on import safety. To date,
import safety articles have afready been pubiished in international
newspapers; more are expecled over the near term. In August
2007, the Department of State sent cables 10 ali overseas posts to
provide them with information about import safety and the role of
the Interagency Working Group on import Safety for discussion with
governments and the privaie sector.

- Negotiation and Capacity Building through Trade Channels.
An integral part of U.S. free trade agreements are commitments
to address sanitary and phytosanitary (SP8) ®issues. In the past
year, USTR concluded free trade agreements with Peru, Colombia,
Panarma and Korea, each of which includes a specific SPS chapter
that has as a principal objective the protection of human and animal
heaith. In particular, the SPS chapiers provide for the establishment
of a standing committes of the parties to enhance cooperation and
consultation on SPS malters and improve understanding of each
other's SPS requirements. These agreements also provide for
capacity building and technical assistance in 8PS activities.

Anti-Counterfeiting Trade Agreement. On October 23, 2007,
USTR announced that the United States and some of its key
trading partners will seek to negotiate an Anti-Counterfeiting Trade
Agreement. Anii-counterfeiting efforts will help to improve the safety
of imported products,

« International Dialogues. The Department of State, Depariment of
Commerce, USDA, USTR, HHS and other federal departments and
agencies are encouraging the inclusion of import safety in regional
and international dialogues.

+ Import safety will be discussed at the United States-European
Union High Level Regulatory Cooperation Forum in November
and may also be taken up by the Transatlantic Economic
Council, which is also meeting in November.

12 An SPS measure is generally any measure applied to protect human, animal or plang life ot
health from risks arising from pests, diseases or adulterands or contaminants in food feed.
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« At the Asia-Pacific Economic Cooparation (APEC) Summit in
September, leaders agreed “to develop initiatives in the coming
year that effectively address problems related to import safety
in ways that do not hinder trade.” There are a number of
specific project proposals underway, including one by China to
promote information sharing 1o improve “food safety systems”
and another to address Hazard Analysis and Critical Control
Points (HACCP).

-+ USDA has indicated it will fund food safety related workshops

for APEC. The primary goal of these workshops would be

{0 raise awareness of, engagement in and compliance with

international food safety standards-setting bodies, such as

Codex Alimentarius, World Organization for Animal Health

(OIE) and the International Plant Protection Convention,

The Association of Boutheast Asian Nations (ASEAN) has

endorsed creating & Coordinating Committee on Consumer

Protection at ifs August meeting and is in communication with

officials at the CPSC, USDA, FDA and the Federal Trade

Commission.

Intervention

Common Mission
« Enhanced Interagency Cooperation on Animal and Plant

Inspections. USDA's FBIS and USDA’s Animal and Plant Health
Inspection Service (APHIS) continued monthly conference calls
o discuss key import and export issues of concern and 1o resolve
technical problems between the agencies. Recently, participation
was expanded to include representatives from the Food and Drug
Administration and U.S. Customs and Border Protection.

.

Enhanced Cooperation on Egg Product Safety. USDA agencies
(FSIS, AMS and APHIS) coordinated potential product code systems
in use by FDA and the Global Safety initiative that might further
identify USDA-regulated animal, egg and plant products in ITDS/
ACE. The agencies currently responsible for regulating the import
of eggs and egg products—FDA, APHIS, F8IS, CBP and AMS—are
currently identifying product codes to provide clarity in classifying
imporied products under the Harmonized Tariff Codes.

.

Cooperation on Counterfeits. DOC’s International Trade
Administration (ITA) Office of Intellectual Property Rights is
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collaborating with CPSC 1o create a Counterfeit Alert System that
would refer reports of counterfelts received by CPSC’s hotline to
DOC’s Siop Fakes hotline.

Interoperability
+ Public Health information System. On September 27, the Food

Safety and Inspection Service (FSIS) awarded a contract for
development of a new corporate data warehouse called the Public
Health Information System, which will support a user interface for
imports and exports. FSIS will develop, test and launch the system.
This includes establishing an electronic connection with CBP’s ACE/
ITDS system and importers for processing imported meat, poultry
and egg product shipments.

- USDA Harmonization with Trade Data System. USDA’s

Agricultural Marketing Service {AMS) and APHIS made important
progress in establishing an interface with ACE/TDS, AMS completed
import-related business processes, drafted a Concept of Operations
and Memorandum of Understanding with CBP and engaged a
contracior o identify areas where iis cormection with ACE/ATDS

can be optimized. APHIS submitted its Concept of Operations and
Memeorandum of Understanding to CPB on October 10. USDA’s
Grain inspection, Packers and Stockyards Administration began the
ITDS process with CBF on Oclober 30, 2007,

EPA Harmonization with Trade Data System. Building on
previous work with CBP and other relevant federal agencies on the
development of the single window import-export data system, EPA
has accelerated steps in order 1o become interoperable with ACE/
ITDS. EPAIs developing business processes and requirements

to exchange data between six EPA programs and ACEATDS.

EPA identified the Chief Information Officer as the executive

level representative; assigned EPA's internal Exchange Network
Subcommitiee as the governance body; established a project
management/implementation team structure; is preparing a project
implementation plan for submission to OMB on November 12, 2007
and is revising a concept of operations document for submission

o CBP in December 2007, EPAis leveraging the Central Data
Exchange and Exchange Network technology which the Agency
currently uses to exchange data with all 50 states and seven Indian
Tribes. '
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Response

Vigorous Enforcement of Safety Statutes
+ Marking Rule to Prevent Port-Shopping. By mid-2008, FDA will

issue a proposed rule that would require imported food that has been
refused entry to be marked “United States: Refused Entry.” Such =
marking would help prevent the introduction of unsafe food into the s Ny
United States through port-shopping, a practice whereby importers
attempt to gain entry through a port after the goods have been
refused at another.

« Criminal Prosecution of Counterfeit Drug and Hlegal Substance
Offenders. FDA, CBP and DOJ are continuing vigorous
enforcement of statutes banning trade in counterfelt and iflegal
products. For example, DOJ recently prosecuted an Ohio man
charged in online pharmacy conspiracy for selting counterfeit drugs
(Viagra, Cyalis, Levitra) shipped from such countries as Pakistan,
india and Great Britain. The agencles also collaborated in an
international law enforcement operation targeting the underground
manufacture of anabolic steroids. The operations have led 1o 124
arrests nationwide to date and the dismantling of approximatsly 100
ilegal sites that aided in the manufacture and distribution of anabolic
steroids, prescription medicines, counterfeit drugs and chemical
pracursors originating from approximately 30 rogue lsboratories in
China.
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Appendix D: List of Acronyms and Abbreviations
“Acronyms
ACE Automated Commercial Environment
AMS Agricultural Marketing Service
APEC Asia-Pacific Economic Cooperation
AFHIS Arimal and Plant Health Inspection Service
AQSIQ Administration of Quality Supervision, Inspection
and Quarantine
ASEAN Association of Southeast Aslan Nations
ASISA Aviation Safely Information Sharing and Analysis
ATS Autornated Targeting System
COAC Commercial Operations Advisory Commitiee
CBP Customs and Border Protection
CPSA Consumer Product Safety Act
CPSC Consumer Product Safety Commission
C-TPAT Customs Trade Partnership Against Terrorism
DHS Department of Homeland Security
DoC Department of Commaerce
DOJ Department of Justice
DOT Department of Transportation
eLEXNET Electronic Laboratory Exchange Network
ECP Exescutive Office of the President
EPA Environmental Protection Agency
EPIA Egg Products Inspection Act
FAA Federal Aviation Administration
FDA Food and Drug Administration
FDOCA Federal Food, Drug and Cosmetics Act
FERN Food Emergency Response Natwork
FMIA Federal Meat Inspection Act
FSis Food Safety and Inspection Service
GIDEP Government Industry Data Exchange Program
GSt Global Safety tnitiative
HACCP Hazard Analysis and Critical Control Points
HHS Department of Health and Human Services
HTS Harmonized Tariff Schedule
ICAD International Civil Aviation Organization
P international information Programs
MDG international Maritime Dangerous Goods
MO International Maritime Organization
PR Intellectual Property Rights
ITA International Trade Administration
TDS international Trade Data System
MOU Memorandum of Understanding
NHTSA National Highway Traffic Safety Administration
NMFS National Marine Fisheries Service
NOAA National Oceanic and Atmospheric Administration
NTC Nationai Targeting Center
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OMB
PHMSA

PRIA
RFID
SAFE Por
SCC

SDS
SEDS
SFDA

SIP

SPP

State
8TOP
TACD

TIA
Treasury
TSCA
USDA
USPTO
USTR
Working Group
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Operational and Administrative System for Import

Support

Office of Management and Budgst

Pipeline and Hazardous Materlals Safety

Administration

Poultry Products Inspection Act

Radio Frequency identification

Safety and Accountability for Every Port Act

Food and Agriculture Sector Coordinating Council
tandard Data Set

Standard Establishment Data Service

China State Food and Drug Adminisiration

Seafood Inspection Program

Security and Prosperity Partnership

Department of State

Strategy Targeting Organized Piracy

Trans-Atlantic Consumer Dialogue

U.B. Toy Industry of America

Department of Treasury

Toxic Substance Control Act

Department of Agriculture

U8, Palent and Trademark Office

U.5. Trade Representative

Interagency Working Group on Import Safety
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Appendix E: Working Group Designees and Staff
interagency Working Group on Import Safety Designees

Secretary Michael O. Leavitt, Department of Health and Human Services,
Chair of the Interagency Working Group

Al Hubbard, Assistant to the President for Economic Policy and Director,
National Economic Council

Dan Price, Deputy National Security Advisor for Economic Alfairs

Andrew C. von Eschenbach, Commissioner, Food and Drug Administration,
Department of Health and Human Services

Dan Sullivan, Assistant Secretary for Economic, Energy and Business Affairs,
Department of State

Alan Holmer, Special Envoy for China and the Strategic Economic Dialogus,
Department of Treasury

John O'Quinn, Deputy Associate Attorney General, Department of Justice

Richard Raymond, Under Secretary for Food Safety, Department of
Agriculture

David Spooner, Assistant Secretary for Import Administration, Department of
Commerce

Jeff Shane, Under Secretary for Policy, Department of Transportation

Jeff Runge, Acting Assistant Secretary for Health Affairs, Department of
Homeland Security

Robert Shea, Associate Director for Management, Office of Management and
Budget

Warren Maruyama, General Counsel, U.S. Trade Representative

Jim Guliiford, Assistant Administrator for Prevention, Pesticides and Toxic
Substances, Environmental Protection Agency

Quin Dodd, Chief of Staff, Consumer Product Safety Commission

www.imporisafety.gov
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Interagency Working Group on Import Safety Staff

Jerry Regier, Executive Secretary for the Working Group, Department of

Health and Human Services

Jeff Shuren, Food and Drug Administration

Cathy Sauceda, Department of Homeland Security

John Menard, Depariment of State

Bob Tuverson, Department of Agriculture

Karen Stuck, Department of Agriculture

Stephen Claeys, Department of Commerce

Bemard Carreau, Department of Commerce

Randy Pate, Department of Health and Human Services
Rob Raffety, Consumer Product Safety Commission

Celesia Gouhari, Department of Health and Human Services
Natalie Gochnour, Department of Health and Human Services
Erik Mettler, Food and Drug Administration

John Herrmann, Executive Office of the President

John Cobau, Executive Office of the President

www.importsafety.gov
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No import-safety system can succeed without
collaboration from everyone involved. We share a
common interest in import safety and this Action Plan
will guide our coflective actions moving forward.

Secretary Michae! O, Leavitt
Chair, Interagency Working Group on Import Safety
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“Americans enjoy unprecedented choice and convenience in
filling the cupboard today, but we also face new challenges to
ensuring that our food is safe. This Food Protection Plan will
implement a strategy of prevention, intervention and response

to build safety into every step of the food supply chain.”

Michael 0. Leavitt

Secretary of Health and Human Services
1.5, Department of Health and Human Services

Caver Photes

An investigator from the FDA's San Francisco
District {left) working with an investigator
from the California Department of Health
Services, collecting soil samples as part of
an investigation into an £ colf outbresk in
spinach.

Black Star/Steve Yeater for FDA

A senfor import speciatist i FDA'S New York
District, reconciling importers invoices with
shipping labels and collecting samples at a

foed warehouse,

Black Star/Michael Falco for FOA

Today's consumers have come to expert
increased levels of convenience and cheice,
hoth of which contribute fo the need for a
global food supply.

Getty Images
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A MESSAGE FROM THE COMMISSIONER

As a physician and the Commissioner of Food and Drugs, protecting America’s food supply
is extremely important 1o me.

American consumers have one of the safest food supplies in the world, but the world is
changing and we know it can be safer. New food sources, advances in production and
distribution methods, and the growing volume of imports due 10 consumer demand call
for a new approach to protecting our food from unintentional or deliberate contamination.
The U.S. Food and Drug Administration (FDA) must keep pace with these changes so that
the safety of the nation’s food supply remains second to none.

In the past few years, FDA has introduced several initiatives that address microbial and other
food safety hazards with domestic or imported produce and that guide industry practices
in the safe production of fresh-cut fruits and vegetables. FDA has also worked hard to raise
awareness about food defense issues and preparedness. These are just a few things we are
doing to improve food safety and food defense.

Recent nationwide recalls remind us how devastating foodborne illness can be. In the past
year, contaminated peanut butter led to illnesses in more than 300 people and at least 50
hospitalizations. Contaminated spinach resulted in 206 illnesses, three deaths, and more
than 100 people hospitalized. Reports of kidney failure and deaths in cats and dogs prompted
a recall of more than 100 brands of pet food.

For every one of these emergencies, the FDA responded immediately to minimize harm.
FDA investigators traced each problem’s source and worked without delay to remove the
affected products from market shelves, FDA staff continue to work diligently to protect our
food supply, by containing outbreaks and preventing further illnesses.

With this FDA Food Protection Plan we are going even further. Itis a forward-oriented concept
that uses science and modern information technology to identify potential hazards ahead
of time. By preventing most harm before it can occur, enhancing our intervention methods
at key points in the food production systern, and strengthening our ability to respond
immediately when problems are identified, FDA can provide a food protection framework
that keeps the American food supply safe.

Andrew C. yon Eschenbach, M.D.
Commissioner of Food and Drugs
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I. EXECUTIVE SUMMARY

FDA is implementing a Food Protection Plan (the Plan) that addresses both food safety
and food defense for domestic and imported products. The Plan is integrated with the
Administration’s Import Safety Action Plan. The Food Protection Plan operates through a
set of integrated strategies that:

» Focus on risks over a product’s life cycle from production to consumption
® Target resources to achieve maximum risk reduction

» Address both unintentional and deliberate contamination

® Use science and modern technology systems

FDA's Integrated Strategy Provides Three Elements of Protection

PREVENT Foodborne Contamination

* Promote Increased Corporate Responsibility to Prevent Foodborne Ilinesses
® Identify Food Yulnerabilities and Assess Risks

® Expand the Understanding and Use of Effective Mitigation Measures

INTERVENE at Critical Points in the Food Supply Chaln

e Focus Inspections and Sampling Based on Risk

e Enhance Risk-Based Surveillance

= Improve the Detection of Food System “Signals” that Indicate Contamination

RESPOND Rapidly to Minimize Harm
* Improve Immediate Response
= Improve Risk Communications to the Public, Industry and Other Stakeholders

FDA recognizes the need to partner with Congress to make the changes necessary to trans-
form the safety of the nation’s food supply. This Plan identifies the administrative actions
we are proposing to take within the Agency. This Plan also recommends legislative changes
to strengthen FDA's ability to continue to protect Americans from foodborne illnesses.

Additional Protections that Involve Legisiative Changes to FDAS Authority

PREVENT Foodborne Contamination

® Allow FDA to Require Preventive Controls to Prevent Intentional Adulteration by
Terrorists or Criminals at Points of High Vulnerability in the Food Chain

s Authorize FDA to Issue Additional Preventive Controls for High-Risk Foods

= Reguire Food Facilities to Renew Their FDA Registrations Every Two Years, and Allow
FDA to Modify the Registration Categories

box continued on page 4 ...
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box continued from page 3 ...

