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(1)

CMS REGULATION OF HEALTHCARE 
SERVICES 

THURSDAY, OCTOBER 3, 2002

HOUSE OF REPRESENTATIVES, 
COMMITTEE ON SMALL BUSINESS, 

Washington, DC. 
The Committee met, pursuant to call, at 2:10 p.m., in Room 

2360, Rayburn House Office Building, Hon. Donald A. Manzullo 
[chair of the Committee] presiding. 

Chairman MANZULLO. Good afternoon. We have an interesting 
scenario going on over on the floor, but what else is new in life? 
Let me get through the opening statement here and then we will 
have to adjourn and come back for the remainder of the hearing. 

And I thought it would be a good idea, just before the Congress 
ends to try to tie up as many loose ends as possible. And perhaps 
Mr. Scully could help us on that. 

This hearing really is in three parts. The first part is an update 
on the administrative process of exactly how to deal with Mary 
Harroun’s combination of a walker and seat known as a Merry 
Walker. 

I am going to be asking Leslie Norwalk to sit at the table and 
give us an update on the administrative process. Leslie, I know 
when you were in my office, we asked it be concluded within 60 
days. We were subsequently advised that you wanted to do a lot 
more research and investigation into that. 

The second issue deals with the portable x-ray provider reim-
bursement that apparently has reached a stalemate. We want to 
get that taken care of have asked a couple of people from CMS 
staff to join us. 

The third issue deals with CLIA, and people from CMS, along 
with Mr. Scully will help us through it. 

The purpose here is to have this as informal as possible, to have 
an exchange going on among the parties. We are looking towards 
guidelines and a resolution. 

I know with regard to the Merry Walker, I think we had three 
issues in there, and one or two of them have been resolved, and the 
third one may or may not be resolved to the likings of my con-
stituent, but at least will be on the road to getting that resolved 
and to go on to working with Mary on further applications and 
guidelines for the applications that have already been approved by 
CMS. 

We are also going to be joined later on by Dr. David Weldon, 
M.D. He has asked to address the Committee and talk briefly 
about the status of the portable x-ray issue. The fact that the rates 
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are so low, that the portable x-ray people are going out of business, 
and CMS is actually paying more to do the same services at a great 
disadvantage to the seniors who are involved. 

And my mother was one of those who had the benefits of using 
the portable x-ray. And then when that was ended in Rockford, Illi-
nois, because of low reimbursement rates, she had to be carted to 
the hospital, sat in the emergency room, and 4 hours later carted 
back to the nursing home, all at a cost of several times more than 
the portable x-ray. We are quite disappointed that that issue has 
not been resolved. So that is going to be the purpose of the hearing. 

[Mr. Manzullo’s statement may be found in the appendix.] 
Chairman MANZULLO. And Dr. Christensen, did you have an 

opening statement? 
Mrs. CHRISTIAN-CHRISTENSEN. I do, Mr. Chairman. Did you want 

me to go ahead and do it now? 
Chairman MANZULLO. Did you want to do it now or wait until 

we get back? 
Mrs. CHRISTIAN-CHRISTENSEN. I will wait. I will make an infor-

mal statement. 
Chairman MANZULLO. As a Member of Congress and also as a 

medical doctor, I want to give you some time. 
Mrs. CHRISTIAN-CHRISTENSEN. Thank you. 
Chairman MANZULLO. We are adjourned here for a few minutes. 
[Recess.] 
Chairman MANZULLO. Dr. Christensen. 
Mrs. CHRISTIAN-CHRISTENSEN. Thank you, Mr. Chairman. I want 

to thank you for having this hearing. I appreciate any time that 
we have the opportunity to have Mr. Scully with us to address the 
issues that are affecting our health care providers and the patients 
that they serve. 

I am glad that we are going to revisit the Merry Walker issue 
again. I think it is a very appropriate example of how the imple-
mentation of CMS regulations sometimes just don’t serve the pa-
tients or the provider well. I hope that we will be able to resolve 
that issue today. 

And beyond that, even make a start at seeing how we can best 
fix the problem more systematically. I had the great experience of 
being with my local doctors last weekend as they were meeting 
with the representatives of our carrier in Puerto Rico, Triple S. I 
applaud the effort that they are making to try to address the con-
cerns of the physicians, but I really think we still need to fix the 
contracting system. 

Even you, Mr. Scully, said that it was flawed. I don’t think we 
are going to be able to address a lot of the concerns unless that is 
fixed. So I just wanted to say that on the record again. 

As we meet, the issue of restoring cuts to provider payments, has 
not been resolved. There was an attempt today here. The Senate 
was to have marked up a bill this week, they have not marked it 
up yet. And I still hold that CMS can do it administratively. I want 
to get it on the record. We are forcing providers out of business. 
In doing so, we are denying many people in this country access to 
health care. 

I also want to underscore that just doing a Medicare give-back 
bill wouldn’t necessarily either get to the heart of the problem. We 
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really need to look at how the fees are set and what are the param-
eters used. We said it before that the GDP was not a good way to 
determine what our Medicare fees should be. The issue, one of the 
issues I wanted to mention also is HIPPA. As that is looming very 
imminently ahead, small hospitals and other providers need fund-
ing and technical assistance, I think to make the changes that are 
necessary to become compliant, and I hope that we can begin to 
identify where such help can be found. 

And with the history of audits and the investigations, which I 
have, at least on two occasions, asked for a moratorium on, it 
causes us to be concerned over what will happen as these new reg-
ulations are put into effect, because we know that the costs of time 
and money for review or reconsideration process is usually some-
thing that most of our small health care providers can’t afford. And 
it turns out that many of those investigations don’t find anything 
except innocent mistakes. So I would like some reassurance from 
CMS that there will be some flexibility and more help and tech-
nical assistance rather than punitive measures imposed as we 
begin this very complex process.

One more issue I would like to add, and otherwise I will submit 
my entire opening statement for the record. And this is not in order 
of importance. I still have a problem with the prescription drug 
card that the administration is proposing. The card—I think given 
the fact—it is a poor substitute for a comprehensive Medicare pre-
scription drug benefit. It not only will not provide substantive help 
to seniors, but it has the potential of hurting our pharmacies and 
our chain drug stores. This is, I believe, the third reincarnation of 
the program. I would like to know what is different about this pro-
gram? How will this program help more than the others? How is 
it different than it will pass muster with the courts? 

With that, I would like to thank all of you who are here to testify 
this afternoon. Thank you for giving me the opportunity to make 
an opening statement and welcome again. 

Chairman MANZULLO. Thank you, Doctor. What I would like to 
do is do the testimony in thirds. Mr. Pence do you have an opening 
statement? 

Mr. PENCE. I do very briefly, Mr. Chairman. I want to thank you, 
Chairman Manzullo, for calling what I think is a very important 
hearing at a very busy time on the legislative calendar. 

As the chairman of the Subcommittee on Regulatory Reform and 
Oversight of this Committee, I regularly hear from small business 
people who are struggling under the heavy hand of government 
regulation. Often it is a small entrepreneur with a new idea for 
making a product or a family business, like yours, Mr. Chairman, 
passed down over generations that finds itself unable to stay in 
business because of the cost and the burden of onerous government 
regulations. 

But I must say, in keeping with today’s hearing, I think it is par-
ticularly troubling when I hear from physicians in my district, and 
even in my home town, which is represented here on our panel 
today. People who oftentimes hold life and death in their hands, 
the very well being of the citizens that we serve, who tell me that 
they are unable to give their patients the best care possible, in part 
because of government regulations. 
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The Clinical Laboratory Improvement Amendments Act of 1988 
or CLIA, is the issue that I have been a part of bringing to the 
committee’s attention today. CLIA, as we all know, is administered 
primarily by the Centers for Medicare and Medicaid Services. So 
I am particularly grateful for Administrator Scully’s participation 
today, and wish to thank you publicly for being here. 

CLIA’s inception was in reaction, we all know, to poorly per-
formed laboratory tests that resulted in missed diagnosis, particu-
larly of cancer. It was absolutely a tragedy. CLIA’s aim was to pre-
vent errors in laboratory testing and reporting. 

In certain respects, these efforts have been commendable, and in 
some ways quite successful. The difficulties however, began in 
treating a single physician the same way we would treat a 1,000-
person laboratory. In other areas of government we have been con-
vinced that the one-size-fits-all regulation isn’t the answer. In the 
field of health care, I simply believe the same rule should apply. 

The Secretary of HHS, Tommy Thompson’s Advisory Committee 
on Regulatory Reform, has put together some important ideas on 
changes to CLIA. We hope there are opportunities to work with 
CMS on other changes and hopefully here some today. I think we 
will hear in this hearing today, Mr. Chairman, reasons for reform 
on the burden that physicians face. 

And hopefully in this hearing, we will begin to hear the begin-
nings of some very needful reforms under this new administration. 
I look forward to hearing from all of our witnesses. I would echo 
the chairman’s appreciation for your willingness to travel here 
many miles and endure the scrutiny of a Congressional panel. 

And again, we thank you, Mr. Chairman, for your leadership in 
this area. 

Chairman MANZULLO. Well, thank you. 
I want to do these in triplets, or in three parts, to keep the testi-

mony as tight as possible, and first talk about the issue with the 
Merry Walker. Mr. Scully, if you wanted to comment on that, or 
if you wanted to defer to Leslie on that, on the status, however, you 
know, since you are the lead witness, one of the lead witnesses on 
it, however you would feel comfortable. 

Mr. SCULLY. It depends on what Leslie says. 
Chairman MANZULLO. We are looking at the administrative sta-

tus on that. It is up to you. 
Mr. SCULLY. I would be happy to talk about it. 

STATEMENT OF THE HON. THOMAS SCULLY, ADMINISTRATOR, 
CENTERS FOR MEDICARE AND MEDICAID SERVICES 

Mr. SCULLY. If you wouldn’t mind first, so I don’t forget to just 
quickly run through the Congresswoman’s issues, could I jump to 
those and then go straight back? Because a lot of them—they are 
all important issues. 

Let me start with the drug card, as you know this is something 
that came out of our career staff. And I talked to you before about 
it. We clearly don’t look at that as a substitute for a Medicare drug 
benefit. We really wanted to get a drug benefit this year. We spent 
a lot of time supporting the House bill. 

VerDate 0ct 31 2002 16:15 Nov 13, 2002 Jkt 082598 PO 00000 Frm 00008 Fmt 6633 Sfmt 6602 E:\HR\OC\A598.XXX A598



5

We showed great willingness to work on any kind of variable 
with the Senate. And I am personally very disappointed, it doesn’t 
look like we are going to get one this year. 

We believe that the drug card, as I said before, I represent 40 
million seniors and disabled, we believe they walk into a pharmacy 
and pay the highest prices. We all have, or I have Blue Cross of 
Virginia. I probably pay 15 to 20 percent less because of their use 
of a PBM than a senior does, and we are basically trying to orga-
nize the seniors to have the same kind of purchasing power people 
under 65 have in the interim. 

In the long run, seniors want an insurance plan where they are 
going to pay $10 a prescription like I do. In the short term, we 
want to give them some hope by coordinating their market power. 
We have spent a lot of time with the drug makers, the retail phar-
macists and the chain drug stores. We understand their concerns. 
I think the new reg is much tighter, and answered a lot of their 
concerns. They have not actually sued us yet. 

Ms. NORWALK. They filed Friday. 
Mr. SCULLY. We spent a lot of time talking to them. I understand 

their concerns. They have a lot of legitimate concerns. They are 
concerned that we organize 40 million seniors, and seniors pay the 
highest cost in a retail pharmacy, they are concerned more that we 
are going to go to mail order, which I don’t think will happen, we 
are concerned about that. 

They are also concerned that if seniors pay lower prices, they are 
going to get stuck in the squeeze and their margins, where there 
are high costs on seniors will be lower. 

