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NOMINATION OF LESTER M. CRAWFORD

THURSDAY, MARCH 17, 2005

U.S. SENATE,
COMMITTEE ON HEALTH, EDUCATION, LABOR, AND PENSIONS,
Washington, DC.

The committee met, pursuant to notice, at 9:34 a.m., in room
430, Dirksen Senate Office Building, Senator Enzi, chairman of the
committee, presiding.

Present: Senators Enzi, Isakson, DeWine, Ensign, Hatch, Ses-
sions, Roberts, Kennedy, Dodd, Harkin, Mikulski, Jeffords, Binga-
man, Murray, and Clinton.

OPENING STATEMENT OF SENATOR ENZI

The CHAIRMAN. Good morning, and welcome to the confirmation
hearing for Dr. Lester M. Crawford to be the Commissioner of the
Food and Drug Administration.

Recently when we met, it became obvious our shared commit-
ment to protect and advance America’s health. Clearly, we have a
lot of work to do together.

Dr. Crawford, the FDA is no stranger to you. In fact, over the
last 30 years, you have been at the FDA four times, twice serving
at the helm of the agency already. Next year will mark the 100th
anniversary of the landmark legislation that ushered the FDA into
the modern era. This is truly a historical milestone and a dramatic
time for you to take up the reins of the agency.

Back then, 100 years ago, there was a controversy—similar to to-
day’s drug controversy—that spurred the FDA’s dramatic growth
from a chemist at the Department of Agriculture to the full-fledged
agency it is today. Back then, it was a crisis in food safety. Today,
it is a concern with drug safety. The FDA weathered the previous
storm. It will handle this one, too, with the same kind of talent,
diligence, and hard work that solved the previous one.

You will face some tough questions today, but I want to let you
know that we will be asking these questions so that we can be sure
the man chosen by President Bush to head the FDA at this critical
juncture in its history is up to the task.

The FDA has a very broad and critical mission in protecting the
public health. You will be in charge of an agency that regulates $1
trillion worth of products a year. The FDA ensures the safety and
effectiveness of all drugs, biological products, such as vaccines,
medical devices, and animal drugs and feed. It also oversees the
safety of a vast variety of food products, as well as medical and
consumer products, including cosmetics. As Commissioner of the
FDA, you will be responsible for advancing the public health by
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helping to speed innovations in its mission areas and by helping
the public get accurate, science-based information on medicines and
foods.

The FDA has been without a confirmed Commissioner for over
a year. You have been picking up the reins during that time and
pulling it through.

Earlier this year, 17 members of this committee sent a letter to
the President urging him to nominate a Commissioner to provide
the agency with greater clarity and certainty in its mission to pro-
tect our food and drug supplies. By having you before us today, it
is clear that the President i1s committed to restoring the FDA to its
fully mandated authority and we appreciate the promptness with
which your nomination followed our letter.

One of Congress’s most important responsibilities is oversight. As
Chairman, I have already held bipartisan hearings on drug safety
and drug importation and I plan to continue to focus on these and
other important areas.

Dr. Crawford, you are as committed to government accountability
and responsibility as I am, so I know you will welcome our partici-
pation in the process.

In recent months, the FDA and its system for approving drugs
and ensuring their safety have been on the front pages of our news-
papers—quite often lately. The role of pharmaceuticals in health
care has never been as vital to our health as it is today. That is
why people need to be reassured that they can trust the FDA. Our
bipartisan hearings to review the FDA’s drug approval and post-
marketing surveillance system examined the recent controversies
and reviewed some options for strengthening our drug safety sys-
tem. I trust you share our concerns and that you will continue to
work with us to evaluate and eventually implement the necessary
reforms to the system.

We also need to look at last year’s flu vaccine shortage and what
steps we need to take to prevent this from happening again. Both
the FDA and the Centers for Disease Control and Prevention have
been criticized. I intend for this committee to review what hap-
pened and to determine how we, as legislators, should respond.
One thing we must do, however, is attract companies back into the
vaccine business. Relying on one or two companies to produce some
of the most critical vaccines is a prescription for public health dis-
aster. I would welcome your thoughts on how we can rebuild our
domestic vaccine industry.

With respect to food safety, I represent a State that has substan-
tial agricultural interests. Issues of food safety and food labeling
are critically important to me and my constituents. The FDA is re-
sponsible for the safety of a variety of our food products and I look
forward to hearing from you what the agency plans to do to con-
tinue protecting the American food supply from outside threats.

It will fall upon you to build on your record on behalf of Presi-
dent Bush, and I am confident that the President has chosen wise-
ly in nominating you to be the Commissioner of the FDA. I look
forward to working with you, with Senator Kennedy, and with the
other members of the committee to protect and promote the public
health and to maintain the FDA’s status as one of the strongest
regulatory agencies in the world.
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We all know the FDA has a storied past that made it the gold
standard of the world. In previous hearings, we heard from mem-
bers of your staff who spoke with pride of that designation. Recent
events have called into question that standard in the eyes of some
of the people in the public. I have no doubt that with the right
leadership in place, the FDA will again be the gold standard and
our regulatory process the envy of the world.

I look forward to hearing your testimony today. I welcome your
wife, Kathy, to the hearing, and I would turn the floor over to Sen-
ator Kennedy on this great Irish day.

Senator KENNEDY. You can keep going, St. Patrick’s Day—
[Laughter.]

Thank you very much, Mr. Chairman. I want to say how much
we appreciate your calling the hearing this morning on the nomina-
tion of Lester Crawford to be the Commissioner of the Food and
Drug Administration and I welcome Dr. Crawford and I look for-
ward to hearing about his plans for leading the agency in the com-
inguyears and I join Senator Enzi in welcoming Mrs. Crawford, as
well.

Effective leadership of FDA is essential to protect the health of
all Americans, and friends and colleagues speak highly of Dr.
Crawford’s dedication and commitment to public service. But our
committee has a special responsibility to make a careful evaluation
of the qualifications of any nominee for this critical position.

As Acting Commissioner, Dr. Crawford has led FDA during trou-
bled times. Serious side effects were belatedly discovered for sev-
eral major drugs already on the market, raising alarming questions
about the adequacy of FDA’s review. And there have been signifi-
cant failures by FDA to disclose and manage conflicts of interest
on scientific advisory panels. Over half of the Nation’s flu vaccine
was lost to contamination. And disturbing allegations have been
raised that FDA has prevented open scientific discussion of impor-
tant drug safety issues, has disregarded science that conflicts with
ideology, and has retaliated against whistleblowers. And just today,
the New England Journal of Medicine published an article stating
that at FDA, there is an atmosphere that stifles debate and dis-
gourages some employees from expressing scientific concerns about

rugs.