INTERVENE at Critical Points in the Food Supply Chain
® Authorize FDA to Accredit Highly Qualified Third Parties for Voluntary Food Inspections

® Require New Reinspection Fee From Facilities That Fail to Meet current Good
Manufacturing Practices {cGMPs)

* Authorize FDA to Reguire Electronic Import Certificates for Shipments of Designated
High-Risk Products

® Require New Food and Animal Feed Export Certification Fee to Improve the Ability of
1S, Firms to Export Their Products

 Provide Parity Between Domestic and Imported Foods if FDA Inspection Access is
Delayed, Limited, or Denied

RESPOND Rapidly to Minimize Harm

* Empower FDA to Issue a Mandatory Recall of Food Products When Voluntary Recalls Are
Not Effective

® Give FDA Enhanced Access to Food Records Buring Emergencies

FDA plans to enhance its information technology (IT) capabilities to fully support the imple-
mentation of the FDA Food Protection Plan,

For More Information
For follow up information on this report, contact:

Kari Barrett

Senior Advisor, Food Protection Team
Room 14B-17

5600 Fishers Lane

Rockville, MD 20857

Phone 301.827.5831

Email: FoodProtection@fda hhs gov

To download a copy of this report, go to http:/funww fda.govjoc/initiativesjadvance/food/pian.heml
or for the PDF version go to http:/fuwww.fda govioc/initiarives jadvance/food/plan.pdf

For more in-depth information on the many programs FDA has underway to protect

the nation’s food supply, go to the Food Protection main page at htsp://www.fda gov/foc/
wnitiatives/advance food html

11, INTRODUCTION

Every day across the country, people eat out, buy groceries, and cook meals for their fami-
lies. Americans expect that all their food will be safe, and FDA plays a critical role in mak-
ing sure this is true. FDA is responsible for the safety of the vast range of food Americans
eat; about 80 percent of all food sold in the United States, This includes everything except
for meat, poultry, and processed egg products, which are regulated by the U.S. Department
of Agriculture {UISDA).

in May 2007, Secretary of Health and Human Services Michael O. Leavitt and Commissioner
of Food and Drugs Andrew C. von Eschenbach, M.D,, charged FDA with developing a compre-
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2.0

Relative rates compared with 1996-1998 baseline period of laboratory-diagnosed cases of
infection with Campylobacter, STEC 0157, Listeria, Salmonelis and Vibrio, by year.
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The graph also represents illnesses from foods not regulated by FDA.

T T T i ¥ H T T
1996-1998 1993 2000 2001 2002 2003 2004 2005 2006

Under its FoodNet program {www.cde.gov/foodnet), the Centers for Disease Control and Prevention (CBC) monitors
foedborne microorganisms that cause illness and tracks trends. This graph shows the progress that has been made
in reducing foodborne infections. Other than recent increases in Vibrio- and Shiga toxin-producing Fscherichia
cotf (STEC) G157-related illness, the incidence of illnesses associated with these foodborne microorganisms has
mostly remained steady or gone down since the late 1990s, although further progress is needed. Note that the
graph represents all illnesses associated with the five types of bacteria, not just that frem contaminated food.

Sowrcn: Convers for Piszase Gontrol aad Bres

hensive and integrated FDA Food Protection Plan to keep the nation’s food supply safe from
both unintentional and deliberate contamination. Driven by science and modern information
technology, the Plan aims to identify potential hazards and counter them before they can do
hari. A cornerstone of this forward-thinking effort is an fncreased focus on prevention.

The Plan builds in safety measures to address risks throughout a product’s life cycle, from
the time a food is produced o the time it is distributed and consumed. The Plan focuses
EDA's efforts on preventing problems first, and then uses risk-based interventions to ensure
preventive approaches are effective. The Plan also calls for a rapid response as soon as con-
taminated food or feed is detected or when there is harm to people or animals,

FDA's integrated approach, within the Food Protection Plan, encompasses three core ele-
ments: prevention, intervention and response.

= The prevention element means promoting increased corporate responsibility so that food
problems do not occur in the first place. By comprehensively reviewing food supply vul-
nerabilities and developing and implementing risk reduction measures with industry and
other staleholders, FDA can best address critical weaknesses.

® The intervention element focuses on risk-hased inspections, sampling, and surveillance at
high risk points in the food supply chain. These interventions must verify that the preven-
tive measures are in fact being implemented, and done so correctly,

® The response element bolsters FDA's emergency response efforis by allowing for increased
speed and efficiency. It also includes the idea of better communication with other federal,

FDA's integrated
approach,

within the Food
Protection Plan,
encompasses three
core elements:
prevention,
intervention and
response.




258

state, and local government agencies and industry during and after emergencies. Whether
contamination is unintentional or deliberate, there is a need to respond quickly and w0
communicate clearly with consumers and other stakeholders, The communication should
emphasize identifying products of concern as well as assuring the public of what is safe
10 consume.

FDA is committed to strengthening the nation’s food protection system through implementa-
tion of the FDA Food Protection Plan. The Plan’s strategic and partnered activities are driven
by science and incorporate the use of 21st-century technologies.

Scope of the Food Protection Plan

Applies to food for people and animals

Addresses domestic and imported products

Encormpasses food safety (unintentional contamination) and food defense {deliberate
contamination}

[

FDA Regulates Roughly 80 Percent of the U.S. Food Supply

* DA regulates $417 billion worth of domestic food and $49 billion in imported food*
annually.

* FDA has oversight of more than 136,000 registered domestic food facilities {including
more than 44,000 U.5. food manufacturers and processors and approximately 113,000
U.S. food warehouses, including storage tanks and grain elevators).?

= FDA or state and local authorities regulate move than 2 miltion farms, roughly 935,000
restaurants and institutional food service establishments, and 114,000 supermarkets,
grocery stores, and other food outlets.? FDA provides guidance, model codes, and
other technical assistance to state and local partners.

» Approximately 189,000 registered foreign facilities manufacture, process, pack, or
hold food consumed by Americans.

d on FDA value-of-shipment information, 2003,

ities that are engaged i more than ene type of activity fe.g., mamifacturing and warehousing) are counted
in hoth categories; thus, the sum of the individual mumbers of type of facilities exceeds the number of 1vtal
registered facilities.

3 Dara from ULS, Department of Agriculiure, Navional Restewant Association, and ULS. Gensus Bureau.

IiT. CHANGES AND CHALLENGES

Current trends in the food industry promise better nutrition and wider choices for con-
sumers. At the same time, multiple factors pose challenges. These include changing food
production technology, patierns of human demographics and behavior, business practices,
new threats, and communication issues.

Trends in Demographics and Consumption

Changes in demographics and consumption have increased consumers susceptibility fo food-
borne illness. For example, by 2015, itis estimated that 20 percent of the population will be
60 or older. Older Americans are among those at highest risk for foodborne iliness.

Also, the practice of a family buying a head of lettuce and preparing a salad at home is not
as common. Increasingly, consumers want the convenience of opening up a bag of salad
that's already prepared, and immediately serving it.

Increasingly,
consumers want
the convenience
of opening up a
bag of salad that's
already prepared,
and immediately
serving it.
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ftused to be that when a single head of lettuce was contaminated, the resulting illness affected
one family. Now, contaminated heads of letiuce may be processed with thousands of other
heads of lettuce and placed into bags of convenience salad that many consumers can buy. These
bags of salad end up in thousands of homes, potentially resulting in hundreds of illnesses,

The shifting demographics have increased the numbers of susceptible consumers, and the
convenience factors have meant that small problems can lead 1o large outbreaks-both indi-
cations of the need to make changes to ¢nsure a continued high level of food protection.

Shifting Demographics )
Our population demographics are changing. Shifting demographics means that more of
the U.5. population is, and increasingly will be, susceptible to foodborne illness.

= In 2007, 20-25 percent of the population is in a high-risk category {young, oldey,
pregnant, immune-compromised). These Americans face a risk of serious iliness or
death from foodborne illness*.

® In 1980, 15 percent of the population was 60 or older. By 2025, the number will be 25
percent.

» Four percent of the population is immune-compromised {transplant patients, people
who are HIV positive, people recelving chemotherapy or other immunosuppressive
treatments, people with chronic diseasas).

* For example in a joint Food and Agriculiure Orgas ion of the United Natiens {FAQ )/ Werld Health

Organization {WHO} report on Listeria monocyt

that transplant patients had a 2,584 increased proba

M} micrabiological risk i was estimae

v of becoming ill from LM, compared with a healthy adult
less than 65 years old. The same report indicated thar AIDS patients had an §
{fapifip fae.argidoc

se and an othe
539400 pdf].

ol
ffao 00

healthy adult over the age of 65 had @ 7.5-fold inc

Convenience Trends

Americans are consuming more converience foods. Foods prepared outside the home

may be subject to cross-contamination from other foods, as well as contamination from

food workers.

s Ready-to-eat foods (hagged salad, cut fruit) and prepared foods (including hot bars
with main and side dishes, as well as salad bars) and frozen dishes that can be cooked
quickly are increasing in popularity.

s Cooking in the home is decreasing—peaple are eating out and bringing prepared foods
home.

@ Spending on foodservice items, such as supermarket deli foods, accounts for about
falf of all U.S. food spending.

Consumption Patterns
A greater variety of foods are eaten year round. Also, foods that are consumed raw or
with minimal processing are often associated with foodborne itiness.

» (onsumers are encouraged to make healthier food choices and increase consumption of
fruits and vegetables (5-9 servings/day), including fresh produce.

= 1.5, per capita consumption of fresh fruit and vegetables increased 36 percent from
1981 to 2000,

= A typical grocery store carried 173 produce ftems in 1987 and now carries 558 produce
items.

 Produce items that were once considered seasonal are available on a year-round basts.

s Increased consumption of exotic foods whose safety hazards are not well understood.

Sources: 1.8, Census Bureau and USDA Ecenomic Research Service
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Global Food Supply

There have been dramatic changes in the volume, variety, and complexity of FDA-regulated
products arriving at U.S. ports. The United States trades with over 150 countries/territo-
ries with products coming into over 300 LS, ports. In the last decade, the number of food
entry lines! has tripled. According to the USDA Economic Research Service, approximately
15 percent of the overall ULS, food supply by volume is imported. However, in certain food
categories a much higher percentage is imported. For example, approximately 60 percent
of fresh fruits and vegetables consumed in the U.S, are imported, which fills the gap when
ULS. domestic production is inadequate or out of season (e.g,, bananas, tropical fruits, etc.).
Imports of seafood rose from less than 50 percent of U.5. seafood consumption in 1980 to
more than 75 percent today.

Rise In Food Imports Imports of U.S, Food

16 Miltion ¢
18 Import Lines
18
14
Pet Fpods
PR
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Confections |
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6 Produce
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Seafood
2
:
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The type of imported foods is changing. In the past, the bulk of FDA-regulated imports
consisted of unprocessed food ingredients with subsequent processing of those ingredients
covered by FDA domestic regulatory oversight. Today, foods that are inherently more likely
1o pose risks, such as ready-to-eat food products, fresh produce and seafood, account for an
increasing proportion of imported foods.

This is not to suggest that food imported into the United States, as a whole, poses a greater
food safety risk than domestically produced food. Butincreases in the volume and complexity
of imported foods have taxed the limits of FDA's approach to handling imports. Currently,
data on 100 percent of the shipments are submitted through the electronic systems of the
.8, Customs and Border Protection {CBP) and FDA. The data are screened electronically
to determine whether the food appears to present a significant risk to public health, Some
foods are then inspected physically based on perceived tisk. Food products of greater concern
are physically inspected more frequently,

Currently, FDA ofien has very limited information regarding conditions under which most
food is produced in foreign countries. While many foreign countries have well-developed
regulatory systems to ensure food safety, other countries have systems that are less well-
developed and that may not be able to ensure food safety to the same degree.

1 An entry line means each portion of an import shipment that {s listed as a separate item on an entry document, Tiems in
an import entry having different tariff

escriptions must be listed sepavately,

S Fasd g




261

Growth in Foreign Manufacturers Exporting Low-~Acid Canned Foods

1973 2004
Domestic LACF/AF Firms 742 1,300
Foreign LACF/AF Firms 34 6,700

One example of how the source of food has changed is in the import of canned or sealed
fruits, vegetables, fish, and other products {collectively known s low-acid canned food/
acidified food or LACF/AF). As the table shows, the number of domestic firms nearly doubled
between 1973 and 2004. By contrast, there was close to a 200-fold increase in the number
of foreign firms manufacturing these products for importation into the United States during
the same period.

New Threats

New Foodborne Pathogens

Symptoms of foodborne illness range from mild stomach discomfort io life-threatening neuro-
logic, liver, and kidney syndromes. In 1999, the CDC estimated that there were around 76 mil-
lion cases per year of illness from foodborne agents, with 325,000 hospitalizations and 5,000
deaths in the United States each year. These data do notidentify exactly how many are spread
via foods {as opposed to person-to person contact of by some other means) not do they indicate
how the food became contaminated. However, we know thatthe most severe cases tend w occur
in people who are very young, very old, or who have compromised immune systems.

Foodborne illnesses are caused by more than 200 different foodborne pathogens (agents that
can cause illness) of which we are currently aware. These include viruses, bacteria, parasites,
and toxins, plus a vast number of potenial chemical contaminants and metals. The variety
of agents associated with foodborne illness has steadily grown over the last few decades,
and there is every probability that this list will continue to increase.

One example of a newer foodborne pathogen is Enterobacter sakazakii, which can cause seri-
ous illness such as sepsis {blood infection) and meningitis (inflammation of the membrane
surrounding the brain and spinal cord). In 2002, FDA, working with CDC, discovered and
subsequently alerted health care professionals to clusters of E. sakazakif infections reported
in a variety of locations among hospitalized newborns, particularly premature or other
immuno-compromised infants who were fed powdered infant formulas.

‘The emergence of new foodborne pathogens requires updated technologies that can detect
the presence of new agents in a variery of foods. Addressing these emerging hazards requires
cooperation atnong industry, academia, and government to share information and estab-
lish testing protocols.

Pathogens Newly Associated with Foodbarre Iliness Since the Mid-1970%

e (ampylobacter jejuni

s (ryptosporidium parvam

¢ Shiga toxin-producing £. coli
® Norpviruses

» Salmonelle Typhimurium DT104
s Vibrio cholerae 0139

s Vibrio parahaemolyticus

e Campylobacter fetus

® Cyclospora cayetanesis
® [isterla monocytogenes
e Salmanello Enteritidis
® Yibrie vulnificus

® Yersinia enterocolitica
e Entercbacter sakazakii
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Intentional Contamination

We must also consider food as a potential vehicle for intentional contamination. Such inten-
tional contamination of food could result in human or animal ilinesses and deaths, as well
as economic losses.

The stark possibilities are suggested by the recent incident in which vegetable protein prod-
ucts, which were represented as wheat gluten and rice protein concentrate, were contami-
nated with melamine and melamine analogues. Though not considered an act of terrorism,
the incident appeared to be a deliberate act for economic gain. It resulted in the sickness
and deaths of cats and dogs, the recall of hundreds of brands of pet food products, state
quarantine or voluntary holds on ivestock that consumed suspect animal feed, and concern
regarding the possible assoclated human health risks.

FDA has no reason to believe any physical harm was intended, but the melamine event indi-
cates the danger of attempts to deliberately compromise the U.S. food system.

Communication

Sffective communication requires active collection and use of incoming information and
timely communication to external groups. FDA uses the information it receives to make
appropriate decisions about food safety. FDA also shares information and advice with con-
sumers, news media, industry, and state, local, and foreign agencies. Providing information
that is timely, useful, and easy to understand is critical.

FDA, states, and indusiry receive food safety information invarious ways. Signals of potential
problems come in the form of consumer complaints, inspection data, positive test results,
adverse event reports, and other reports of illness. FDA is committed to improving informa-
tion flow to improve detection and response to signs of trouble.

FDA collects data from several sources. Data from the testing of food, inspections, and
reports of illnesses are collected in federal and state systems. Data from foodborme illness
and pathogen identification are entered into systems maintained by the CDC, the lead federal
agency for conducting disease surveillance and outbreak investigations. Data from imports
are entered into specific import systems. Currently, states conduct 10,000 inspections under
contract to FDA and another 40,000 inspections under state law. These inspections include
the collection of 300,000 food samples each year

Enabling FDA's information systems to communicate more effectively with internal and
external data sources is essential. This will increase productivity of FDA staff and stream-
line response times during food emergencies. The overall success of the Plan depends on
improving the integration and analysis of the vast amount of information collected.

Just as consumers and businesses have important roles to play in providing information to
FDA4, the FDA plans to improve communication with stakeholders during food emergen-
cies, In the 2007 outbreak involving chili sauce contaminated with Clostridium botulinum, the
recalled product remained on the shelves of small retailers weeks after the recall announce-
ment. Improving outreach to all segments of the food industry will ensure that harmful
products are removed from the market quickly.

o /Chiss €

A scientist at FDA's
Forensic Chemistry Center
examines wheat gluten
for possible melamine
contamination.