We have every expectation that people under 65 may pay more, 
but we don’t believe people over 65 should be paying the highest 
prices, which is what happens right now. So that—we are trying 
to work with the pharmacists as much as we can. The drug card 
is clearly a short term—I think it is a little more than a band aid, 
but we believe it is a help. We also think it is a first step. 

We have had a lot of bipartisan support. You may have noticed 
that in the Senate, one of the few things that got through the Sen-
ate in the drug bill was that both sides on a bipartisan basis, said 
the drug discount card is a good idea. But we have never held it 
out as a substitute or even a short term fix. Almost all of the bills, 
Democratic and Republican on both sides, envision us organizing 
40 million seniors into purchasing co-ops. That is all we are trying 
to do. We are very sensitive to the pharmacists’ concerns. I never 
expected them to like it, but I do think we have bent over back-
wards to find ways to address their concerns, purely because of the 
lawsuit, because there is a question about our existing legal au-
thority or ability and our rules to answer all of their concerns, we 
are kind of in a catch-22. 

The more we tighten up our rule, the more people—there is a 
legal question about our authority to do it. So, but we are com-
mitted to working with them. I spent a lot of time talking to them. 
I went and spoke at their annual meetings. I have talked to the 
chain drug stores, and you know we think they have a lot of legis-
late concerns we would like to address. We also think that we have 
40 million seniors that aren’t organized, and we have a responsi-
bility to organize them. 
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I am glad to hear you have a good relationship with your con-
tractor. As you know, we want to do contracting reform. I think 
there is a pretty good chance, if we do get a bill in the next couple 
of weeks that we are going to get contracting reform. SSS is part 
of Empire. My guess is they will probably be involved no matter 
what. But they tend to be one of our better contractors. We think 
that we can do a lot to improve that system. 

On physician payment reform. Chairman Thomas and many 
other people hope that I can fix that on my own. I can tell you I 
have spent many hours with every lawyer in the government. We 
can’t fix it. Unfortunately, there is a negative 4.4 percent update 
coming on top of last year’s negative 5.4 percent, and we are very 
strongly trying to fix that this year. 

And as I think you would ask, I have been the number 1 advo-
cate of fixing it. And the administration does not look at that as 
a give-back. We look at it as a technical fix. The formula is screwed 
up, and we are determined to fix that. We are not great fans of a 
big give-back bill, as you know. But we do believe that Congress 
absolutely has to fix the physician payment formula before we 
leave or we are going to have a significant access problem. 

So we are completely in support of that. And the two other quick 
things, I will mention HIPAA. I agree with a lot of your concerns 
about HIPAA. We have a lot of work to do on HIPAA, but I do 
think in the long run, all of the doctors’ offices, all of the hospitals, 
and I used to represent 2,000 of them, you know they now get 
billed by 25 different insurance companies with 25 different sets of 
forms. It is going to be difficult and intimidating to go to one com-
mon set of forms. 

It may be difficult a year from now when we flip the switch and 
use a common data set. But people have been talking about this 
for 15 years as the right thing to do. I think 2 or 3 years from now 
when you go into a lot or a physician’s office, they are going to have 
a lot lower need for clerical staff, hopefully, because they will have 
one set of forms for every insurance company, and for Medicare 
and for Medicaid. It is an intimidating task, and we are responsible 
for the education. It is going to be tough. 

But I do think that we need, at some point, to close our eyes and 
take the leap of faith and have every provider use one set of com-
mon codes. In the long run, it will do a lot to debureaucratize the 
billing system. And we are hoping to do the best we can to work 
with your providers to educate them on that. 

The last thing I have tried, maybe I will just use this as my in-
troduction to the other issues we are going to get into. We tried the 
best we can to debureaucratize CMS in the last year and to deal 
with people, even this morning at our staff meeting, I was in North 
Carolina, rural North Carolina touring five hospitals on Friday. I 
came back and gave the example of one that had a minor investiga-
tion 5 years ago. It turned out after 5 years of investigation, that 
they had no violation, but they spent $1 million dollars on legal 
fees on a 60-bed hospital. And that is the kind of thing that drives 
people crazy. 

We are doing the best we can to avoid that kind of thing. On the 
other hand, we are spending $560 billion of taxpayer money every 
year in Medicare and Medicare and S–CHIP and you have to have 
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some reasonable guidelines to make sure the programs don’t get 
defrauded. 

But I think we have made a lot of gains. We are here to talk 
about the issues that came up 4 or 5 months ago. And I think we 
have spent a lot of staff time and made a lot of effort. We haven’t 
resolved all your issues, but we spent a lot of time on them. And 
I will just jump in by talking about Merry Walker. 

If you would like, stop there and go on one by one? 
Chairman MANZULLO. Yes. 
Mr. SCULLY. On the Merry Walker issue, we almost resolved it 

during the break on the vote. But we are very sensitive to Mary’s 
concerns. We spent a lot of time on it. Leslie spent a lot of time 
on it. The bottom line is, it is pretty clear that she obviously come 
up with a creative product that makes a lot of sense. 

I am sure in many cases, her ambulatory device makes a lot of 
sense and would help in a lot of nursing homes. I spent a lot of 
yesterday in a nursing home in Arkansas. And there is no question 
that you can pretty much look at it from the perspective of many 
seniors, that the device makes a lot of sense. 

In my written testimony, we laid out a lot of examples of why 
we have concerns about the Merry Walker. It is a great product. 
I think we are making a lot of changes in our regulatory basis to 
make sure it is not automatically coded as a restraint. In most 
cases it is not going to be a restraint. 

Out of about 3,100 I think cases of restraint—6,100, filed com-
plaints about restraints this year, about 30 of them came from 
Merry Walker. There is no doubt the company, that Mary had no 
intention of having it be designed as a restraint, but we have a 
statutory requirement that if anything, whether it is a wheelchair 
with a belt, whether it is bed with a brace on it, whether it is a 
walker that is intended to be helpful for rehab, which this one is; 
if a patient who is physically or mentally limited has trouble get-
ting out of it by themselves, we have to code it as a restraint. 

I think Mary’s major concern, and I think we have had some 
gains with your staff’s help in the last few months, is that nursing 
homes haven’t been buying them because they thought they always 
had to code it as a restraint. 

And so if they are going to have to report it as a restraint and 
fill out pages and pages of forms they weren’t going to buy it and 
use it. We have made a big effort in the last 4 or 5 months. We 
have sent out a guide to almost every nursing home in the country 
saying this should not automatically be coded as a restraint. We 
are about to send out to all of the State surveyors guidance that 
says that it should not be coded as a restraint. 

In talking to Mary during the break, I think she—apparently 
didn’t know it—we are coming up with a new code that takes it out 
of a category that apparently more automatically throws in that 
problem area. 

But it is clear we spent a lot of time looking, probably more time 
looking at this device than any device in the world, I would guess 
the last 6 months. There are some cases where clearly, and yet I 
think you can see it by looking at it, an elderly patient who maybe 
much better off in this than a wheelchair, and in some cases, can’t 

VerDate 0ct 31 2002 16:15 Nov 13, 2002 Jkt 082598 PO 00000 Frm 00011 Fmt 6633 Sfmt 6602 E:\HR\OC\A598.XXX A598



8

get outside of the railing, and can’t get out of the thing, and it is 
not intended to be used as a restraint, but it might be. 

And in these cases where we have tried to set up a situation 
where if nursing homes essentially certify, they would not be con-
sider it automatically as a restraint, which is Mary’s number one 
concern. But a nursing home would have to say, we don’t believe 
for this patient it is a restraint. But for other patients, there are 
a subset of patients where it could be a restraint, we have at least 
30 examples where patients have had significant problems getting 
out of it, or have fallen. That is not the intent. Clearly having been 
in a lot of rehab hospitals over the years, it is a great device, and 
probably could be very helpful to a lot of patients. 

But clearly you can see in some cases could be difficult for some 
patients to get out of. So that is the problem. Your original request, 
or Mary’s was that we never classify it as a device. I think we have 
gone to every length—sorry, as a restraint, every length we can to 
educate the provider that it should not be used as a restraint. 

But that they—if they basically find that for that patient it is not 
a problem, then it is not a restraint. Because the issue for her, if 
it is ever classified as a restraint in the MDS system, the nursing 
home then has to fill out lots of forms and must have greater over-
sight, which is clearly not the case. 

And, I think for many patients this is probably a far better de-
vice than a wheelchair. That is pretty obvious. I think it is also ob-
vious that for the agency to say this could never be a restraint for 
any senior in a nursing home also is inaccurate. 

So that is—I skipped over my testimony. But that is a quick 
summary on that subject. We spent a lot of time talking. 

[Mr. Scully’s statement may be found in the appendix.] 
Chairman MANZULLO. I would like to go to Leslie Norwalk, who 

is the policy director and counselor to the Administrator at CMS. 
And I just want to take you back to our office. When was that, in 
June? 

Ms. NORWALK. In June. 
Chairman MANZULLO. Our goal was to try to get the resolution 

in 60 days, and that time has come and passed. But, there have 
been reasons for that, because I know you have been doing a lot 
of research on it. If you could bring us up to date, give us the 
legals, where we are exactly on it, and then, Mary may have a 
question or a comment and we can take it from there. 

Ms. NORWALK. As Tom alluded we—Barry and I, actually spent, 
your fabulous regulatory counsel spent——

Chairman MANZULLO. I will note that for the record. 
Mr. PENCE. Move to Strike. 
Ms. NORWALK. But of course. We spent a significant amount of 

time after that meeting, and I think it was July 10th when Barry 
and I actually came to some understanding that the resident as-
sessment instrument, which is the guidance that goes along with 
our Minimum Data Set that nursing homes are required to fill out, 
those instructions to the nursing homes, we altered those and 
amended those, so it was clear, as Tom mentioned, that it was not 
always classified or categorized as a restraint and tried to make 
clear to the nursing homes that they needed to do an individualized 
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assessment to see whether or not the effect of the particular device 
had the effect of being a restraint. 

And if it did, then they would need to code on the MDS as a re-
straint. And then, follow the statutory requirements of when it is 
a restraint. When something is a restraint, the statute requires—
that it has to be used to treat medical symptoms, and it cannot be 
done purely for staff convenience. 

And the concern is, that while most of the nursing homes are ter-
rific, but every once in a while you get a bad egg and they might 
put someone in Merry Walker’s fabulous device who wants to get 
out of it, can’t get out of it for whatever reason, and either falls 
over or they are stuck in here. And Mary totally understands that 
this should be used, in most instances, with supervision. 

Sometimes nursing homes don’t have that supervision. So I 
think—what we did was, we went as far as we could go in terms 
of making—everything except for saying that it is not classified 
as—it is never classified as a restraint, but yet trying to be clear 
that it didn’t always have to be one, either, so that middle ground. 
And we did a lot in terms of educating the nursing homes, getting 
on calls and talking to the associations, getting this out so that the 
actual guidance, when someone is looking at, gee, how do I code the 
restraint in the MDS, they actually read that it is not always a re-
straint, and they have to do an individual assessment. 

So that is where we are. That happened after our meeting. So 
that is the first step. Now, actually there was a step prior to that. 
I know that there was a trademark concern that came up probably 
at the last hearing. I think we did resolve that issue. So those are 
the two issues in terms of resolution, we have come to resolution 
in terms of that. 

If you think, Mary, after looking at this that you might define 
something differently, we have put it out in draft form to make 
sure that nursing homes understand the clarifications. If they don’t 
understand, we will go ahead and revise it. 

The third step that we did, or that is in the works, is we are put-
ting out a new version of the MDS. The Secretary ’s Advisory Com-
mittee on Regulatory Reform that Mr. Pence referred to earlier, we 
spent a lot of time on that committee as well. So one of things that 
came up was that the MDS itself was simply too burdensome. So 
with Tom ’s help, we reduced the actual burden on that by 20 to 
30 percent, we reduced the questions so the nursing homes would 
be able to answer it more quickly. 