It is essential to address these serious issues and for Dr.
Crawford to present a clear plan to restore the Nation’s trust in the
ability of FDA to do its job. FDA, as our chairman has pointed out,
oversees about a quarter of all products purchased by American
consumers. Whether FDA does its job effectively can mean the dif-
ference between whether the infant formula you feed your child is
safe or not, or whether the prescription drug you take does more
harm than good.

Doubts have risen about the agency’s effectiveness in the wake
of Merck’s withdrawal of its pain-killing drug Vioxx from the mar-
ket because of estimates that tens of thousands of patients may
have suffered heart attack or stroke because of it.

And last October, we learned that half of last year’s flu vaccine
was lost because of poor manufacturing conditions at a plant in
Britain, and we were surprised to learn that FDA had not actively
inspected the plant and then compounded the problem by doing too
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littledafter it learned that some of the vaccine had been contami-
nated.

Last year, the agency declined to approve emergency contracep-
tion for over-the-counter use after a nearly unanimous advisory
group recommended such approval, and the agency is now 2
months late in ruling on a revised request for such use.

The agency has also prohibited or discouraged some of its medi-
cal officials from presenting their studies at advisory committee
hearings, at scientific meetings, or in respected journals. The agen-
cy also chose not to disclose in advance potential conflicts of inter-
est by members of the advisory committee who reconsidered Vioxx
and related drugs a few weeks ago and approved their continuation
on the market.

As the President’s nominee, Dr. Crawford owes this committee,
the Senate, and the American people his assurance that if the com-
mittee confirms him as Commissioner, there will not be more of the
same. The stakes could not be higher. No patient who takes a pill
should have to worry whether the drug inside is safe or whether
the decisions to approve the drug were based on politics or profits
instead of science. It is a tragedy that the FDA’s recent failures
have caused millions of patients to ask those questions now. It
would be far worse if we don’t insist on clear answers.

We know that Dr. Crawford is here to answer these questions
and other questions of the committee and I look forward to his re-
sponse and I thank you very much, Mr. Chairman, for holding
these hearings.

The CHAIRMAN. Thank you, Senator Kennedy.

I would mention that we are doing a little different seating ar-
rangement on this side. Since we allow people to ask questions in
the order in which they arrive after the gavel has sounded, we are
just moving everybody up here in that order on this side.

This morning, we have the Senator from Alabama to do an intro-
duction, Senator Sessions.

STATEMENT OF HON. JEFF SESSIONS, A U.S. SENATOR FROM
THE STATE OF ALABAMA

Senator SESSIONS. Thank you, Mr. Chairman. It is an honor to
be before you as chairman of this committee. We came to the Sen-
ate together and you have moved up more rapidly than most of us
to chair this august body and I couldn’t be more proud of you. You
have the right instincts for public service, the professional commit-
ment to doing things right, and the work ethic that is necessary to
deal with the complex issues that come before us.

Mr. Chairman, it is my honor and privilege to introduce my fel-
low Alabamian, Dr. Lester Crawford, to this committee. I am ad-
dressing the committee today not only because Dr. Crawford hails
from Demopolis, AL, which was the original vine and olive colony
founded by a group of Napoleon losers who had to flee France and
established on the river there in Alabama the vine and olive colony.
I am not sure it succeeded as a vine and olive colony, but it has
succeeded as a wonderful community that sets a good example in
that whole region of the State.

He received his Doctorate of Veterinary Medicine at Auburn Uni-
versity, one of the Nation’s great universities. But I am also here
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because this nominee is a recognized scientist, scholar, and aca-
demic, a public servant of unassailable personal integrity who
brings with him the perspective of personal experience in aca-
demia, government, private practice, and industry. Most impor-
tantly, he combines openness, good humor, and a commitment to
the common good.

Dr. Crawford brings to the agency expertise in a remarkable
range of relevant fields. We frequently forget that in addition to
authority to regulate drugs, the FDA is charged with overseeing
foods, biological products, medical devices, animal feed and drugs,
among other responsibilities. I don’t know that you could find an-
other candidate with his degree of expertise, not only in pharmacol-
ogy and issues related to drugs and biologics, but also food safety,
and in the era of “mad cow” disease and avian flu, the fields of ag-
riculture and veterinary medicines, which are proving ever more
crucial to the public health. In fact, he has a particular expertise
in mad cow disease.

At a time when rising to the substantial challenges will require
innovation and interdisciplinary thinking, a man who brings this
quintessentially interdisciplinary training and experience could not
be more appropriate.

In addition to his substantial academic and professional achieve-
ments, Dr. Crawford has demonstrated a tremendous dedication to
public service during more than 13 years at the Food and Drug Ad-
ministration and the United States Department of Agriculture. Col-
leagues who have worked with Dr. Crawford over the years
unfailingly note his exemplary personal qualities, as well. Integ-
rity, dedication, and enthusiasm have been hallmarks throughout
his training and career.

Dr. Timothy Boosinger, Dean of Auburn University’s nationally
recognized College of Veterinary Medicine, called yesterday to
share his own and Auburn’s unreserved endorsement of Dr.
Crawford as a scientist and administrator, a leader, and a man. He
is really one of our most distinguished alumni. Auburn is proud of
the contribution he is making to all our lives, he said.

I think that his own advice to a recent class of veterinary grad-
uates is telling. He noted that he has always tried to let his own
life be guided by the Latin phrase, I credo, I believe. The point is,
he explained, when you have talent, you have to develop it and
practice it. Develop your own credo and live by it. And Dr.
Crawford has throughout his career demonstrated not only remark-
able talent, but a consistent dedication to honing and applying that
talent for the public good.

In summary, I believe that Dr. Lester Crawford is a man of great
knowledge, talent, dedication, and integrity. As Commissioner, he
will be even better able to bring these qualities to bear in the serv-
ice of the safety and well-being of the American people. I urge you
to join me in working to enable this superb nominee to get to his
essential task as soon as possible.

Thank you, Mr. Chairman. I am honored to be with Dr.
Crawford.

The CHAIRMAN. Thank you, Senator.