IV, AN OVERVIEW OF THE APPROACH

Core Elements

While American consumers enjoy one of the safest food supplies in the world, growing
challenges require a new approach to food protection at FDA—an increased emphasis on
prevention.
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The Food Protection Plan

i

|

§ Greater attention to
s 0 .
| PREVENTION: Build safety in from the start prevention requires
|

3

|

INTERVENTION: Risk-based inspections and testing closer interaction with
RESPONSE: Rrapid reaction, effective communication growers, manufacturers,

distributors, retailers,
food service providers,
and importers.

FOOD
DEFENSE

Recent outhreaks linked to fresh produce, peanut buiter, and pet foods show how FDA
responds quickly to contain food safety problems. While this level of response needs to be
maintained and even enhanced, there is also a need 1o focus more on building safety into
products right from the start to meet the challenges of today. The FDA will work with the
private sector to build on the actions of the food industry to ensure product safety. Building
safety into products is described in one word: prevention.

This shift to an increased emphasis on prevention is at the core of FDA's Food Protection Plan,
and will be evident immediately as the FDA begins an industry-wide effort to focus attention
on prevention, from general best practices for all foods to the possibility of additional
measures for high-risk foods, Prevention needs 1o be augmented by targeted intervention that
focuses inspection and testing on the areas of greatest risk. This will reduce the likelihood
that contaminated products will reach consumers. However, even the best system in the world
cannot prevent all incidents of foodborne iliness. Along with prevention and intervention,
faster and more focused response is needed once a problem is detected.

Prevention — Build safety in from the start.

FDA must strategically place greater emphasis on preventive measures for food safety and
food defense. These measures will promote tmproved food protection capabilities through-
out the food supply chain. This will require close interaction with growers, manufacturers,
distributors, retailers and food service providers, and importers. These partners have the
ability to implement preventive approaches and to require them of their suppliers. FDA will
continue to work with industry, state, local, and foreign governments to further develop
the tools and science needed 10 identify vulnerabilities and determine the most effective
approaches. With regard to imports, FDA will also work with foreign governments, which
have a greater ability to oversee manufacturers within their borders to ensure compliance
with safety standards.

Intervention — Verify prevention and intervene when risks are identified.

FD4, along with other federal agencies and state, local, and foreign governments, must
undertake interventions in a coordinated and risk-based manner. Interventions, in the
form of targeted inspections and testing, verify that preventive controls are working and
that resources are being applied to the areas of greatest cancern—either when the product is
at the manufacturing facility, on its way to stores, or at a port of entry. Successful interven-
tion will also require enhanced risk analysis, along with new detection technology o allow
for faster analysis of samples. A successfud and {ully integrated food protection system will
identify signals that indicate the need for intervention. Such signals may be a positive test
for a harmful contaminant following an inspection, an industry report, a consumer com-
plaint, or a full blown outbreak.

H
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Response ~ Respond rapidly and appropriately.

Working with its food safety partners, FDA will improve its response system 10 more rap-
idly react when signals indicate either potential or actual harm to consumers. As part of an
improved response system, the FDA will develop faster and more comprehensive ways to
communicate with consumers and others during a food-related emergency.

Cross-Cutting Principles
Four important cross-cutting principles will allow a comprehensive food protection approach
along the entire production chain,

Principles of the Food Protection Plan

1. Foeus on risks over a product’s life cycle from production te consumption.
2. Target resources to achieve maximum risk reduction.
3. Address both unintentional and deliberate contamination.

4, Use science and modern technology systems,

1. Focus on risks over a product’s life cycle from production to consumption.

Comprehensive food protection requires considering the safety and defense risks associated
with foods through their whole life cycle whether domestically produced or imported.
Consideration must be given to areas that are potentially vulnerable to both unintentional
and intentional contamination such as the point at which food is grown or produced,
every processing or manufacturing step, points involved in distribution, transport, and
warehousing, as well as all the points at the retail level through distribution to consumers.
It is also important to consider the role that consumers play in safeguarding food once it is
in their homes.

Consideration of the risks throughout a product’s life cycle is a significant shift in the
Agency’s approach not only for domestic products but for imported foods too. A focus on
prevention at the point of manufacture based on risk will provide data 1o strengthen risk-
based inspections domestically, at the border, and overseas. In particular, FDA plans to work
with foreign governments and federal partners to ensure that foods produced in foreign
facilities meet U.S. safety requirements. Risk-based targeted inspections at the border will
serve as a second layer of protection, rather than the principal one.

2, Target resources to achieve maxi risk red

A comprehensive risk-based approach must consider the many variables that define risk.

Such variables include:

e the possibility that consuming a particular food will result in a foodborne iliness due to
contamination of the product, which depends on such factors as the number of microbes
present or the level of a chemical or toxin present, the susceptibility of the person to the
contaminating agent, and whether the food was properly handled and cooked;

s the severity of that illness, should it occur;

« the point in the production cycle where contamination is most likely o occur; and

® the likelihood of contamination and steps taken during the production cycle to veduce
the possibility of contamination

Foodborne illnesses range from distressing, but tolerable, symptoms to critical and life-
threatening health problems. lliness due to E. coli O157:H7 can lead to kidney failure. Expo-
sure to botulinum toxin can cause paralysis. Other, less severe illnesses may cause diarrhea
and vomiting.
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Some foods, such as those grown in the ground, may have little or no processing before
they arrive in consumers’ homes. Other foods are cooked to high temperatures (e g, canned
goods). Examining all aspects of the product life cycle helps define the areas of greatest risk.
Implementation of the Plan will involve acquiring the data to best address risk, or, where
the data is unavailable, working with appropriate partners to determine those risks,

3. Address both unintentional and deliberate contamination.

Food safety, which traditionally refers to unintentional contamination, has been a corner-
stone of public health for many vears. The idea that someone may use food as a vehicle w0
deliberately cause harm is a risk that must be addressed. There is a heightened awareness of
terrorism as a real possibility that could cause a major public health crisis. To this end, FDA
has devoted significant efforts over the last six years to address food defense—defending
the food supply against deliberate attack.

Whether dealing with internional or unintentional contamination, the same regulatory
experts, resources, and industry partners are involved. The best way 1o handle food safety
and food defense is to develop approaches that appropriately address both. Although there
are differences in how these events are addressed, there are also many overlaps and paral-
lels between the two. For exarple, the concepts of prevention, intervention, and response
apply equally to both.

4. Use science and modern techuology systems.

Asuccessful plan for food protection is based on science. FDA's Food Protection Plan empha-
sizes the need to know the science underpinning how and where food becomes contaminated
and the associated risks. The Plan also highlights the use of science to determine optimal
interventions to reduce the likelihood of contamination. If contamination does occur, then
the priority is to minimize the likelthood that it will cause significant harm. For example,
successful intervention relies in large part on the science of epidemiology to understand
which foods pose risks and the science of modem detection methods to identify harmful
agents quickly.

The Food Protection Plan alse highlights the need w further imtegrate information systems.
Too often, sophisticated data systemns lack the ability to share information. A priority in the
Plan involves creating interoperable data systems, along with making current systems more
interoperable, to allow for the exchange of product information along the whole life cycle.
The goal is to make the most of lmportant data from all relevant systems, and 1o obtain
easier access to critical information.

Those at highest
risk for serious
foodborne illness
include young
children, older
adults, pregnant
women, and people
with weakened
immune systems.

Y. THE INTEGRATED PLAN

The Food Protection Plan is based on three integrated elements of protection:

1. Preventing foodborne illnesses in the first place;
2. Intervening with risk-based FDA actions at eritical point in the food supply chain; and
3. Responding rapidly when contaminated food or feed is detected.

Implementation of the elernents will begin immediately, be phased in over time, and be
integrated with the Administration’s Import Safety Action Plan. All of the elements build
on existing partnerships and direct resources 1o the areas of greatest risk.

But the FDA cannot take some key actions without new legislative authority. We summarize
below in each element the new authorties needed o fully implement the Plan and strengthen
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our ability to protect Americans. We look forward to working productively with Congress
to ensure understanding of the design of and need for these authorities.

CORE ELEMENT #1: PREVENTION

Prevention is the first essential step for an effective, proactive food safety and defense plan.
FDA’s Plan implements three key prevention steps, which will move forward concurrently. The
prevention steps are risk-based and will be implemented as appropriate to particular segments
of the industry, taking into account that some foods are inherently safer than others.

The Plan’s Key Prevention Steps

1. Promote Increased Corporate Responsibility to Prevent Foodborne Iiinesses
2. Tdentify Food Vulnerabilities and Assess Risks
3. Expand the Understanding and Use of Effective Mitigation Measures

FDA designed its Plan for the full life cycle of food—from production to consumption
whether it be domestic or imported. The prevention elements of the Plan emphasize the
importance for FDA and corporations to work collaboratively to prevent foad problems
from occurring.

This will be accomplished through a comprehensive review of food supply vulnerabilities.
FDA will work with industry and other stakeholders to develop effective tools and science to
head off outbreaks of foodborne illness caused by unintentional and intentional factors.

Some examples of enhanced corporate responsibility might include:

e evaluating safety and security vulnerabilities and possible impacts

» when appropriate, implementing preventive measures—both required and voluntary-—to
ensure that food is produced safely and securely

= developing a contingency plan to aid in a response in the event of contamination

1.1 Promote Increased Corporate Responsibility to Prevent Foodborne Iinesses

Strengthen FDA Actions

» Meet with states and consumer groups to solicit their input on implementing preventive
approaches to protect the food supply.

» pMeet with food industry representatives to strengthen science-based voluniary
prevention efforts, including developing best business practices and food safety
guidelines.

o Develop written food protection guidelines for industry to a) develop food protection
plans for produce and other food products, and b) implement other measures to
promote corporate responsibility.

e Issue in Spring 2008, a final regulation requiring measures 10 prevent salmenella in shell
eggs and resulting illnesses.

» Meet with foreign governments to share results of domestic prevention efforts and
develop approaches for improving food safety at the source.

» Provide foreign countries with technical assistance so that they can enhance their
regulatory systems.

» Analyze food import trend data and integrate it into a risk-based approach that focuses
inspection resources on those imports that pose the greatest risk.

= Pocus foreign inspections on high-risk firms and products.

» Improve FDA's presence overseas.

The Food Protection
Plan builds on

partnerships and
directs resources
to the areas of
greatest risk.
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Additional Legistative Authority Needed

Allow FDA to Reguire Preventive Controls Against Intentional Adulteration by Terrorists or
{riminals at Points of High Vulnerability in the Food Chain

The FDA requests quthority to require entities in the food supply chain to implement measures solely intended
fo protect against the intentional adufferation of food by tesrorists or criminals, This authority would ollow FDA
to issue regulations requiring companies to implement practicel food defense measures of specific paints in the
Jood supply chain where intentional contamination has the grentest potential to cause serious harm, such as
requiring locks on tanker trucks transporting food. The specific points wouid be determingd using vulnerability
assessments such as CARVER+Shock', and the authority wmjld only apply to food in bulk or batch form, prior
iv being packaged, which have dlearly demonstroted vulnerabil {e.g., short shelf ife), and where it would
affect multiple servings and there is ¢ high fkelihood of serious adverse heaith consequences or death from
intentional adulteration, These regulations will be developed, tuking into account the best available understand-
ing of the uncertainties, risks, costs, and benefits associated with alternotive options. The requirement would
utilize industry best practices and would not apply to raw produce or food on farms, except for mitk. FDA olso
proposes that firms be extended on affirmative defense in civil Gtigation if they comply with these controls.

Authorize FDA to Issue Additional Preventive Controls for High-Risk Foods

The FDA requests explicit quthority to issue requletions requiving specific types of foods (those that hove beer
associgted with repeated instances of serious health problems or death to humans or animals from wnintentionol
contamination) be prepared, packed, and held under o system of preventive food safety controls. Such authority
would strengthen the FOAs ability to require manufacturers to implement sisk-bused Hozard Analysis and Critical
Control Peint (HACCR) or equivelent processes fo reduce foodbo sses from high-risk foods,

Require Food Facilities to Renew Their FDA Registrations Every Two Years, and Allow FDA to
Modify the Registratien Categories

FDA requests statutery changes that would require facilities to register every two years and authorize the
FDA to establish food categories within the registration system. These categories would allow FDA to tai-
{or registration categories bused on up-to-date food safety information. Under current law, FDA must use
preexisting food categories that were not designed for registration purposes and therefore are of limited
usefulness for evaluating potential threats to food protection. This change would ensure areurate, up-to-
date registration data from facilities. Facilities whose registration remains unchanged would be able to
file a simplified renewal registration or affirmation to that effect.

‘The CARVER+Shock model, explained in detall at http:/fveww.g) da.goy/~dms/vitearv.htm, stands for Criticality,
cessibility, itty, Yub ifity, Effect, and v, plis Shock, Tt is availobfe as o software

toal to gvaluate the potential vulnerabilities of farm-to-table supply chuins of verious food commodities, as weil as

individual facifities or processes.

Why These Actions Are Important and What They Will Accomplish

Those with the biggest stake in food safety, after the consumers who eat the food, are the
people and companies who grow, process, and sell food. Their livelihood depends entirely
on the confidence of their customers. A poor reputation for proper food handling can drive
a company to bankruptcy. Promoting increased corporate respounsibility is key in shifting
FDA's food protection effort to a proactive rather than a reactive one. The FDA will seek
partnerships with industry 1 enhance consumer confidence. FDA will continue to work
with industry in a) developing food protection plans that address safety and defense valner
abilities, b} implementing prevention steps, and ¢} developing contingency plans to improve
response 10 an outbreak of foodborne illness.

The FDA will primarily focus on promoting the use of risk-based, preventive systems that
companies can apply at all levels of food production and processing, when appropriate.
Voluntary approaches may be as basic as good manufacturing practices 1o ensure proper
equipment sanitation and employee safety training. Potentially high-hazard food categories
may require additional control measures. FDA will work with industry, consumer, and fed-
eral, state, local, and international partners t help model and promote preventive controls
based on best industry practices.
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FDA plans 10 acquire additional data o develop a better understanding of foreign country
practices for food and feed. This may include the examination of best practices around the
food safety control systems of other countries as well as increased understanding of the
difficuities faced in implementing food protection measures. FDA will also seek to share
U.S. food safety and defense best practices with foreign governments and provide technical
assistance, when possible, to those countries exporting food products to the U.S. so they
can enhance their regulatory systems. As part of its review of foreign systems and products,
the Agency will analyze food import trend data and integrate it into a risk-based approach
thatfocuses inspection resources on those imports that pose the greatest risk. This approach
will also focus foreign inspections on high-risk firros. In the near term, a special emphasis
will be placed on firms located in countries where imports into the United States have been
refused repeatedly and import violations have threatened the health of U.S. consumers,

FDA's current and planned actions, along with the proposed legislative changes, would:

» Build safety and defense into the full food product life cycle~from production to
consumption.

» Support work with industry, and state, local, and foreign governments to understand
industry best practices and identify how and where preventive controls would work best.

e Promote the adoption of voluntary preventive controls throughout the food supply chain.

* Enhance relationships with trading partners and improve FDA's presence abroad.

1.2 Identify Food Vuinerabilities and Assess Risks
Strengthen FDA Actions

& Work with the food industry, consumer groups, and federal, state, local and
international partners to generate the additional data needed to strengthen our
understanding of food safety and food defense risks and vulnerabilities.

® Use enhanced modeling capability, scientific data, and technical expertise to evaluate and
prioritize the relative risks of specific food and animal feed agents that may be harmful.

e Establish a risk-based process to continucusly evaluate which FDA-regulated products
cause the greatest burden of foodborne disease.

s Work with CDC to attribute pathogens to specific foods and identify where in the
production life cycle the foods became contaminated.

No additional legislative authority needed.

Why These Actions Are Important and What They Will Accomplish

These FDA actions provide important tools to facilitate increased corporate responsibility
o prevent food contamination, These actions also address the need for additional informa-
tlon to better understand food safety and defense vulnerabilities and possible impacts. FDA
will continue its work in this area and further engage industry and other ouside groups to
identify and target the greatest risks.

FDA actions will include gathering data for risk assessments and 1o conduct risk evaluations
of commodity-agent combinations and relative risk ranking of commodities. A compre-
hensive, risk-based approach allows the FDA to maximize the effectiveness of its available
resources by forusing on food products that have the potential to pose the greatest risk to
human and animal health.