Now, the new version of the MDS should roll out about 2004. 
And in that new version, the way that we currently code the Merry 
Walker is in one of five categories. The five categories are bed 
rails—two different types of bed rails, a trunk restraint, a limb re-
straint and chair prevents rising. 

Now the Merry Walker does not intelligently fall in any of those 
five categories, admittedly so. So we have put in our new instruc-
tions that even though we understand it shouldn’t be a chair pre-
vents rising, we would like to code it there until 2004 when we will 
have a new category. We will probably have an ‘‘other’’ category, 
because there may be other things that don’t fall into those five. 
And we would like to make it as easy as possible for nursing homes 
to pick one that is the most appropriate. 
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That won’t happen until 2004. But that is in the works to also 
be resolved. Of course, if it is not a restraint, you would never code 
it there. Elsewhere within the MDS, there is a section—it is an am-
bulatory device, a walker or a cane or a crutch. You may code it 
in both places. 

I think what I—and Mary, you can help me with this. I think 
where we are now, is that Mary would like us to do something 
more to get people out of wheelchairs and into the Merry Walker. 
I think that that might be—there may be some of that that is part 
of a restraint discussion, but I think the rest of it is really beyond 
the what is a restraint discussion and something that steps farther, 
that we haven’t really done brain storming on. That is certainly 
something that we could do with her, without your brilliant regu-
latory counsel in the room. 

But, at this point in time, I think that we have done, about as 
far as we think we can, given our concerns with the complaints 
that State surveyors have had as to restraints. 

Mr. SCULLY. Talking to Mary during the break, the vote, one of 
Mary’s concerns is, I was at a 95-bed nursing home yesterday in 
Little Rock. There are a lot of people in wheelchairs that could and 
should be in a more appropriate device, that they are not going to 
sit in a wheelchair all day. That may well be correct. And we have 
a lot of problems with nursing homes, both with payment and level 
of care and level of staffing. 

But I think that goes beyond how we someday incentivize facili-
ties to use better devices, as different than a restraint. You can 
probably fall out of a wheelchair as well, but the issue is, as a stat-
utory matter, anything that a person cannot get out of easily, has 
to be classified as a restraint. I think we have gone as far as—very 
far in clarifying that in most cases, it will be—I think Mary’s num-
ber 1 problem is it is hard to market it. It is a restraint. We have 
to fill out lots of paperwork. We have gone to great extents to make 
it clear to nursing homes and to our contractors and to the State 
surveyors that unless they say for this patient, it may be a re-
straint, and won’t be classified as such. 

Chairman MANZULLO. Okay. 

STATEMENT OF MARY HARROUN, M.S., LNHA PRESIDENT, 
MERRY WALKER CORPORATION 

Ms. HARROUN. I am Mary Harroun, the inventor of the Merry 
Walker. I am a geriatric psychologist, licensed nursing home ad-
ministrator. I invented the Merry Walker 12 years ago. 

I discovered this about a year and a half ago when I was at an 
Alzheimer’s conference and had not kept up with on the MDS be-
cause I am not in clinical practice any more. Leslie did give to 
Barry a copy of all of the deficiencies. I believe we came up with 
30 deficiencies on the Merry Walker. I read through them ex-
tremely carefully and found out, gleaning through them, that there 
were 32 documentations required in order to use a Merry Walker 
in a nursing home if it is considered a restraint. 

I talked to a number of nursing homes that had actually used the 
Merry Walker and were cited as—that it was cited as a restraint 
when, in fact, they were not using it as a restraining device. I do 
have some problems with that. 
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[Ms. Harroun’s statement may be found in the appendix.] 
Chairman MANZULLO. Let me take you forward. Based upon 

what Ms. Norwalk said on since the meeting we had in our office 
in July, okay, would you comment on what she said? 

Ms. HARROUN. I have not seen a copy of that, so I cannot—I have 
no knowledge of that. 

Chairman MANZULLO. Is this in draft form? 
Mr. SCULLY. She only has one copy. 
Ms. HARROUN. No, I did not receive this from you. 
Chairman MANZULLO. Our efficient Regulatory Counsel sent it to 

you. 
Ms. HARROUN. I did not receive it. So this is the first time that 

I have actually seen this. 
Chairman MANZULLO. Ms. Norwalk, the purpose of that is to ad-

vise nursing home administrators that this is not automatically a 
restraint? 

Ms. NORWALK. That is correct. 
Chairman MANZULLO. All right. Mary. 
Ms. HARROUN. That would be fine. 
Chairman MANZULLO. That was one of your goals in there. Go 

ahead. 
Ms. HARROUN. What we need to do is make sure the resident, of 

course, is appropriate to use the Merry Walker, which I have al-
ways advocated they need the assistance of one. 

Chairman MANZULLO. Okay. 
Ms. HARROUN. Or stand-by assist, whatever you want to call it. 
Chairman MANZULLO. Let me stop you right there at that point. 

Ms. Norwalk, what Mary said, that this device cannot be used by 
a senior alone, there has to be some person to assist them. Is that 
part of your guidance in the letter that went out? 

Ms. NORWALK. The guidance that went out purely addresses how 
it is that a nursing home fill out paperwork. So how it is that they 
code it, so that we can do a full care plan and assessment. It is 
part of the care assessment that the nursing home has to do for 
every single patient. 

Chairman MANZULLO. How many pages is this form? 
Mr. SCULLY. Well, in fairness because the nursing homes actu-

ally look at this, but we went through major nursing home reform 
a couple of years ago. We now have prospective payment for nurs-
ing homes. The way we both track quality, I note that we are going 
to have a public outcomes rating in every newspaper in the country 
November 12th of every nursing home, all this comes from the 
MDS data, but they also get paid on it. So when you are in a nurs-
ing home, there is a fairly thorough evaluation that is done on a 
regular basis to decide how you get paid. 

So depending on how sick, how old they are, what complications 
they have. We pay about $12 billion a year, $131⁄2 billion a year 
this year in payments for Medicare payments to nursing homes. 

It is always done based on the patient evaluation. So the forms 
that they fill out are not for regulations, they also determine the 
payment that they get. 

Chairman MANZULLO. Okay. 
Ms. HARROUN. I have a question. Since I have not been educated 

in the MDS because I have been out of the clinical area for 12 
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years. The RUG, is that—those are based on payment. And from 
what I understand, and please correct me if I’m wrong, if a resi-
dent needs higher intervention in care, more nursing, they have 
decubitus ulcers, they can no longer walk, they are incontinent, 
they need assistance with ADLs, does the nursing home in fact get 
paid more money for that resident care or do they get paid——

Mr. SCULLY. Yes. Much like we went to DRG’s, which are diag-
nosis related groups in 1985 for hospitals, and a few years ago 
went to ambulatory payment codes for outpatients, RUGS are re-
source utilization groups. There are 88 of them. I may be wrong. 
And there are 88 categories. As a nursing home patient, they fill 
out a form about how mobile are you, do you have Alzheimer’s? 
What your various illness problems are. How many activities of 
daily living do you need help? It is done periodically during the 
nursing home stay. 

And basically that determines what we use to track quality, but 
it is also used for payment. So if a nursing home identifies the pa-
tient as having higher acuity and more illnesses and more trouble 
with various activities of daily living, they get paid more—there 
are 45 RUGS payments. 

Ms. HARROUN. If I were owner of a nursing home, God forbid, I 
would not be in there, wouldn’t it behoove me to run my residents 
right on the edge to receive higher payment for Medicare, or poorer 
care? If I have a resident sitting immobile, either in bed or a 
wheelchair, and they are probably going to develop a level 1, let’s 
start with a decubitus ulcer, it then goes up to level 4, I would re-
ceive more payment for that patient’s ulcer than if I kept them am-
bulatory in the first place and not ever allowed them to have a 
decubitus ulcer? 

Mr. SCULLY. Well, you can say the same thing about any prospec-
tive payment system, whether it is hospital inpatient or outpatient. 
We track them pretty closely. I think we measure quality very 
closely. I think you are going to see it—I forget where you live, 
Mary, Chicago. You are going to see a full-page ad in the Chicago 
Tribune on November 12th, comparing on a number of quality 
measures, including bed sores, how every nursing home in the Chi-
cago area compares.

So those that aren’t doing a good job, may theoretically get paid 
more for having sicker patients, but you are not going to look very 
good and you are going to have a hard time the next time a family 
tries to find a nursing home if you have the worst outcomes in Chi-
cago. You are going to lose business. 

So you do, in fact, get paid for higher acuity, but it also shows 
up in your quality measurements. 

Ms. HARROUN. Now, the quality measures I also have a problem 
with, in that you are measuring in one section of that, under the 
long-term care section you have acute care and then long-term 
care. One section is measuring the amount of restraints used in 
that nursing home. 

If, in fact, Merry Walker is being considered a restraint, that will 
then take away the thrust of wanting to use the Merry Walker, 
even though—when they have to regard it as a restraint, because 
that is going to knock them down in the quality measures and 
show them that they are, in fact, a worse nursing home. 
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Mr. SCULLY. If they are defined as a restraint, as we said earlier, 
we have gone to great lengths to make sure nursing homes know 
if there was a mistaken problem in the past where they thought 
that they would use a restraint, in the future that is not going to 
be the case. 

One of the measures of quality is number of patients in re-
straints, because that is one of major patient concerns over the 
years, is nursing homes that restrain patients for convenience and 
nothing else. And I think we have made it pretty clear that except 
for patients where this could be a problem, it is not a restraint. 

Chairman MANZULLO. At this point, the Merry Walker is no 
longer automatically considered a restraint? 

Mr. SCULLY. That is right. 
Chairman MANZULLO. And then, Mary, would your situation, you 

are going to have to—I think you are looking at a marketing as-
pect, as to which HCFA cannot get involved in, because everybody 
knows it is common knowledge in your statement that the fact that 
people are better off in the Merry Walker than they are in a wheel-
chair. Okay. 

Ms. Norwalk, at this point then, is there any more that CMS is 
planning on doing with the Merry Walker besides that advisory 
that you are putting out to the nursing homes? 

Ms. NORWALK. Just when we revise the MDS system when it 
comes out in 2004, we will have an additional category so that it 
is put in a more appropriate category than ‘‘chair prevents rising’’, 
so that it is coded more appropriately, so that people aren’t con-
fused as to where it should go. 

Because clearly this is not a chair that prevents rising. 
Mr. SCULLY. That only kicks in if the nursing home itself deter-

mines for that patient it may be a restraint. Our goal here is to 
make it abundantly clear to every nursing home and every State 
surveyor for a patient who can, in fact, use this and get out of it 
themselves, which the vast bulk of patients can, it is not a re-
straint and they will never even get to the second category. 

Chairman MANZULLO. My question would be, when the term 
Merry Walker it will have the TM on there. 

Ms. HARROUN. R. 
Chairman MANZULLO. Are your questions answered? 
Ms. HARROUN. Yes. 
Chairman MANZULLO. Mr. Pence, did you have any question in-

volving the Merry Walker? 
Mr. PENCE. No, Mr. Chairman. Thank you. 
Chairman MANZULLO. All right. I am going to excuse, Mary 

Harroun and Leslie Norwalk on this one-third of the hearing. 
Thank you so much. 

Mr. Scully, thank you for the hours you spent. Ms. Norwalk 
thank you also for the great job you have done on this. I am going 
to excuse Ms. Norwalk and Mary Harroun. And then let’s go on 
with the testimony. And, Congressman Pence, maybe you would 
like to introduce your constituents. This is on the CLIA. As soon 
as you introduce them, then I want to jump back to Mr. Scully if 
that is okay with you, Mr. Scully, to bring out the CLIA portion 
of your testimony. 

Mr. SCULLY. Sure. 
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Mr. PENCE. Thank you, Mr. Chairman. Our next witness is a 
constituent of mine and a friend, and a professional with whom my 
family has enjoyed a warm relationship for over 25 years. 

