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The committee met, pursuant to notice, atri.pin room
2154, Rayburn House Office Building, Hon. Dan Baurto
(chairman of the committee) presiding.

Present: Representatives Burton, Gilman,
Waxman, Norton, Kucinich, and Davis of lllinois.

Staff present: Kevin Binger, staff directoandes C. Wilson,
chief counsel; David A. Kass, deputy counsel amtigraentar-
ian; Mark Corallo, director of communications; SlizEbeth
Clay and Nat Weinecke, professional staff memb&mwsbert
Briggs, clerk; John Sare, staff assistant; RobinleBu office
manager; Michael Canty, legislative aide; Toni ltighlegisla-
tive assistant; Leneal Scott, computer systems gwnd.isa
Smith Arafune, chief clerk; Corinne Zaccagnini, teyss ad-
ministrator; Phil Barnett, minority chief couns&arah Des-
pres, minority counsel; David McMillen, minority gfiessional
staff member; Ellen Rayner, minority chief clerkndaJean
Gosa and Earley Green, minority assistant clerks.

Mr. BURTON. The hearing will come to orderefBre we
begin, | ask unanimous consent that statements frembers
of the committee and witnesses before the commitiag be
included in the record as well as any other mdgetleey may
submit.

Mr. WAXMAN. | reserve the right to object. lould cer-
tainly withdraw my objection to those particularcdments, but
| think that I, at this point, have to object tatlblanket request,
have to object.

Mr. BURTON. So you are reserving your rightaioject on
that?

Mr. WAXMAN. | do object at this point.

Mr. BURTON. Well, all right. | had one more amimous
consent request as well, Mr. Waxman, which | beliggu will
object to as well, so why don’'t we get them allatigr here. |
ask unanimous consent that a set of exhibits whale been
shared with the minority prior to the hearing beluded in the
record without objection.

Mr. WAXMAN. | reserve the right to object thdt. These
are—Mr. Chairman, I'm reserving my right to objesstd I'd
like to be recognized on my reservation.

The reason | do not plan to object is notautoncern that
we would in any way fail to disclose conflicts aftérest, but
because of the Ethics in Government Act. Peoplemgtdd
their own private financial information under a lahat said
once they make this submission, it will not be mpdklic. And
on that basis, those were the rules under whichhhage volun-
teered to serve on various Government panels ane gi@en
this information to the appropriate agencies.

The reason they give this information is tifidlere’s a con-
flict of interest, the agency will know about iedause it will be
disclosed. If it's a conflict that goes to a narrpeint, they may
not be able to vote on that point. If it's a broadenflict, they
shouldn't be serving on the advisory committee oy ather
commission at all. That's the Ethics in Governiant.

But for us to in any way disclose what waseheday in the
Congress, what was given to an agency with the gtateding
under the Ethics of Government law that it not bedenpublic
seems to be an inappropriate thing to do. So Itdihmk we
ought to be making anything public that was giverar com-
mittee with the expectation that the Ethics in Ganeent law
would have prevented us as it would any other ageh&ov-

Refstihen,
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ernment from making that information public. Sotbat basis,
I will object to your unanimous consent request.

Mr. BURTON. Well, | have one more unanimousisent
request which you may want to object to, too, drehtl’ll re-
spond. | also ask unanimous consent that a staffrrdy ma-
jority staff be included in the record, and withobjection—

Mr. WAXMAN. Mr. Chairman, | do reserve the higto
object. The staff report, as | understand it, ietersome of the
documents that were part of the financial disclesuhat under
the Ethics in Government law were not to have beade pub-
lic by anyone. And on that basis, | don't think ttaff report,
insofar as it incorporates that kind of informatiehould be
made public, and | wouldn’'t agree to it. And theref
wouldn’t want to go along with the unanimous corisequest.

And | particularly wouldn’'t want to go alonga give a
unanimous consent request to a report that we havesven
seen. We haven't even seen this report, we whooar¢his
committee. So we don’'t know what’s in it. So urtiknow
what'’s in it, I'm not going to agree to releaseifiit has infor-
mation that may be improper to release. So | decibj

Mr. BURTON. Well, | understand that in the easf our
majority report and your minority reports, we vagrely see
yours either. So | disagree, Mr. Waxman, with ymerpreta-
tion of the law. I've had our lawyers review it'slclear to us
that your interpretation is incorrect. | have adethat I've sent
to you explaining our views, and | think you hakatt

It's clear from a reading of the entire secttbat the provi-
sions refer to the agency in question and partibutheir ethics
officials. As you know, Congress guards its rigtasconduct
oversight and make information public very jealgusit
doesn’t make any sense to suggest that Congreds wass a
law that would stop it from making public informari about
conflicts of interest and undue influence of spleaiterests.
Nowhere in this entire section is Congress refetoed

However, | will withdraw my unanimous conseatuest. |
will not issue our staff report today. | believatlevery place
where we have referred to financial disclosure fonforma-
tion, that information is publicly available. Farstance, at the
beginning of every advisory committee meeting at@DC, the
Centers for Disease Control, the members go arthedable
and disclose their conflicts in public.

It is my intention, however, to use documedising the
hearing. Under the rules, the committee documergsasail-
able for use by all Members during hearings. | khihat it's
pretty clear that drug companies do have influeanethese
advisory panels and these committees, and | dbimiktit's
proper. | think the public needs to know about.thi&ey have a
right to know about that.

And we will proceed in the proper manner.

Mr. WAXMAN. Mr. Chairman, I'd like to make agint of
order.

Mr. BURTON. The gentleman will state his paafitorder.

Mr. WAXMAN. Under Rule 11(2)(k)(8), which refe to
documents that could be disclosed, you alreadycated you
plan to refer to and therefore in the course of tréaring make
public these very same documents that | think showlt be
made public. And | want you to rule, under the sutd the
House, that it would not be pertinent to our hegtio release
those documents.
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| want to read the section of the law. Thetisecof the law,
the Ethics in Government law, says, any informateouired to
be provided by an individual under this subsecsball be con-
fidential and shall not be disclosed to the pulilow, as | un-
derstand your argument, you think the Congressncake the
disclosure to the public, even though the law $agkall not be
disclosed to the public.

When the Republicans took control of the HooE&epre-
sentatives in January 1995, we adopted rules salyaigve will
be subject to the same rules that outside groups tmposed
upon them, whether it be OSHA rules or civil rigtsvs or
anything else. Under the spirit of that notion thet should be
guided by the same rules that apply to othersjnktthat the
Congress of the United States should not be peintti make
available to the public or disclose to the pubhattwhich no
other agency of Government, no one working for ahyhose
agencies of Government, no one else would be ptednid do
without violating the law.

And in fact, | would submit that even this awoititee would
be violating the law should we disclose this infation. So |
make at this point a point of order that the Chale that the
information that he appears to be willing to diselp not be
disclosed based on these arguments, and the rutke blouse
that would prevent disclosure of information undule
11(2)(k)(8).

Mr. BURTON. First of all, before | rule on yopoint of
order, there was never any agreement with HealthHuman
Services that these documents would not be madée pubave
a copy of a letter that | sent to Dr. Shalala, hdead from
that. It says, the documents produced to the coweninh re-
sponse to the October 1st request will be treasedoamittee
documents. Committee rules state that all commite®iments
shall be available for use by members of the cotemitiuring
committee meetings.

Beyond this, if there is a determination tbatmittee docu-
ments should be made public, it has been the peacti this
committee to do so only upon agreement betweegtibgman
and ranking minority member, or by vote of the catten.
When and if committee documents are made publigcgpiate
redactions are made to delete personal informasioch as
home phone numbers and addresses, social secuntyans or
bank account numbers. It's my intention that thdseuments
referred to above shall be treated in this manner.

Now, the documents, the documents are pettit@rthis
hearing, and therefore the point of order is ovetdu

Mr. WaxmaN. Mr. Chairman, before you make your deci-
sion, which | fully expect to be contrary to my angent, | do
want to point out in that letter that you wrotelonna Shalala,
the Secretary of HHS, you said when and if commitiecu-
ments are made public, appropriate redactions aeno de-
lete personal information, such as home phone ntsnaed
addresses, social security numbers or bank accoumbers.
It's my intention the documents referred to abovallsbe
treated in this manner.

As | understand, what you plan to do todatpisefer to fi-
nancial disclosures. It seems to me that in thetsyithis let-
ter, some of those things could be redacted. Buvfahe in-
formation will be made public about individuals wkabmitted
these financial disclosures with a clear understapdecause
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the law spells it out for them, that in doing sdvem they volun-
teer then to serve on a committee, that their irdrholdings
and information about their financial personal &iton would
not be made public.

So | want to point that out, and | don’t kndwhat will per-
suade you differently on the ruling on my pointasfler, but |
think it's important to put on the record.

Mr. BurTON. Well, we have said that we're not going to
make those documents public today. However, thenittee
can use all documents that we have in the courskisofission
of the hearing and will do so. And your point ofler is over-
ruled.

We'll now proceed with, let's see, | have anere thing. |
also ask unanimous consent that questioning utnienmmatter
proceed under clause 2(j)(2) of House rule 11 amngittee
rule 14, in which the chairman and the ranking mitganem-
ber allocate time to members of the committee ay theem
appropriate for extended questioning, not to ex@&@dinutes
equally divided between the majority and the mityoriAnd
without objection, so ordered.

Opening Statement of Chairman Dan Burton

Today we're going to continue our series oérfregs on
vaccine policy. For the last few months, we've béecusing
on two important advisory committees. The Food &rdg
Administration and the Centers for Disease Coraral Preven-
tion rely on these advisory committees to help theake vac-
cine policies that affect every child in AmericaeWe looked
very carefully at conflicts of interest. We've taka good, hard
look at whether the pharmaceutical industry hasnaeh in-
fluence over these committees.