By analyzing data collected throughout the food product life cycle, we are better able to
detect risks posed by food products. We are also better able to recognize key junctures where
timely intervention can reduce or avoid those risks. Working with CDC, FDA will also build
the capacity to attribute pathogens to specific foods and identify where in the production
life cycle the foods became contaminated.

Once established and emerging risks have been identified, assessed, and ranked, we can more
effectively allocate our available resources to manage these risks as addressed below,
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FDA’s current and planned actions would:

» Strengthen the FDA's risk assessment capabilities and capacity to provide risk
evaluations efficiently and rapidly.

* Advance collaborative work with CDC, USDA, and other federal, state and local agencies
to understand attribution data on the food commodities that cause foadborne illnesses.

1.3 Expand the Understanding and Use of Effective Mitigation Measures
Strengthen FDA Actions

» Focusing on higher-risk foods, develop and implement a basic research plan on sources
of contamination, modes of spreading and best methods to prevent contamination.

# Research, evaluate, and develop new methods to detect food contaminants.

» Pncourage outside development of new contamination detection and prevention
technologies.

» Develop Web sites and other platforms for disseminating research results and new
industry can use to address vulnerabilities.

No additional legisiative authority needed.

Why These Actions Are Important and What They Will Accomplish

Building on risk assessments, FDA will initiate basic research to enhance our understanding
of sources of contamination, modes of spreading, and how best to prevent contamination,
This information in turn will inform FDA's efforts above to promote increased corporate
responsibility to implement effective preventive steps.

Focusing on higherrisk foods, FDA—working with other agencies—will undertake basic
research and leverage relationships with outside organizations. The FDA will also research,
evaluate, and develop new methods to detect contaminants in foods, and seek to facilitate
new technologies that enhance food safety.

FDA's current and planned actions would:
 Initiate risk-driven research about sources, spread and prevention of contamination.
e Develop new mitigation tools and implement appropriate risk management strategies.

CORE ELEMENT #2: INTERVENTION

Because no plan will prevent 100 percent of food contamination, we must have targeted, risk-
based interventions to provide a second layer of protection. These interventions must ensure
that the preventive measures called for are implemented correctly. These interventions must
also identify contaminated food that either unintentionally or intentionally circumvent our
prevention plan. The Plan includes three key intervention steps.

The Plan’s Key Intervention Steps

1. Focus Inspections and Sampling Rased on Risk
2. Enhance Risk-Based Surveillance
3. Improve the Detection of Food System “Signals” that Indicate Contamination

These steps emphasize targeted interventions at the point of manufacture and during distri-
bution. They allow FDA to safeguard domestic products while increasing protection against
importation of unsafe food.

Using robust risk-based analysis, FDA will conduct high-priority inspections that rely on
statistical sampling and advanced risk detection tools. The FDA will verify industry busi-
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ness practices across the food chain to ensure that effective preventive measures are in place.
Gathering and analyzing test results, adverse event reports, consumer complaints, and other
information will help the FDA track emerging food protection problems.

2.1 Focus Inspections and Sampling Based on Risk

Strengthen FDA Actions

e Focus food and feed safety inspections and sampling based on risk.

» Identify, evaluate and, if appropriate, validate and implement innovative foodborne
pathogen detection methods and tools capable of quickly and accurately detecting
contaminants in foods; such as real-time diagnostic instruments and methods that
allow for rapid, on-site analysis of a particular sample.

Train FDA and state investigators on new, technically complex, and specialized food
manufacturing processes, as determined by a risk-based needs assessment, and modern
inspection strategies.

Collaborate with foreign authorities to reduce potential risk of iraported food.

Additional Legislative Authority Needed

Authorize FDA to Accradit Highly Qualified Third Parties for Food Inspections

The universe of domestic and forelgn food estublishments subject to FDA inspection is immense and
continuing to grow faster than the FOA's inspection resources. fven with the most sophisticated detection
tools and laboratory capabilities, the FDA's inspection resources are finite. Therefore, legisiation to authorize
the FDA to accredit independent third parties, or to recognize entities that accredit, to evaluate compliance

with FDA requirements would oliow FOA to olfocate Inspection resources more effectively.

To establish such an acoreditation program for voluntary food inspections, FDA would undertake « public
process to determine best practices and solicit industry input in the design of the program. An FDA
accreditation program would require FDA to seoredit third-party organizations, or recognize on entity
that gccredits third parties. Third-party orgonizations could be, os appropriate, federel departments and
agencies, state and local government agencies, foreign government agencies, ar private entities without
financiol conflicts of interest, FDA would also:

® Audit the work of these organizations te ensure that FDA requirements were consistently
® Review their inspection reports; and

® Provide ongoing training criteria to enswre they maintain their skills and knowledge, especiolly as

technology and requirements change over time,

FDA would use information from these acoredited third-party organizations in jts decision moking but not be
bound by such information in determining compliance with FDA requirements. Use of ocoredited third parties
would be yoluntary and might offer more in-depth review and possibly faster review times and expedited entry
Sorimported goods manufactured in facifities inspected by accredited third parties. Use of accredited third parties
may aiso be taken into consideration by the FDA when setting inspection and surveillance priorities.

Reguire New Reinspection Fee From Facilities That Fail to Meet Current Good Manufacturing
Practices (cGMPs)

As part of the 2008 budget process, the Administration proposed a new user fee requiring manufucturers
and laborgtories to poy the full costs of reinspections and associated follow-up work when FDA reinspects
facitities due to failure to mest cGMPs or other FDA requirements. Where FDA identiffes violations during
an inspection or issues a warning letter, FDA conducts follow-up inspections to verify o firm's corrective
action. The proposed resnspection fee ensures that facilities not complying with heaith and safety standards
beor the cost of reinspection.

Why These Actions Are Important and What They Will Accomplish

Effective FDA intervention means getting product risk information quickly to FDA investi-
gators who oversee the regulated products, including a high volume of import entries. This
information will allow the FDA to make better-informed decisions about what products
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should be examined more closely and tested. It also signals when to initiate further action
such as additional surveillance ot an enforcement action.

FDA will look to leverage the resources of outside parties to accomplish more in-depth
review of food products. By improving product knowledge and communication with all of
our partners, including foreign authorities and the import community, we also can iden-
tify lower-risk products requiring less FDA scrutiny at U.S. facilities and at the border. This
wotild enable the FDA to shift more resources to evaluating more closely products that are
more risky, less well known, or from unknown manufacturers.

Meodern detection tools and methods are critical for effective inspections and sampling,
Better detection tools will allow FDA and other partners invelved in food testing to more
quickly and accurately detect contaminants. Because of its relevant expertise and experi-
ence, the FDA has unique capabilities to develop these tools.

Such tools could include real-time diagnostic instruments and metheds thatallow for rapid,
on-site analysis of a particular sample or entry, especially those that are considered high-
risk. For example, rapid contamination detection technology could be expanded to cover
new agents and new food types, such as produce and dairy products. This type of technol-
ogy could reduce analysis time from days to minutes. Increasing the speed at which the FDA
can detect problems will allow FDA to expedite import entry review decisions or provide
critical health information 1o the public when a problem is identified.

In addition to modernizing detection tools using information technology, the FDA must
modernize inspectional strategies. This means increasing the probability that investigators
will observe and identify potential problems.

FDA’s current and planned actions, along with the proposed legislative changes, would

result in:

® Focused risk-based inspections and sampling across the food chain.

* Development of rapid detection and testing tools.

® Increased involvement of federal, state, local, and foreign governments, in coordination
with other food safety partners.

» Greater product knowledge and oversight through the accreditation of independent
third parties.

* Modernized inspectional strategies.

2.2 Enhance Risk-based Surveillance

Strengthen FDA Actions

= Further enhance PDA's ability to target imported foods for inspection based on risk and
publish the Prior Notice of bnported Foods Final Rule in 2008 as part of Bioterrorism Act
implementation.

= Conduct foreign food and animal feed inspections more efficiently using the tools
designed to target high-risk firms.

e Use advanced screening technology at the border.

» Improve data quality and handling capacity for food imports.

= Bnhance information sharing agreements with key foreign countries.

Additional Legislative Authority Needed

Authorize FDA to Require Electronic Import Certificates for Shipments of Designated
High-Risk Products

For food imparts, the burden folls primarily on FDA to inspect and detect contamination at the U.S. border.
With the explosion in import volume, this burden hos become a serious chailenge. The FDA should have

box continued on page 20 ...

3 admin
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box continued from page 19 ..

the option of moving the inspection of high-risk products of concemn “upstream” by entering into agreements
with the exporting country's regulatory authority for that quthority {or an FDA-recognized third-party
inspecter) to certify each shipment or class of shipments for compliance with FDA's standards prior to
stiipment. FOA would apply this requirement for imported products that have been shown to pose a threat to
public health for 0.5, consumers and thus would be untike other imports where there is no such showing of
risk. Such import certificate programs would be used for desi products imported from countries with
whom FDA has concluded an agreement on a certification pragram thet provides o level of safety sufficient
to meet HHS/FDA standards. FOA would 5 the g ment-to-government ent by requiring
importers to provide certificates from either relevant government agencies or accredited third parties.

ithite FOA would retain the nuthority to verify the safety of imparted products, this approach shares the
burden of ensuring the safety of food products with the exporting country. Shipments that fail to meet
reguirements would be refused entry.

For such a system to be effective, FDA will have to establish on in-depth collaboration with the relevant
Joreign government quthority to ensure that the standards, processes, and criteria the foreign authority or
third party uses in certifying products are sufficient to ensure complicnce with FDA food safety standards.
The FOA will alse have to toke seversl steps to ensure @ secure system that prevents counterfeiting of the
certificates and takes into consideration transshipment of products os g way to avoid certification.

FDA would use non-discriminatory science and visk-based criteria to determine the focus of this proposed authority
and would use the qutherity only to the extent necessary to protect human or animal iife or health,

Require New Food and Animal Feed Export Certification Fee to Improve the Ability of U.5.

Firms to Export Their Products

As part of the 2008 budget process, the Administration proposed @ new export certification fee for the
issuance of export certificates for foods and feeds to those situctions where exporiation s restricted
without this type of certificote. Private sector exporters would bear the cost of the program, but would
reap its benefits through the FDA's enhianced ability to facilitate product exports. Importantly, colfection
of these user fees will enable the FDA to issue certificates without redirecting resources from other exritical
Jood and animal feed safety pregrams devoted to protecting the public health. Such fees are currently
collected by the FDA for expart certificates for drugs and devices.

Provide Parity Between Domestic and Imported Foods if FDA Inspection Access is Delayed,
Limited, or Denied

While FDA currently has the authority to obtain a warrant or initiate criminal proceedings if 7t 15 denfed
arcess to inspect facilities here in the U.S., its ability, under the Federal Food, Drug & Cosmetic Act, to
enforce the inspection provisions for overseas sites is very sarticular, the FOA cannot refuse
admission of food. even if its efforts to conduct a foreign inspection were unduly delayed, limited or
denled at a facility where the product was menufactured, processed, packed or held. Having the authority
to prevent entry of food from firms that fail to provide FDA access will enable the FDA to keep possibly
unsafe food from entering U.S. markets. This authorily provides strong motivation for firms to allow FDA
ta perform inspections, motivation similar to thet provided to domestic firms. The authority would include
several procedural safeguards, including an informal hieoring if food is refused admission into the United
States, such as is avoilable for food that may be refused entry for other reasons.

Why These Actions Are Important and What They Will Accomplish

FDA must prevent products that pose food safety and food defense threats from entering the United
States. A targeted, risk-based approach to foreign product regulation is essential, Sampling the
highest priority imports, especially those posing a significant public health threat, is critical and
dependent on data related to the practices in the foreign facility. The activity will enhance FDAs
import programs and focus these programs on the life cycle of the imported product, through such
means as enhanced use of information-sharing agreements with key foreign countries.

In addition, FDA will continue to look for enhanced ways to use risk-based screening tech-
nology to identify products that pose heahth risks at the border. For example, a screening
technology prototype is currently being tested on imported seafood products in Los Angeles.
If demonstrated successful, this technology could be extended to other imported products

Sampling the
highest priority
imports, especially
those posing a
significant public
health threat, is
critical ...
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and ports, thus enhancing the FDA’s ability 1o quickly screen products at the border.

FDA's current and planned actions, along with the proposed legislative changes, would:
@ Better focus on the imported products” total life cycle,
» Improve data systems to monitor foreign-produced food products.

2.3 Improve the Detection of Food System “Signals” that Indicate
Contamination

Strengthen FDA Actions

= Deploy new rapid screening tools and methods to identify pathogens and other contaminants,

» Improve FDA's adverse event and consumer complaint reporting systems, including
capturing complaints made to food manufacturers and distributors,

s Work to create a Reportable Poed Registry for reports of a determination that there is
a reasonable probability that the use of or exposure to an article of food will cause
serious harm or death to humans or animals [as defined in the 2007 Food and Drug
Administration Amendments Act (FDAAA)]. Under FDAAA, industry is expected to
report such situations to the FDA within 24 hours.

» Waork to create an Barly Warning Surveillance and Notification System to identify
adulterated pet food products, outbreaks of pet illness and to provide notice to
veterinarians and other stakeholders during pet food recalls (as defined in the 2007
Food and Drug Administration Amendments Act or FDAAA).

No additional legislative authority needed.

Why These Actions Are Important and What They Will Accomplish

FDA can better detect and more quickly identify risk “signals” in the food supply chain via two
key approaches: 1) deploying new rapid screening tools and methods to identify pathogens
and other contaminants; and 2} enhancing its ability to “map” or trace adverse events back to
their causes {whether reported to FDA or the food manufacturer or distributor) by improving
its adverse event and consumer complaint reporting systerns. This additional information will
serve as a supplemental warning indicator for trending emerging food protection problems.

To provide the information necessary to allow for early detecdon of, and intervention with,
contaminated animal feed, FDA will develop a centralized database for veterinarians that
captures data on food safety incidents and the causes of food-related iliness. The FDA will
populate the database with key information from the veterinary community, veterinary
hospitals, and other private ULS. sources.

FDA's current and planned actions would identify:
» signals that may indicate a problem with food from routine testing, consumer complaints,
industry reporting and documented illnesses.

CORE ELEMENT #3: RESPONSE

During the past year, FDA responded to food safety problems with contaminated spinach,
lettuce, vegetable proteins, and peanut butter, among other foods. Whether contamination
is unintentional or deliberate, there is a need to respond faster and communicaie more effec-
tively with consumers and other partners.

The following key response steps will increase FDA's ability to quickly idendfy food safety
prablems, better coordinate a rapid emergency response among FDA, state and local govern-
ment response teams as appropriate, and improve communications to the public, industry
and other partners. This will better protect public health, help reduce the economic hard-
ship affected indusiries face, and most importantly, maintain consumer confidence in the
U8, food supply following an incident.
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The Plar’s Key Response Steps

1. Improve Immediate Response
2. Improve Risk Communications to the Public, Industry and Other Stakehalders

3.1 Improve Immediate Response

Strengthen FDA Actions

» Enhance the data collection, incident reporting and emergency response mapping
capabilities of FDA's Emergency Operations Network Incident Management System.

» Work with stakeholders to develop an action plan for implementing more effective

trace-back process improvements and technologies 10 more rapidly and precisely track

the origin and destination of contaminated foods, feed, and ingredients.

Increase collaboration with foreign, federal, state, and local FDA partners to identify a

contamination source, remove contaminated products, and implement corrective actions.

& Work with CDC and other selected federal, state, and local testing labs to communicate
real-time testing results among FDA and lab members.

Additional Legislative Authority Neaded

Empower FDA to Issue a Mandatory Recall of Food Products When Voluntary Recalls

Are Not Effective

Although FDA fios the authonity to seize adulterated or misbranded food, this s not a practical option when
contaminated product has dlready been distributed to hundreds or thousands of locations. And while the FDA
has been able to accomplish most recalls through voluntary actions by product manufacturers or distributors,
there are situntions in which firms are unwilfing to conduct a recall, In such situations FOA needs the obility to
require a firm to conduct a recall to ensuse the prompt and complete removal of food from distribution channels.
This authority would be limited to foods that the Secretary has reason to believe are adulterated and present
o threat of serious adverse health consequences or death. It would be impased only if a firm refuses or unduly
delays conducting o voluntary recall, An order to recall food could only be issued by the HHS Secretary, Deputy
Secretary, or Commissioner of Food and Drugs, and would be accompanied by appropriate due process rights.