Dr. Edward Probst hails from Columbus, Indiana. He is the im-
mediate past president of the Indiana State Medical Association. 
He is a practicing dermatologist in my home town of Columbus, In-
diana, and if I may say for the record, is more than any other phy-
sician in my home State most responsible for calling the particular 
changes which CLIA imposed on small practitioners to this Con-
gressman’s, attention and therefore to this Committee’s attention. 
It is my privilege to recognize Dr. Edward Probst for an opening 
statement. And thank you for being here. 

Dr. PROBST. Was Mr. Scully going to speak at this point? 
Mr. PENCE. I think it was the chairman’s intention, from counsel, 

to recognize Mr. Scully immediately after my introduction, which 
I didn’t previously understand. So Dr. Probst, if you would hold 
your powder, Mr. Scully, you are recognized. 

Mr. SCULLY. I will be quick. I have a long history with CLIA. 
Just guessing from looking at this thick briefing book that the doc-
tor does as well. 

I was involved in the first Bush Administration in the CLIA reg-
ulations. They were passed in 1988. There were some changes and 
the regulations were written when I was overseeing that HHS por-
tion at OMB in 1992. 

So I got very involved with those, and a lot of the changes and 
I followed CLIA pretty closely since. I was also in the interim, 
when I was expelled from government for 8 years, I was on the 
board of SmithKline, which is now out of existence, a clinical lab 
company, their domestic U.S. Advisory board. So I learned a lot 
about CLIA and clinical lab oversight, some of which has changed 
in recent years. 

So there is no question that CLIA is complex. There is no ques-
tion that CLIA can sometimes be difficult. But there is also no 
question that when CLIA was put in, it was because there was a 
significant problem with quality in clinical labs. 

Much of which has improved in the last 10 years, even from our 
own evaluations in the last couple of years, I can tell you our belief 
is that the quality of services in clinical labs has improved dramati-
cally. 

Congress created a number of different thresholds. Most physi-
cian office labs are waived, they are on the waived services, physi-
cian lab services are waived from CLIA. That is generally a regular 
cycle of kind of self-certification. The dermatology issues and oth-
ers, when you get into higher acuity, higher difficulty types of clin-
ical labs, most of the—that is really when the clinical lab guidance, 
that is more difficult, kicks in. 

In some cases for dermatologist and others for things like mela-
nomas, there is a much more thorough requirement. I am just 
guessing that the Doctor’s concern is, when you get to things like 
the melanomas or higher-acuity types of lab tests, it is more dif-
ficult lab tests. 

There are much more thorough requirements from CLIA in the 
statute. And my guess would be, most physicians would say why 
do I have to hire a highly-trained clinician or a highly-trained 
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nurse to do these, I am a doctor I can do these myself. That was 
a lot of the concern in the late 1980s when this happened is if phy-
sicians did it themselves that would be the case. But in most cases 
it turned up going, for pure volume, it evolved over the years in 
to nonphysicians doing those labs and doing evaluations, there was 
a huge level of errors, which is why CLIA was passed for a variety 
of reasons. 

So your concern is, as you state in your opening statement, about 
a giant lab like SmithKline no longer exists, but there are three 
or four large clinical lab companies that do the vast bulk of clinical 
lab services for hospitals and physicians’ office should be treated 
differently from the average physician’s office. Generally they are. 
It is only for the really much more difficult and much more sen-
sitive tests that are done, a lot of them are in dermatologist offices, 
that the higher threshold for regulatory oversight for CLIA kicks 
in. 

So I would say, I haven’t spent as much time as I did 10 years 
ago, so when you get to the details of this I might even, with the 
chairman’s approval, call upon my staffers who do this every day, 
to get into the more detailed questions about the regulations. 

Chairman MANZULLO. Dr. Probst, you are up. 

STATEMENT OF EDWARD L. PROBST, M.D., COLUMBUS, 
INDIANA 

Dr. PROBST. Good afternoon Mr. Chairman, Committee members, 
thank you for hearing testimony on CLIA, and a special thanks to 
Representative Pence for responding to my concerns. 

I am Edward L. Probst, a dermatologic physician from Columbus, 
Indiana and immediate past President of the Indiana State Medical 
Association. 

There are many results from the CLIA Act that Congress did not 
intend. That also have adverse effects on patients, physicians and 
care. These include physicians no longer offering crucial office test-
ing, physicians limiting tests offered and physicians being over-
whelmed by the paperwork of the Act. 

I will comment mainly on the latter, but the others are in the 
written testimony and the attachments. 

All physicians want accurate testing. This is not the issue. 
The attachment on page 1 is our office calendar of 46 require-

ment activities in addition to the daily requirements, which are in 
the attachments, and the additional paperwork for each test done. 
These binders that I brought show the results of these require-
ments in our office. Each requirement takes time. 

The few tests that I perform relate to the immediate direct care 
of the patient. Diagnosis of fungus tests, scabies, lice, etc, and are 
in the area of my training. 

Consider the paperwork for a microscopic test done by me in my 
office while the patient remains in the exam room waiting for the 
results. 

Before CLIA, I would examine the patient, take a scraping, label 
the slide, carry the slide myself to the microscope, read the slide, 
return to the patient, record the results in the patient’s chart, in 
red, so we would know it is a laboratory test, explain the results 
to the patient and outline the treatment recommendations. 
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What more could be required that would improve this service or 
the efficiency of its delivery? This was pre-CLIA. 

After CLIA—Note the CLIA laboratory requisition form which is 
on page 31 of the attachments requiring 14 entries, all of which are 
already in the chart. This is a requisition from me to me. It is a 
requisition to the laboratory, and that is still me. So it is a requisi-
tion from me to me required by the CLIA inspector. 

On page 32 of the attachment is the CLIA laboratory test req-
uisition and report log, which is required to be at the microscope, 
with 10 entries that are already in the chart, and also on the req-
uisition form. 

Then, I have to record my findings on each of those forms. Then 
I go to the exam room and record it in the patients record, which 
is where I think it belongs in the first place. What added value is 
this redundant and time consuming paperwork? In my opinion, 
none. 

Time for extra paperwork removes time from patient care. But, 
in addition to that, each of those pieces of paper has to be reviewed 
by a quality assurance person to be sure that the data is correct, 
which can only be correct if it were taken from the chart in the 
first place, because that is where the data originated. This must 
also be approved by the laboratory director, who must be a M.D., 
who would rather be seeing patients. 

And then, the M.D. laboratory director must create a summary 
that gets placed in the CLIA book. All of this is for the CLIA in-
spector. All of this is time away from the patients. 

Let me share two examples about time. Mrs. X, an older lady 
usually with multiple complaint was in my office. She did not re-
quire microscopic testing, and most people don’t. After evaluating 
and giving recommendations, I had time to ask her ‘‘Is there any-
thing else you would like to talk about?’’

She said, ‘‘yes, I plan to kill myself today.’’ She was not kidding. 
I was the only person she was willing to tell that to. If I had been 
burdened with a lab test requisition, I might not have had time for 
concern, and Mrs. X would have died that day. 

Mr. Nathan S, and he said I can use his name, a farmer, was 
in my office for a skin cancer follow. No laboratory test was needed. 
I had time to inquire about him and his family as we finished. He 
said ‘‘no problems.’’ His wife, Joanne, said, ‘‘Nate can’t see well 
today.’’

He had an acute vessel occlusion. I made arrangements for im-
mediate intervention, and his vision was spared. And it would have 
been lost otherwise. Time for needy patience, versus time for need-
less reduplicating paper. That is the question. 

The CLIA regulations prevent us from being the caring, compas-
sionate physicians that we are. Please, remove the unnecessary red 
tape of CLIA, OSHA, HIPA, Medicare, et cetera, so we can do what 
we have been called to do, be caring, compassionate physicians. 

Thank you all for caring. I welcome any questions on my written 
or verbal testimony. 

Chairman MANZULLO. Thank you, Doctor. 
[Dr. Probst’s statement may be found in the appendix.] 
Chairman MANZULLO. Congressman Pence, did you want to in-

troduce Dr. Davey? 
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Mr. PENCE. Yes, Mr. Chairman. 
The Committee will now hear from the Dr. Patrick Davey. He is 

also a dermatologist with a practice in Lexington, Kentucky. Cur-
rently serves as chairman of the American Academy of Dermatol-
ogy’s Association Quality of Care Task Force. 

He is a distinguished physician, well qualified to speak to the 
practical implications of the issues we are addressing today. Dr. 
Davey is an assistant clinical professor as well as of dermatology 
at the University of Kentucky. Where, in addition to top flight 
health care, I understand that they have a basketball program, al-
though I have no proof of that. 

Dr. DAVEY. Well, Indiana used to have a basketball program. 
Mr. PENCE. I left that one open, Mr. Chairman. And I yield back 

to the chairman. 
Chairman MANZULLO. We look forward to your testimony. The 

goofy-looking clock is not part of CLIA. It is part of our time sys-
tem here. When it gets to yellow, that means you have 1 minute. 
When it gets to red, that means you have no time left. 

Dr. DAVEY. I assumed that it was part of HIPAA. 
Chairman MANZULLO. Isn’t Indiana red also? 

STATEMENT OF PATRICK DAVEY, M.D., LEXINGTON, 
KENTUCKY FOR THE AMERICAN ACADEMY OF DERMATOLOGY 

Dr. DAVEY. Good afternoon, Mr. Chairman and Committee mem-
bers. I want to thank you for inviting me to discuss CLIA for der-
matologists and give you a national perspective on the issue, be-
cause I travel around the country a lot, and look at individual prac-
tices as part of what I do. 

I am a practicing dermatologist in Lexington, Kentucky. And in 
my practice, we have a nine-physician practice. We have a high 
complexity lab under the CLIA regulations which performs about 
15,000 biopsies a year, about 2,000 frozen section margins a year. 
So it is a little bit different than the perspective that we just got. 

So what I am going to tell you is what I see when I go around 
the country and look at dermatologists’ offices. I am also the chair-
man of the American Academy of Dermatology’s Quality of Care 
Task Force, and deal with this issue on a weekly basis, where we 
see mostly people who are confused about what goes under the 
CLIA regulations and what doesn’t go under the CLIA regulations. 

And finally, the other thing I do is I survey organizations for the 
Accreditation Association for Ambulatory Health Care, and I also 
teach new surveyors, so I am well aware of going in and doing sur-
veys and accrediting facilities. 

I have a long-standing personal interest in quality improvement 
and management, and most of the papers that I have written, and 
also the talks that I give, deal with, how do you set up a quality 
improvement program in your office. In order to try to bring der-
matologists up to speed on this issue. 

Most dermatologists are actually in a solo or small practice, 
about 46 percent. I am the exception in being in a large practice. 
The CLIA Act, of course, was passed in 1988, and was really a re-
action to larger laboratories where there was a problem with pap 
smear testing, as Mr. Scully alluded to earlier. 
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And the American Academy of Dermatology initially opposed the 
CLIA Act, and we advocated passage of legislation to exempt the 
physician office laboratories from CLIA. And really, since these ex-
emptions, this has really failed. What we would like to do is to 
have some regulatory relief from the CLIA regulations. 

Now, what this really does, what CLIA is really doing is, it is im-
peding the ability of dermatologists to provide these services in 
their office to the patients as we heard from my colleague here. 
That is a problem. 

Most dermatologist’s office really have limited resource for the 
CLIA compliance. They don’t have the staff to be able to jump 
through all of those hoops that we are required to do with the 
CLIA, and we really are very patient oriented, we really want to 
spend our time with patients rather than spend our time trying to 
meet the regulatory requirements. The American Academy of Der-
matology in 1993 developed a CLIA manual which I have here to 
show you. It is there for our members. Every time I lift this thing 
I get a hernia. You can see it is a fill-in-the-blank type of manual 
so that people can meet the CLIA regulations by filling in a blank. 