From the evidence we've found, we believe tiety do.
The first committee is the Food and Drug Administras
Vaccine and Related Biological Products Advisorynaittee.
This committee makes recommendations on whethervaew
cines should be licensed.

The second committee is the CDC’s Advisory Gottee on
Immunization Practices. This committee recommendschv
vaccines should be included in the childhood imrnatibn
schedule.

To make these issues easier to understande weing to
focus on one issue handled by these two committkesptavi-
rus vaccine. There are other vaccines that we reaintp later,
but today we’re going to use this as the primamgnegle.

It was approved for use by the FDA in Augug94. It was
recommended for universal use by the CDC in Margh9l
Serious problems cropped shortly after it was ohiced. Chil-
dren started developing serious bowel obstructi®hs. vaccine
was pulled from the U.S. market in October 1999.

So the question is, was there evidence tocatdithat the
vaccine was not safe, and if so, why was it licdrisethe first
place? How good a job did the advisory committes d

We reviewed the minutes of the meetings. A& BDA's
committee, there were discussions about adversetevEhey
were aware of potential problems. Five children ofui0,000
developed bowel obstructions. There were also coscabout
children failing to thrive and developing high fesewhich as
we know from other vaccine hearings, can lead &nbinjury.
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Even with all of these concerns, the committee drateani-
mously to approve it.

At the CDC’s committee, there was a lot otdission about
whether the benefits of the vaccine really judifithe cost.
Even though the cost benefit ratio was questiottes commit-
tee voted unanimously to approve it.

Were they vigilant enough? Were they influehdsy the
pharmaceutical industry? Was there appropriatenbel®f ex-
pertise and perspective on vaccine issues?

We've been reviewing their financial disclasistatements.
We've interviewed staff from the FDA and the CDQeTstaff
has prepared a staff report summarizing what wadoét the
end of this statement, while | won’t ask unanimeossent to
enter this report in the record today, I've alreadyeed not to
do that, we've identified a number of problems thaéd to be
brought to light, and we will be discussing those.

Families need to have confidence that the imascthat their
children take are safe, effective and very necgsdaoctors
need to feel confident that when the FDA licensesug, that
it's really safe and that the pharmaceutical indubtis not in-
fluenced the decision-making process. Doctors piiast in the
FDA and assume that if the FDA has licensed a dtlsggsafe
for use.

Has that trust been violated? How confidernthmsafety and
need of specific vaccines would doctors and parkets they
learned the following: One, that members, includihg chair
of the FDA and CDC advisory committees who makesé¢he
decisions own stock in drug companies that makeséleeines.
Two, that individuals on both advisory committeematents
for vaccines under consideration, or affected teydéacisions of
the committees.

Three, that three out of the five of the meralzd the FDA's
advisory committee who voted for the rotavirus \maechad
conflicts of interest that were waived. Four, thandividuals of
the 15 member FDA advisory committee were not presethe
meeting.

Two others were excluded from the vote, ardrdmaining
five were joined by five temporary voting memberkowall
voted to license the product.

Five, that the CDC grants conflict of interegaivers to
every member of their advisory committee a yeax tine, and
allows full participation in the discussions leaglinp to a vote
by every member, whether they have a financialestakthe
decision or not.

So they're discussing it, influencing othermieers possibly,
whether they have a financial stake or not.

Sixth, that the CDC's advisory committee has public
members, no parents have a vote in whether or naicaine
belongs on the childhood immunization schedule. FB&\'s
committee only has one public member.

These are just a few of the problems we fo@pkcific ex-
amples of this include Dr. John Modlin. He served 4 years
on the CDC advisory committee and became the alm&ebru-
ary 1998. He participated in the FDA’'s committeewnasd]. He
owns stock in Merck, one of the largest manufactuid the
vaccine, valued at $26,000. He also serves on Neenekmuni-
zation advisory board.

Dr. Modlin was the chairman of the rotavirusorking
group. He voted yes on eight different mattersgieirtig to the
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ACIP’s rotavirus statement, including recommendfag rou-
tine use and for inclusions in the Vaccines forlden pro-
gram. It was not until this past year that Dr. Modlecided to
divest himself of his vaccine manufacturer stock.

At our April 6th autism hearing, Dr. Paul @ffiisclosed that
he holds a patent on a rotavirus vaccine and resegrant
money from Merck to develop this vaccine. He algrldsed
that he is paid by the pharmaceutical industryrawdl around
the country and teach doctors that vaccines aee Baf Offit is
a member of the CDC'’s advisory committee and vatedhree
rotavirus issues, including making the recommendatif add-
ing the rotavirus vaccine to the Vaccines for Qtgifdprogram.

Dr. Patricia Ferrieri, during her tenure asiclof the FDA's
advisory committee, owned stock in Merck valuedabbut
$20,000 and was granted a full waiver.

Dr. Neal Halsey, who serves as a liaison merththe CDC
committee on behalf of the American AssociatiorPefliatrics,
and is a consultant to the FDA’s committee, hagrmesive ties
to the pharmaceutical industry, including havindicited and
received startup funds from industry for his Vaec®enter. As
a liaison member to the CDC committee, Dr. Halsethéere to
represent the opinions of the organizations heempts, but
was found in the transcripts to be offering hisspeal opinion.

Dr. Harry Greenberg, who serves as chair efRBA com-
mittee, owns $120,000 of stock in Aviron, a vaccinanufac-
turer. He also is a paid member of the board ofsadls of Chi-
ron, another vaccine manufacturer, and owns $4009Gfock.
This stock ownership was deemed not to be a conéiied a
waiver was granted.

To the FDA'’s credit, he was excluded from tbtavirus dis-
cussion, because he holds the patent on the Rel@sfaiccine.

How confident can we be in the process whenleaened
that most of the work of the CDC advisory commitigdone in
“working groups” that meet behind closed doorsit @f the
public eye?

Members who can't vote in the full committeechuse of
conflicts of interest are allowed to work on thensaissues in
working groups, and there is no public scrutinwas appalled
to learn that at least 6 of the 10 individuals vgasticipated in
the working group for the rotavirus vaccine hadhfioial ties to
pharmaceutical companies developing rotavirus vesci

How confident can we be in the recommendatifomsthe
Food and Drug Administration when the chairman atiter
individuals on their advisory committee own stock major
manufacturers of vaccines?

How confident can we be in a system when thenay
seems to feel that the number of experts is sodmwmnd the
country that everyone has a conflict and thus waiveust be
granted? It almost appears that there is an “clgstmetwork”
of vaccine advisors that rotate between the CDCFDA4, at
times serving simultaneously. Some of these indizisl served
for more than 4 years. We found one instance waeriadivid-
ual served for 16 years continuously on the CDC roiitee.
With over 700,000 physicians in this country, hcam ®ne per-
son be so indispensable that they stay on a cosenitr 16
years?

It's important to determine if the Departmehtealth and
Human Services has become complacent in their mmah¢a-
tion of the legal requirements on conflicts of ne&t and com-
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mittee management. If the law is too loose, we rteechange
it. If the agencies aren’t doing their job, theyedeo be held
accountable. That's the purpose of this hearingrytdo deter-
mine what needs to be done.

Why is this review necessary? Vaccines areothlg sub-
stances that a government mandates a U.S. citnsive. State
governments have the authority to mandate vactiaagven to
children prior to admission to day care centers aoldools.
State governments rely on the recommendations efGbC
and the FDA to determine the type and schedulecfines.

I am not alone in my concern about the indrepmfluence
of industry on medicine. Last year, the New Engldadrnal of
Medicine learned that 18 individuals who wrote dthgrapy
review articles had financial ties to the manufastuof the
drugs they were discussing. The Journal, whichthasmost
stringent conflict of interest disclosures of medlijournals, had
a recent editorial discussing the increasing lefehcademic
research funded by the industry. The editor stdtéthat is at
issue is not whether researchers can be ‘boughtidrsense of
a quid pro quo, is that close and remunerativeabollation
with a company naturally creates goodwill on thet md the
researchers and the hope that the largesse witincen This
attitude can subtly influence scientific judgment.’

Can the FDA and the CDC really believe thag¢rsists are
more immune to self-interest than anybody else?

Maintaining the highest level of integrity avthe entire
spectrum of vaccine development and implementasi@ssen-
tial. The American people have to have trust indygem. The
Department of Health and Human Services has a negdmtity
to the American public to ensure the integrityta§tprocess by
working diligently to appoint individuals that a@tally without
financial ties to the vaccine industry to servetbese and all
vaccine-related panels.

No individual who stands to gain financiallpiin the deci-
sions regarding vaccines that may be mandatedsershould
be participating in the discussion or policymakfogvaccines.
We have repeatedly heard in our hearings that mescre safe
and needed to be protecting the public. If the [satiet have
made the decisions on all vaccines on the childhowduniza-
tion schedule had as many conflicts as we havedfauith ro-
tavirus, then the entire process has been pollnedthe public
trust has been violated. | intend to find out ié timdividuals
who have made these recommendations that affecy endd
in this country and around the world stood to gamancially
and professionally from the decisions of the cortemi on
which they served.

The hearing record will remain open until Juzth for
those who would like to submit a statement forrémord.

I now recognize the ranking minority memberr. MVax-
man, for his opening statement.

Opening Statement of Henry A. Waxman

Mr. WAXMAN. Thank you very much, Mr. Chairman.

This hearing is about conflicts of interestlamccine deci-
sion-making. This is an issue | take very serioushhave
probably done more than any other member of thiansittee
to identify and oppose genuine conflicts of interesFederal
decision-making.