Provide FDA Enhanced Access to Foord Records During Emergencies

During food-related emergencies, the FDA needs more complete and streamiined occess to records neces-
sary to identify the source of foodborne iliness and take needed action. Improved access to information,
including records related to an article of food or related articles of food that may present a threat, will
enhance FDA's ability to identify problems, respond quickly and appropriately, and protect public health.

Currently, emergency access to recards is iimited to instances where, for an article of food, FDA has a rea-
sonabie belief that the food is edulterated and presents a threat of serfous adverse health consequences
or death, FOA propases to expand access to records of related artictes of food. such as food produced on
the same manufacturing line. FDA also proposes, in food-related emergenties, to remove the adulteration
requirement to alfow its inspectors access to records in emergency situations where FDA has a reasonable
betief that an article of food presents a threat of serious adverse health consequences or death. The recent
melamine situation in which FDA had early clinical evidence that a specific food was causing illness in pets
but did not heve clear evidence of a specific adulteration is an example of such @ scenario,

The records access would relate only to scfety or security of the food and would not apply to records
pertaining to recipes, financial datu, pricing data, personnel data, research data, and sales data. The
requirement would not impose any new recordkeeping burdens, and would maintoin the current statutory
exclusions for the records of farms and restaurants.
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Why These Actions Are Imporiant and What They Will Accomplish

Recent food safety threats have demonstrated the importance of FDA's emergency response
system. Contaminant tracing—or identifying where the contaminant has traveled within the
food or feed supply-is critical in rapidly containing potential risks. Working with partners,
FDA will pursue improvements to the current trace-back process and develop an action plan
for implementing process improvements o more rapidly and precisely track the origin and
destination of contaminated foods, feed, and ingredients.

As part of that effort, FDA will work with selected federal, state, and local testing labs to
communicate real-time testing results among FDA and lab members.

FDA will also increase collaboration with foreign, state, and local regulators to identify the
source of contamination, remove contaminated products as quickly as possible, and imple-
ment measures needed to prevent future contamination,

These improvements will allow FDA 1o quickly isolate problems, prevent contaminated
products from reaching consumers, and ensure targeted recalls of products. Such steps aim
to minimize the public health and economic impact from an outbreak.

FDA's current and planned actions, along with the proposed legislative changes, would:
» Enhance the nation’s food emergency response system.

» Expand the FDA's trace-back process.

s Improve multi-partner collaborations, including with foreign regulators.

3.2 Improve Risk Communications to the Public, Industry, and Other
Stakeholders

Strengthen FDA Actions

& Work with communications and media experts, including FDA's Risk Communication
Advisory Committee, to design and conduct consurner communications and behavior
response studies.

s Update the Food Protection Risk Communications Plan using the most effective
strategies for sharing information with consumers.

» Build a consumer Web site to communicate relevant food protection information,

= In a food-related emergency, implement this communications plan, including utilizing
all relevant media and technologies to reach consumers, retailers, industry, public
health officials, and other stakeholders resulting in a better informed and thus more
resilient population.

No additional legislative authority needed.

Why These Actions Are Important and What They Will Accomplish

Consumers protect themselves and their families from foodborne iliness by responding promptly
to FDA alerts. Important messages must be corumunicated cleatly and through multiple forms
of media to be effective, because different segments of the population use different technologies,
ranging from television and newspapers to text messages and podcasts. In addition, majorsegments
of the population do not use English as their primary language and rely on still other sources of
information. This increases the challenge of implementing effective communication strategies.

Retailers, public health officials, industry and other key stakeholders likewise use an arvay
of communications vehicles and sources. FDA's communication strategy during emergen-
cies must use all such media to reach these different audiences and ensure that potentially
harmiul products are removed promptly.

FDA will enhance its risk communication program through aggressive, targeted food safety
campaigns that disseminate clear and effective messages and regular updates through mul-
tiple venues to al) targeted audiences. This program’s designers will solicit input from the
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new FDA Risk Communications Advisory Committee, which is tasked with obtaining expert
advice in the field of risk communications.

FDA's current and planned actions will enable the FDA to:

e Communicate more effectively with consumers.

» Provide more rapid alerts to all stakeholders, including retailers, industry, public health
officials, and the consumers.

VI. ENHANCE INFORMATION TECHNOLOGY

In support of all three components of the Food Protection Plan, FDA plans to enhance its
IT systems related to both domestic and imported foods. The focus will be to help the FDA
maore rapidly identify food importers, and maintain, update, and search records on food
facilities and shipments more efficiently.

In particular, FDA will enhance collaboration with CBP on IT systems to more accurately
identify firms involved in the food import supply chain during the import screening and
review processes. These systems will allow for analysis of historical risk data about firms
when making entry decisions for the firms’ products.

Anew systems approach can eliminate many problems with our current data. For example,
assigning a unique identifier will eliminate duplicate records and make risk data about a
firm easter to access. Policies for requiring the use of the new single national identifier will
need to be established and agreed upon, recognizing the impact on industry worldwide.

Nearly all FDA business processes will benefit from more reliable and accurate information.
Implementation of a new system will require a coordinated multi-agency effort that will
benefit all federal agencies that process imported foods. CBP's existing data and ongoing
activity will play a key role.

Finally, FDA will ensure that its infrastructure and disaster recovery system for IT systems and
data are ready to deal with planned {maintenance and upgrades) and unplanned cutages.
This will provide the necessary support for import operations, which require the availability
of multiple FDA systems around the clock. As an example, shipments arrive at LS, ports day
and night, and Prior Notice data are submitted at all hours. IT systems provide screening of
the data as they are submitted, and Prior Notice Center (PNC) staff work around the clock
to review the risk presented by shipments before their arrival. The PNC needs o review ship-
ment data in as little as two hours from submission. Any interruption in the availability of
the computer systems prevents the filing and timely review of information. This affects the
flow of goods into the United States, and poses a safety risk to consumers.

An integrated, IT infrastructure—with data gathering, sorting, mining, and trending capa-
bility built into the systems—is critical to the success of FDA's food protection efforts.

Vil. CONCLUSION

Ensuring that FDA-regulated products are safe and secure is a vital part of FDA's mission—
to protect and promote public health, The FDA remains committed to working closely with
its partners to protect the naton’s food supply.

in the United States, market forces give companies a strong motivation to be vigilant and
even innovative in ensuring food safety. The laws of regulation must encourage, not disrupt,
these motivations. Rather than taking over responsibility from food companies, FDA wants
1o protect their flexibility to pursue it vigorously.
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Although we have made progress, much remains to be done. Recent incidents of contami-
nated food and animal feed have highlighted the importance of a strong food protection
systern. Americans tightly expect to purchase food without having to worry about safety.

Rising food imports, increasing consumption of convenience foods, and new foodborne
pathogens are among the challenges we face. To address these challenges, we must move
toward a food safety and defense system that is more proactive and strategic.

FDA's Food Protection Plan contains three core elements—prevention, intervention, and
response~—with greater emphasis on preventive measures that keep contaminated food from
ever reaching consumers. The Plan operates through a set of integrated strategies thataddress
the product life cycle, a risk-based allocation of resources, the integration of food safety and
food defense, and builds on a foundation of science and modern information systems.

FDA's Food Protection Plan complements the nation’s strategic framework for import safety,
which was released by the U.S. Department of Health and Human Services in September
2007, Both plans focus efforts on working smarter and better with importers, manufactur-
ers, and other government agencies.

FDA will aggressively pursue the Food Protection Plan so that ULS. consumers can be assured
that their food remains among the safest in the world.

The Public Health Impact of the Food Protection Plan

Better Prevention &
Stronger Intervention
Reduced chances of contaminated
product reaching the consumer

Faster Response
Remove exposure faster

Less Iliness & Reduced Chance of a
Successful Attack on the Food Supply

/ food Frote
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Congregs of the Tnited States
Bouge of Representatives
Washington, B.C. 20515

February 4, 2008

Gail H. Cassell, Ph.D., D.Sc.

Vice President, Scientific Affairs
Distinguished Lilly Research Scholar for
Infectious Discases

Eli Lilly and Company

Lilly Corporate Center, DC 1050
Indianapolis, IN 46285

Dear Dr. Cassell:

Today, President Bush released his Fiscal Year (FY) 2009 Budget for the Food and Drug
Administration (FDA). We are deeply concerned that the budget submitted by the President is
grossly inadequate to meet the many challenges at FDA as identified by the Science Board. It
barely covers the cost of inflation and continues the trend of the inadequate budgets of previous
years that have led to the current crisis at the agency. We want to ensure that funding for FDA is
sufficient to permit the agency to fulfill its many regulatory responsibilities. We are therefore
writing to seek your assessment of the budget and your guidance as a member of FDA’s Science
Board and as the former head of the Science Board’s Subcommittee on Science and Technology.

In December 2006, FDA Commissioner Andrew von Eschenbach requested that the
Science Board form a special subcommittee {o assess whether “science and technology™ at the
agency is capable of supporting existing and future regulatory operations. The subcommittee had
extensive input from 30 external advisors representing industry, academia, and other Government
agencies. These experts were chosen based on their extensive knowledge of cutting-edge
research, budget, science, and management operations. Their assessments were compiled in a
report entitled, “FDA Science and Mission at Risk: Report of the Subcommittee on Science and
Technology.” The report was released in early December of last year and was posted on FDA’s
Web site.

} FDA Science and Mission at Risk, Report of the Subcommitiee on Science and Technology, Nov. 2007 (online at:

hitpi/iwww.fda. gov/ohrms/dockets/ac/07/briefing/2007
432902 01_FDA%20Report%200n%20Science%20and%20Techpology.pdf).
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The subcommittee review was unique in many respects. First, it is only the second time
in more than a century that the agency has been reviewed as a whole by an external committee.
Second, the committee was composed of leaders from a number of sectors with knowledge of
FDA that include industry, academia, and other Government agencies. Third, the expertise and
fevel of accomplishments of the members are almost unprecedented in a single committee,
especially considering their scope of knowledge in regulatory science and understanding of the
agency’s regulatory mission. In fact, the subcommittee included members with extensive
credentials ranging from a Nobel laureate in pharmacology, 14 members of the National
Academy of Sciences, a renowned economist and specialist in workforce issues, a leader in
healthcare policy and technology assessment, a former CEO of a large pharmaceutical company,
a former Assistant Secretary for Health and Human Services, a former Chief Counsel for FDA,
and a former Under Secretary for Food Safety at the U.S. Department of Agriculture.

While the team’s findings were extensive, among the key concerns raised include:

1. FDA cannot fulfill its mission because its scientific base has eroded and its
scientific organizational structure is weak;

2. The agency does not have the capacity to ensure the safety of the Nation’s food
supply;

3. The agency’s ability to provide basic inspections, conduct key rulemakings, and
carry out enforcement actions is severely eroded, as is its ability to respond to food-
related outbreaks in a timely manner;

4. The decrease in FDA funding over the past 35 years has forced the agency to
impose a 78 percent reduction in food inspections;

5. The agency faces substantial employee recruitment and retention challenges; and

6. The agency cannot fulfill many of its core regulatory functions because its IT
infrastructure is obsolete, unstable, and inefficient.

As the Science Board points out, American lives are now at risk as a result of years of
starving FDA of the resources necessary to maintain its scientific and regulatory strength. The
subcommittee found that FDA’s scientific capacity has been so eroded that it can no longer fulfill
a frightening number of critical regulatory and public health responsibilities and many of these
are, according to the report, related to a lack of resources. The Subcommittee recognized that the
severe loss of scientific capacity at FDA threatens not only the health of our citizens, but the
viability of the industries FDA regulates, the pace of medical innovation, and the security of our
Nation.
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Given these troublesome findings, we want to ensure that the FY2009 FDA
Appropriations are based on the best available advice about the resources needed to allow the
agency to avert the kind of catastrophe described in the Science Board’s report. Consequently,
we request that the Subcommittee on Science and Technology assist us by assessing whether the
President’s FDA budget will provide the increased resources needed to correct the serious
deficiencies noted in the Science Board’s report. We further request that the subcommittee
provide the specific funding levels necessary to address the findings of your Science Board and
enable the agency to fulfill its vitally important public health mission.

We recognize that the Subcommittee on Science and Technology of the Science Board
was recently disbanded and no longer exists as a formal entity. We therefore request that you
convene any available members from the Subcommittee to consider this request on an informal
basis.

We appreciate the invaluable work that you and the Subcommittee have done thus far,
and look forward to receiving this additional information as soon as possible.

Sincerely,

. .\UJIM-

fohn D. Dingell V4 | Waxman
Chairman Chairman
Committee on Energy and Commerce Committee on Oversight and
Government Reform
Lot Bt ik Ui
tupak ' Frank Pallone, Jr.
Chairman Chairman

Subcommittee on Oversight and Investigations Subcommittee on Health
Committee on Energy and Commerce Committee on Energy and Commerce
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cc

The Honorable Joe Barton, Ranking Member
Committee on Energy and Commerce

The Honorable Tom Davis, Ranking Member
The Committee on Oversight and Government Reform

The Honorable John Shimkus, Ranking Member
Subcommittee on Oversight and Investigations
Committee on Energy and Commerce

The Honorable Nathan Deal, Ranking Member
Subcommittee on Health
Commmittee on Energy and Commerce
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FDA SCIENCE AND MISSION AT RISK

REPORT OF THE FDA SCIENCE BOARD’S
SUBCOMMITTEE ON SCIENCE AND TECHNOLOGY

ESTIMATED RESOURCES

REQUIRED FOR IMPLEMENTATION

IN RESPONSE TO THE REQUEST OF
REPRESENTATIVES DINGELL, WAXMAN,
STUPAK AND PALLONE

SUBMITTED BY GAIL CASSELL, PH.D. ON
BEHALF OF THE SUBCOMMITTEE AND ITS
MEMBERS

FEBRUARY 25, 2008
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FDA SCIENCE AND MISSION AT RISK

SUMMARY

In order to address the deficiencies detailed in our report the Subcommittee
recommends that the FDA’s appropriated (non-user fee) budget be:

* Increased by $375M in FY 2009
® Increased by an additional $450M in FY 2010
¢ Increased by an additional 5460M in each of FY2011, 2012 and 2013.

The FDA’s base budget in FY2008 was $1,494,896,000 {salary and expenses minus rent
and facility costs). The comparable appropriations (non-user fee) levels we recommend:

FY2009: $1,870,000,000
FY2010: $2,320,000,000
FY2011: $2,780,000,000
FY2012: $3,240,000,000
FY2013: $3,700,000,000

Implementation of our recommendations will require some additional rent costs above
these levels. However, the Subcommittee has omitted rent and facility costs ($219M in
FY 2008) because of our inability to project future needs and costs in this area. It should
also be noted that in years 2010-2013 additional increases may be needed to address
importation and inspection issues and optimization of the National Center for
Toxicological Research (NCTR). Our subcommittee recommended a more in depth
review of the Office of Regulatory Affairs and NCTR be undertaken by the FDA Science
Board to identify scientific and technology gaps. It is anticipated that FDA will need a
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substantial increase in the number of FTEs to significantly expand the field force to do
food, drug, device and other inspections.

BACKGROUND

in December 2006, the FDA Commissioner requested that the FDA Science Board
establish a Subcommittee to assess whether science and technology at the FDA can
support current and future regulatory needs. The Subcommittee’s charge was to
identify the broad categories of scientific and technologic capabilities that FDA needs to
support its core regulatory functions and decision making, throughout the product life
cycle, today and during the next decade.

The Science and Technology Subcommittee (hereafter called the Subcommittee) was
composed of three members of the Science Board and 30 other experts representing
industry, academia and other government agencies, and included individuals with
extensive knowledge of cutting-edge research. Most importantly, these experts possess
a deep understanding of regulatory science and the core mission of the Agency.

The Subcommittee was asked to review gaps in science and technology and not to
assess available resources. However, it rapidly became apparent that the gaps were so
intertwined with two decades of inadequate funding that it was impossible to assess
one without the other. The Subcommittee found that FDA’s resource shortfalls have
resulted in a plethora of inadequacies that threaten our society—including, but not
limited to, inadequate inspections of manufacturers, a dearth of scientists who
understand emerging new science and technologies, inability to speed the development
of new therapies, an import system that is badly broken, a food supply that grows riskier
each year, and an information infrastructure that was identified as a source of risk in
every FDA Center and function. The Subcommittee concluded that FDA can no longer
fulfill its mission without substantial and sustained additional appropriations.