Since it has been passed, about 75 percent of dermatologists have 
stopped doing these tests in their office when you will look at our 
surveys. We are trained to do the tests in our training programs. 
It is something we are very good at, but it is something that we 
just can’t do because of the CLIA regulations. We can’t afford the 
cost and we can’t afford the paperwork that has happened because 
of CLIA. 

What we would like to see happen is that some of these basic 
dermatologic tests moved from a medium complexity level down to 
a waived or a physician performed type of testing. And we feel that 
this could be done without really endangering the quality of care. 
If you look, for example, the fungal culture that we saw here, that 
is a very simply test to perform. 

You go ahead and do a scraping on a patient, or you do clipping 
from toenails, you put it in there and you look at it. It is a color 
change that is going to happen. So you can do it is very easily to 
see if it is positive or negative based on that color change. It is also 
something that we had to learn for our board certification. We did 
that every day in our residency programs and for our board certifi-
cations, so we are very well aware of these types of tests. 

In my statement, I gave a number of other tests that we would 
like to see moved from these medium complexity down to a lower 
complexity. 

And hopefully, that is one of things that this Committee will be 
able to do for us. We would also like to have the Committee weigh 
in in support of Secretary Thompson’s Regulatory Reform Com-
mittee. We talked about that a little bit earlier. What this will do, 
it will give us this information from CLIA in plain English, and we 
do speak English in Kentucky. 

It also would increase the involvement of physicians in these reg-
ulations. That is one of the reasons I am here, because I am inter-
ested in the process, I wanted to be involved in it. And it would 
improve really the providers and also the people that are going to 
be going out and doing the inspections. It would improve their edu-
cation with respect to CLIA. 
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So that is why I am here. I would like to have the Committee 
look at giving us regulatory relief. Thank you very much for your 
time, and I would be pleased to answer any questions. 

[Dr. Davey’s statement may be found in the appendix.] 
Chairman MANZULLO. Thank you. Mr. Scully, you have a mem-

ber from CMS at the table. 
Mr. SCULLY. Yes, Mr. Chairman. Judy Yost is the director of the 

CLIA division and certification. 
Chairman MANZULLO. What I would like to do is to give your re-

sponse, or Mrs. Yost’s response, I guess, to the problems and/or 
suggestions of each of the physicians. 

Mr. SCULLY. If you don’t mind I will give mine quickly, and then 
let Judy answer appropriate questions. Certainly they raised some 
reasonable concerns. The Secretary’s Regulatory Relief Task Force, 
I think most of the staff from the organization has come from CMS. 
We are trying to simplify CLIA. 

We are trying to come up with clear education. We would be 
happy to get the doctor more involved, both of them much more in-
volved. I think, for the most part, a lot of—I think in talking to 
Judy here, probably the biggest problem we have had is with der-
matologists. Maybe we should spend more time with dermatologist 
trying to find out the deal with their specific problems, because the 
other major group that I think encounters CLIA the most, the pa-
thologists, are generally pretty supportive and have been happy 
with the changes we have made. 

So maybe we haven’t spent enough time focusing on the specific 
issues with dermatologists, because most dermatologists, from 
what Judy has told me, and from other places today, dermatolo-
gists tend to do the more complex treatments, complex tests to get 
them under the scrutiny of more CLIA oversight, and they tend to 
fall into that category more than other doctors seeing patients on 
a regular physician practice. 

Pathologists generally don’t have that type of practice. So part of 
this may be specific to dermatologists, and there maybe other prac-
tice groups who have had problems with CLIA, but they seem to 
have specific and somewhat unique problems with CLIA. I am to-
tally committed to spending more time to deal with some of unique 
challenges that we present for dermatologists. 

Ms. YOST. Just briefly. Thank you. I don’t think——
Chairman MANZULLO. What is your position at CMS? 
Ms. YOST. I am director of the division of laboratory services at 

CMS. But just to echo Tom Scully’s comments, I also want to say 
that we very much want to work with the dermatologists, because 
their issues are important. They are serious. They are unique. 

Chairman MANZULLO. Let me stop you at that point right there. 
Drs. Davey and Probst, have you had a relationship with, or the 
Academy had a relationship with CMS, it is not as tight as you 
would like it? Give us some concrete suggestions here so we can be 
able to follow the thread here on the suggestions. What would you 
like to see done? 

Dr. DAVEY. When you look at our practice, it really runs the 
gamut. We certainly have things that should fall under the high 
complexity, like biopsies, skin biopsies. My office, we—if you came 
into my office, we would biopsy you, and then we would process 
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that, and we have our own dermatopathologists that would look at 
it under a microscope. 

My lab would meet the CAP, College of American Pathology 
standards in terms of what we are shooting for in that office. If you 
have a solo physician that is doing a scraping like this that is going 
to be scraping——

Chairman MANZULLO. Is that where the problem is? 
Dr. DAVEY. We have some tests that we feel should not be at the 

level of complexity that they are at. 
Chairman MANZULLO. Ms. Yost, your comment on that? 
Ms. YOST. Just I agree partly with the comment about the pa-

thology. In regard to the—like the KOH and the fungus test from 
the DTM and so forth that are routinely done by dermatologists 
we—these tests were actually taken to the Clinical Laboratory Im-
provement Advisory Committee, which is a technical secretary’s ad-
visory committee to the CLIA program, it is an ongoing program. 

Chairman MANZULLO. Do physicians sit on it? Dermatologists sit 
on that? 

Ms. YOST. There is not a dermatologist, but there are physicians 
represented on the committee as well as obviously laboratory ex-
perts and consumers. 

Chairman MANZULLO. So there is no dermatologist on CLIA? 
How many physicians sit on that committee? 
Ms. YOST. Well——
Chairman MANZULLO. How many people? 
Ms. YOST. There are about 20 people on the committee. And 

probably 4 or 5 of them are physicians or Ph.Ds.—and the rest are 
probably Ph.Ds in laboratory science. 

Chairman MANZULLO. Do you think it would help you if a der-
matologist sat on that committee? 

Ms. YOST. They are certainly welcome to be invited to the com-
mittee. Obviously it is one of those cases where you have to have 
a balance between all areas of expertise. 

Chairman MANZULLO. I think it is obvious here that they are not 
represented at all. There is agreement that they should be. 

Mr. Scully, what would be the process to appoint somebody? 
Mr. SCULLY. I don’t know. But I assume I can probably take care 

of it. 
Chairman MANZULLO. Could you do that? Do you understand 

what he is offering here? 
Dr. DAVEY. I am very happy that he has offered that. 
Chairman MANZULLO. You bet. All right. So—I didn’t mean to in-

terrupt you on it. 
Mr. SCULLY. My guess is that technically the Secretary, a lot of 

these, we have many advisory committees. The Secretary appoints 
them. 

I am sure I could talk to the Secretary, unless there is a statu-
tory limit, if there is, when the next person comes off, we would 
be happy to appoint a dermatologist. 

Chairman MANZULLO. There you are. 
Dr. DAVEY. Thank you. 
Ms. YOST. Just to let you know, that the issues have been 

brought up before to the CLIA committee over the years, because 
of the concerns that have been expressed today, some of the same. 
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And it was the committee’s opinion on several occasions, not just 
one time, that these tests still were of a complexity because of the 
complexity, the training and the quality control needed to do these 
particular tests, that they could not—the type of complexity that 
they were categorized in under CLIA could really not be reduced. 
Those things that could be have already been done like the KOH 
prep. That is being done for fungal elements. So it has been done. 
That doesn’t mean that we can’t evaluate that again, and obviously 
if there is a representative member on the CLIA, then obviously 
various arguments can be made. 

But there was a lot of testimony presented to that group, just so 
that you know that we have not ignored the whole issue over time. 
I think this is important to know. 

In regard to the very simple tests that you are doing, the more 
simple tests that you are doing outside of the tissues, I believe that 
we could probably work with you to reduce your paperwork. We 
really don’t prescribe that you have special forms to order tests, or 
to report results or to keep a log. You do need to document if you 
do quality control. But you can actually use the patient’s chart to 
order the test, and to report the result. You don’t need to have a 
separate piece of paper to do that. We have no requirements for 
that. 

So we will work with you to try and simplify that process. I will 
contact our State folks and get back with you. We would very much 
like to help you, because you don’t need to have those stacks of 
paper to do those routine types of tests, because you do them every 
day. 

You do need to do, periodically you need to check, a couple of 
times a year, to make sure that the test is working and document 
that. But you certainly don’t have to have ongoing paperwork on 
a daily basis for each patient. 

Mr. SCULLY. We would be happy to work to simplify this, in 
many areas of CMS and OSHA, which applies to them in many 
cases too, regulation. Sometimes the regulations we put out are sig-
nificantly enhanced by consultants who make people generate 50 
times as much paperwork as they need. 

So we will do our best to clarify it and make sure that we put 
the minimum demands on them. 

Dr. DAVEY. Mr. Chairman, one of the other problems that we 
have is that there is not only CMS, there is two other Federal 
agencies involved in this, in the CLIA Act also. It is one of those 
cases where we get some piece of information from one part of that 
Federal agency, and another piece of information somewhere else. 

Chairman MANZULLO. Does that Committee try to coordinate, 
Ms. Yost, does that Committee try to coordinate CLIA with the 
other two agencies? 

Ms. YOST. Yes. All three agencies are represented. I, too, am on 
that committee as well. 

Chairman MANZULLO. Okay.
Dr. DAVEY. There is also a problem with interpretation of the 

regulations, which I understand completely, because tomorrow I 
am going to Greenville, South Carolina, to interpret regulations in 
an office. 
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Mrs. CHRISTIAN-CHRISTENSEN. I was looking at the faces of the 
doctors. And, Dr. Probst, you seemed to be surprised to find out 
that you didn’t have to do all of that paperwork. So who is it that 
regulates that where you are? 

Dr. PROBST. The CLIA inspector said we must do it, these are 
the forms that we must use. We had no choice in that. It was not 
flexible. And when I persisted and ask why is this any better than 
what I am doing, I was told we need this so the inspector will have 
the information. 

We were given no choice. And this has been year after year after 
year. I am glad to hear that it doesn’t have to be that way. But 
how does that funnel down to us? 

Mrs. CHRISTIAN-CHRISTENSEN. This is the problem that I found 
with the carriers. I don’t know if the carrier has a role in setting 
those regulations in this particular instance. But they are inter-
preted differently. That has to be fixed. Because we have doctors 
that have moved from one area to the other. And they are just, you 
know, confounded by the—the difference in how the interpretations 
are done, and therefore, what they are required to do. It needs to 
be clear. 

Mr. SCULLY. These are slightly different. One is the surveyors 
generally, you can correct me if I am wrong, but for hospitals, nurs-
ing homes, home health agencies, and I am sure for CLIA, tend to 
be done, we pay for them and the surveys are done by State sur-
veyors under contract to us. 

I can tell you that there are standards, paperwork requirements 
on how they interpret our guidelines do vary significantly State to 
State, and we can sometimes clarify. But the State is essentially 
our contractor, so it is an Indiana State employee, working essen-
tially under contract to both the State of Indiana and Medicare, 
Medicaid for both. And they do the surveys under contract for us. 

On the carrier side, we discussed briefly before, we have 51 car-
riers, FIs, for part A and part B. We are trying to get that down 
to about 20 to 25. 

Mrs. CHRISTIAN-CHRISTENSEN. What can you do to make it uni-
form? 

Mr. SCULLY. To be fair, we are trying to make it more uniform. 
We just went through this with outpatient drugs where different 
parts cover and pay for things. We want to make it more uniform, 
but when it is too uniform then you get complaints that you are 
not sensitive to the practice patterns in Indiana versus Seattle. The 
carriers do have some flexibility and I think should, to either cover 
and pay for, reimburse or allow differences between Indianapolis 
and Seattle. 

On the other hand, we need to have a lot more consistency. I am 
trying. We have medical directors in each one of these plans. We 
now have monthly meetings with them. We try to get them to have 
more consistency. 