D. Burton/Medical Veritas5 (2008) 1670-1696

In 1991, | held a hearing on conflicts of net in Vice Pre-
sident Quayle’s Council on Competitiveness. Thesarihgs
revealed that the executive director of the couneihed 50
percent of a chemical plant subject to regulatiower the
Clean Air Act at the same time that he was chaibivgeekly
interagency meetings on Clean Air Act regulations]uding
regulations that dealt with toxic substances thay rhave af-
fected his chemical plant.

In 1998 and 1999, | was the only member tostioe what
role a key NIH official played in selecting Rezulma diabetes
drug trial when he was consulting for Rezulin’s micturer,
Warner Lambert. My question led directly to an angoin-
spector general review of NIH's management of d@aflict of
interest policies.

In 1997, when the Supreme Court ruled thatRideral Ad-
visory Committee Act applied to the National Acadeof Sci-
ences, some members wanted to exempt the Academmy fr
those requirements. | insisted that we put in playstem to
examine conflicts of interest in the membershighafse advi-
sory groups. In 1997, when the Republican Congnesged to
privatize medical device approvals and farm outdpo re-
views to for-profit entities, | was one of the memb who
fought hard to ensure that conflicts of interestemprohibited
and that the public interest was protected.

If indeed a real threat to objective decisiaking by our
health agencies is identified during these hearihgdl call for
a full investigation, as | have done in the pasmndw that con-
flicts can be dangerous, not only because of thesipibity that
a financial interest could exert undue influencecditical pol-
icy decisions, but also because they can leadg® &b public
confidence in the system.

But there’s a right way and a wrong way toeistigate con-
flicts of interest. The right way is to investigdtest and then
reach conclusions later. The wrong way is to acdirst and
then investigate later. Unfortunately, our chairntes a pro-
pensity to investigate in the wrong way, not justtis issue,
but in other issues. He has made unsubstantidtaghtibns that
smear people’s reputations but turn out to havbasis in fact.

The chairman made his latest allegation lasid8y on Meet
the Press. On national TV, he accused the Presitenice
President and the Attorney General of obstructibjustice and
other crimes. But when he was asked to provideesvd to
back up these accusations, the chairman refusetingt “I
can't give you the specifics of it right now.”

My fear is that the chairman has reached aqieemined
conclusion that vaccines are dangerous. It isadiffifor him to
persuade others to agree with his conclusion beciis so far
out of the scientific and medical mainstream. Bather than
accept the fact that he may be wrong, the chairnaandecided
that those who disagree with him must be part dfuy com-
pany conspiracy.

| intend to keep an open mind as | review éliElence we
hear today. The chairman didn’t share with us #port that he
planned to release today. As a result, I've hatime to review
what his staff has written, and cannot commenterfindings.

But from what I've seen, | have my doubts tiiet chairman
will be able to demonstrate that vaccine decisibage been
tainted by scandal. CDC and FDA should follow thghlst
possible standards in applying conflict of interages. There
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may be questions about whether these rules havegreperly
applied in every instance. But lapse in the appbeoaof these
rules, if there are any, does not mean that vacdawsions
have been made improperly.

Unfortunately, CDC and FDA face a difficultatkenge in
assembling together expert advisory panels on masciVac-
cine decisions have major public health implicatioRor this
reason, it's important, in fact it's essential, tthize individuals
serving on the vaccine advisory panels be the vi&hding
experts on vaccine issues.

But some of these experts also have varyewtt the phar-
maceutical industry, such as working with the induso de-
velop new and better vaccines. After all, theitdfies vaccine
research. CDC and FDA have the responsibility sleing that
the public benefits from the expertise of theséviddals, while
at the same time ensuring that appropriate prewssidre taken
against conflicts of interest.

That's why those disclosures were requiredilbfof those
people that serve voluntarily on advisory commgteso CDC
could see if there’s a conflict, FDA could seehiéte’s a con-
flict. But to get those disclosures, people arenpsed that their
financial holdings are not going to be made publbjch is
why | objected to the release of this informatiamjch | gather
will be made public indirectly today.

Let me give you an example. The chairman refeto Dr.
John Modlin and said, he must have a conflict eérest be-
cause he owns $60,000, | think it was, maybe $40),@0
shares in Merck Pharmaceutical. Maybe it's $100,00fon't
remember the number. But the point | want to makihat this
man served on an advisory committee and approwaig by
another company. It wasn't a Merck rotavirus vaecihat he
voted to approve. It was a Wyeth product.

Now, he was later asked, did he know that Meves also
working on a rotavirus vaccine. And he said he didwen
know that they were working on a rotavirus vaccikiaybe if
he knew, he would have voted against the compitisoduct
because he had a financial interest in Merck.

Well, the fact of the matter is, Merck is ihwed with many
products, as is Wyeth, as is every other pharmaezdutom-
pany. If we want to say that anybody who works masdvisor
cannot own these stocks, then let's say it. But koow what?
We don't say that of Members of Congress. The Rzall
newspaper today has an article about all the Sem#tat have
stocks in high tech. Now, that's not wrong or i&gAnd we
even vote on issues that affect those industries.

If we're going to have a requirement that me @wn stocks
in companies that may benefit from our decisiordiractly,
then we ought to say it. But we have not said that there-
fore, people have not violated any rule becausg #imply
have financial holdings.

This hearing will serve a useful purpose ifpibvides an
opportunity to explore objectively how good a jolbC and
FDA are doing in meeting their obligations. Butddbe ready
to look at the evidence first, before we reach agions that
could scare people into thinking that vaccines tr&t on the
market are going to hurt their children, and haent run away
from getting their children immunized, when onenthiwe do
know is that those diseases that can be prevertedake an
enormous toll on the lives of children.
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| also want to point out that rotavirus, whishthe example
used by the chairman, is not a vaccine that is mi@adby the
Federal Government to be used by children. As leustdnd it,
the CDC had put it on its list of recommended vaesifor in-
fants. They recommended it. They later took itth#t list. But
it is not required by law that children be immumize&Ssome
States have laws that require that before childr@anm go to
school, they be immunized. This particular prodast| under-
stand it, was never mandated to be used.

But when the Centers for Disease Control sagsthey rec-
ommend a product, it's a very serious matter. [fAF&pproves
a product, they're saying to the American peopé#t this prod-
uct has undergone scrutiny and is safe and effecf¢ | also
understand in this particular case, FDA askedttiat continue
to monitor after the approval to be sure that dréhare prob-
lems, we know about those problems.

Those of us who looked at the FDA issues encttmmittee
that has jurisdiction, the Health and Environmeab&mmit-
tee, which | once chaired, know very well that eéhex pressure
from Congress and the American people to get dapgsoved
as quickly as possible. And when we press to gedetiproducts
approved as quickly as possible, it means we’'vetganake
sure that we monitor any adverse impacts so weespond if
we learn about problems.

With this particular vaccine, there was anisahy that it be
monitored. After it was monitored, they found thia¢re was a
problem, because adverse event reporting requirefoerac-
cines, and they acted to take this vaccine offrttaeket. That
appears to me to be appropriate. We wish they woale been
able to catch it before it was ever used. But watwa be able
to make sure that we catch it after it's being uased the deci-
sions that are made to make a vaccine availabtbebdecisions
that are based on the science, by the leadingtstieand make
sure that if they are acting on these advisory Isahat they not
have genuine conflicts of interest.

Let's be mindful of the way things work andptote the
evidence before we jump to conclusions. | will dattwith an
open mind today as we hear from various witnesmed,hope
that we can reach some conclusions based on ttee fac

Thank you, Mr. Chairman.

Mr. BURTON. | would like to add or correct ott@ng that
the gentleman from California said. Merck was tists an af-
fected company in the documents provided by the FDM®Sr.
Modlin. So he was aware of that.

Mr. Davis, do you have a comment you'd likartake, sir?

Statement of Congressman Danny K. Davis

Mr. DAVIS OF ILLINOIS. Yes, Mr. Chairman.

Thank you very much, Mr. Chairman, and I'delito com-
mend you for holding this oversight hearing to ekamthe
implementation of the Federal Advisory Committed And to
examine the operation of the Department of Heatith lduman
Services.

Mr. BURTON. Excuse me, Mr. Davis, | don’t meaninter-
rupt you. We have 7 minutes on the clock. Would {ike to
continue now or—

Mr. DAVIS OF ILLINOIS. I'll be done in 2.
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Mr. BURTON. OK, Mr. Davis.

Mr. DAVIS OF ILLINOIS. And to examine the oion of
the Department of Health and Human Services Adyistom-
mittee on Immunization Practices of the Centers Digease
Control and Prevention and the Vaccine Relateddgjicl Prod-
ucts Advisory Committee of the Food and Drug Adstirgtion.

A strong and prosperous America needs hegigple.
Healthier people will build a stronger Americaidtcrucial that
we provide the best health care to all Americansd /A order
to ensure the health of all Americans, the two salyi commit-
tees have critical roles to recommend the kind doshge of
vaccinations that our children and adult populaticeceive.

There is a tremendous amount of interestigghbject, as is
evidenced by the numbers of people who are atpticular
hearing, and in my community, especially, Mr. Chsin, there
is a great deal of interest. And | note the presesicBarbara
Malarkey, a representative of the lllinois VacciAwareness
Coalition, who happens to live in my neighborho8te is in-
deed a fighter, a hard worker, and has raisedetied bf aware-
ness locally where we live. | simply want to comuhdrer for
taking time out to come all the way from Chicaggust simply
be here today and participate and hear the infoomats we
discuss this important subject.

Mr. WAXMAN. Would the gentleman yield to mesjuto
use this opportunity?

Mr. DAVIS OF ILLINOIS. Yes.