The findings and recommendations of the Subcommittee were endorsed by alt 33
members. On December 3, 2007 the Subcommittee officially transmitted their report
FDA Science and Mission at Risk to the full Science Board. The Board unanimously
accepted the report, accepted it as final, and dissolved the Subcommittee. Given the
seriousness of the deficiencies noted and the urgency with which they need to be
addressed, the Science Board was adamant that the report be broadly communicated to
the public and to policy makers, including its posting in the Federal Register for public
comment.

SUMMARY OF RATIONALE
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The Subcommittee was in a unigue position to develop reliable estimates of the
resources required to implement the recommendations of its report. The Subcommittee
membership had extensive experience in development and management of large R& D
budgets and regulatory groups, including budget development and oversight for entire
pharmaceutical companies (i.e. former CEO Merck; heads of research and development
of Genentech, Abbott, Monsanto) and universities {Dean, lowa State School of
Agriculture; Dean, University of Texas Southwestern School of Medicine). The
Subcommittee membership also included an economist with expertise in workforce
issues, a former Assistant Secretary of Health and Human Services, and a former Chief
Counsel of the FDA. In addition, despite the lack of access to internal data, the
Subcommittee was able to review publicly available information and directly observe
the overall stress within the Agency while conducting this review. Finally, as the
Subcommittee became cognizant of the seriousness of the FDA’s deficiencies and the
magnitude of the crisis, the Subcommittee spent considerable effort garnering as much
information as possible about the current roles and responsibilities of Agency staff and
currently available resources.

The Subcommittee also had exceptional expertise in budget development and oversight
with respect to developing budgets for emerging sciences, food safety and information
technology. Members included leaders of relevant research institutes (founders and
leaders of the Institute for Translational Medicine and Therapeutics at the University of
Pennsylvania, the Institute for Systems Biology, the Broad Institute Harvard/MIT, Brown
Institute of Molecular Medicine in the University of Texas Health Science Center
Houston), research intensive departments in academic institutions {departmental chairs
from Univ. Penn., Univ. of Alabama Birmingham, Univ. of Wisconsin), and other
government agencies (i.e. HHS, NiH, CDC, USDA), a former Under Secretary for Food
Safety, a VP of Information Technology of two major pharmaceutical companies, the
Assistant Chief information Officer for the Center for Infectious Diseases of the CDC and
leader of the IT Infiluenza Pandemic preparedness team of CDC.

Based upon their best professional judgment and publicly available information, the
Subcommittee budget estimates are summarized and linked to the major
recommendations.

Of course, these estimates have several associated caveats. One is that the FDA, as part
of the administration, is required to support the resource needs identified in the
President’s budget. As a result, the Subcommittee was unable to incorporate internal
FDA estimates of what is needed to address the deficiencies noted. Another is a lack of
data. The Agency does not have a historical budget data base, and as a result the
Subcommittee was not in a position to conduct a zero-based budget analysis for FDA.
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Of the information available from FDA, was FDA ‘s (and OMB's} acceptance of 5.8% as
the core inflation rate for the Agency. The Agency needs that amount (currently $100 ‘
million) just to keep program and staffing levels constant with the previous year.

Aithough significant new resources are needed immediately, there is also need for a
phased-in approach, which is why the Subcommittee is providing 5-year cost estimates.
The Subcommittee recognizes that the timing of expenditures will depend on both
institutional and market forces. The Subcommittee strongly recommends that a
regulatory science business plan be developed within an upgraded science organization
led by a new chief scientific officer and new scientific directors in each of the centers (as
recommended in the Subcommittee’s report). Recruitment of some of the new
positions needs to follow the new, more centralized, planning the Subcommittee
recommends. Similarly, some of the IT purchases and personnel should follow, not
precede, the enterprise plan recommended. The Subcommittee feels strongly that the
new External Advisory Committees for each Center be put in place immediately. The
Subcommittee strongly recommends that an ongoing dialog take place between
Subcommittee members and the Science Board and FDA leadership during the
implementation process. The rebuilding of FDA science will be a long-term effort in the
current budgetary environment. New resources must be targeted and wisely used for
addressing priority gaps.

Another caveat is that while additional funding is essential, it must be accompanied by
increased flexibility. Most critically, direct hiring authority must be returned to the
Agency as opposed to being centralized within the Department of HHS. This is critical if
the Agency is to be able to hire in a timely manner and be able to recruit top talent,

DETAILED RECOMMENDATIONS

There are many ways to allocate resources ~ whether by type of need, organizational
structure, or overarching characteristic. The Subcommittee recommends that Congress
and the FDA phase in the funding increases carefully, and refrain from arbitrarily
allocating fixed percentages across each Center.

Year 2009 2010 2011 2012 2013

Food Supply 128 283 441 598 755



Biological Sciences with emphasis
upon drug safety and full
implementation of the IOM
Report, the Critical Path, RIS,
and external collaborations

Organization of Science

Scientific Capability, including
development of robust training
and visiting scientist program

Information Technology

Recommended Increase over
2008 Budget: by year and
cumulative

Total Budget
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136

18

18

75

375

375

1,870

301

38

38

165

450

825

2,320

468

58

58

260

460

1285

2,780

634

79

79

355

460

1,745

3,240

800

100

100

450

460

2,205

3,700
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Food and Drug Administration
Rockville MD 20857

May 5, 2008

Honorable Arlen Specter

Ranking Member, Subcommittee on Labor,

Health and Human Services, Education, and Related Agencies
Washington, DC, 20510

Dear Senator Specter:

Thank you for your May 1 letter, and for your interest in ensuring that FDA has the tools
it needs to meet its public health mandate.

Recent events such as worldwide contamination of heparin and the contamination of food
products with melamine underscore the urgent need to accelerate the modernization of
FDA and further enhance FDA's capability to protect the American public from unsafe
foods and medical products. FDA has responded to these events by establishing
comprehensive risk-based plans to protect the food supply and assure the safety of FDA-
regulated imports, and by advancing a comprehensive response to Institute of Medicine
recommendations for assuring the safety of the drug supply. These plans also require that
we improve FDA’s science capacity and achieve a modern, bioinformatics focused IT
system so that we support the revolution that is transforming medicine today.

As you requested in your letter, I am providing to you an assessment of immediate
resource needs based on my professional judgment as the FDA Commissioner and
without regard to the competing priorities that the agency, the President, and their
advisors must consider as budget submissions to the Congress are developed. The
amounts identified in the attached document support FDA’s food, medical product,
science, and information technology needs. These additional resources will accelerate
the changes required for FDA to protect and promote the health of all Americans in a
rapidly changing world that poses new, emerging threats to the safety of food and
medical products. :

T V4

ndrewC. von Eschenbach, M.D.
Commissioner of Food and Drugs
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Summary of FDA's FY 2009 Budget Page 1 of 2

U.S. Food and Drug Administration

£DA Home Page | Search FDA Site | FDA A-Z Index | Conlact FDA

Summary of FDA's FY 2009 Budget

Total Budget: For FY 2009, the FDA requests a total budget of $2.4 billion. This amount is $129.7 million
more than FY 2008 and represents a 5.7 percent increase.

Budget Authority: The FY 2009 budget requests $1.77 billion in budget authority and contains 2 net i
of $50.7 million over FYY 2008 for high priority initiatives. This represents a 2.9 percent increase.

User Fees: Finally, the FDA's budget proposes $628 million in industry user fees, an increase of $79.0 million
over FY 2008. This represents a 14.4 percent increase.

Specifics on FY 2009 Initiatives: The FDA's FY 2009 budget advances the agency's core mission: promoting
and protecting public health, The budget funds initiatives above FY 2008 in priority areas:

» +542.2 miflion for a fotal investment of $862 million to implement the Food Protection Plan, The FY 2009
investments in the Food Protection Plan will strengthen food safety by preventing foodborne illness
outbreaks, intervening when food defense or food safely vulnerabilities emerge, and rapidly responding to
food defense and food safety threats.

« +$17.4 million for a total investment of $887 million for medical product safety and development. This
initiative allows the FDA to improve the safety of medical products, including human tissues, blood and
blood products, human drugs, medical devices, and animal drugs.

» A savings of ~$8.9 million due to inistrative and efficiencies, generated by productivity
gains,

= $25.0 million is included in the initiatives listed above to fund cost of living increases for the FDA's world-
class workforce.

The full details of the FY 2009 FDA budget request appear at:
htto:/www.fda.goviocloms/ofm/budgeldocumentation.him

Overview of FY 2009 Initiatives

initiative ‘ Amount ] FTE l Synopsis
Budget Authority
Protecting America's Food +$42,232,000 94 | This initiative supports the FDA's shiftto a

comprehensive, preventative, and risk-based
approach to safeguard the food supply and the
American h land. The i aliows the
FDA to implement major components of the Food
Protection Plan, impdrt Safety Action Plan, the
December 2007 agreements with China, and a
possible FDA office in China. Includes a pay
increase for agency personne! {o sustain current
services and conduct the FDA mission.

Medical Product Safety and +$17,395,000 8 | This inifiative provides to
Development improve the safety of human and animal drugs,
blood, human tissues, and medical devices. The
investment wilt strengthen the FDA's ability to
effectively monitor the safety of medical products,
including imported products. The FDA will also
assist medical product manufacturers to devetop
new products to treat life-threatening diseases and
conditions. Includes a pay increase for agency
personnel to sustain current services and conduct

the FDA mission.
Administrative Savings and - $8,918,000 - 11 {In FY 2009 the FDA wilt redirect savings and
Management Efficiencies management efficiencies to high priority activities.

Current Law & Proposed User Fees
+$57,534,000 l 239

Current Law User Fees The budget request includes inflationary increases

for FDA user fee programs as well as other

http:/fwww.fda.gov/oc/factsheets/budget2009.html 6/2/2008
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increases authorized by law under the prescription
drug and medical device user fee programs. Three
FDA user fee programs facilitate premarket review
for human and animal drugs and human devices.
Three other user fee programs support the
mammography facifities inspection program and
provide certification services for color additives
and for drug and device products exported from
the United States.

Proposed Generic Drug User +$16,628,000 34 | The proposed user fee for Generic Drug Review
Fee wilt provide additional resources to improve the
generic drug review process and to respond to the
growing number of Abbreviated New Drug

Applications.
Proposed Animat Generic +$4,831,000 22 | The proposed user fee for Animal Generic Drug
Drug User Fee Review will provide additional resources to

improve the animal generic drug review process
and to respond to the growing number of
Abbreviated New Animal Drug Applications.

Total Program Level +
Increase over FY 2008 $129,702,000

Proposed Mandatory User Fees (Non-Add)
Reinspection User Fee +$23,276,000 118 | Re-proposed new user fees to reimburse for

(Non-Add) reinspection of FDA-regulated facilities.

Food and Animat Feed +$3,741,000 23 }Re-proposed new user fees to reimburse for
Export Certification User Fee (Non-Add) issuing food and feed export certificates.
Mandatory User Fees +$27,017,000

Budae! Home Page

EDA Home Page | Sgarch FDA Site | ED/ ndex | Contact EDA | Privacy | Accessibility

FDA Website Management Staff

http://www. fda.gov/oc/factsheets/budget2009. html 6/2/2008
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Protecting America’s Food Supply:
An Investment in the FDA Food Protection Plan
+$42,232,000 /94 FTE

1. Why is this funding necessary?
A. Background

The U.S. food supply has changed dramatically in recent years due to consumer demand,
changes in processing and distribution practices, and increasing globalization of the food market.
The result is faster and more widespread distribution of food and increasing specialization in the
manufacture of food ingredients.

At the same time, the volume of imports continues to outpace FDA’s ability to respond. Imports
have doubled during the past five years. The volume of FDA-regulated foods now exceeds 9.5
million import entries annually.

To respond to these challenges, FDA must shift to a comprehensive, preventative, and risk-based
approach to safeguard the food supply and the American homeland. FDA also must reengineer
domestic and import-related policies and procedures. These changes must focus on the most
important food defense and food safety considerations throughout the entire product life cycie -
from production through consumption.

On November 6, 2007, FDA issued the Food Protection Plan. 4n Integrated Strategy for
Protecting the Nation’s Food Supply (FPP). The FPP is a comprehensive FDA initiative to
protect food and feed. The FPP advances an integrated strategy based on three core elements:
prevention, intervention, and response. The foundation of the FPP is identifying potential food
defense and food safety threats and counteracting them before they harm consumers.

Today, FDA devotes most of its food-related resources to post-market surveillance and to
responding to food contamination events. Under the FPP, FDA will continue to invest in post-
market activities and maintain the capability to respond rapidly to incidents of food
contamination when they surface. However, FDA will also invest more resources to prevent
intentional and unintentional food contamination before problems appear. Only by focusing
greater attention on food production and food handling sites — wherever they are located — can
FDA protect the American homeland and the U.S. economy from food safety and food defense
threats.

B. FDA’s Food Protection Plan
FDA is responding to food defense and food safety challenges with FPP, a risk-based,
production-to-consumption strategy to ensure the safety of domestic and imported food. FPP

integrates food and feed safety with food and feed defense.

The three core elements of FPP — prevention, intervention, and response - are based on a
rigorous science and information technology infrastructure. The FPP strategy focuses on

Protecting America’s Food Supply
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preventing foodborne illness outbreaks, intervening when vulnerabilities surface or problems
emerge, and rapidly responding to threats. With the investments in this FY 2009 initiative, FDA
will work with the Department of Homeland Security, the U.S. Department of Agriculture, the
Centers for Disease Control and Prevention, state, local, and foreign governments, and the
domestic and international food industry to safeguard America’s food and the national
infrastructure of vital food commodities.

FDA has prepared an Implementation Plan for FPP that appears in the exhibit section of this
Congressional Justification document. The Implementation Plan contains additional details of
the steps that FDA is taking to implement the FPP.

C. Import Safety Action Plan

In conjunction with the November 6 release of the FPP, the Administration announced the
release of the Import Safety Action Plan. The Import Safety Action Plan includes short- and
long-term recommendations to improve the safety of imports entering the United States.
Implementing the Import Safety Action Plan recommendations in conjunction with FPP will
result in a system that builds safety into imported foods every step of the way.

D. Cost of Living Pay Increase for FDA Food Defense and Food Safety Programs

FDA regulates a diverse and complex portfolio of products that account for 20 percent of U.S.
consumer spending. FDA can only accomplish these responsibilities if it has sufficient resources
to pay the scientific, professional, and technical staff that is essential to FDA operations.

Performing the FDA mission is a personnel-intensive agency. FDA delivers its public health
mission through a highly trained professional workforce. Personnel and related costs account for
80 percent of FDA’s annual expenditures. To maintain a strong scientific capability, FDA must
employ, train, develop, and retain highly trained professionals to perform the mission critical
work of protecting public health.

The Protecting America’s Food Supply Initiative includes funds for the cost of living pay
increase for employees who contribute to FDA’s food defense and food safety programs. If FDA
does not receive the resources to pay these costs, FDA cannot fulfill its fundamental mission to
the American public. Providing funds to meet the annual pay increase allows FDA to achieve
performance commitments and ensures that FDA can anticipate and respond to public health
emergencies.

Protecting America’s Food Supply
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2. What activities will the funds support?
A. Funding Table

The table below displays the distribution of funds for this initiative across FDA programs.

Protecting America's Food Supply

Dollars in millions

FY 2008 FY 2009
Program FY 2007 Actual Enacted Estimate +/« FY 2008
Foods $453.700 $505.110 $837.177 +$32.667
Center 157.631 169.588 179.640 +$10.052
Field Activities 296.069 335522 358.137 +$22.615
Animal Drugs and Feeds 74.833 76.653 82.271 +$5.618
Center 40.265 41.219 45.305 +$4.086
Field Activities 34.568 35.434 36.966 +$1.532
National Center for Toxicological
{Research 3.441 4.323 6.056 +$1.733
Headquarters and OC 31.559 33.526 35,740 +$2.214
m)tal, Budget Authority $563.533 $619.612 $661.844 +$42.232

" Includes funds for Dietary Supplements and Nutrition/Food Labeling activities
(FY 2007=823.686 M, FY 2008 and FY 2009=$27.220M)

B. Specific Activities Funded by this Initiative

FDA’s FY 2009 budget proposes the following investments to protect America’s food supply:
i. Prevention—
Prevention is the cornerstone of an effective, proactive food defense and food safety strategy.
Assisting industry to implement preventive control measures is essential to prevent
intentional or unintentional contamination of the food supply. The prevention element of the
FPP allows FDA to support industry with scientific and analytical tools to better identify and
understand food defense and food safety risks and the effectiveness of control measures used
to protect the food supply.