We welcome Dr. Crawford. I would mention that the committee
has received over 100 letters and statements of support for Dr.
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Crawford’s nomination from individuals and organizations around
the country. We received one letter with some concerns, that if they
are not addressed at the hearing, we will ask that you address fol-
lowing the hearing. I would ask unanimous consent that all of
those letters be entered into the record, without objection.

The CHAIRMAN. Dr. Crawford, we look forward to hearing your
testimony.

STATEMENT OF LESTER M. CRAWFORD, D.V.M., PH.D., TO BE
COMMISSIONER, FOOD AND DRUG ADMINISTRATION, U.S.
DEPARTMENT OF HEALTH AND HUMAN SERVICES

Dr. CRAWFORD. Thank you very much, Mr. Chairman. First, 1
would like to introduce my wife, who is seated over here. This is
my wife, Katherine, who is from Birmingham, Alabama, and is the
mother of my two daughters and the grandmother of my four
grandchildren.

The CHAIRMAN. Welcome.

Dr. CRAWFORD. I would like to thank the committee for inviting
me here today. I am honored to be here and I appreciate the oppor-
tunity to tell you about myself and share ideas for how we can
strengthen and advance the Nation’s public health.

FDA is the Nation’s principal consumer protection agency when
it comes to food, drugs, and medical devices. The agency impacts
the lives of all Americans every day. We ensure the safety and effi-
cacy of the medicines they consume. We regulate 80 percent of the
food Americans eat. FDA regulated products account for approxi-
mately 20 cents out of every dollar in the economy. American con-
sumers rely on FDA to protect and advance the Nation’s public
health while people around the world share the view that the agen-
cy upholds the gold standard in terms of public health protection.

I have had the opportunity over the course of my career to serve
four different tenures at FDA. This is the second time I have
served as Acting Commissioner of the agency. I previously served
as FDA Deputy Commissioner from 2002 to 2004, and as Director
of FDA’s Center for Veterinary Medicine from 1982 to 1985. Prior
to that, I held several different positions, including Director in the
former FDA Bureau of Veterinary Medicine in 1970s.

My career outside of FDA has likewise been dedicated to advanc-
ing public health. I served as Administrator of the Food Safety and
Inspection Service, or FSIS, at the U.S. Department of Agriculture
from 1987 to 1991. Prior to that, I was Chair of the Department
of Physiology-Pharmacology at the University of Georgia and held
the position of Associate Dean for several different offices at the
University of Georgia’s College of Veterinary Medicine.

More recently, from 1997 to 2002, I was Director of the Center
for Food and Nutrition Policy at Georgetown University and at Vir-
ginia Tech, where it moved in 2001. I also served as the Executive
Pirector of the Association of American Veterinary Medical Col-
eges.

I am a member of several professional and scientific societies. I
am a member of the National Academy of Sciences Institute of
Medicine, a Fellow of the Royal Society of Medicine in the United
Kingdom, and a Fellow of the International Society of Food Science
and Technology. In 1984, I was inducted into the French Academy



7

of Veterinary Medicine and I received the Wooldridge Award, the
British Veterinary Association’s highest award, in 1991. Addition-
ally, I have been an advisor to the World Health Organization of
the United Nations.

In terms of academic training, I received my Veterinary degree
from Auburn, my Ph.D. in Pharmacology from the University of
Georgia, and I have an Honorary Doctorate from Budapest Univer-
sity.

Throughout my diverse career, I have had the unique oppor-
tunity to contribute to a number of groundbreaking public health
initiatives. For example, I played major roles in the development
of mandatory nutrition labeling and the control of chemical and
microbiological contaminants of food. In recent years at FDA, I
have led efforts to combat the obesity epidemic, counterterrorist
threats through new food security regulations, and revitalized the
regulation of biomedical and food industries through the develop-
ment of current good manufacturing practices. I also played a role
in designing FDA’s Critical Path Initiative, a new cutting-edge ap-
proach to advancing medical innovation that seeks to bridge the so-
called gap between bench and bedside.

Going forward, as Commissioner of the Food and Drug Adminis-
tration, if confirmed, I look forward to the opportunity to build on
these initiatives to help America reach new levels of public health
protection and innovation.

This is a critical time for the Nation’s health. We face exciting
opportunities from new cross-cutting science and biomedical inno-
vation, but at the same time, we are confronted with profound chal-
lenges of every shape and size—emerging diseases, product safety
concerns, the threat of bioterrorism, and much more.

Our success and the Nation’s health are continually challenged
by these emerging threats, changes in technology and global mar-
ket forces. At the same time, FDA’s responsibilities are growing in
scope and complexity. To overcome these growing challenges and to
truly capitalize on the boundless opportunities presented by mod-
ern science, we need a vision for the future, a vision for a 21st cen-
tury FDA.

I would like to tell you briefly about my vision for the future of
FDA. It is one of transformation. Internally at FDA, we are trans-
forming from domestic-focused, paper-based processes employing
yesterday’s technologies to global, electronic data-driven decisions
that apply the latest science. And we are transforming our culture
to one of transparency, collaboration, and cutting-edge thinking.

We are going to tap into new technologies and new ways of
thinking and build upon collaborations with a broad network of
partners, public and private, U.S. and international. By capitaliz-
ing on 21st century innovation, information technology, and regu-
latory process innovation, we can leverage public investment in
FDA to yield an even greater level of public health protection and
a more efficient and predictable critical path to innovation. By
adopting a quality systems approach in all our operations, we will
increase productivity and promote better health outcomes.

In particular, I am committed to addressing existing concerns re-
garding postmarket safety of FDA-regulated products, both in med-
ical products and food, respectively. I remain focused on bioterror-
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ism and on minimizing the threat of terrorist attacks both through
heightened food security and through the development of new med-
ical countermeasures.

As we confront 21st century challenges, 21st century solutions
are key. That is why innovation will be at the center of everything
FDA does in the time ahead. I look forward to helping lead the way
as we enter a new era of individualized medicine and electronic
health.

Finally, we need to continue to do more to empower our citizens
with better health information about the foods they eat, the medi-
cines they use, and the other health products they consume. Under
my leadership, I will see to it that FDA continues to provide all
Americans with the tools they need to make informed choices about
their health so that they can live longer, happier, and healthy lives.

These issues affect us all and I look forward to being part of the
solution to these problems. Thank you, Mr. Chairman.

The CHAIRMAN. Thank you, Dr. Crawford.

[The prepared statement of Dr. Crawford follows:]

PREPARED STATEMENT OF LESTER M. CRAWFORD, D.V.M., PH.D.