Mr. WAXMAN. Because you have a minute left. Modlin
was a non-voting member on this panel. If there watocu-
ment given about Merck being an affected companyglaims
he did not know about it. And the reason | say laans that is
that my staff talked to him and asked him aboutdion’t know
if Mr. Burton’s staff talked to him and asked hihat question.

He said that when he served in this advisapacity, he did
not know that Merck was listed as one of the affdatompa-
nies. He didn’t know Merck was working on a rotagiivaccine
as well. He was looking at a Wyeth product, anddusis best
scientific judgments with regard to that Wyeth prod

Thank you for yielding.

Mr. BURTON. We have a vote on the floor. Wl e back
very shortly. The Chair stands in recess.

[Recess.]

Mr. BURTON. We will now proceed with the statents of
Mr. Dean and Ms. Glynn. Would you please stand eaise
your right hands.

[Witnesses sworn.]

Mr. BURTON. Ms. Glynn, would you like to gorgt with

your prepared statement?

Statement of Marilyn Glynn, General Counsel, Officeof
Government Ethics

Ms. GLYNN. Sure. I'm pleased to be here todaytalk
briefly about the Federal ethics and conflict aknest statutes
and regulations and how they apply to members defa ad-
visory committees generally.

The core conflict of interest statute is Smtt208 of Title 18
of the U.S. Code. This law prohibits employees fimarticipat-
ing personally and substantially in any particutzatter which
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to their knowledge has a direct and predictablectfbn their
financial interest. It also applies when the matteuld affect
the financial interests of certain other personsmganizations
with whom they have some connection, such as asideuem-
ployer.

The law contains waiver and exemption provisiahat
would permit an employee to participate in a mattetwith-
standing a potential conflict of interest. SectRO8B applies to
regular employees of the executive branch as weltoaso-
called special Government employees, or SGEs, asalle
them. Many members of Federal advisory committess
SGEs, in fact, probably most are.

The SGE category was created by Congresswas/do ap-
ply an important but limited set of conflict of @rest require-
ments to a group of individuals who provide impaottaut lim-
ited services to the Government. Some members dérgé
advisory committees are not employees of the Ganent at
all. These individuals serve as representativesitdide interest
groups. It is understood by the Government thay tlepresent
a particular bias and they aren’t covered by anthefrules that
apply to regular employees or to these SGEs.

There is a wavier provision in Section 208 8BEs who
serve on Federal advisory committees within themimgpof the
Federal Advisory Committee Act [FACA], | think agd'si
known. It permits the agency employing the SGE rang an
individual waiver based on a written determinatitvat the
need for the individual services outweighs the pi&é for a
conflict of interest created by the financial irg&ts involved.

In contrast, the waiver provision for regul@overnment
employees under Section 208, and these employgésally
provide a range of services of course far broatlan tthose
provided by SGEs, that other waiver for regular Exyges fo-
cuses on the size of the employee’s financial ésierand the
likelihood that the financial interest would affdébe integrity of
the employee’s services.

OGE has issued regulations interpreting Secf68. In-
cluded in our regulations is guidance concernirg iflsues of
waivers and various procedural criteria requiredhsy statute.
OGE has also issued regulations granting genemnptions
from the disqualification requirement in Sectior820

Many of these exemptions apply to SGEs as agtb regu-
lar employees. For example, there are de minim&mgtions
for ownership of publicly traded securities. Sontleeo exemp-
tions apply only to SGEs serving on FACA committe€ke
most significant of those exemptions exempts aerfimancial
interests arising from the SGESs’ outside employment

Beyond the criminal conflict of interest law®GE has
promulgated regulations prescribing standards bicak con-
duct for employees of the executive branch, incigdihese
SGEs. One of those rules provides a mechanism datirg
with potential appearances that an employee makeitaparti-
ality when dealing in certain matters. The rulevdles a bal-
ance to be struck between concerns about appearahparti-
ality and the Government’s interest in having thapkyee
participate in the particular matter.

Most SGEs serving on advisory committees Havéle fi-
nancial disclosure reports with their agenciesafaial disclo-
sure helps protect the integrity of the advisorynoattee proc-
ess by providing the agencies an opportunity toerdene

doi: 10.1588/medver.2008.05.00175

a



D. Burton/Medical Veritas5 (2008) 1670-1696

whether an SGE may have any potential conflictsntdrest
that must be addressed.

In closing, | want to emphasize, of courset tBGE shares
the committee’s belief that Government decisiorsukhnot be
tainted by an employee’s conflicts of interest.tiA¢ same time,
the Government needs the services of SGEs whoargntwute
relevant outside expertise and perspectives towitik of an
advisory committee.

Balancing these two considerations is fredyeatdifficult
task. Nevertheless, we believe that the currenttsiyy and
regulatory system that applies to advisory commétprovides
an appropriate framework for accommodating botkectijes.

Thank you, and I'd be happy to answer any tjues you
may have.

Statement of James Dean, Director, Office of Govement Wide
Policy, U.S. General Services Administration

Mr. BurTON. Thank you, Ms. Glynn.
Mr. Dean.

Mr. Dean. Good afternoon, Mr. Chairman, Mr. Ranking

Member, members of the committee. Thank you forapgor-

tunity to discuss with you today the important rplayed by
Federal advisory committees in achieving the missimssigned
to the executive branch.

The Federal Advisory Committee Act [FACA], opies
within the body of statutes that promote accedseiberal deci-
sionmaking and information. For example, policyatet to the
accessibility of Government records was revised 966, fol-
lowing the enactment of the Freedom of Informatfart. And
the two remaining cornerstones of Federal acce$isypdhe
Privacy Act, and the Government in the Sunshine wete
enacted by the Congress in 1974 and 1976 resplgctive

FACA seeks to accomplish two important objexdi First,
to establish the means for providing congressiamal execu-
tive branch oversight over the number and costh@hdvisory
committees, and second, to ensure that the advisomynittees
operate in plain view of the public. Simply statétg act’s pur-
pose is to illuminate how agencies make decisibased upon
advice and recommendations from individuals outsii&ov-
ernment, while also making sure that the costsepsrted by
the advisory committees are commensurate with #wefits
received.

Although advisory committees do not make oplament
decisions, they are used by over 60 agencies tade@dvice
on issues that reflect the complex mandates uridgerthy the
Government. During fiscal year 2000, almost 50,60@mittee
members will serve on 1,000 committees and progdeice
and recommendations on such matters as the sdfdie dNa-
tion’s blood supply, steps to address the manageafaratural
resources, and the country’s national defenseegjies.

In our full testimony, Mr. Chairman, we haveoyided a
complete listing of the act's most significant piens. To
summarize, the Secretariat is responsible for igspolicy and
providing a framework for Government oversight. Ages
have joint responsibility for implementing the actd for issu-
ing additional guidelines that are needed to addifssir unique
requirements.
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At the agency level, committee management ceff
[CMOs] as we know them, are responsible for impleting
FACA on behalf of the agency head. Each commiteeeahdes-
ignated Federal officer [DFO], who must work withetCMO
to manage the committee’s operations day to dageiher, the
CMO and DFO are responsible for ensuring complianite
FACA, the agency'’s internal operating proceduregutations
issued by the Secretariat, and any other applicsialeites or
regulations such as those issued by the U.S. Odfic®overn-
ment Ethics, the National Archives and Records Adstria-
tion, or the Office of Personnel Management, jushame a
few.

Mr. Chairman, in your letter inviting us tastiy before the
committee today, you asked us to address how tHer&eAd-
visory Committee Act deals with issues relatindgpédancing an
advisory committee’s membership and conflict oferest is-
sues relating to individual members. The act da#sinclude
provisions addressing committee member conflicténtdrest.
The applicability of conflicts of interest laws amdrious ethi-
cal requirements for members of advisory committedm
serve as special Government employees are coveradher
laws and regulations issued by OGE.

The act, however, does include two importardvisions
designed to promote the objectivity of advisory caittee de-
liberations. First, FACA requires that “the mem&l@p of the
advisory committee be fairly balanced in termsha points of
view represented and the functions to be perforingdthe
committee.”

Second, the act requires “provisions to eaghat the advi-
sory recommendations will not be inappropriateRui@nced by
the appointing authority or by any special interéstt will in-
stead be the result of the advisory committee’ssreshdent
judgment.” Thus, while the act addresses the irgae of
assuring an advisory committee’s independent juagniealso
requires that at a minimum, the composition of Huwisory
committees reflect the expertise and interestsahahecessary
to accomplish a given committee’s mission.

The act does not, however, define those fadiwait should
be considered in achieving balance. The Secrétanagula-
tions provide in part that “in the selection of mieers for the
committee, the agency will consider a cross sectibthose
directly affected, interested and qualified as appate for the
nature and function of the committee. Committeeguiréng
technical expertise should include persons with alestrated
professional or personal qualifications and expesgerelevant
to the functions and tasks to be performed.”

In their efforts to balance a committee’s mership, agen-
cies focus primarily on the subject matter to bdradsed. Nev-
ertheless, other factors may be appropriate intioelato a
committee’s function, such as geographical reptesien, ra-
cial or ethnic diversity, occupational affiliatiasr the need to
consult with State, local or tribal governments.

Similarly, the act does not outline specitieps that must be
taken to ensure that advice or recommendationseaffey an
advisory committee are free from inappropriateuefice by the
appointing authority or special interest. Accordingeach
agency is responsible for developing specific ofiregaproce-
dures, consistent with the act and the Secretaegalations to
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promote the advisory committee’s independent judgraed to
achieve a balanced committee membership.

Although the act is quite detailed in the sfie@rocedures
agencies must follow—I see | have the stop sign.

Mr. BURTON. If you're close to concluding, ghead.

Mr. DEAN. Probably about a minute and a half.

Mr. BURTON. OK.