But we try to find the right level of Federal mandate to say you 
are consistent and also leave different practice patterns to physi-
cians and hospitals that have different practice patterns in dif-
ferent regions. But nobody is ever happy. But we are trying to do 
the best that we can. 
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Ms. YOST. As part of the regulatory reform issue, since that was 
brought up earlier, I wanted to mention also we are in the throes 
of publishing final CLIA regulations, which actually are more bal-
anced and more fair than the ones that we have now. 

But, as part of that, we are going to be doing extensive training 
and education of not only the laboratories but our surveyors as 
well. So I understand your concern. And we will certainly continue 
to work to kind of mediate that a little bit. 

You also have to be aware that some States have their own lab-
oratory licensure programs which may be more stringent than 
CLIA, in which case we can’t interfere with that. 

Chairman MANZULLO. Mr. Pence. 
Mr. PENCE. Thank you, Mr. Chairman. I have only been in Con-

gress for 21 months. And I have probably found this hearing more 
fascinating than any hearing I have been involved in since being 
in Congress, which is not saying much. 

But, this has really been fascinating. I can’t help but feel that 
we have opened some lines of communication here that are very 
valuable and very helpful. 

That being said, in your written testimony, Mr. Scully, you point-
ed out that you have worked hard to streamline procedures, im-
prove flexibility, all of things we have been talking about in an ad 
hoc way today, reducing the burdens. 

You also wrote that we are working to take into consideration 
the tremendous amounts of feedback we have received on the 1992 
rule, so that we can publish a streamlined final rule in the near 
future, the focus being especially helpful for small business labs 
that many Medicare beneficiaries rely on. 

I think it is very helpful that the Chairman, in his style, kind 
of getting to a core issue here. Obviously there is, it seems as 
though the panel lacks an important perspective, from the derma-
tology profession, and would add my urgent encouragement that a 
seat be found very quickly for this particular part of the medical 
profession, that as you point out, Mr. Scully, seems most belea-
guered by CLIA in your experience. 

But, I wanted to give you an opportunity also to speak, to elabo-
rate on your written remarks. What is the status of that stream-
lined final rule? What might be the time line for that? And is there 
still time for, whether it is one of our two witnesses today or some-
one else representing dermatology, to participate in helping to de-
velop that new streamlined final rule? 

Mr. SCULLY. I believe I shouldn’t put this heat on my former 
agency, OMB, but I signed the final rule I think last week. It is 
in the process of going through the administration. I don’t think it 
is particularly controversial. Well, maybe it is, I don’t know. But 
I haven’t had a fight with anybody about it so far. I think it is 
probably going to be pretty well received and was strongly sup-
ported by most of clinical lab groups. The pathologists, I didn’t per-
sonally talk to the dermatologists. But if there are subsequent 
problems, we are happy to go back. This is a fairly major rule. But 
we can go back, we have—it is a huge agency, my budget is about 
$560 billion. 

We have many rules going through. We can make technical 
changes in lots of areas when we need to do it. So if there are other 
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things to do it, that make sense we will do it. But the rule, I be-
lieve, should be out in next couple of weeks in final. 

Mr. PENCE. We will look forward to going over that and getting 
feedback from not only our witnesses but other folks affected by it. 

I guess my last comment is more of an encouragement. I will 
yield back to the chairman that I think the—and I am not speaking 
on behalf of the witnesses, but I think that the attitude that you 
reflected, Mr. Scully, and Ms. Yost, is very admirable and very 
much appreciated. 

Although I will comment that from my vantage point, our wit-
nesses were reacting with, if I can say a degree of incredulity, as 
Mrs. Yost described what actually was required and what is not re-
quired. It suggests to me that not only are we dealing with the fact 
that there are other arms of the government involved at the table 
here, but that I—it seems to me, and we are still early in an ad-
ministration, but I guess I would encourage Ms. Cost and others 
charged in administering the CLIA law to—I am picking up a phi-
losophy here that is one that as you make other comments of trying 
to accommodate small operators and create rules that make sense, 
and allow people to use existing systems, it is entirely possible that 
there may be a philosophy in the Washington CLIA shop that has 
not yet invaded the culture of the State offices. 

I guess, that is what I would like to most encourage you to do, 
not just in Kentucky and Indiana, but to communicate to the State 
offices, what may, in fact, and probably is, in fact, a different gov-
erning philosophy that should animate at the State operations that 
administer CLIA. And I would encourage that. 

Mr. SCULLY. One of the problems which having such a program 
of Medicare and Medicaid is that things fall through the cracks. 
When I first took the job last year, I met with the heads of all of 
major clinical lab companies in New York for an emergency meet-
ing for a rule they really wanted out. And they met with me and 
they told me this rule had been sitting around for 3 years. And 
their argument sounded reasonable. I went back to Washington 
and said, what is the deal with this reg? 

And everybody said, well, nothing. I said, well, nobody—it had 
been sitting around for 2 years and hadn’t gone out. So sometimes 
there is a lack of communication. We put that rule out last year, 
and it was very helpful to clinical labs. For some reason, in the 
Medicare program, clinical labs is a very small piece. 

And to Judy’s credit, this probably doesn’t get as much attention 
from me or other people who are administrators. And so it is good 
to have these focused on occasionally where we are missing things 
to get these issues raised up and we can cut through them. 

But we are clearly committed to doing that. And when you see 
the final CLIA rule that comes out, it will be helpful. If it is not, 
we will go back to work and try to make it better. 

Chairman MANZULLO. Thank you. We appreciate that, Dr. Probst 
and Dr. Davey. And did you want to say something? 

Dr. PROBST. If I may, sir. I am here as the past president of Indi-
ana State Medical Association representing all physicians. I hap-
pen to be a dermatologist, and I think because of that, the response 
was that only dermatologists have problems with CLAI. This is not 
true in Indiana. 
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My testimony related only to requisition because I only had a 
short time. My written comments and attachments reflect that all 
physicians have problems. Wet mounts, microscopic urinalysis, var-
ious stains for bacteria, the whiff test for bacterial vaginosis, are 
several tests mentioned by physicians who have added their letters 
to my testimony. 

I am not coming from a dermatologic position. Indiana physicians 
in all practices are not doing tests that should be done in the office 
to better serve patients and save them time and inconvenience. 

I am not reflecting the position of dermatologists. I am reflecting 
the position of all physicians in Indiana and the patients there who 
are not allowed to have the tests in the office, for tests that are 
best done there. 

Thank you for allowing the additional comments. 
Chairman MANZULLO. The record will note that. Okay. 
Dr. Davey, Dr. Probst, and Mrs. Yost, you are excused. Thank 

you for your testimony. 
Then I would like to have Mr. Tim Tryslit, and Mr. Terry Kay 

have a seat. Well, we are two for two. 
This third issue here has been with us for some time. Several 

months ago when we had a hearing involving the portable x-ray 
providers, Mr. Scully at that time said that he would like to have 
this matter resolved within 90 days. 

There have been a lot of discussions going on with the industry. 
But I would—before I turn this over to Dr. Weldon who has got 
some base questions to ask with regard to the portable x-rays, Mr. 
Tryslit, could you please, spell your last name, for the record and 
give your position. 

STATEMENT OF TIM TRYSLA, POLICY ADVISOR, OFFICE OF 
THE ADMINISTRATOR 

Mr. TRYSLA. T-R-Y-S-L-A. I am a policy advisor, like Leslie, in 
the office of the administrator. 

Chairman MANZULLO. And Mr. Kay. 

STATEMENT OF TERRY KAY, DIRECTOR, DIVISION OF 
PRACTITIONER SERVICES 

Mr. KAY. K-A-Y. I am a director of the Division of Practitioner 
Services. 

Chairman MANZULLO. Okay. Dr. Weldon. 
Dr. WELDON. Mr. Chairman, I want to again thank you for in-

dulging me and giving me the opportunity to be here. I certainly 
want to also extend my thanks to the ranking member in sup-
porting me, having the opportunity to be here, joining with the 
panel in asking questions. 

And I certainly appreciate the hard work of the President of the 
United States and Secretary Thompson and Mr. Scully in terms of 
doing everything that they can to make sure that America’s seniors 
get quality health care. 

Before I get onto the portable x-ray issue, which I had some 
questions about, I just want to say as a clinician, I still see patients 
once a month at the Veterans Clinic in my district, to bring the 
tried and true bedside diagnostic techniques of doing scrapings of 
fungal lesions of scabies and lice lesions. 
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Every doctor has a microscope in their office. To try to bring all 
of that stuff under the regulatory burden of a bureaucracy to me 
is absolutely insane. Any physician who is licensed and accredited 
to practice in their given specialty, in my opinion they shouldn’t 
have to justify it to a bureaucracy that they are doing it correctly. 

But, moving on to the issue of the portable x-ray. As you know 
I have mentioned this previously at the previous hearing, that, I 
practiced internal medicine for 15 years before I was elected to the 
House. I was one of a small group of physicians in the community 
of Melbourne, Florida, that continued to track their patients once 
they were admitted to a nursing home. 

And I found the use of portable x-ray to be a tremendous time 
saver, a cost saver and a suffering saver in that patients would fall, 
patients would have a cough, I would be concerned about a frac-
ture, I would be concerned about pneumonia. Rather than trans-
porting them to my office and having them to go through that or-
deal in an ambulance; or worse, having to transport them to the 
emergency room with a tremendously increased burden of cost as-
sociated with that, I found the portable x-ray to be, I thought, just 
a win-win all around, good for the patients, good for me. 

The quality of the response I would get from the portable x-ray 
providers was superior to what I got at the hospital, and compared 
very nicely to what I had—we had a large medical group, so we 
had radiologist rights in the building we were in. So if I brought 
the patient to my office, I could get an x-ray report over the phone 
from the radiologist in my building. 

But if I brought the patient to the emergency room, it was hours 
and hours. And frequently I would have to go down to the hospital 
radiology department and thumb through x-rays to find the x-ray 
on my patient, whereas with the portable x-ray at the nursing 
home, I got a phone call from the radiologist. 

But, I have some concern about the set-up code. It is my under-
standing that the set up code which is the Q code for the portable 
x-ray industry, was established in 1992. And the law required that 
the set up code be reviewed every 5 years. And according to what 
I have been told, under the previous administration, and so far 
under this administration there has not been a review. There has 
not been a review in 10 years. And the requirements of the law 
have not been fulfilled. 

Is that correct? Has there been a review of the set-up code, cost 
and reimbursement? 

Mr. SCULLY. Maybe I will ask Terry to answer that. 
Mr. KAY. All right. At this point it has not. We have been work-

ing over the last—since the last hearing with representatives from 
the portable x-ray industry to, you know, get this review. Kind of 
in a nutshell, the way our review works is that we work with an 
outside sort of privately established Committee, which has been 
formed by the American Medical Association, of about 30 specialty 
groups and some others, some nonphysician groups, and they re-
view requests. 

You know, they look at what staff is needed to do a service, what 
equipment, what supplies and sort of what resources are required 
to do these services. 

Mr. WELDON. So it has not been done? 
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Mr. SCULLY. Because I am sure you know, Congressman, Dr. 
Weldon, we have about $66 billion of physician payments we make 
every year for physician and related services. And every year we 
go through the resource utilization committee, to figure out how 
these codes move around. 

As we have tried to explain, the portable x-ray providers get paid 
from that pot. So we have, in fact, if the new physician fee sched-
ule, which is something we didn’t mention, their rate, is in direct 
response to your interest, they, in their new fee schedule, the draft 
anyway which is going to go final for January 1st, they are the sin-
gle biggest increase in the pot. Their rates go up about 8 percent 
before you do the pro rata cut that we have been talking about. 

Dr. WELDON. The physician reimbursement? 
Mr. SCULLY. For the overall portion of the portable x-ray sup-

plier, I believe is the largest percent increase in the physician pot, 
it is about 8 percent. But the underlying expense code of that, 
which is the part that is just the set-up fee, which is about $11 or 
something, the idea when they bring the machine up to the nursing 
home, they bring it inside to set it up, they get paid roughly $30 
for the x-ray, varies by area, but roughly $100 for transporting the 
x-ray machine, and then the set-up fee, which is about $11. 