Mr. Chairman and members of the committee, I am Dr. Lester M. Crawford,
D.V.M., Ph.D., Acting Commissioner of the Food and Drug Administration (FDA or
the Agency). I would like to thank the Committee for inviting me here today. I am
honored to be here, and I appreciate the opportunity to tell you about myself and
share ideas for how we can strengthen and advance the Nation’s public health.

FDA is the Nation’s principal consumer protection agency when it comes to food,
drugs and medical devices. The Agency impacts the lives of all Americans every day.
We ensure the safety and efficacy of the medicines they consume. We regulate 80
percent of the food Americans eat. FDA-regulated products account for approxi-
mately 20 cents out of every dollar in the economy. American consumers rely on
FDA to protect and advance the Nation’s public health while people around the
world share the view that the Agency upholds the gold standard in terms of public
health protection.

I have had the extraordinary opportunity over the course of my career to serve
four different tenures at FDA. This is the second time I have served as Acting Com-
missioner of the Agency. I previously served as FDA Deputy Commissioner from
2002 to 2004 and as Director of FDA’s Center for Veterinary Medicine from 1982
to 1985. Prior to that, I held several different positions —including Director—in the
former FDA Bureau of Veterinary Medicine in the 1970s.

My career outside of FDA has likewise been dedicated to advancing the public
health. I served as Administrator of the Food Safety and Inspection Service at the
U.S. Department of Agriculture from 1987 to 1991. Prior to that, I was Chair of the
Department of Physiology-Pharmacology at the University of Georgia, and held the
position of Associate Dean for several different offices at the University of Georgia
College of Veterinary Medicine.

More recently, from 1997-2002, I was Director of the Center for Food and Nutri-
tion Policy at Georgetown University and at Virginia Tech, where it moved in 2001.
I also served as Executive Director of the Association of American Veterinary Medi-
cal Colleges from 1993 to 1997.

I am a member of various professional societies. I am a Member of the National
Academy of Sciences Institute of Medicine, a Fellow of the Royal Society of Medicine
(UK), and a Fellow of the International Society of Food Science and Technology. In
1984, I was inducted into the French Academy of Veterinary Medicine. In 1991, I
received the Wooldridge Award, the British Veterinary Associations highest award.
Additionally, I have been an advisor to the World Health Organization of the United
Nations for much of my career.

In terms of academic training, I received my Doctor of Veterinary Medicine
(D.V.M.) from Auburn University, my Ph.D. in pharmacology from the University
of Georgia, and an Honorary Doctorate (M.D.V.) from Budapest University.

Throughout my diverse career, I have had the unique opportunity to contribute
to a number of groundbreaking public health initiatives. For example, I played
major roles in the development of mandatory nutrition labeling and the control of
chemical and microbiological contaminants of food. In recent years at FDA, I have
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led efforts to combat the obesity epidemic, counter terrorist threats through new
food security regulations, and revitalize the regulation of biomedical and food indus-
tries through the development of current good manufacturing practices. I also
played a key role in designing FDA’s “Critical Path” initiative, a new cutting-edge
approach to advancing medical innovation that seeks to bridge the so-called gap be-
tween bench and bedside.

Going forward, as Commissioner of the Food and Drug Administration, if con-
firmed, I look forward to the opportunity to build on these initiatives and help
America reach new levels of public health protection and innovation.

This is a critical time for the Nation’s health. We face exciting opportunities from
new cross-cutting science and biomedical innovation, but at the same time we are
confronted with profound challenges of every shape and size—emerging diseases,
product safety concerns, the threat of bioterrorism, and much, much more.

Our success—and the Nation’s health—are continually challenged by these emerg-
ing threats, changes in technology, and global market forces. At the same time,
FDA'’s responsibilities are growing in scope and complexity. To overcome these grow-
ing challenges, and to truly capitalize on the boundless opportunities presented by
modern science, we need a vision for the future—a vision for a 21st century FDA.

I would like to tell you briefly about my vision for FDA and my priorities for the
time ahead. The FDA of today understands, perhaps better than ever, the need for
both protecting and advancing the public health, and we are focusing on new and
better ways to perform our core mission.

My vision for the future of FDA is one of transformation. Internally at FDA, we’re
transforming from domestic-focused, paper-based processes, employing yesterday’s
technologies, to global, electronic-data driven decisions that apply the latest science.
And we’re transforming our culture to one of transparency, collaboration, and cut-
ting-edge thinking.

We'’re going to tap into new technologies and new ways of thinking, and build
upon collaborations with a broad network of partners—public and private, U.S. and
international. By capitalizing on 21st century information technology and regulatory
process innovation, we can leverage public investment in FDA to yield an even
greater level of public health protection, and a more efficient and predictable critical
path to innovation. By adopting a quality systems approach in all of our operations,
we will increase productivity and promote better health outcomes.

In particular, I am committed to addressing existing concerns regarding post-mar-
ket safety of FDA-regulated products, both in medical products and food, respec-
tively. I remain focused on bioterrorism and on minimizing the threat of terrorist
attack both through heightened food security and through the development of new
medical countermeasures. As we confront 21st century challenges, 21st century solu-
tions are key; that is why “innovation” will be at the center of everything FDA does
in the time ahead. I look forward to helping lead the way as we enter a new era
of individualized medicine and e-health. Finally, we need to continue to do more to
empower our citizens with better health information about the foods they eat, the
medicines they use, and the other health products they consume. Under my leader-
ship, I will see to it that FDA continues to provide all Americans with the tools they
need to make informed choices about their health, so that they can live longer,
healthier, and happier lives.

These issues impact us all. I know that the members of this committee are genu-
inely focused on doing all you can to address these public health challenges and cap-
italize on our public health opportunities. I am truly honored to have worked with
you in the past to advance FDA’s public health mission, and I look forward to con-
tinuing to work with each and every one of you to better protect and advance the
public health in the time ahead. Thank you.

The CHAIRMAN. We will now have a series of 5-minute rounds to
give everybody a chance to ask some questions. We appreciate your
being here today. We appreciate the turnout of the members of the
committee. This is the first round of the NCAA tournament, a
great Irish day, and also the hearings on the House side on base-
ball steroids, which has some relationship to this. [Laughter.]