Mr. DEAN. Although the act is quite detailed $pecific
procedures agencies must follow with respect toetstablish-
ment of advisory committees, the conduct of mestiagd the
availability of records, it provides substantiabXibility to
agency heads in other areas such as membershiice|e¢en-
ure and procedural issues such as voting. Thipjsoariate
given the diverse needs of the executive branchtla@deces-
sity for agencies to quickly adopt new operatinggedures
where conditions warrant.

This flexibility is balanced by a variety ofgeedural safe-
guards to ensure that the advice or recommendaté&rdered
by an advisory committee are properly obtained hyagency
through a public process prior to final agencyattin particu-
lar, the act’s provisions require opening meetingd a sum-
mary of closed or partially closed meetings, thditshof the
public to provide written or oral statements tocaneittee and
access to committee minutes and records reinfdreeatt’s
goals of maintaining committee independence aneédfren
from inappropriate influence. These checks and ruas,
rooted firmly in the principle of Government in tisinshine,
have contributed greatly to the success of advisorgmittees
over the past 28 years.

Mr. Chairman, that concludes my statement.

Mr. BURTON. Thank you very much.

| think the one thing that was significant,ame of the things
that was significant about your statement is thesBine aspect,
that the public and the American people have at igtknow
where major decisions are being made.

| wish Mr. Waxman was here. | see that hisf $tas put in
his desk there a copy of a document. And so fordkerd, I'd
like to show that Dr. Modlin was aware that Merckswin-
volved in producing a rotavirus. He was a constltanthe
FDA, he got this notification on December 12th. Aihdvas
voted on December 12th, was it? He got it on Nowemtih
and he voted on December 12th. So he knew abaufahbver
a month.

And so | wanted to correct the record, andemrwhat Mr.
Waxman said. Mr. Modlin did know that Merck, and led a
financial interest in Merck, he did know that Merelas in-
volved in that process.

Mr. Dean, you just said, and Ms. Glynn can ownt on this
as well, the whole idea we’'ve been talking aboutite the
advisory committee law is openness. Do either dngo think
it's appropriate for an advisory committee to déotof their
work through working groups behind closed doors?

Mr. DEAN. Mr. Chairman, the act provides tmabst advi-
sory committees should be open to the public. Hanev does
provide the opportunity to close meetings that @vesistent
with Government in the Sunshine Act. Many agenfires that
it is necessary from time to time, in particulag tigencies such
as the Department of Defense, for example, with—
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Mr. BURTON. Well, let's confine our remarks tioe health
agencies.

Mr. DEAN. Oh, sure. Within HHS, then, many riiegs are
closed where necessary to discuss proprietary rivdtion, to
protect material that contains information subjecthe Privacy
Act and other issues that are exempted under thehthe Act,
sir.

Mr. BURTON. Should advisory committee membeiiso
have conflicts and financial interests, and cawtevat public
sessions, be allowed to work on or in working goum the
same subject on which they have a conflict of ed&?

Mr. DEAN. | think that OGE may want to commaent that
as well. But | can address that from a structui@hdpoint. It is
very common, and the act provides that agenciesesatablish
working groups or subcommittees to support paremhnit-
tees. All working groups and subcommittees musoneip the
parent, and only the parent may vote on issueséddfie com-
mittee. In other words, the deliberation on mattbet are nor-
mally prepared at the subcommittee level or workgrgup
level are fully vetted, or are to be vetted und&CR in the
parent committee.

So the normal way of business is done istti@tvork done
at the lower level will come up to the higher level

Mr. BURTON. Do you have a comment?

Ms. GLYNN. Yes, | do. As to your question abaethether
it's appropriate to work sort of behind the scemdsen you
have a conflict of interest, | would say that itist necessarily
inappropriate if the agency has been made awattgeatonflict
of interest in advance, has had an opportunitya@ivwhether
they want that person to work behind the scendisaincapacity
and has gone through the necessary procedural Ggtégpsuing
a waiver as required under the law.

Mr. BURTON. Let's say you have a child, anéréis a new
vaccine that's coming on the market. And let's Haat there’s
an advisory committee that's going to be makingeaision on
whether or not that should be put in the marketpland into
your child’s body.

Do you think they should be totally unbiasedi avithout
any financial conflicts?

Ms. GLYNN. | have to say that | think, givemetbreadth of
the criminal conflict of interest statute, it mighé difficult to
find someone who has the requisite expertise, liagt abso-
lutely no financial conflict at all.

Mr. BURTON. How many doctors did we say we lvathe
country? We have 700,000 physicians in Americapabdy a
couple hundred thousand scientists as well. Now/rdtavirus,
we found that many of those people that were orathgsory
committees that dealt with that were on the conaegtyear
after year after year, had financial conflicts oferests and
were making decisions on this vaccine knowing fwdll that
the company that they had stock in or had financi@rest in
was making, was going to make a profit, which imtwould
be beneficial to them.

Ms. GLYNN. Yes, sir, | understand.

Mr. BURTON. The vaccine had not been, to cunwledge,
thoroughly tested, and yet they went ahead andoapgr it.
Don’t you think if you were a parent you'd be dlditbit con-
cerned about that?

Ms. GLYNN. Well, | am a parent, and | do have—
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Mr. BURTON. Would you be concerned about that?

Ms. GLYNN. I think with the type of knowleddbat | have,
having worked for many years in the ethics fieldl amder-
standing that some of these conflicts of interesid really be
characterized as technical. For example, the owipof stock,
| think is a good example. Remember, in evaluagiogr finan-
cial stake in the matter when you own stock, its the value
of the stock you own.

Let's say you own $40,000 or $50,000 worttstoick, what-
ever those numbers were that you were discussirigred he
value of your financial interest in the matterhe tpotential for
gain or loss to you. And when you own stock inrgdapublicly
traded company such as, | think Merck was the exanmmu
really own a billionth of an interest in the compan

So the likelihood that your personal finanégrgkrest in the
matter is going to be affected | think is prettynmge. So |
really don’t think it's inappropriate for agencigsissue waiv-
ers in those situations.

Mr. BURTON. What if you were getting paid to ground
and make speeches for that company and you wetigabipay-
roll? Would that be a conflict, do you think?

Ms. GLYNN. You know, it might very well not keeconflict
under the criminal conflict of interest statutewiuld only re-
ally amount to that level if you were actually ammoyee of
the company or if the honorarium or whatever iyai're re-
ceiving was dependent on the matter which was uodesid-
eration.

But believe me, of course there are certampearance
concerns in a situation like that. And so that'sywhy office
has issued a regulation which requires the emplayeensider
whether his impartiality would be questioned in Isw situa-
tion. And the agency can of course go ahead anck ritglown
determination that they don’t want an employeedbirmsuch a
situation, if they think the appearance is so gtleat the benefit
of having him participate is outweighed by the appeace of a
conflict of interest.

Mr. BURTON. Do you know that there were someei@us
side effects from the rotavirus and they took ft the market
shortly after it was put on the market? And onddgHi think,
died?

Ms. GLYNN. | don't—

Mr. BURTON. Did you know that?

Ms. GLYNN. No, sir, I'm not—I’'m not involvedni the de-
tails of this.

Mr. BURTON. Well, | guess the point I'm trying make,
and the question I'm trying to make is that, | havgrandchild,
| have two grandchildren. One of them almost dieanfa vac-
cine, the other one is now autistic, we believepfrvaccines.
And | think that I, like most people who have chidd or
grandchildren that are having these things puttivse bodies,
need to be assured that they've been thoroughilgdemnd that
the people who are making the decisions on whebhenot
those should be mandated, mandated by law, dow& hacon-
flict of interest.

And so what you're telling me is that the riagjons, the
updated regulations that you're talking about) stduld allow
these people, even though there are 700,000 peopthis
country, other physicians, and probably a coupledned thou-
sand scientists, that could be taking a look asehhings be-
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sides a select group that continues to do it omdr@ver again
who don’t have financial interests?

Ms. GLYNN. Yes, sir, I'm saying the statuteatiCongress
passed gives the discretion to the agency involeedecide
whether that particular individual is so importémtthe process
that they should—

Mr. BURTON. Well, do you think that it shoulde re-
viewed, the statute?

Ms. GLYNN. | don't think there’s ever anythimgappropri-
ate about Congress reviewing a statute that thgyassed. But
I have to say that from the information that OGHsgfEom
agencies that operate advisory committees, we\an lbed to
believe that it's working well and that they fekht the exemp-
tion provision in the statute is necessary for theroontinue to
operate their advisory committees.

Mr. BURTON. Oh, me. The immunization proceskes
place, a vaccine has not been thoroughly testedadaisory
panel on which people serve that have financi@rasts in the
company, some children are maimed for life or died you're
saying that you don't think there’s a problem wétltonflict of
interest, where they’re mandating, mandating thas¢ vacci-
nations be given to these children, and these peapb are
making the decisions do have an interest in thepamy? And
you did say if there’s an appearance of improprigtgy should
recuse themselves. But you don’t see any probleimthe cur-
rent regulations?

Ms. GLYNN. No. | do not. | think the regulatis do pro-
vide, as our testimony says, an appropriate framiefer mak-
ing those decisions.

Now, I'm certainly not in a position to say ether any indi-
vidual serving on any particular committee wasrigat person
to be serving, and whether the need for that pdatidndivid-
ual was so great that that outweighed a potentiaflict of in-
terest. But | think the appropriate framework isplace for
making those decisions by the agency.

Mr. BURTON. OK. The Code of Federal Regulasiol®
C.F.R. 2640.202(a), by the Office of Governmenti¢thstates
that stock holdings not exceeding $5,000 on a §palty af-
fected company or $25,000 on an affected comparypnsid-
ered to be a low involvement and thus is genekadlived. How
did OGE decide the acceptable parameters of whadtitates
an acceptable financial interest?