That particular subcomponent, what they get paid for, is re-
viewed under a practice expense advisory committee. So we have 
reviewed the rate and changed the rate for next year, as a direct 
result of your input. 

But the set up fee, the $11 out of the $150, is still under review. 
Dr. WELDON. I was told that the it was under review and that 

it was had been determined to be appropriate. Is that true? 
Mr. KAY. No. 
Chairman MANZULLO. Doctor, would you yield a second? 
Dr. WELDON. You are the chairman. I yield. 
Chairman MANZULLO. Is anybody here from the industry that 

would like to put some input into the statements that were just 
made by CMS? Any correction or anything? 

Mr. HALSEY. This just came up yesterday. I am Steven Halsey 
representing the National Association of Portable X-ray Providers. 

Chairman MANZULLO. Do you want to have a seat here? It is up 
to you. If you want to refute something that was said or add to it, 
or perhaps Mr. Kay was in the process of saying something and I 
cut him off. 

Mr. HALSEY. It is not a prepared statement. I think that there 
is some clarity issues that are important, if I can make a brief 
statement. 

We have been working with the people at the table, and I want 
to say for the record that since your last hearing in May, Mr. 
Chairman, which I think brought about the meetings that we have 
undertaken, meetings face to face, conference calls, and individual 
telephone conversations, I do want to state that on behalf of Mr. 
Scully and Mr. Tryslit and Mr. Kay, they have worked in good faith 
to try and get a clearer understanding of the problems in the in-
dustry, and how we might go about positively affecting what is sim-
ply a disastrous spiral in in the bottom line of the companies. 

So while I don’t think it is appropriate, or not at this time with 
the preparation that I have, to talk about some of the very specific 
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items such as the Q code, the review to our understanding, it has 
not been reviewed, it is required by law. 

But, I do want to state that these people have been working for 
a number of months in good faith on this issue. But, the reality is, 
we have absolutely zero effect after 5 months. 

And I know for a fact that during these 5 months, there are a 
number of companies who have gone out of business. There are 
more that are going out of business. There was a witness who testi-
fied before this Committee in May. I spoke to him yesterday, he is 
laying two people off tomorrow. 

Chairman MANZULLO. We are also joined by? 

STATEMENT OF NANCY TAYLOR, OUTSIDE COUNSEL TO THE 
NATIONAL ASSOCIATION FOR THE SUPPORT OF LONG TERM 
CARE 

Ms. TAYLOR. Nancy Taylor. T-A-Y-L-O-R. 
Chairman MANZULLO. What is your position? 
Ms. TAYLOR. I am outside counsel to the National Association for 

the Support of Long Term Care, which also represents many port-
able x-ray providers. 

Chairman MANZULLO. Did you have a comment on the statement 
that some of the CMS people made? 

Ms. TAYLOR. Yes. We have a letter for the Committee as well, 
which recognizes that this is a complex issue, and the National As-
sociation for Portable X-ray has done a great job. We have worked 
with them at CMS. 

There two parts of the code that provides transportation money 
to portable x-ray providers. One is the transportation code, we have 
been working very closely with CMS to update the fee. The second 
part, which is the set-up code, requires providers to get adjust-
ments from the Physician Advisory Coding Committee. We could 
not get on the schedule to seek air increase for September. We 
have now asked that we be on the schedule in January. 

I wish that the CMS administrator could do something about 
that but he can’t. 

Dr. WELDON. Well, if I can reclaim my time, Mr. Chairman. That 
was actually the question I was leading up to, to Mr. Scully. Can 
you have the Physician Advisory Committee put the set-up fee on 
their agenda when they meet again? 

Mr. TRYSLA. Congressman, we have actually have that feed up 
for January. They have asked us to look at our top priority of 
codes, and this is going to be one of those priorities. 

Mr. SCULLY. As you can tell, I actually don’t do any work myself. 
I am just the front man. 

Mr. KAY. Could I just elaborate on that? The Practice Expense 
Advisory Committee that we have been working with has been very 
busy over the last few years revising all of the services and the fee 
schedules. There are over 7,000 services that we pay. This year 
alone, we just reviewed 1,100. They, in the last meeting that oc-
curred in September, said that they would, you know, look at the 
next 50 that we asked them to do. 

So, Mr. Scully, you know, certainly has the authority at this 
point, you know to put this on the top list of priorities for review. 
So it is a private, independent group. But, they——
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Mr. SCULLY. The way it works, Doctor, as you probably know, is 
they—a lot of these committees, we basically take all of the affected 
parties, put them in a room. And if we are going to increase pay-
ments for portable x-ray, then theoretically it comes out of the pot 
of somebody else. 

So all of the providers get in the room and we discuss and debate 
what the relative priority of various payments for physicians, labs, 
other things are. And usually in 95 percent of the cases we take 
those recommendations. But they are in fact recommendations to 
me and the secretary, and we can change them if we like, and we 
do occasionally. 

But we would be happy to put this on the top of the list, and I 
will certainly do so. 

Dr. WELDON. I appreciate the dilemma that you face. My pri-
mary concern, just so you understand, is if this industry goes away, 
you are going to pay more money. And your quality of service is 
going to be worse. 

You may not be able to tell that is happening, because the fig-
ures are so gigantic. If emergency room services are $20 billions 
next year, to pick a figure out of thin air, if they are $20.02 billion, 
you are not going to notice that that increase is due to the fact that 
you put a much smaller industry that was costing you less out of 
business. 

And the concern I have, just so you understand, is just what this 
gentleman was talking about. I have got portable x-ray providers 
telling me that based on the reimbursement schedule, they are not 
going to be able to stay in the business. And my perspective as a 
clinician utilizing the service, was that it was very, very good for 
seniors, and it was good for clinicians, and it was also good for you, 
in terms of providing better quality at reduced costs. 

Let me just get back to the issue. I just want to make sure that 
I understand this correctly. You have not determined that the set-
up fee at this point is adequate? You do not have a position on 
that? 

Mr. SCULLY. Correct me if I’m wrong. We have not reviewed a 
change in the set-up fee alone. 

Dr. WELDON. So in front of this Committee, you are not saying 
it is inadequate or adequate? 

Mr. SCULLY. I don’t think we have come to that conclusion yet. 
I think, in looking at the other two components which are transpor-
tation, and the overall fee for doing the x-ray, where we have 
made—I don’t think, the final rule should be out on November 1st, 
but the draft rule is pretty clear, that we have made some substan-
tial increases in those areas. I think it was the biggest single in-
crease in the physician fee schedule, but it probably isn’t going to 
take care of all of their concerns. 

Obviously, I am particularly concerned about making any addi-
tional changes up or down on the fee schedule that are really dra-
matic in the context of a negative 4.4 percent update. If we manage 
to fix that in the next 2 or 3 weeks, it will be a lot easier—I can 
tell you the anesthesiologists, the oncologists, many of the people 
think their practice expenses are off and they need higher pay-
ment. In the context, everybody is going down negative 4.4 percent, 
and everything is a zero sum game, it is difficult to make changes. 
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They are going to go up next year. It is not due to the set-up 
component. But the set-up component is $11, the transportation 
component varies, but it is about $100, and $30 is the x-ray. 
Roughly. 

Mr. KAY. Roughly. 
Mr. SCULLY. We will keep looking at the set-up component. 
Dr. WELDON. Just so you understand. I am one of the people in 

this body who is trying to get you a better top line to deal with. 
Mr. SCULLY. I would hope so. 
Dr. WELDON. To help you in all of those areas. I do want to just 

cover the transportation issue. There is some regional issues associ-
ated with that. They vary by carrier. And I believe you delegate 
that issue to the carriers to make a decision; is that correct? 

Mr. SCULLY. Yes. 
Dr. WELDON. In the southeast, as I understand it, there is quite 

a bit of variability. And I have some serious concern the Florida 
carrier is under reimbursing this. And I would like you to look into 
this for me in the near future and get back to me about this. It 
is not unique, I believe, to Florida. There are some other States. 
It is one of the concerns I have. When you do delegate some of 
those reimbursement decisions to carriers, that sometimes they 
make good decisions and sometimes they make bad decisions. 

So if you could please get back to me on that I would very much 
appreciate that. 

Mr. SCULLY. I will tell you what I have done. I was traveling in 
Arkansas yesterday, but my crack staff, Dr. Trystla told me that 
you were concerned about Florida. 

Dr. WELDON. How did he guess? 
Mr. SCULLY. I think he heard from your staff. And, apparently 

one of the concerns—when this came up 2 years ago before I got 
to HCFA, now CMS, I believe that we actually discussed with the 
industry coming up with national rates for transportation. The 
ideas may vary among the industry, they decided that they didn’t 
want to do that, they wanted to keep regional rates, which are set 
by the carriers. 

I heard from Tim yesterday, that our carrier, which is First 
Coast in Florida, had not been, for whatever reason, particularly 
helpful in arranging a meeting with the portable x-ray suppliers. 
I called the CEO of First Coast last night. He didn’t know anything 
about this. And I asked him to specifically meet with him and have 
his staff meet with them, and tell me what—they would decide 
what the appropriate rate is with First Coast, which is the Florida 
carrier. 

But I will get back to him, and as soon as he meets with them 
and the industry will—it is for the industry to go in and make the 
argument about having a higher rate. 

Dr. WELDON. Great. Mr. Chairman, I want to thank you so much 
for giving me the opportunity to be here. And I want to thank all 
of the witnesses, including, the impromptu witnesses for the input 
that they have helped us with. 

I just want to, before I yield back, I would be very happy to lin-
ger. I just want to underscore, that I think this is a valuable serv-
ice for seniors. I am determined to do everything I can to make 
sure that it remains a viable service for senior citizens. 
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Chairman MANZULLO. Thank you. The problem is that as what 
happened in Rockford, Illinois, the carriers went out of business. 
And it is costing the taxpayers a tremendous amount of money to 
do the same service that the portable x-ray people did, that—the 
portable x-ray people charge a fraction, by the time you figure 
when Ma had to go to the hospital, and one of those Caravans 
picked her up, it wasn’t an ambulance, a special vehicle, and she 
was gone 4 hours. And that—that was the guy’s only run. She was 
the only one in the van. She sat in the emergency room. I mean, 
the cost to the taxpayers is horrendous. And it continues. And my 
question, and Mr. Halsey, I am sorry to really put you on the spot. 
Forgive me for putting you at the table. 

Mrs. Taylor, I don’t apologize for that, you raised your hand, you 
came up here on your own. We run this Committee a little bit dif-
ferently than some committees, but the purpose is to resolve issues. 
And that is why we are here. 

Is there anything that we can do between now and January to 
prevent the further closing of these extremely important home x-
ray businesses? I mean, is there—my understanding of the statute, 
Mr. Scully, is that you can have an interim payment system, that 
would at least keep these home x-ray providers alive, fulfilling that 
purpose, because they can get the finest ruling in January, but if 
they are all out of business, it wouldn’t do much good at that point. 

Mr. SCULLY. Well, Mr. Chairman, the suggestion——
Chairman MANZULLO. I am sorry. Interim rate adjustment. 
Mr. SCULLY. Tim and Terry can jump in. The biggest variable, 

which is carrier priced, and varies by region, as you mentioned, is 
transportation. What we are planning to do is send out, I think it 
is just about to go out, a memorandum to all of the carriers, asking 
them to review this. 

I think the message they will get from that is not to review it 
down. 

Chairman MANZULLO. If they are like Wisconsin’s Physician 
Service they * * *

Mr. SCULLY. Well, not all of them are like that. We have been—
I have been trying, as you know, and I hope again in the next cou-
ple of weeks that we will. And there is bipartisan and bicameral 
support for carrier and contractor reform. We are trying to come up 
with the 20 best contractors. 