I have heard some people argue that the Prescription Drug User
Fee Act was a bad idea because the fees co-opt the FDA and force
the agency to make a hasty or unwise decision. I assume you dis-
agree with this perspective, so would you please explain to the
committee the importance of PDUFA and the way you will ensure,
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as Commissioner, that there will continue to be no compromise on
FDA’s standards in reviewing products covered by user fees?

Dr. CRAWFORD. Yes. Thank you, sir. As you know, the Prescrip-
tion Drug User Fee Act was enacted in the early 1990s and it is
reenacted as it sunsets every 5 years. The two times that it has
been up for review, changes have been made and so we anticipate
that, based on experience, probably we will be entertaining some
new proposals.

Virtually every country in the world has a user fee system. The
question is how they utilize that user fee system.

We think the goal letter that we develop between the industry
that we regulate and FDA gives us an indication of what is coming
down the pike, what new kinds of drugs and drug classes are com-
ing and what the load will be upon FDA. And so we are—and as
you know, that goal letter is ratified by the Congress as we finish
it.

The second part is is that because of the Prescription Drug User
Fee Act, we get funding to increase our staff and to be more effi-
cient in the drug approval process. That has worked well for FDA
under the years of PDUFA. One particular year in the mid-1990s,
we approved more drugs than any other year in history, and I
think we are doing a better job of reviewing them. Some drugs are
not approved. Some need more work. But what the companies pay
for1 1is the review itself, and I think on balance that it is working
well.

The CHAIRMAN. Thank you. Most of the questions today will shift
gears pretty fast so that we can cover a wide range of things.

The GAO report released earlier this week indicates serious
breaches in the FDA’s oversight of the 1997 ban on the feeding of
meat and bone meal from livestock to other livestock. This ban is
intended to guard against the spread of mad cow disease in the
United States. This report follows up on a 2002 report that also
found gaps in the FDA’s enforcement of this regulation. GAO also
noted that the FDA may not even have enough information to as-
sess compliance rates. What are you planning to do to improve the
enforgement and compliance with this and other food safety regula-
tions?

Dr. CRAWFORD. We are in the process of analyzing the GAO re-
port. As you know, we worked with them through the 2-year proc-
ess that they employed to come up with the report. There are some
suggestions in there that we think are very good and we intend to
implement them.

The report does say that we made improvements since the last
report, and we appreciate that. There are more improvements to be
made. We now know that there are about a million people in the
United States that feed one or more cattle. We have to adopt a pro-
gram that both educates them about the use of the prohibited ma-
terial in feed and also encourages them to be very careful about
what they mix in their cattle feed. We now know that that is a
menace FDA has to stay on top of, so we appreciate the report and
we will adopt the recommendation.

The CHAIRMAN. Thank you. I do want to also discuss the FDA’s
action on the abortion drug RU-486. I don’t believe that the FDA
should spend time and resources reviewing products that are in-
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tended solely to end life. I am also very concerned that a number
of deaths have been linked to RU-486.

In August 2002, a number of organizations sent a citizen petition
to the FDA asking that the FDA revoke its approval of RU-486.
The petition argues that FDA violated drug law and its own regu-
lations and standards in approving the RU-486 for medical abor-
tion. Now, these are pretty serious allegations, and 18 months
later, the FDA has yet to give a final response. Can you assure me
that the FDA will respond to this petition sooner rather than later?

Dr. CRAWFORD. As you know, the issues raised in the petition are
very complex, indeed. We are still working through those. We are
in the final stages of that. I can assure you we will respond to the
pfe;tition. I can’t give an exact date, but we are in the final stages
of it.

The CHAIRMAN. Thank you. My time has almost expired.

Senator Kennedy.

Senator KENNEDY. Thank you, Mr. Chairman.

As we all know, the FDA should be the gold standard for objec-
tive science and unwavering commitment to the public health. On
Plan B, emergency contraception there are serious concerns the
FDA was guided more by ideology than by sound science.

In your testimony on March 11, 2004, before the House Appro-
priations Committee, you said that the Scientific Advisory Commit-
tee on Plan B was all over the board, but that is not really the
case, I don’t think. Isn’t it the reality that the Advisory Board
voted 24 to three to approve OTC status for Plan B?

Dr. CRAWFORD. That is correct.

Senator KENNEDY. Yet the FDA rejected the recommendation?

Dr. CRAWFORD. Actually, what we did was we evaluated the
then-application and we could not approve it. But the company has
now submitted a second one. We also have, just in the last few
weeks, been sued on the original decision, so we are evaluating
what the impact of that is and we are also considering the applica-
tion that is before the agency at the present time. We are continu-
ing to evaluate both as we go forward.

Senator KENNEDY. Well, in response to the question from Rep-
resentative Farr at the March 2004 hearing, you said the FDA’s
deadline for acting on the resubmitted application was January 22
of this year. Is it usual for FDA to miss the deadlines by months,
and who is responsible for the hold-up?

Dr. CRAWFORD. We usually don’t miss the deadlines. In this case,
it is very complex. We have a kind of application that the company
is seeking which we have never approved before, and so it is taking
a little longer than it would have in the past.

Senator KENNEDY. Well, do we want to leave it there? The prob-
lems, as you indicated in your earlier answer were the difficulty in
the application and then the review of the legal issues and the suit,
and you are unable to indicate to us when you are going to act?
| Dr. CRAWFORD. I can’t give a date, but it won’t be very much

onger.

Senator KENNEDY. Well, are we talking days? Are we talking
weeks?

Dr. CRAWFORD. I wouldn’t want to say days, Senator. I would say
weeks.
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Senator KENNEDY. I want to move on. On the drug safety issue,
we have talked about this and you have commented on it, so it is
an old issue, but I want to get answers today. Last year, Merck
withdrew Vioxx from the market because the drug doubled the risk
of a heart attack or stroke, but that was more than 5 years after
the FDA approved the drug and after 20 million Americans had
used it. As a result, tens of thousands of Americans needlessly suf-
fered heart attack or stroke and many died. It is the single largest
drug safety failure the Nation has ever faced. It simply should not
take that long, nor should so many people use a drug before such
a significant safety risk is discovered.

If a similar disaster had happened through fire or flood or terror-
ism, we would be moving heaven and earth to make sure that such
a catastrophe never happened again, yet the FDA has so far rec-
ommended only minimal adjustments to its procedures.

In our hearings on drug safety earlier this year, the FDA wit-
ness, Dr. Kweder, admitted that there had been lapses in how the
FDA handled this tragedy. Do you agree that there were lapses,
that mistakes were made?