Ms. GLYNN. In the particular regulation atugs we issued
a proposed regulation, proposing that figure. Wiecgonments,
I'll tell you truthfully, all over the place. Someommenters
thought we should raise the amount to $100,000 uldvesay
generally the comments that we got thought the atneas too
low. We took a ballpark guesstimate at what we ¢fmbuvas
something that would appear to be acceptable athessoard.
Remember, that regulation is an exemption for ev&oyern-
ment employee, whether they're a regular Governmeant
ployee or a special Government employee, actiranintype of
matter.

Mr. BURTON. How did you arrive at that amount?

Ms. GLYNN. A ballpark guesstimate—

Mr. BURTON. A ballpark guesstimate.

Ms. GLYNN [continuing]. Of what we thought wdube
appropriate.
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Mr. BURTON. Did you consult with the Departnieof
Health and Human Service officials about this pdlic

Ms. GLYNN. | believe they commented on ourulagjon.

Mr. BURTON. What did they say?

Ms. GLYNN. | don't recall their specific commis.

Mr. BURTON. You don’'t remember?

Ms. GLYNN. No.

Mr. BURTON. The Food and Drug Administratiomsha
document entitled Waiver Criteria Document 2000 clihiists
additional classifications for financial interestsainly medium
involvement and high involvement. The standard am®u
shown in these categories are quite broad and rdmgexam-
ple, stock holdings in a company directly affectednore than
$5,000 but less than $100,000 are deemed to beedium in-
volvement. Most likely to be waived.

In other words, an advisory committee memhmiia have
owned $100,000 worth of stock in Wyeth Lederle, anadst
likely would be allowed to vote on the Rotashiekkeine, is
that correct?

Ms. GLYNN. | don’t know. | have not seen thecdment
you're
reading from.

Mr. BURTON. Did the FDA consult with the OGE setting
the policy | just mentioned?

Ms. GLYNN. | don't know if they did or not.don’t person-
ally recall them doing it.

Mr. BURTON. Are you aware of who set the aiaefor all
of the different classifications listed in the F3ANaiver Crite-
ria Document 2000?

Ms. GLYNN. At the Department of Health and HamSer-
vices, | don’'t know. | think you would have to aslem.

Mr. BURTON. Does the OGE generally agree \lith stan-
dard policy set forth in that document?

Ms. GLYNN. Well, sir, as | said, | haven't seéhe docu-
ment. But | don't think it's inappropriate for agency to set
forth general parameters of the type you desclilgpiess we
could argue about the numbers. But | guess ondethings
you have to remember is that there are a lot ofl@yeps, regu-
lar and special Government employees, who own sitisknot
uncommon, and it's not unusual, | think, for agescto de-
velop a sort of internal policy in which they s&K, interests
in this sort of ballpark can be waived, interestanother ball-
park would typically not be waived, and use thataasort of
standard operating procedure.

| don't think there’s anything inappropriatecat that.

Mr. BURTON. | understand that the Food and goAd-
ministration employees cannot own stock in pharmtcal
companies of which they are maybe making deteriaingsiton.
Is that correct?

Ms. GLYNN. You would have to ask the Food &bdig
Administration. | believe that they have a statptehibiting
ownership of stock, and | know they have regulafmgvisions
related to it.

Mr. BURTON. Why do you think they have thahdiof a
Statute?

Ms. GLYNN. | think you have to ask them.

Mr. BURTON. Well, let me just ask, becauseytre afraid
that there would be a conflict of interest?
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Ms. GLYNN. Well, of course they are a regutstentity,
and they deal with all these companies.

Mr. BURTON. What's the difference between FDahd
CDC and the other agencies that are involved indésion-
making process on vaccines and the advisory panels?

Ms. GLYNN. Sir, | think these questions arermproperly
addressed to the FDA and to the CDC. We were id\itetalk
generically this morning. Our letter of invitatiaasked us to
speak generically about the framework for confhitinterest.

Mr. BURTON. OK.

Ms. GLYNN. | have given a cursory review toivwas is-
sued by CDC and FDA in preparation for this hegriengd we
received an invitation only 1 week ago. So we havaad
much time to prepare.

Mr. BURTON. Well, is it your interpretation dhe (b)(3)
waiver under 18 U.S.C.A. Section 208 that any lahfinancial
interest, no matter how great, could potentiallynzgved if the
agency determines that the need for the individkiab unique
and so important to the agency that it outweigles ghtential
conflict of interest? In other words, Wyeth Lede@&O could
potentially be allowed to participate in the demishaking
process, if it was deemed by the agency that hesbia: exper-
tise that no one else in the United States has?

Ms. GLYNN. Yes.

Mr. BURTON. And can you think of a situatiorhare this
could actually happen?

Ms. GLYNN. Yes, | think theoretically, yourading of it is
correct that that could happen. In practice, | kHimat agencies
do not issue waivers where they really think tHerthe poten-
tial the person will be actually biased in the advihat they
give.

Mr. BURTON. Can liaison members be considetedacto
SGEs if they contribute substantially in the demisnaking
process of an advisory committee?

Ms. GLYNN. I think not, sir. They're actualballed there to
provide a kind of biased opinion. It's understobdtttheir point
of view is going to be representing an industrywigr an or-
ganization view, and presumably, people involvedhi& deci-
sionmaking process know how to weigh that in. Tleger-
stand that it's not going to be an objective poifwiew. In fact,
that's why they're there, to provide that. | domftink they
would become SGEs because they're involved in fleud-
sion.

It's important, though, | mean, you're makiagood point,
which is that it's important to determine in advanehether the
person serving is in fact an employee or not. Tgenay should
determine, in advance whether they want that petsere to
represent the biased industry view, so to speakg provide a
service to the Government as an employee.

Mr. BURTON. It's my understanding if those jpémhave a
role in the decisionmaking process in these privagetings,
that the public doesn’t have any access to ihas torrect?

Ms. GLYNN. | don’t know, sir.

Mr. BURTON. So you're not familiar with tham iyour ca-
pacity?

Ms. GLYNN. No, sir.

Mr. BURTON. So I'd have to ask the FDA or CdCthose
people about that. OK.

Mr. Waxman.
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Mr. WAXMAN. Ms. Glynn, | know you’re going tanswer
some questions generically about the ethics of Gurent law
and how it applies across the board, and we’ll rebance to
ask FDA and CDC about their specifics. But hasGlifitce of
Government Ethics reviewed CDC and FDA conflicirgérest
policies recently?

Ms. GLYNN. Our office has a component that slagency
reviews, reviews of agency programs. And we do tena 4-
year cycle. | believe the last time we reviewed Hi2A was
about 3 years ago. We recently reviewed CDC; perhagve
just issued a report in this past year.

Mr. WAXMAN. Can you tell us what you found \itre-
gards to these two agencies?

Ms. GLYNN. | can. In preparation for this, idda cursory
review of documents relating to these specific agen And
we’d be happy to provide copies of those repontgie record,
if you'd like them. As to the FDA, generally | caay we gave
it what you might call a clean bill of health. Wauhd that their
ethics program, which examines things such as imhdisclo-
sure, counseling and advice, ethics training andnsave found
that they had a very good program and that it waerating
quite well.

As to CDC, we found that they had what we ealound
ethics program. But we frankly found that they wsoenewhat
understaffed and we recommended that they devote staff
resources to their ethics program.

Mr. WAXMAN. What's the standard for determigin
whether there’s been a violation of the conflictraérest law?

Ms. GLYNN. The law prohibits an employee fracting in
a matter that affects as financial interest. Tlamdard is very
broad. And so arguably, using the stock case asxample,
again, if you own one share of stock in a compard/the mat-
ter affects that company, you have violated, inahsence of a
waiver or exemption of course, you have violatesidbnflict of
interest clause.

The Congress created a law, as we see it,IEssgreated a
law that was very broad that sweeps in a lot ofredts. And
they tempered that broad law by creating these ptiemand
waiver provisions—so that the agency would havedjheortu-
nity to examine the potential conflict of interesther across
the board for groups of people, or on a case bg tasis in
individual waivers, and make its own determinatiabhout
whether they want the employee involved.

Mr. WAXMAN. Isn't the standard to determine &ther an
advisory committee member is acting in a particutatter that
will have a direct and predictable effect on theficial interest
of that employee, his spouse, his children, or agamization
which he serves as an officer, director or gengaainer and so
on? Isn't that the standard, whether there’s actimad predict-
able conflict?

Ms. GLYNN. There has to be a direct and priadile effect
on the financial interest for the statute to bdated.

Mr. WAXMAN. So the financial interest that wduarise in
a conflict, can’t be speculative?

Ms. GLYNN. That's right.

Mr. WAXMAN. It has to be an actual conflict bfterest?

Ms. GLYNN. That's right.

Mr. WAXMAN. So if somebody owns stock in Mereind
they’re voting on another company’s drug?
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Ms. GLYNN. There may or may not be a violatiohthe
statute, depending on the facts of a particulae.ca®u can
theorize about situations where you act in a mateslving a
competitor and it has the effect of virtually drigi the other
company out of business. It would be probably eéasy situa-
tion like that to establish the direct and preditgeeffect on the
competitor. But oftentimes, it’s a little bit modéficult.

Mr. WAXMAN. It seems to me there are two go#imt
agencies should have when they put together ars@gvcom-
mittee. First, they should try to have the bestsjids experts,
and second, they should try to have individualghencommit-
tee who are without conflicts of interest. Nowydu're trying
to achieve those two goals, those two goals maiy lmenflict
at times.