In FY 2009, FDA will make priority prevention investments in the following areas:

s FDA will Facilitate Corporate Responsibility by working with domestic and
international partners to support industry efforts to institute corporate prevention

Protecting America’s Food Supply
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responsibilities and objectives. This component of the prevention strategy facilitates
appropriate food defense and food safety standards for all phases of food production.

FDA will Determine Vulnerabilities and Areas of Risk through improved surveillance
systems, risk assessments and risk modeling, and statistical sampling. FDA will establish
the capacity to target high-risk food defense and food safety threats.

FDA will Establish an FDA Office in China to better protect American consumers from
unsafe products. As recent events highlight, China is a leading source of food imports
into the United States. A full-time office in China is necessary due to the increased risk
and volume of food and feed imports arriving from China.

FDA will Expand Science that identifies food safety threats, sources of contamination,
their mode of spread, and options to prevent contamination. A risk-driven, science-based
approach to understanding threats to the food supply is the foundation of FDA’s food
protection strategy.

ii. Intervention~

Risk-based intervention supplements the protection element of the strategy by monitoring the
success of, and identifying weaknesses in preventive measures. Intervention augments
prevention through inspection and sampling techniques that use modern detection
technology.

FDA will strengthen the information technology systems that support intervention activities,
Modern IT systems improve FDA’s ability to target and conduct inspection and surveillance,
perform laboratory analysis, and achieve reliable 24/7 operations.

In FY 2009, FDA will make priority intervention investments in the following areas:

FDA will Ensure Adequacy of Industry Prevention Strategies through increased risk
based inspections, audits of controls designed to prevent contamination, and sampling at
the source.

FDA will Conduct Expanded Risk-Based Surveillance across the food and feed chain
to identify gaps in detecting food and feed threats and to institute corrective action before
illness or injury occurs.

FDA will Enhance the Ability to Detect and quickly identify risk signals by deploying
new rapid screening tools and methods to identify pathogens and other contaminants in
food and feed.

FDA will Increase Food and Feed Sampling and Testing through improved laboratory
analysis. FDA must increase surveillance of animal food and feed ingredients to protect
consumers from intentional and unintentional threats to vital components of the food
chain.

Protecting America’s Faod Supply
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iii. Response—

The response element of the strategy will reduce the length of time between deteécting and
containing foodborne illness. FDA’s recent experience with spinach and leafy greens,
melamine, peanut butter, and other contaminated products demonstrates the need for more
effective response strategies. FDA must respond faster, communicate more effectively to
consumers and FDA food safety partners, and limit economic consequences for affected
industries. FDA also must strengthen its response systems and further integrate them with
state, local, federal, and international agencies.

In FY 2009, FDA will make priority response investments in the following areas:

« FDA will Enhance Rapid Response Capacity by leveraging state resources and
strengthening FDA and state rapid response capability.

¢ FDA will Upgrade Emergency Response and traceback capabilities and systems. These
systems are critical for quick response during an outbreak of foodborne illness.

¢ FDA will Improve Risk Communication to rapidly and effectively respond to consumer
concerns during and after an event, and educate consumers about food safety issues.

iv. Food Defense and Food Safety IT Investments—

To support all three elements of the strategy to Protect American’s Food Supply, FDA will
upgrade IT systems to rapidly identify food importers and facilitate FDA’s ability to
maintain, update, and search records and data on food establishments and shipments. FDA
will collaborate with Customs and Border Protection on systems to accurately identify firms
involved in the food import supply chain.

v. Cost of Living Pay Increase for Food Defense and Food Safety Programs—

Funding the cost of living pay increase allows FDA to retain its professional workforce by
paying salary increases that track the cost of living. Without these funds, FDA must reduce
the number of inspectors, consumer safety officers, food defense researchers, food safety
technologists, and other health experts that perform essential functions in FDA’s mission to
protect and promote public health.

3. What are the risks of not proceeding with the initiative?

A. FDA Food Defense and Food Safety Programs
Not funding this initiative threatens the Federal government’s ability to protect the American
public from unsafe food. Not funding this initiative also diminishes FDA’s ability to prevent or
respond to a terrorist attack or a public health emergency related to food. Not providing

sufficient resources to launch the Protecting American’s Food Supply strategy will have far-
reaching consequences:

Protecting America’s Food Supply
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e Significant outbreaks of foodborne illness will continue in the United States because
FDA does not have the scientific- and risk-based techniques to identify and eliminate
foodborne hazards and prevent contaminated foods from reaching American consumers.

¢ Imported foods will remain a safety and security threat. Products from countries with
high-risk food production, manufacturing, and distribution systems will continue to enter
U.S. commerce without appropriate surveillance.

+ FDA and our industry partners will not achieve the ability to rapidly trace the origin of
foods implicated in intentional or unintentional adulteration.

e American consumers will continue to suffer significant adverse health consequences,
including morbidity and death, because FDA cannot establish a strong, science-based
regulatory framework with prevention standards to ensure the safety and defense of food.

+ The confidence of American consumers in the safety and security of the food supply will
remain low. Consumers will avoid certain foods such as fruits and vegetables and will
not fully benefit from foods that are essential to a healthy diet. This will increase
morbidity and mortality from chronic diseases and impose significant public health
impact and costs.

B. Cost of Living Pay Increase for Food Defense and Food Safety Programs

Failing to fund this initiative means that FDA must reduce core public health programs,
including our professional staff that performs the FDA mission. Failing to fund the cost of living
pay increase will result in an FDA-wide loss of 90 FTEs. This total includes 54 Field FTEs who
perform work in food protection program areas.

If FDA does not receive these funds, FDA must reduce staff so that FDA can pay mandatory cost
of living increases for the remaining staff. The loss of these scientific and technical experts will
impair FDA’s ability to fulfill its public health responsibilities and to recruit, train, and retain a
world-class scientific workforce. A diminished FDA workforce will limit FDA’s ability to
reduce food defense and food safety threats, secure the homeland, and to protect the health and
security of the American people.

4. How does this initiative support Executive Branch public health priorities?

The FDA Protecting America’s Food Supply Initiative implements the Food Protection Plan, the
Import Safety Action Plan, the December 11, 2007 agreements with China on food protection,
and elements of the Food and Drug Administration Amendments Act. This initiative also
secures the homeland and strengthens the nation by improving food safety and food defense
through better oversight of manufacturing, production, and distribution here and abroad. The
strategy achieves core FDA responsibilitics under Homeland Security Presidential Directive 7
(Infrastructure) and Homeland Security Presidential Directive 9 (Food Defense).

Protecting America’s Food Supply
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5. What will FDA accomplish with this initiative?

The Protecting America’s Food Supply strategy will allow FDA to achieve significant near-term
food protection accomplishments in FY 2009. These accomplishments will provide a foundation
for substantially reducing illnesses caused by contamination of the food supply in the following
years.

The foundation of this strategy is a risk-focused science-based approach that builds new and
greater food protection capabilities over several years. While there are significant early benefits
to this comprehensive approach, FDA and its partners will achieve even greater reductions in
risk to the food supply as the prevention strategies mature and FDA implements risk-based
improvements to field operations.

During FY 2009, FDA will achieve significant results that contribute to food protection:
A. Prevention—

FDA will begin to provide industry with new control measures throughout all levels of the food
production and processing chain. For example, control measures will include practices and
intervention steps to prevent or reduce the growth and survival of pathogens on produce.

By establishing an FDA presence in China, FDA will more effectively implement the December
11, 2007 Agreement with China to improve the safety of food and feed. An office in Chinaisan
essential platform to conduct training, audits, and technical assistance in China to better protect
American consumers,

FDA will develop the food safety and food defense science upon which regulatory decisions and
enforcement rely. FDA will also increase food safety and food defense technical assistance to
industry groups, other agencies, and FDA’s international partners.

FDA's Animal Drugs and Feeds Program will improve the animal seed safety system to better
safeguard animal feed and feed ingredients from food defense and food safety threats. FDA will
also protect animal feeds from harmful ingredients, tampering, and contamination.

B. Intervention—

FDA’s field operations will ensure the adequacy of industry prevention strategies through
increased risk based inspections, audits of controls designed to prevent contamination, sampling,
and surveillance. Specifically, FDA will conduct the following field operations with base
funding and the FY 2009 increase proposed in this initiative:

20,000 additional import food field exams

1,057 additional domestic food safety inspections

50 additional foreign food inspections

an additional 30 domestic and 30 import food sample collections and analyses

an additional 30 domestic and 35 import animal feed sample collections and analyses

* & & & 9
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90 additional imported and domestic cheese program inspections
92 additional domestic low acid canned food inspections
50 additional domestic fish and fishery Hazard Analysis and Critical Control Point
(HAACP) inspections
o 85 additional juice HAACP inspections.

C. Response—

FDA will strengthen its emergency response infrastructure to respond to incidents. FDA will
also enhance the functionality of essential systems to respond to emergencies.

FDA's field operations will develop three cooperative agreements to support state food defense
and food safety infrastructure. FDA’s field operations will develop and maintain rapid response
teams.

FDA will begin to develop a Risk Communication Program to provide transparent outreach to
consumers via website, press releases, and other means of communication to ensure that FDA
shares information with consumers and industry in a timely and efficient manner.

D. Cost of Living Pay Increase for Food Safety and Food Defense Programs—
Funding the annual cost of living increase allows FDA to extend through FY 2009 the strong

performance levels that FDA has targeted for FY 2008. In contrast, failing to fund the cost of
living pay increase will cause deterioration in performance across all FDA program areas.

Protecting America’s Food Supply
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Implementing FDA’s Food Protection Plan

On November 6, 2007, FDA issued the Food Protection Plan, An Integrated Strategy for
Protecting the Nation’s Food Supply (FPP). This document is a comprehensive FDA initiative

to protect food and feed.

The FPP advances an integrated strategy based on three core elements: prevention, intervention,
and response. The foundation of the FPP is to identify potential food defense and food safety
threats and counteract them before they can harm consumers.

On December 26, 2007, the President signed the Consolidated Appropriations Act into law,
which provides appropriations for FDA for FY 2008. The Congressional statement to
accompany the conference agreement for this appropriations act advised FDA to articulate a plan
for organizational, managerial, statutory, and regulatory changes to protect the food supply that
FDA regulates.

This exhibit responds to the request for FDA to articulate the implementation plan requested in
the statement to accompany the conference agreement. This exhibit refers to three components:
the FPP, the FPP organizational plan, and the FPP operations plan. These three components are
part of the FDA response to the statement in the conference agreement.

The full text of FDA’s Food Protection Plan, which also is a component of this exhibit, appears
at: http:/Avww.fda.gov/oc/initiatives/advance/food/plan.htral. Finally, the business case
paper, “Protecting America’s Food Supply: An Investment in the FDA Food Protection Plan”
also is a component of this exhibit. This business case paper is printed in the Executive
Summary of the FY 2009 Congressional Justification.

The statement to accompany the conference agreement requests that FDA provide a plan to
improve food defense and food safety. The November 6, 2007, Food Protection Plan responds to
the request in the conference agreement. The FPP Operations Plan, which is a component of this
exhibit, also responds to the request in the conference agreement.

The FPP Operations Plan charts FDA’s strategic actions, components, and outputs to achieve the
food defense and food safety goals in FDA’s Food Protection Plan. As the statement to
accompany the conference agreement requests, the detail in the FPP Operations Plan reflects
benchmarks and goals to improve the safety of domestic and imported foods over a multiyear
period. The information in the FPP Operations Plan contains the detail that responds to the
request in the conference agreement. The FPP Operations Plan also supplements and expands on
the goals that FDA articulated in the Food Protection plan.

The FPP Operations Plan is a multiyear implementation plan. FDA will use FY 2008 and
requested FY 2009 resources to initiate the actions identified in the Food Protection Operations
Plan and achieve the food defense and food safety priorities in the Food Protection Plan.

The statement to accompany the conference agreement also requests that FDA describe
organizational, managerial, statutory, and regulatory changes necessary to achieve the goals of
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the Food Protection Plan. The two section headings that appear below (FPP Organization and
Management Structure; FPP Proposed Legislative and Regulatory Changes) contain FDA’s
response to this request.

Finally, the statement to accompany the conference agreement requested that FDA include
statutory language for legislative proposals that strengthen food defense and food safety. FDA
identified and described ten proposed statutory changes in the text of the Food Protection Plan.
The Administration intends to provide technical assistance to Congress to enact the ten
legislative proposals in the Food Protection Plan.

Background on the FPP

The FPP details FDA’s food safety and food defense goals. The FPP is a comprehensive
approach to food safety and defense, covering both domestic and imported food. The FPP
includes actions tied to risk-based preventive controls (HAACP-like systems) and a process for
reviewing the food safety systems in countries that export food to the United States. Finally, the
FPP contains other important prevention, intervention, and response actions.

The FPP operates through a set of integrated strategies that:
o Focus on risks over a product’s life cycle from production to consumption
» Target resources to achieve maximum risk reduction
e Address both unintentional and deliberate contamination
¢ Use science and modern technology systems

FDA’s Integrated Strategy Provides Three Elements of Protection.

Prevent Foodborne Contamination:
¢ Promote Increased Corporate Responsibility to Prevent Foodborne Ilnesses
o Identify Food Vulnerabilities and Assess Risks
¢ Expand the Understanding and Use of Effective Mitigation Measures

Intervene at Critical Points in the Foed Supply Chain:
¢ Focus Inspections and Sampling Based on Risk
s Enhance Risk-Based Surveillance
s Improve the Detection of Food System “Signals” that Indicate Contamination

Respond Rapidly to Minimize Harm
¢ Improve Immediate Response
¢ Improve Risk Communications to the Public, Industry and Other Stakeholders

FPP Organization and Management Structure

Due to the overlapping nature of the FPP and the related Import Safety Action Plan (ISAP), FDA
established a structure to ensure that each FDA component has a clear lead(s) and that the
implementation of these plans is fully coordinated. As shown in the organizational chart in this
exhibit, Dr. David Acheson, in his role as Associate Commissioner for Foods within the Office
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of the Commissioner, has the overall management lead for implementing the Food Protection
Plan. Assistant Commissioner for Policy Jeff Shuren and Associate Commissioner for
Regulatory Affairs Margaret Glavin have overall responsibility for implementing the IASP.

Cross-cutting Implementation Teams supports the implementation of the FPP and IASP. These

teams have representation from the following organizations within FDA:
e Center for Biologics Evaluation and Research (CBER)

Center for Devices and Radiological Health (CDRH)

Center for Drug Evaluation and Research (CDER)

Center for Food Safety and Applied Nutrition (CFSAN)

Center for Veterinary Medicine (CVM)

National Center for Toxicological Research (NCTR)

Office of the Commissioner (OC)

Office of External Relations (OER)

Office of Crisis Management (OCM)

Office of General Counsel (OGC)

Office of Information Technology (IT)

Office of International Programs (OIP)

Office of Management (OM)

Office of Policy and Planning (OPPL)

Office of Regulatory Affairs (ORA)

® & & & 6 & 5 & & » S & * &

An Internal Steering Committee, which has oversight of the implementation and integration of
the FPP with the Import Safety Action Plan, coordinates the FPP and the ISAP. Dr. Acheson
reports on implementation efforts to the Commissioner and to the FDA Management Council,
which is comprised of FDA Center Directors and other FDA leadership staff.

FPP Operations Plan

The FPP Operations Plan appears at the end of this exhibit. The Operations Plan contains the
goals of the FDA Food Protection Plan, divided into specific multiyear activities. The FDA
Food Protection Operations Plan provides measurable benchmarks for achieving the FDA goals
set forth in the FDA Food Protection Plan.

FPP Proposed Legislative and Regulatory Changes

The Food Protection Plan proposes ten proposals for legislative authority to safeguard Americans
from food defense and food safety threats. The details of the 10 legislative authorities appear on
pages 15, 18, 19, 20, and 22 of the FPP. Where necessary, FDA will implement the legislative
changes through regulations or guidance to industry.