Dr. CRAWFORD. When these drugs entered the marketplace, as
you mentioned, in the late 1990s and early parts of this decade,
they held great promise. As they were used over time, and particu-
larly in two NIH trials at higher doses for longer durations of ther-
apy, some problems did show up. They could not have been antici-
pated, we do not believe, until that time. We had ordered earlier
warnings and we were monitoring the drug very carefully, but it
was only the very large, very long, high-dosage trials at NIH that
revealed the problem.

Senator KENNEDY. “They can’t be anticipated” is rather an omi-
nous response when you have put at risk so many people on a pre-
scription drug. I want to know whether this is going to be business
as usual out at FDA or whether you are setting up some kind of
system that will be able to flag these issues. I mean, we have just
gone through one of the great, great, lapses for whatever reasons.
I am not sure the American people are going to be satisfied that
there are a number of situations that can’t be anticipated and,
therefore, that is the way it is going to be. That is not the answer
that the American people, or certainly I, would like to hear.

We heard Dr. Kweder indicate that there had been lapses, and
I think most of us believe there had been, and the real issue is
what the agency is going to do to deal with those lapses. I think,
first of all, there has to be a recognition that there is a serious
problem, and if there is, what are you going to do about the prob-
lem, is what I would like to direct your attention to.

Dr. CRAWFORD. To make sure there aren’t lapses in the future,
what we are going to do is like a multipronged approach. We are
instituting a Drug Safety Board which will, when we get these sig-
nals, such as we did on Vioxx and some of those other kinds of
drugs, we will put it in to the board. They will prescribe for us
what we should do in order to find out whether or not this is a
false signal, that is a false alarm, or whether it is something real.
We will announce that at that point, not wait, and the Drug Safety
Board’s deliberations will be public, and we will also advise the Na-
tion’s physicians as well as consumers, that is patients, of what we
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have found at that point and what we are doing in order to get to
the bottom of the matter. Then we will establish a drug watch so
that we will list that drug so that it is accessible on our websites
and elsewhere to the American people and we will have a progress
report as we go forward.

And then the other things we have asked the National Academy
of Sciences Institute of Medicine to evaluate and affect the FDA
culture. We want to figure out a system that is more transparent
for decision making. We also want to effectuate a system so that
minority opinions are involved. It is true that in the culture and
milieu of FDA, there is a lot of give and take on these decisions
based on the science, but we want to honor that and also to record
what the minority opinions are.

Senator KENNEDY. My time is up, Mr. Chairman. I would just
ask about that recent advisory board, you know, there were ques-
tions about the conflicts of interest. Are you committed when you
publish the members of the board to also indicate the background
of each?

Dr. CRAWFORD. We will. We are going to change those proce-
dures. There is disclosure, but there should be easier disclosure for
the press and others to get access to. We are going to change that
entirely.

Senator KENNEDY. My time is up. Thank you, Mr. Chairman.

The CHAIRMAN. Thank you. Senator Sessions.

Senator SESSIONS. Thank you, Chairman Enzi.

You have a difficult challenge. Delaying an effective drug from
coming on the market because of concerns that prove to be insub-
stantial can cost hundreds, maybe thousands, of lives. And like-
wise, if a drug is approved too rapidly, it turns out to have side
effects unexpected, it can also cost lives. So I know it is a very chal-
lenging position for you. Sometimes, the only way we can know for
certain is to see a drug actually operate over a period of years and
the costs then are weighed against the benefits and you can make
the best decision insofar as possible.

But your challenge is to identify in advance what will work, what
will not work, and make those decisions that are best. I think your
integrity, experience, and background will lead you to make good
decisions, and that is what we expect and that is all we can ask.
We can’t expect perfection.

Dr. Crawford, I have an interest in generics. I asked you about
it as we talked yesterday, about let us not create a situation in
which generics are delayed too long because that keeps the price
higher for the public. A generic drug will come in at a lower cost,
normally. You provided some information on that. I would like to
get your philosophy about generics and what we can do to bring
those on at the appropriate time.

Dr. CRAWFORD. Three years ago, when we began to address this
problem, we found that generics were taking about 19 months to
be approved or disapproved, that is, to be reviewed. We have now
been able to shorten that down to 12 months, and what that has
resulted in is the approval of a new generic drug in America every
day. We are now trending toward somewhere between 400 and 500
generic drug approvals for this coming year.
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Generic drugs cost less, and not only that, they cost less in
America than they do in other countries around the world. The key
thing, though, I think, in terms of our efforts with generics is that
now, about half of all prescriptions are for generic drugs. Generic
drugs, we are pledged to make sure are as safe and as effective and
as potent as any other drug that is on the market, including the
prescription counterparts in cases.

So we are very pleased with this. We continue to work with ge-
neric drugs in order to get them on the market and also to have
them be an appreciable percentage of the prescription drugs that
are used by the American people.

Senator SESSIONS. I think that is good progress, and I salute you
for it. I think we ought not to have unnecessary delays in the time
between an expiration of a drug manufacturer’s patent and the ap-
proval of generic products. That just costs the purchasers of those
d}ll"ugs extra money, and I salute you for the progress that you made
there.

Would you share with us any thoughts you may have concerning
the problem that lawsuits, liability questions, have with regard to
establishing effective vaccines’ availability in this country? It is
something that seems to me to be rather significant and we need
to deal with it or we may never get the vaccine problem settled.

Dr. CRAWFORD. Well, as you know, we have had a number of
hearings on the subject, starting back in 2002. The main focus of
that hearing in Congress was to expose the fact that the vaccine
industry was extremely fragile. We predicted then that we would
have only one supplier by this past flu season, this flu season that
we are in, and there was a great deal of discussion about how to
incentivize and indemnify the industry. The result of that hearing
was some extra funding in order to develop alternative vaccine pro-
duction methods which would make for a more viable industry, but
not much was done with respect to liability.

That is not an area that I testified on, not an area that I am ex-
pert in. It was, I believe, the report of that hearing and also two
of these hearings that we have had recently did explore that, but
I am not sure if conclusions were made.

Senator SESSIONS. I think it is a factor in the declining number
of suppliers, and I think it is something we are going to have to
deal with.

Thank you, Mr. Chairman.

The CHAIRMAN. Thank you. The next Senator is Senator Clinton.

Senator CLINTON. Thank you, Mr. Chairman. If I could, I would
like to submit additional questions for the record.

The CHAIRMAN. Yes. The record will be held open so that people
can submit questions.