For example, in the case of vaccines, ofterbist research-
ers, those people with the most expertise, havesbatk rela-
tionship with a vaccine manufacturer, such as aaeh fund-
ing or honoraria from participation in a conferenbe you find
that this is often the case with advisory commgtee

Ms. GLYNN. From the copies of the waivers—renter,
we don't issue the waivers at our office, the wedvare issued
by the individual agencies and copies are provitedur of-
fice—from the copies of the waivers we have sekat seems
to be the typical kind of conflict of interest thist waived. |
can't really say how many members of advisory cottaes
receive waivers. We just don't keep that kind dérmation.

Mr. WAXMAN. Well, the chairman said that thewse
700,000 physicians in America. | presume by thatesbhent he
means, why should we rely on these people who khewnost
about vaccines, when we can get just another plysitdon’t
know that any of us would want to have brain syrgkme by a
physician who's licensed and his general pracsqeodiatry.

Ms. GLYNN. | believe that's why Congress galiscretion
to the agencies involved in deciding which partecuhdividu-
als are those that are so needed that it's reakotalissue a
waiver under the conflict of interest statute. Otthg agency
really is in that position to decide whether thelgications the
individual possesses are so special that a wasveppropriate.

Mr. WAXMAN. Mr. Dean, do you agree with theroments
on these questions?

Mr. DEAN. Yes, | do. | would just add, Mr. Wiaan, that
the process that's established by the Federal Adyi€ommit-
tee Act provides yet another level of protectiorieptially in
that much of what an advisory committee does, athinly
the final recommendations issued by a parent coteeitare
subject to, | think, to a very public process, anhdimes a very
intense public review by any number of people, Weetit be
the general public, the media, interest groups sméorth and
so on. The Federal Advisory Committee Act providegreat
deal of access to what advisory committees do.

Mr. WAXMAN. And is it, in your experience, uammon
for agencies to seek waivers for its advisory cott@ai mem-
bers so they can participate in committee meetings?

Mr. DEAN. Mr. Waxman, | don’t have any expere with
the waiver process at all. | do know anecdotallt thur cus-
tomers do talk about the difficulty in finding qifedd people to
serve on advisory committees. And you alluded eath our
hearing regarding the National Academy of Scienard,that’s
certainly one of the issues that we discussed then.
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And | just might note that the NAS and simibeganizations
| think by and large use procedures that are vienjfas to those
used in the executive branch in terms of screefongonflicts
of interest, balancing advisory committees, prawjdaccess to
committee deliberations and so forth.

So it's not a problem that’'s unique to Goveemt | would
point out that it's a problem that is, | think thae face, that
universities face, that the NAS faces, that anyapization that
does research | think faces that very same problem.

Mr. WAXMAN. Ms. Glynn, what's your experiencd8 it
uncommon for an agency to seek waivers for its satyicom-
mittee members? And do you think waivers are inappate if
there’s apparent conflict of interest?

Ms. GLYNN. To answer your second questiontfiro, |
don't think it's inappropriate to seek waivers. Amthether it's
uncommon or not is a little hard for us to judgenfrOGE. We
are told anecdotally by agencies, | have to supptt Mr.
Dean said, we are told anecdotally by agenciesttiegt have
difficulty obtaining the services of expert advisdor advisory
committees, in that they would be unable to obthenservices
they need in the absence of some type of waiverigion.

Provided that the process is not actuallytéairby bias, |
don't think it's inappropriate to issue waiversadit And | tend
to think that some of these conflicts of interesid to be more
technical and it's reasonable to waive them.

Mr. WAXMAN. Well, let me go back to Dr. Modlirl have
his CV. It's extensive. He’s clearly one of thedewy experts in
his field. Just to cite a little bit about him, has the medical
director of the Clinical Virology Laboratory of thdary Hitch-
cock Memorial Hospital in Lebanon, NH. He sat owesal
editorial boards. He's been a reviewer for ovengdlical jour-
nals. He’s participated in numerous conferencesvesrétshops
on various vaccine issues.

He's an expert. He knows more than the oti€;0d00 phy-
sicians in the country. So he’'s an expert. And wasj as | un-
derstand it, 600 shares of Merck stock.

Now, he doesn’t remember getting a notice thhén he
looked at a Wyeth Lederle vaccine product, thatttsrocom-
pany that might have been affected by his decisigght have
been Merck. He doesn’t recall. Mr. Burton put ie tiecord that
he was given some notice that one of the affectadpanies
was Merck, affected products, all investigatiomagrck, Virus
Research Institute, NIAID, Wyeth, obviously Wye8o he was
given that information.

Is that an apparent conflict, if a man own® &hares of
Merck? How important is a decision on this one ésgoing to
affect the bottom line of Merck and therefore Hisck price?
How should we evaluate that conflict?

Ms. GLYNN. I’'m not in a position to comment time facts
of an individual case. And | think we made cleafobe the
hearing that | wouldn’t be commenting on individdal

Mr. WAXMAN. Well, let me ask you a generic cgtion. If
a man owns stock in a drug company, let's say rewsting on
that company’s product. Would that be a conflict?

Ms. GLYNN. If he owns stock in a company, Ispeaking
hypothetically now, if he owns stock in a compamyg de was
voting on that company’s product, yes, that wouddabconflict
of interest. He couldn’t vote, in the absence ofeéver or some
exemption applying.
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Mr. WAXMAN. Now, he’s voting on another compéas
product, and that company may be in a competitith avcom-
pany where he owns some stock. Is that an actudliatoof
interest?

Ms. GLYNN. That may potentially be a conflt interest,
depending on whether the matter would have sonteofaaf-
fect on the competitor in which he owns stock.

Mr. WAXMAN. So just those facts alone wouldiéap out
as saying that people throughout this country shdnd wary
that vaccines are not safe, because they're bepgoeed by
people like that example?

Ms. GLYNN. | certainly wouldn't be in a positi to say
that. But | think it's important in situations su@s you de-
scribed for the agency to examine these potentiaflicts of
interest in advance and make a determination whetthey
think the person should go forward acting or shdaddssued a
waiver to permit them to go forward and act.

Mr. WAXMAN. | presume that Dr. Modlin had tdld a
form or disclosure about his own financial holdingsn’t that
required of people who want to serve on these adyisom-
mittees?

Ms. GLYNN. Our regulations require that mensbef advi-
sory committees—or | should say require that theated spe-
cial government employees—file confidential finaailisclo-
sure forms.

Mr. WAXMAN. And on that confidential financiadisclo-
sure, would a person have to list stock holdings?

Ms. GLYNN. Yes.

Mr. WAXMAN. How about if they received compextion
from that company?

Ms. GLYNN. Yes.

Mr. WAXMAN. For whatever purpose?

Ms. GLYNN. Yes. They have to list all theirsass, outside
employment, typically outside consulting arrangetsesf any
type, honoraria received or other forms of incorh¢hat type,
liabilities, membership in certain organizationss Irelatively
extensive.

Mr. WAXMAN. Why isn't this public? Why can't hie
American people or the press go and look at akeahdisclo-
sures, the way they can look at our disclosures?

Ms. GLYNN. Certain people in the executive rara, of
course, do file public financial disclosure fornitey're the
higher level employees or people who have politagpoint-
ments. For the vast majority of other employeebakance is
struck that you don’t want to put too many roadk$om luring
them into Government service.

And for people who serve on advisory commgfethey
don'’t serve in the kind of positions that Congrbas deemed
appropriate for filing public forms. The criteriarffiling public
forms is set out in statute. And they just don'teinihose crite-
ria unless they're so highly paid by the Governmamd they
work a certain number of days, then they would &lgublic
form.

Mr. WAXMAN. So the law is that that is not magublic?

Ms. GLYNN. That's right.

Mr. WAXMAN. Furthermore isn't the law that dan't be
made public by anyone?

Ms. GLYNN. The law is that they may not be mazlblic,
that they’re meant to be held as confidential.
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Mr. WAXMAN. Do you think that applies to thedRA?

Ms. GLYNN. Yes, sir.

Mr. WAXMAN. HHS?

Ms. GLYNN. Yes.

Mr. WAXMAN. CDC? How about the Congress of the
United States?

Ms. GLYNN. I'm not in a position to comment dhat. |
think you would have to go to your own Ethics Cortted.

Mr. WAXMAN. But the spirit of the law that Cagness
passed was that that information is not to be npadsic. It
doesn’t say not to be made public only by FDA, CDB{S,
and everybody else at Congress is—it doesn’t sa&yvaay or
the other. It just says shall not be made public.

Ms. GLYNN. The provision does not—it sayshia# not be
made public. When we provide confidential financiedclosure
forms to Congress, for example, occasionally as glafinan-
cial disclosure review of people being nhominated¢ddain po-
sitions, we alert Congress to the fact that theycnfidential,
that we're not making any public release of therfoand that
Congress in effect has to make its own decisiorutether
they think they should.

Mr. WAXMAN. Now, let me ask both of you, if @gress
through its investigative committee started makmnglic all
these disclosures, what impact would that haveemple’s de-
sire or willingness to serve in advisory committees

Ms. GLYNN. My own view is | think it would hava chill-
ing effect. What | understand from agencies is thaye diffi-
culty attracting people to these advisory posititmbegin with,
because they're typically low paying. And for tlype of peo-
ple they're trying to attract—very expert, well-kmo people—
they're at a point in their careers where maybé ibat much
in it for them to be serving on these committeeg rmore. And
if they thought that they were giving their forms the Gov-
ernment with a pledge of confidentiality, only tsabver that
wasn’t being honored, | think it could have a ¢hdl effect.

Mr. WAXMAN. Mr. Dean, what do you think?

Mr. DEAN. | would tend to agree with that, Mkaxman.

Mr. WAXMAN. So Congress ought to be very datdf
we’re going to start making public information tiegtople were
told was not going to be made public, not just beeawe’re
maybe violating the rights of those individuals;t e could
have a chilling effect on people being willing tonee in and
serve on these advisory committees.