Chairman MANZULLO. So are you going to ask them——
Mr. SCULLY. To go back in and review the transportation pay-

ment. 
Chairman MANZULLO. Are you going to ask them to mark it up 

higher? 
Mr. SCULLY. Well, we ask them to go back and review its appro-

priateness. That is probably 75 percent of the actual fee is the 
transportation cost. So if we send out a program memorandum say-
ing we think there is a problem here, please go back and review 
it, cull this criteria, tell us why you set it at the rates you did, re-
view that rate, get back to us, the general—they generally follow 
our guidance and go back and look at it. 

Chairman MANZULLO. Mr. Halsey, would that satisfy your in-
quiry? 
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Mr. HALSEY. Mr. Chairman, I want to applaud the effort and 
point out that the program memorandum that is being discussed 
came about through these organizations working with CMS. I know 
we all bash an agency such as CMS with vigor and frequency. 

We applaud that. That will, over a period of time, impact indi-
vidual providers that are dealing with individual carriers. And we 
think that is outstanding. But we still would love to see the—when 
we talk about the highest rate, which this is statistically true of 
the overall update, we are talking pennies for patient. We might 
be talking 7 or 12 cents per patient. While that is appreciated, it 
isn’t going to make any difference. These companies are going out 
of business. Our one request statutorily, and this is in response to 
the questions that the Committee put before Mr. Scully——

Mr. SCULLY. If we can get into the weeds a little bit on this. 
There are three—I am rounding off. Three basic components. The 
$11 set-up fee, which is a practice expense and has to go through 
a formal—there is a Federal rate for that. That has to go through 
a formal panel, which varies the rates relatively to other practice 
expenses and other doctors. 

There is a $30 x-ray fee, which is the update, again a relatively 
small piece we are talking about. Then there is the roughly $100 
transportation fee. 

There is only one set locally, the transportation fee. It is by far 
the biggest component. If the carriers change that that will have—
the other two pieces which are smaller are a part of a much more 
structured developmental national rates. 

Chairman MANZULLO. Would you agree with that? 
Ms. HALSEY. I am still stuck with the fact, and it was answered 

formally to Dr. Weldon’s question. The statute clearly states that 
these are to be reviewed every 5 years. The answer is it has not. 
We are asking for an interim adjustment in recognition of the fact 
that this $11 rate was set 10 to 12 years ago. 

I think it is reasonable to say. 
Chairman MANZULLO. Which figure are you looking for? 
Mr. HALSEY. The data we provided to the Agency places it be-

tween normal hours and after hours in the high twenties to low 
$30 rates, and that is in cost. And I understand it is not strictly 
cost-based now and that is appropriate. But certainly if we—what 
we are looking at is something over 100 percent increase is appro-
priate on the only data that exists, and that is the date that was 
compiled by our industry. 

So what we are saying is in the absence of the legally mandated 
5-year review and any data that has been put forward by CMS, it 
doesn’t seem reasonable to set an interim adjustment until—and if 
in January they can get this going and everything else—let us be 
clear; in January it doesn’t mean it is over, but an interim adjust-
ment which is legally possible from the Secretary’s office would 
give these small businesses the hope to say—because that is what 
we are talking about. They need a sign from this Agency that says 
I need to stay around. 

Chairman MANZULLO. Did you want to respond to that, Mr. Kay 
or Mr. Scully? 

Mr. SCULLY. I guess the way I have looked at it, as he said, the 
only evidence out there so far is industry data. And it is a rel-
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atively small amount of money, in all candor. But on the other 
hand, it comes from a $66 billion pot of money that every time one 
goes up, others come down. In the context of making adjustments 
in that budget-neutral pot the physicians are very angry about 
right now, I have been hesitant to make any radical changes, even 
though this is a small amount of money. 

The much bigger variable is transportation and it doesn’t really 
count against that pot. So if a local carrier decided to go out and 
say we were going to pay $120 for transportation instead of $100, 
they just do that and it doesn’t come out of the rest of the pot. So 
it looked to me as a more workable solution. We are happy to keep 
looking at the $11 but we have to come up with independent data 
other than what the industry gave us. 

Chairman MANZULLO. The only reason, going to Dr. Weldon, that 
I would suggest that you increase it is the fact that it is obvious 
by any test whatsoever that you would be saving millions of dollars 
instantly by not sending these seniors in these caravans, tying up 
drivers for 4 hours. This is so simple; that if they get a modest ad-
justment on the cost of the x-ray, you won’t—you will save imme-
diately millions of dollars. 

I use my mother as an example, because that is exactly what 
happened there. I would suggest—I mean, I can’t force you. It does 
two things. We need to save this profession so they are around here 
in January; otherwise they are going to be gone. And the second 
thing it does is it automatically saves money. 

Mr. SCULLY. We will aggressively keep looking at it. I think we 
have made a lot of changes in the policy. I think there is a strong 
likelihood the biggest component will go up. And to be honest with 
you, Mr. Chairman, there are very few things out of that $265 bil-
lion pot that I wouldn’t structure differently if I could. There are 
a lot of crazy things in the budget. 

Mr. WELDON. Mr. Chairman, I would ask you to yield to me for 
a minute. Are you saying, Mr. Scully, for you to provide an interim 
rate adjustment upward now for the setup fee for the portable x-
ray providers, that you have to adjust somebody else down to find 
the revenue for that? 

Mr. SCULLY. It depends. My belief is that that is correct because 
basically within the physician payment pot for anything we set 
rates for, which includes the general physician payments and the 
national—anything on the RBRVS scale—the physician gets 36 
bucks for an office visit. If we decide to raise anesthesiologists’ 
practice expenses or raise oncology payments, it comes out of the 
pot someplace else. And that is what this $11 setup fee is in the 
$66 billion pot that is in the national rate schedule. 

On the other hand, when you leave something to carrier discre-
tion and they make the changes during the course of the year, they 
can raise the rates temporarily it doesn’t have an impact on any-
body else. So the transportation fee can be raised locally without 
any impact on any rates; is that correct? 

Mr. WELDON. Just so I understand, you know the reason I am 
bringing up this setup fee is it has been frozen at a 1992 level. 
And, you know, we have had some inflation since then. And are 
there other fees in that same pot that have been frozen at the same 
level for the last 10 years? 
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Mr. KAY. There are some that have actually gone down in the 
last 10 years. I was going to say basically this service—because you 
know, to date anyway, we haven’t had data that sort of met the cri-
teria that we use to establish these rates. Essentially the payment 
rate is—carried over from the previous charge based system. It 
used to be the reasonable charge system. And the new fee schedule 
was implemented in 1992, so we sort of used the average rate that 
was being paid at that time. And since then we have applied the 
updates over the years. So the various adjustments that have been 
made to the fee schedule have been applied to that rate. 

Mr. SCULLY. So it has gone up a little bit but not that much. 
Mr. WELDON. Before yielding back, I just want to say I am very 

concerned about the fact that the input I am getting from industry 
is the setup fee on this, the cost to the carriers, and I understand 
they can make it up on transportation perhaps, but I think there 
should be a basis in fact and a basis in logic and a basis in reality 
for the reimbursement schedule. And if the setup costs associated 
with these small businesses are 100 or 200 percent higher than the 
current Medicare reimbursement schedule, then I think it is very, 
very timely that we review this. And if at all possible, I would like 
you to provide an interim update for this service in the weeks and 
months ahead, and I would highly encourage you to do that. 

I am happy to yield back. 
Chairman MANZULLO. Mr. Kay, are you saying there is some-

thing flawed with the data that has been given to you by the indus-
try? 

Mr. SCULLY. I have gone through this now with the $17 billion 
outpatient rule which has moved payments for drugs in the country 
up and down. As a matter of course, we generally try to come up 
with independent third-party independent data. 

Chairman MANZULLO. You don’t have any other data; is that cor-
rect? 

Mr. KAY. Right. 
Chairman MANZULLO. So I mean, there has been no review in 5 

years. You have no independent data on your own, and you could 
take the data of using my mother as an example. I mean, this is 
so simple. I mean, this is so simple. We are going into the flu sea-
son. And if my mother were still alive, I think I would lock that 
door there and post a guard and instruct you, Mr. Scully, to in-
crease that schedule right away so she doesn’t—so she wouldn’t 
have to get into one of those ambulances, go out where it is cold, 
and sit in a waiting room with a bunch of sick people at a hospital. 
I mean, you could prevent that. It is so simple. 

And these people are knocking on your doors. You have physi-
cians all over the place saying, this is not an issue of money, this 
is an issue of safety and health of these patients. And people in 
nursing homes have no business being carted to a hospital and set 
in a waiting room with all types of germs and things when the rea-
son they are there is perhaps probably because their doctor thinks 
they have pneumonia in the first place. I mean, we really need an 
answer on this thing. 

I mean, can’t you just—what does it take? I mean, you could 
make it an administrative rule, Mr. Scully, to say that at least 
until January, which is only, you know, 21⁄2 months from now, 23⁄4 
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months from now, we are going to increase that x-ray component 
just so these guys can stay alive. I would implore you to do that. 

Mr. SCULLY. Mr. Chairman, I think this thing has gotten a lot 
of attention in the Agency. I think there is a high likelihood that 
certainly with some carriers and some regions, the payment is set 
by region, which is the biggest piece. My biggest concern, to be hon-
est with you, and a lot of physicians don’t put two and two to-
gether, that if you ask Congressman Weldon, Dr. Weldon—I think 
he is an internist—can we increase any other fee in the pot? And 
by the way, we are going to cut your office visit for your next doc-
tor’s office visit by 50 cents—. 

Chairman MANZULLO. So you would have to cut another? So the 
result of this hearing today is you are going to encourage the State 
providers to up the transportation fee to help these guys out in the 
interim. 

Mr. SCULLY. We are going to tell them to do the right thing, but 
hopefully they will understand that they are supposed to review 
this thoroughly and, like I did with the CEO of the Florida health 
plan, when we find problems where we are not getting any satisfac-
tory communication with our carriers from the industry, we will 
call them up and make sure they get a thorough hearing. 

Chairman MANZULLO. Anybody else have anything they want to 
add? 

Ms. TAYLOR. We are just very anxious for this program memo-
randum to get out. So hopefully it will get out very soon. 

Chairman MANZULLO. Is there anything they can do? 
Mr. SCULLY. I think the program memorandum is just about out 

the door. And if it isn’t, it will be after this hearing. 
Chairman MANZULLO. We are 3 for 3 today. Thank you so much, 

Mr. Scully. This is the sixth hearing we have had on CMS. 
Mr. SCULLY. First on CMS. 

Chairman MANZULLO. First one on CMS. But I don’t think—let me 
put it this way. To the physicians out there and the providers, I 
can’t tell you how much they appreciate your sitting down at a 
table like this with the people that make the decisions and the pol-
icy people. The dermatologists were actually shocked that they sat 
at the table with the person that said, come, be a part of this 
group. 

I am shocked, pleasantly, pleasantly surprised, amazed it could 
be—I don’t want to say this easy—but this is a process that we use 
to try to resolve things. You know one of our goals on the Small 
Business Committee is to bring down the cost of health care insur-
ance and one of the ways we do that is to try to help you make 
CMS more efficient. 

Mr. SCULLY. I will tell you, because I share your goal. As I told 
you before, we created 11 open-door policy groups with the same 
intent. I think we have had over 3,000 people on these calls. And 
once a month with every one of these groups—the hospitals, rural 
hospitals, nursing homes, home health agencies—last week I had 
one with pharmacists, last week I had one with three health pro-
viders, and we had about 40 people in Washington and something 
like 1,200 on the phone, and we go through all these issues and 
people bring up gripes and complaints and we try to fix them. 
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So maybe we should invite you to come co-chair one with me at 
some point. 

Chairman MANZULLO. I would look forward to that after the elec-
tion. Thank you again so much and this meeting is adjourned. 

[Whereupon, at 4:25 p.m., the Committee was adjourned.]
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