FDA recognizes the need to partner with Congress to make the changes necessary to transform
the safety of the nation’s food supply. The FPP identifies the administrative and regulatory -
actions FDA is proposing to take within the Agency. This Plan also recommends legislative
changes to strengthen FDA’s ability to continue to protect Americans from foodborne illnesses.
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Additional Protections that Involve Legislative Changes to FDA’s Authority:

Prevent Foodborne Contamination

allow FDA to require preventive controls to prevent intentional adulteration by terrorists
or criminals at points of high vulnerability in the food chain

authorize FDA to issue additional preventive controls for high-risk foods

require food facilities to renew their FDA registrations every two years, and allow FDA
to modify the registration categories

Intervene at Critical Points in the Food Supply Chain

authorize FDA to accredit highly qualified third parties for voluntary food inspections
require new reinspection fee from facilities that fail to meet current good manufacturing
practices

authorize FDA to require electronic import certificates for shipments of designated high-
risk products

require new food and animal feed export certification fee to improve the ability of U.S.
firms to export their products

provide parity between domestic and imported foods if FDA inspection access is delayed,
limited, or denied

Respond Rapidly to Minimize Harm

L 4

empower FDA to issue a mandatory recall of food products when voluntary recalls are
not effective
give FDA enhanced access to food records during emergencies

Following the release of the FPP, FDA immediately began to implement many of the FPP
elements. FDA will implement the remaining elements of the FPP over time as noted in the FPP
Operations Plan,
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Public May Get Say On Long-Term Insurance Rate Hikes
By DIANE LEVICK
Courant Staff Writer

June 5, 2008

Two Connecticut officials want the state to mandate |
public hearings on proposed rate increases for long-term |
care insurance after senior citizens complained about one
company's 9 percent jump.

Ironically, Genworth Life Insurance Co.'s 9 percent
increase is the smallest sought for such a policy here
recently, dwarfed by proposals from other insurers of 29
percent to 49 percent or higher.

A series of large rate increases on older long-term care
policies — proposed around the country in recent years
— has stirred outrage and raised concern about whether |
the policies were underpriced initially and that the
increases are justified.

WRCEIOV S

In Connecticut, state Sen. Edith Prague, D-Columbia, and state Healthcare Advocate Kevin Lembo say
they'll pursue legislation next year to require hearings on insurers' rate filings for the policies, which
cover nursing home and at-home care.

The aim is to have the Connecticut Insurance Department hold forums on each proposed long-term care
rate increase so consumers can comment and ask questions before regulators rule.

Long-term care policies, after all, aren't cheap to begin with. Even typical policies bought in the late
1980s by a 65-year-old could cost roughly $1,500 a year and top $4,000 if bought at age 75.

Former Connecticut residents Martin and Betty Rogan are each paying $1,460 a year for their long-term
policies bought from a Genworth predecessor in 1992, when they were 62 and 61, respectively.

Now the couple, who are in their late 70s and live in Florida and spend summers in Rhode Island, face a
choice from Genworth: the 9 percent rate increase approved by regulators April 1 or a comparable cut in
the benefits their policies would pay.

"That's entirely unacceptable,” said Martin Rogan. It's hard enough for elderly policyholders to keep

paying the original rates, and "it's going to be tough to take almost a 10 percent increase," he said. His
complaint to Prague and the Insurance Department led to the idea for public hearings.

hitp://www.courant.com/business/he-longterm0605.artjun(5,0,4457948 print.story 6/5/2008
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The department has received 39 complaints so far about the Genworth long-term care increase, but it
stands by its approval of the filing, It applies to certain old policies issued to 1,861 Connecticut
policyholders.

Although Genworth is raising rates 9 percent, its claim costs have been 15 percent higher than expected,
said Paul Lombardo, insurance actuary at the Insurance Department.

"We felt the 9 percent was warranted at this time," Lombardo said, adding that the department is
mindful of how rate increases can affect consumers. If regulators don't approve appropriate increases,
they may have to worry about companies' solvency later, he said.

A major reason for the rate increase, which Genworth is seeking in other states too, is that far fewer
customers let their policies lapse than expected, said Tom Topinka, a Genworth Financial spokesman.
When companies set rates for policies such as life or long-term care insurance, they factor in a certain
percentage of customers giving up the policies.

Genworth had anticipated that about 3 percent of policyholders a year would voluntarily stop paying
their premiums on the long-term care policies. As it turns out, only about 1 percent of policyholders
have stopped paying, Topinka said, and more people keeping their policies translates to more claims.

The "modest" rate increase, he added, means about 80 percent of affected policyholders will see a
premium increase of less than $20 a month.

Lombardo said the Insurance Department, in about the past 10 months, has rejected these proposed long-
term care rate increases from other companies as unjustified:

+American Network, part of Penn Treaty Group, increases ranging from about 15 to 250 percent.
«Life Investors, part of Aegon USA, 29 percent.

*Transamerica, 49 percent.

*Bankers Life and Casualty Co., 27 to 39 percent.

*Lincoln Benefit Life, part of Allstate Financial, an average 31.7 percent.

In addition, the department approved a 10 percent increase for RiverSource Life Insurance Co., part of
Ameriprise Financial Group, instead of the 35 percent requested.

Prague says she'll ask the General Assembly's insurance and real estate committee to raise a bill next
year to require public hearings on long-term care rate increases, State law has long required hearings on
rate filings for Medicare supplement insurance, which some seniors buy to fill in gaps left by the federal
Medicare program.

Seniors ought to be heard on long-term care rates, too, because it's often not feasible for them to switch
to another long-term care insurer, Prague said. That's because as they age, they're more likely to have
health problems that would cause their applications to be rejected. Also, the premiums for a new policy
at an advanced age could be prohibitive.

Public hearings on long-term care rate increases give people "an opportunity to participate, ask
questions, and feel less like things are [just] happening to them,” Lembo said.

htin://www.courant.com/business/hc-longterm0605 artinn05.0. 4457948 nrint story A/5700R
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He and Prague noted that few, if any, consumers attend hearings on Medicare supplement rates and say
that any legislation on long-term care hearings needs to spell out better ways to notify policyholders
about hearings and make them more accessible.

Lombardo said that although the department doesn't oppose public hearings, more hearings would tax
the agency's resources. Lembo, noting the department is funded by the industry, says money should be
available to make the hearings possible.

Contact Diane Levick at dlevick@courant.com.

Copyright © 2008, The Hartford Courant

http://www.courant.com/business/hc-longterm06035.artiun05,0,4457948 print.story 6/5/2008
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Administration Proposes Additional Funding for FDA to Improve Food and Medical Prod... Page 1 of 2

HHS News «

U5. Departient of Hesith aid Human Services W bbs. gaynews

FDA Home Page | Search FDA Site | FDA A-Z index | Contact FDA

Press Release

HHS Press Office

FOR IMMEDIATE RELEASE {202) 690-5343
June 9, 2008 FDA Press Office
301-827-6242

Administration Proposes Additional Funding for FDA to Improve Food and
Medical Product Safety
h import safety presented last year

Funds will supp kio

HHS Secretary Leavilt today announced that the Administration is amending its budget request for fiscal year
{FY) 2008 to include an additional $275 million for the U.S. Food and Drug Admumstration {FDA}. He calied on

Congress to act quickly on this budget dh and pending fative proposals to
strengthen FDA.

Today's action supporis the fundamentat change in strategy currently underway at FDA to adapt to the
demands of the rapidly growing and changing global economy. These funds wilf expedite implementation of
the strategy outlined In the Action Pian for Import Safety and the p y Food P ion Plan, both
released in November 2007,

“Last year we outlined imporiant changes in how this nation deals with imports. We are moving from an
intervention stralegy ~ where we stand at the border and try to catch things that are unsafe ~ to an integrated
strategy of prevention with verification. We are rofling the borders back and seeking to build satety and quality
into products at every step of the way before they reach 3 y Leavitt said.

The y continued, “Combined with crucial legistative proposals, this increase will allow FDA to continue
to ransform its regulatory strategies to meet the chali of the g giobal | furge
Congress 10 act quickly to give FDA the authority and funding it needs to enhance the safety of our food and
medical products.”

Under the budget amendment, FDA will be able to expedite steps to improve import safely, including:

FDA will significantly expand its reach beyond American borders by establishing a presence in five
countries of regions and by implementing other measures that will help ensure greater foreign compliance
with FDA standards.

Another initiative will offer expedited entry for goods bearing certification by trusted parties.

FDA wifi modernize its information technology infrastructure.

Finally, FDA will conduct at least 1,000 more foreign inspections of food and medical product facilities and
an additional 1,000 domestic inspections with funds in the budget amendment.

* e

The i brings the i jion’s total proposed i in the FDA's budget for FY 2008 t0 $404.7
million ~ a 17.8% boost in hmdmg from FY 2008.

Some new authorities requested for federal agencies in the Action Plan for Import Safety that Congress has
not yet granted include:

o Authorizing FDA to accredit highly qualified third parties to evaluate ¢ i with FDA requi

» Authorizing FDA to require certification of designated high-risk products as an additional condition of
importation,

* Authority to refuse admission of imports from a firm who delayed, limited, or denied FDA access to its
facilities.

« Empowering FDA to issue & oty recall of food p when voluntary recalls are not effective.

“FDA’s mission to protect and promote the health of the America pubhc wm be greatly a:ded by these

f funds to our gic plan,” said Andrew C. von E: M.D,
Food and Drugs. “"FDA has aiready on an itious program to the Agency This added
funding will ensure that FDA can move ahead with these proposals more rapidly.”

http://www.fda.gov/bbs/topics/NEWS/2008/NEW01849 html 6/10/2008
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Administration Proposes Additional Funding for FDA to Improve Food and Medical Prod... Page 2 of 2

Consi with the Administration’s emphasis on fiscal discipline, the budget d is fully paid for
within budgetary totals.

The budget amendment proposes the following increases for core FDA programs:

Protecting America’s Food Supply (+$125 miltion)

The increase allows FDA to intensify actions to implement FDA's Food Protection Plan. Announced on
November 6, 2007, the Food F ion Plan is an d, risk-based strategy o help ensure the safety of
domestic and imported food and feed. The $125 million increase adds to the $42.2 million increase proposed
for food protection in the budget announced in February 2008.

The i in food p i it wnlI aﬂow 'FDA to reduce threats to the food supply, expand FDA’s
i ional E to help ensure that foreign and domestic food
facilities comply with iood safety standards. FDA will aiso be abla to improve the risk-based approach ituses

1o conduct more targeted import exams and foreign and d pections of food
processmg, and packagmg facilities. FDA w:l( pursue additional research on ways to prevent mtentlonal and
ion, deploy g technologies to identify mi and

and respond more guickly to contain ou\bveaks of food-borne itiness.

Safer Drugs, Devices, and Biologics (+5100 million)

The increase of $100 million for the FDA’s medical product programs will strengthen FDA’s ability to ensure
the safety and effecti of medical prod! from product development and pre-approval testing, through
approval, and post-approval safety surveillance. FDA faces growing challenges from the globalization of
medical product development and manufacturing. The increase for medical product programs will allow the
FDA 1o respond to this trend.

FDA will more aggressively conduct active safety surveillance to identify early signs of adverse events finked

o medical prodh FDA will also imp new requi under the FDA Amendments Act of 2007

related to clinical trials, pediatric drugs and devices, pc ket study o i and the labeling and safe

use of drugs. FDA will also establish unique device identifiers to track dewces, facilitate device recalls, and

support inventory t during di and the resp to events. Finally, FDA will

conduct more import exams and foreign and domestic inspections of medical product manufacturers.

M FDA Sci and Workf {+$50 miilion)

The budget also prop i to FDA's capacity to support product safety and
inareas of ing science such as nanotechnology, cell and gene therapies, robotics,

genomms advanced manufacturing, and the critical path initiative. FDA will also improve laboratories and
other facilities that are essential to carrying out FDA’s mission and invest in science training, professional
development, and P prog to gthen and modemize the FDA workforce.

The program increases listed above include $65 miflion to modernize FDA's information technology
infrastructure.

Additional information is available online at:
WWW. afety,
www fda.gov

htip/Awww fda. govioc/initiatives/ad ftood.html

#H4

EDA Fact Sheet: Investing in FDA's Transformation

RSS Feed for FDA News Releases [whals this?}

free week about FDA press releases, recalls, speeches, testimony and more.

Media Contacts | FDA News Page
EDA Home Page | Search FDA Site | EDA A-Z Index | Contact FDA | Privacy | Accessibility

FDA Website Management Staff

http:/fwww fda.gov/bbs/topics/ NEWS/2008/NEW01 849 . html 6/10/2008
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Nationally Available Import Databases:
OASIS

OASIS is an acronym which stands for Operational and Administrative System for
Import Support. It is an automated FDA system for managing FDA regulated products
offered for import into the United States.

For each product offered for entry, OASIS receives data transmitted electronically from
the entry filer to Customs’ Automated Commercial System (ACS) and relayed to FDA.
OASIS checks the data against automated screening criteria previously set by the
Division of Import Operations & Policy (DIOP). The product is either allowed to proceed
into commerce if it is low-risk, or flagged for further review by an FDA employee.

FACTS

FACTS is an acronym which stands for the Field Accomplishments and Compliance
Tracking System. It is an agency-wide computer based program for the entry and
monitoring of all work performed in the field. This includes investigational work such as
inspections, investigations, and sample collections; laboratory receipt and transfer of
samples, sample analysis and results; and the processing of compliance cases and actions.
It is also used to maintain the inventory of regulated firms and their registration, as
required, and their compliance status, which determines their ability to fulfill government
contracts.

ORADSS

ORADSS is an acronym which stands for ORA Reporting Analysis and Decision Support
System. ORADSS is a warehousing and data reporting system which has been
implemented to help the Agency make informed regulatory and compliance decisions.
ORADSS is comprised of many import, domestic, Turbo EIR, and RES (Recall
Enterprise System) "canned” reports, as well as data marts and universes designed to
provide advanced users with the means to develop their own reports. Users can analyze
shipment trends, disposition analysis, and work management planning for import
operations in addition to reviewing information about firms, inspections, collections,
laboratory analysis, and several other areas related to domestic data.

CENTER VIEWS
MARCS Center Views provides FDA personnel with more efficient access to data,
thereby improving productivity in an area of field operations where the workload is

particularly high. The new single point of entry enables import reviewers to easily
retrieve data from multiple Center databases without cumbersome muitiple logins.

Center databases included in this system are:
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CBER:

« The Regulatory Management Systems - Biological Licensing Application (RMS-BLA)
supports CBER’s Managed Review Process for the review and approval of applications
for biological derived drugs, blood products, and IVD Test Kits (the BLAs) that are
regulated by CBER. RMS-BLA also tracks Post Marketing Commitments related to these
approved products. RMS-BLA interfaces with several other CBER systems for document
tracking and routing (DATS), reviewer time resource reporting (RRS), tracking of
Investigational New Drug Applications (BIMS), Blood Logging and Tracking (BLT), Lot
Release (LRS), Electronic submissions (EDR), and a system for the maintenance of valid
person names and associated information.

« Biologics Investigational and Related Applications System (BIRAMS) tracks the
regulatory activity of Investigational and Related Applications (IRAs) submitted to
CBER including: Investigational New Drug (IND) applications, Master Files (MFs),
Investigational Device Exemptions (IDEs), and Emergency Use Authorizations (EUAs).
The system supports CBER review management by maintaining information on the
receipt, content, and status of IRA submissions, as well as FDA-generated
communications, and electronic routing and review.

» Blood Logging and Tracking (BLT)is used to maintain information related to the status
and review progress of applications for the approval of devices and products related to
blood screening, transfusion, and other analogous products.

CFSAN:

« The Low Acid Canned Foods (LACF) system is the FDA’s data repository and
monitoring tool for managing low acid and acidified canned food processes and facility
information. Submission by regulated producers of detailed food processing information
and facility registration is mandatory under CFR 108, 113, and 114. LACF provides a
means for FDA field staff to immediately review the current status of filings of imported
and domestic regulated low acid and acidified products. FDA import entry reviewers use
the LACF tool to identify facilities on import alert and validate commodities for import
into the United States.

CDRH:

» CDRH CTS (Center Tracking System) is a web-based workload management and
tracking system that contains information on pre-market applications; Investigational
Device Exemption (IDE), Premarket Notification (510(k)) and Premarket Approval
(PMA). CTS is integrated with the CDRH electronic document room, Image 2000, which
provides reviewers access to submission and review documents.

*» eCIRS. eCIRS, an acronym which stands for enhanced CDRH Information Retrieval
System, is a program that allows the user to search data collected and retained by CDRH
and display formatted output or print reports containing the desired information, without



364

having to develop complex computer programs. CIRS contains information on pre-
market applications such as an Investigational Device Exemption (IDE), Premarket
Notification (510(k)) and Premarket Approval (PMA). Post-market data such as Adverse
medical device incidents can also be found in CIRS.

CVM:

Searchable web application that has information about Animal Drugs. It includes
information about the Drug included in the Code of Federal Regulations (all animal drugs
are codified) as well as additional information that comes available through CVM during
the life of the drug.
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