Senator CLINTON. Thank you very much, and welcome, Dr.
Crawford. There are a number of issues that are of concern to me,
ranging from the flu vaccine, which was mentioned, the eventual
decision on the COX-2 issue, and others which I will submit, but
I want to zero in on this emergency contraception issue.

Back on July 8, I, along with six of my colleagues on this com-
mittee, sent a letter asking that you and Dr. Galson meet with us
to discuss this matter. My staff followed up repeatedly, but we
were never able to establish a meeting time.
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So my first question, very simply, is can I have your assurance
that in the future, you will make yourself available to meet with
members of this committee to discuss matters that are of great im-
portance to us?

Dr. CRAWFORD. Absolutely. I think that might have turned into
a briefing, but I apologize for not meeting with you personally and
that will not happen again.

Senator CLINTON. Thank you. Now, Dr. Crawford, I would like to
ask a simple, straightforward question that may help to illuminate
a great deal of the concern and confusion in the press and else-
where about what exactly emergency contraception is and what it
isn’t.

The label for Plan B says the method is indicated, and I quote,
“for the prevention of pregnancy after unprotected sex if a contra-
ceptive fails or if no contraception was used,” unquote. Would you
clarify for the committee that emergency contraception is a method
for prevention of pregnancy, not the termination of pregnancy?

Dr. CRAWFORD. I can certainly clarify. I may need to confer with
the experts in the FDA about exactly what the physiology of it is,
but the label will say prevention.

Senator CLINTON. Well, in fact, as the FDA’s own questions and
answers on Plan B released in May 2004 say, and I quote again,
“Plan B works like other birth control pills to prevent pregnancy.
Plan B acts primarily by stopping ovulation. It may prevent fer-
tilization. If fertilization occurs, Plan B may prevent a fertilized
egg from attaching to the womb.”

So just to be clear, are you confirming that FDA, in its own
printed information which I have a copy of here, in response to
questions that people legitimately have from both the public and
other points of view, that it says explicitly what is emergency con-
traception, and I quote, “emergency contraception is a method of
preventing pregnancy.” That is the FDA position, is that correct,
Dr. Crawford?

Dr. CRAWFORD. We haven’t finally finished the label, but that is
what is before us at the present time and we have not at this
present time finally decided. We have no real dispute with the
label at this point. But as you know, the product is not approved
and so I can’t say how it will finally turn out.

If I may answer that for the record, I can give some of the sci-
entific interpretations of what happens at conceptus and whether
or not—the term of art here is called nidation, whether or not the
conceptus attaches to the wall of the uterus. But I would like, if
I may, to consult with the experts in the Center and

Senator CLINTON. Well, in fact, though, Dr. Crawford, the ex-
perts at FDA have made their recommendation, that emergency
contraception should be available and it should be available over
the counter and that the studies on it and the assessment of it con-
firm that it is as described, emergency contraception, a method of
preventing pregnancy.

And what has disturbed many of us is what appears to be politi-
cal interference in a scientific process. For those of us who believe
that prevention is the key for decreasing the number of abortions,
it is somewhat disturbing to see the injection of political concerns.
I think it is perfectly appropriate for citizens to petition, to send
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letters, to ask questions, but there must be a scientific basis for
these decisions.

And insofar as we are aware, the experts at the FDA and the
outside experts have voted overwhelmingly in favor of making this
drug available. More than 70 organizations, including the Amer-
ican Academy of Physicians, Family Physicians, Obstetricians and
Gynecologists, the American Medical Association submitted testi-
mony. If we are going to return the FDA to the gold standard, then
it is perfectly appropriate for people to say, don’t use this or that
it is somehow inappropriate and to be in any way involved in the
public debate over it, but not to politicize the science, and that is
what I want your assurance of, Dr. Crawford.

It is deeply disturbing to me. We rely on the FDA for everything
we take. I am hopeful that we will reverse what appears to be a
dangerous slide into political opinion as opposed to scientific evi-
dence.

Dr. CRAWFORD. Well, I can assure you that this decision will not
be based on politics. It will be based on science. It is delayed, and
I think that is the way to look at it, because it is a very complex
approval process that the company has proposed. And so we are
working through the legality of that. But I am not aware of politi-
cal pressure to make the decision one way or the other.

You are absolutely correct about the Advisory Committee, so I
think the science part is generally done. We are just now down to
how the label will look. This is going to be a very unusual sort of
approval and it is delayed and I apologize for that, but——

Senator CLINTON. When might we expect the approval to be
forthcoming?

Dr. CRAWFORD. I can’t say for sure because we—Mike could have
predicted it, but the lawsuit has complicated it a little bit. We have
to work through that. It is for the prior approval, and what effect
it has on it, I can’t really say at this time. But I don’t think it is
going to be a long delay.

Senator CLINTON. Thank you. Thank you, Mr. Chairman.

The CHAIRMAN. Thank you. Senator DeWine.

Senator DEWINE. Thank you, Mr. Chairman.

Dr. Crawford, like drugs, for too long, we assumed that children
were small adults and could just take reduced doses of adult prod-
ucts. We are finding that many essential medical devices used ex-
tensively by pediatricians are really not designed and sized for chil-
dren’s special needs.

According to pediatricians, the development of cutting-edge medi-
cal devices suitable for children’s smaller and growing bodies can
lag 5 to even 10 years behind those for adults. That is really not
acceptable. Could you tell us, under your leadership, what the Food
and Drug Administration will be able to do to ensure that devices
used in children are designed and sized for their use?

Dr. CRAWFORD. Thank you for the question. When I came on as
acting in 2002, we had just gotten the Best Pharmaceuticals for
Children Act, as you know, and it was my privilege to implement
that and it has gone forward. After that time, we had the codifica-
tion of our regulation on labeling for pediatric uses of existing
drugs. We had a regulation that was overturned in the courts. We
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pursued that. The Congress codified the regulation, thereby mak-
ing it legal.

And what has happened since that time is for those drugs that
are on patent, the ones that have exclusivity, we have gotten a lot
of activity and there have been multiple changes in the labeling,
and also as the products go on the market, more and more, they
do show pediatric indications. Not all drugs can be used in chil-
dren, but many can and many more are as a result of these two
pieces of legislation.

The other thing is those drugs that are off-patent, however, we
haven’t made as much progress with because we actually need the
National Institutes of Health to do some work on those products in
order to make sure they are okay for pediatric uses. As you may
know, Secretary Thompson and the past administration did order
some funding for this particular project and it has yielded some re-
sults, but not enough at this point.

Senator DEWINE. Doctor, my question—I appreciate that. My
question was about devices, though, which is a new area. What can
you do in that area?

Dr. CRAWFORD. We are going to have the same people who work
in my office that have spearheaded this effort with the drugs do it
also with the devices. They have essentially the same kind of
scheme, the same authorities in order to get it done, and I expect—
you have my assurance that I am fully committed to that project.
I will make the resources available for it, and I expect the same
kind of results, and we will hold them to that expectation.

Senator DEWINE. What is your timing on that?

Dr. CRAWFORD. The timing on setting up the office is within this
fiscal year, so it should be done within a month or two.

Senator DEWINE. Setting up the office?

Dr. CRAWFORD. The office is already set up, basically. We have
to recharge it

Senator DEWINE. What will be done within a couple months?

Dr. CRAWFORD. The office will be fully charged to do devices eval-
uation, the same as it did in drugs.

Senator DEWINE. Let me go on to another question. Currently,
few programs specifically target the treatment of children with
HIV/AIDS in developing countries. A primary reason, of course, is
the lack of appropriate pharmaceuticals for use in children. We all
know that children do need special drugs. With 2.5 million children
infected with HIV/AIDS around the world, it is essential that we
have appropriate medications to treat them.

Let me ask you, Doctor, how do you plan to ensure that HIV/
AIDS drugs, both generic and brand name, approved by the FDA
expedited process also include pediatric formulations as well as im-
portant dosing information needed for treating the different age
groups?

Dr. CRAWFORD. We are actually using these same authorities
that I mentioned in the drug area. As you know, the President has
made $15 billion available over a period of time for the use of these
kinds of therapies in Africa and elsewhere. We have had to put in,
with great dispatch, an FDA quick approval process for those kinds
of products that will be used in Africa. We had many countries
willing to enter that market once the amount of funding was made
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available. However, we have insisted that they be FDA approved,
and the fact that they go through an abbreviated approval process
also means that the Best Pharmaceuticals for Children Act and so
forth will be applicable. So we will try to use that mechanism to
make sure it works.

Senator DEWINE. Doctor, you are looking at the—you have been
looking at the issue of salt in what is called healthy food products.
When could we expect those guidelines, or what are you doing in
that area?

Dr. CRAWFORD. Essentially, what has happened there is that we
gave the industry, that is the food industry, a grace period of 6
years to try to reformulate the products that they would be dras-
tically reducing the salt content of so that they would be palatable
and also that they would be at the same nutrition level.

The industry has had a hard time doing that, and yet we have
some notable brands that have materially reduced the salt. We
think that is good for public health. We don’t want to in any sense
invalidate those procedures, what they have done, and the progress
that has been made, so we are considering now the finalization of
a regulation which will enable them to label correctly and also to
proceed with those efforts.

That will be done sometime this summer, but there has been
some concern that we might take action against companies in the
salt area. I assure you that we are working with them. If there is
too much salt, we will also be working with them. But those that
are genuinely trying to reduce the salt and maintain the nutrition
level, we will have a place for them.

Senator DEWINE. But something will happen this summer?

Dr. CRAWFORD. Yes.

Senator DEWINE. Thank you, Mr. Chairman.

The CHAIRMAN. Thank you. Senator Murray.

Senator MURRAY. Thank you, Mr. Chairman, and first, let me
commend Senator DeWine for his work on pediatric labeling. I
share his concern and agree with him that we need to really make
sure we are moving forward on that.

Dr. Crawford, thank you for coming before this committee at a
very troubling time for FDA, where across this country, we are see-
ing allegations of safety lapses, of political interference, conflict of
interest. It is extremely important that FDA’s reputation remain
sterling and that the public can count on FDA to give us the best
scientific information and approve drugs and let consumers make
decisions for themselves, and we have heard that on this committee
many times as we have had discussions about safety over the last
several weeks, on the COX-2 drugs, for example, that patients need
to know about the drug, but they need to have the right to make
decisions about it themselves.

So within that context, I just want to follow up on a comment
that was made earlier on this committee on RU-486. RU-486 is not
about ending life, it is about protecting women’s health, and, in
fact, FDA has approved this drug as safe and effective, is that not
correct?

Dr. CRAWFORD. That is correct.

Senator MURRAY. Thank you. I just want that for the record.



19

Now, on the emergency contraceptives, Plan B and emergency
contraceptives, I heard you say that this is unusual. You have a
panel that has recommended 24 to 3 to approve this. I know you
said a court filing has been made, but what is unusual? Are there
other times that it’s 24 to 3 and it is not approved?

Dr. CRAWFORD. Yes. There have been times when we have over-
turned the Advisory Committee. I think it is important for me to
state that we have a decision pending with respect to the product
you asked about and we are moving forward. What is unusual is
the kind of application that the company has filed with us

Senator MURRAY. In what way?

Dr. CRAWFORD. I can’t—I am really not supposed to discuss what
they have filed, but it is complex and it has never been done before,
so it is taking us a little longer. I am not saying we are going to
deny it, but we are moving toward a decision. But it is a unique
application.

Senator MURRAY. You may or may not know, but Washington
State is one of the four States that currently have an over-the-
counter agreement on emergency contraceptives. It is based on
good science. It is based on good public health policy. It allows con-
sumers to make their own decisions. And I, frankly, think that is
part of what we need to do to make sure that FDA is something
that all of us have confidence in, that it is not political decisions,
it is based on good health, good public health, and good science.

So I just want to ask you, you said that a decision is coming, a
decision is coming. Will this committee know by the time we vote
on your confirmation—I believe it is April 13—either what that de-
cision is or an exact time line of when that decision will be made?

Dr. CRAWFORD. I can’t commit to that.

Senator MURRAY. Well, I find that troubling because this is an
issue that is extremely important. I think many of us on this com-
mittee care deeply that FDA make decisions based on good science,
good public health policy, and that troubles me greatly that we
won’t have that answer.

Senator MIKULSKI. Would the gentlelady yield? Perhaps, I won-
der if Dr. Crawford could share—he can’t say this at a hearing.
Could he say this at a briefing, perhaps with you and I and Sen-
ator Clinton and the leadership of the committee?

Dr. CRAWFORD. Yes. I would be happy to meet with you.

Senator MURRAY. Then I would request that we have that time
and that briefing before this committe