Mr. DEAN. | think it ought to be looked at wecarefully
before we make them public.

Mr. WAXMAN. Mr. Chairman, I’'m going to yield dck the
balance of my time.

Mr. BURTON. I'll just take a couple of minutés make a
couple of comments. We're talking about, what's tentle-
man’s name, Dr. Modlin, is that how you pronounterame?
He was a paid consultant for Merck. When the rotevivas
approved, it had a positive impact on other comgmnivho
were producing the rotavirus, because it showetitias been
approved for one company, and if it was a similerdpct, it
would be approved for the other company.

So Merck was going to be the beneficiary afttiNot only
that, he was a paid consultant for Merck. Now, wa'dknow
how much he was paid by Merck, but we know he wasid
consultant in addition to owning stock in Merck.
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Now, | don't know how the bureaucracy in Wasgjton
feels, but | think | can speak for an awful lotparents around
the country who want to have confidence that theciveations
their kids are getting have been tested, and teakts been an
unbiased judgment made as to whether or not thegieg to
be safe as well as effective.

And the problem with the bureaucracy is, yeek saying,
well, we can’t do this because we might not be ablattract
people to these advisory committees. Look, theee780,000
doctors. There must be somebody else out ther@anh vast
mass of humanity that has the expertise to betalide on these
advisory boards.

And if a parent knew that there was a finanicigerest, pos-
sible conflict of interest from the person makimg tdecisions
on the vaccination, especially if we find out afthe fact that
kids died or are ruined for life, then | think tparents would
say, you know, maybe we ought to make absolutaly there’s
no conflict before we allow these people to behwsé advisory
panels making these decisions.

Now, you know, you may disagree because yovesa a
position in the bureaucracy where these decisiomsrade, and
you think that that's the way it ought to be. | asbdrom a little
bit of experience. | have two grandchildren, twameQOgot a
hepatitis B shot and within 3 hours she was dyBige wasn't
breathing any longer. They had to rush her to tepital and
she survived. Now, there’s a lot of parents whoehhad that
kind of problem with other drugs and other vacdors. My
grandson got nine shots in 1 day. He was a peyfexttmal
child. And within about 3 or 4 or 5 days, a week, lflecame
autistic. Now, it may be a coincidence. A lot ofopke say
that’s coincidental.

But the one thing | want to make sure of @gamdparent or
as a parent is that the guys making these decisiotie ladies
making these decisions, these doctors, these exper’'t have
some kind of a conflict of interest that skews thedgment in
one direction or the other. And the American pepplell, you
can say, we shouldn’'t be making this stuff publiet me tell
you something. Everybody in American who has adchiho’s
had this kind of a problem wants this stuff madbljoy because
they want to know if the people making these deaisido have
a conflict of interest.

We go to the doctors and we get these shotuiokids, and
we do it believing that the health agencies arevalyeproach,
that there’s no danger to our children, or at lé&stminimal.
And we put great confidence in CDC and FDA andoélbur
health agencies. And if we find out after the féett our child
has had a terrible, serious problem, and then e dut after
the fact that people on that advisory committe¢ thade those
decisions did have a conflict of interest, it wilkigh on us very
heavily, because we’ll wonder, always wonder, dtthonflict
of interest led to the problem that we have infaunily.

And that's why the people on these advisoryittees
need to be above reproach. They need to be abpveach. If
they have a conflict of interest, if they're a pawmhsultant for a
company that has an interest in that product e thave a large
amount of stock in that company, and they're gdimdpenefit
from that product, or if they have some other reasobe tied
to that company, they're getting grants from thanpany for
scientific research, whatever it might be, theywticnot be on
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those advisory committees. And if they are, it stche made
known at the outset so that people can make aidedmsed
upon information, total information.

And | just think it's wrong. You may shadegtine way or
the other, based upon what you feel is being with Depart-
ment of Ethics in this country. But if that’s theayvit is right
now, | think the law should be reviewed and changétere’s
got to be people out there that can serve on thégsory pan-
els that don't have conflicts, who may have theidgment
skewed in one direction or another. And there’stgdie people
out there that are going to make decisions baset what's
best for the people of this country and the kidshid country
without any bias whatsoever.

And that's what the American people, | beliewant. And |
know as one who's been affected by this, that'stwhaant.

Mr. WAXMAN. Mr. Chairman, my heart goes out you,
for your personal family tragedy. | don’t know whet it was
connected to the immunization or not. | just ddkiow the
answer to that. | think you feel that it was coniedcand | un-
derstand your strong feelings about it.

But I don't think we ought to pick on Ms. Glymand say that
she believes something because she’s part of tteaberacy.
After all, we're talking about laws that were adegtby the
Congress. She didn’t vote on these laws, we didl émder the
law that we voted there is a whole mechanism tadravoid
against conflicts of interest. The disclosure hadé¢ made by
each of these people who wanted to be on an agvigmnmit-
tee, or we tried to get on advisory committees, amdtold
them, we want you on, you have to make a disclosure

So they made a disclosure, the agencies aihfibrmation.
We'll find out when we hear from the next panel ez they
had disclosures. But | presume they had disclosaivesit eve-
rybody on the advisory committee.

Second, they may or may not have had waiveithdy
thought that it was important to allow these pedpleontinue
to serve, notwithstanding the fact that they mayehizad a con-
flict, such as owning shares. But what would gadl the most,
as a parent and as a grandparent, was to thinkgtiepeople
who didn’t have expertise in the science and siahaving
them sit on these committees and approve drugsaccines
that later turn out to be a problem. Now, it turreed there was
a problem with this particular rotavirus vaccinéheTfact that
there was a problem with the rotavirus vaccine, amtbn't
know why they didn't foresee it, but it seems likem what |
understand, they had some concerns about it and weee
watching to see if this problem might develop ttraty feared
might result from this vaccine. | have not hearg amidence
that anybody, even if they had no conflict of iet&rto even
talk about, made any decision that wasn't compleebper,
scientifically and otherwise proper in terms ofithevaluation
of this particular vaccine.

So, to say that because there’s an apparerftiatowith
some of the people on the advisory committee, ttett appar-
ent conflict meant that the vaccine might have &gadoblem, is
a huge leap. It is a huge leap, and we ought te halot more
evidence before we make that kind of a statemebligy, be-
cause it does tend to scare people into thinkirg decisions
are made at FDA on drugs and vaccines or at the @Dgub-
lic health issues, by people who are sitting thiehaking about
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how they're going to enrich themselves, and thepoe evalu-
ating the science. If they've evaluated the scigttisat's the
first thing that's important. And we have no eviderthat they
didn’'t do that which was necessary.

| don’t want people who are beyond reproactior’t want
saints. | want people who know what they're doingl af
there’s a problem or a possible conflict, | warattdisclosed
and dealt with. And as | understand it, in the cafseach and
every one of these people who served on these @agvi®m-
mittees, their holdings, their income, were allctbsed to the
people who were having them serve on the committee.

So | don't think, notwithstanding the frusteatt that you and
others may feel, that we ought to leap to conchssibased on
what we have heard so far about some of the indalgthat
served on the advisory committee. Look at how Memh
Congress are dealt with. We disclose our infornrmaod we
assume therefore there’s no conflict. Look how \aadie our
campaign finance laws. We disclose—we thought, @xéer
some loophole that's now come up in the form ofséha@on-
profit organizations that are now being used tovetibdthe dis-
closure laws—but we worked under the assumption e
disclosed from whom we get the campaign money harkfore
we’ve done what's necessary to show that if we @ebple can
judge whether we've acted in a conflict.

These people who serve on advisory committess to
make that disclosure, and therefore for those wbdkvin the
agencies and handle the ethical questions, theyewvatuate
whether there was a breach of ethics. From Ms. &$ytesti-
mony, FDA seems to have a good record in ethicsC @ppar-
ently has a good record in ethics. You're not tagkiabout
agencies that have a bad record on how they hameileethics.
And | think we need to get more information befgmi reach
some of those conclusions that you've mentioned.

Mr. BURTON. I'd like to just ask my colleagume ques-
tion, because | don't want to prolong this. Theawirus that
we're talking about, before the advisory committeade its
recommendation, they already knew that there weheerae
events, 1 out of 2,000 children had severe sideceff And yet
they went ahead and approved this rotavirus anyhavd it
was put on the market and then withdrawn in leas th year
because of severe side effects and problems.

That's the thing | have concerns about.

Mr. WAXMAN. | understand, and | share that cem as
well. But without knowing more, it could well haveeen a
judgment that was a mistaken judgment on the sfient
evaluation of whether they thought that this wdikely result
and therefore they should have foreseen it, or ldrat was an
unlikely result and they didn't know about it inetlinstance in
which they reviewed it, and thought maybe theseevigslated
cases, and let the vaccine go forward.

After all, vaccines can prevent a virus thatai killer all
around the world of children and of infants. Anduyieave to
evaluate, with all products, the risk benefit céddon.

Mr. BURTON. | want to thank this panel for bgihere.

We'll now go to our next panel. Our next panehsists of
Linda Suydam, Dixie Snider, Kevin Malone, Jenniaugihter,
Bill Freas, and Nancy Cherry. Would you please céonerard.
Would you please stand. As | understand it, onesqgrefrom
each agency is going to be the principal spokesraad, the
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others will be there to help you, to assist you.l Suess you
don’t need to come forward, as long as you're sworn
[Witnesses sworn.]

Mr. BURTON. Please be seated.

Ms. Suydam, do you have an opening statement?

Ms. SUYDAM. | do, Mr. Chairman.

Mr. BURTON. You're recognized.

Statement of Linda A. Suydam, D.P.A., Senior Assagie, Commis-
sioner, Food and Drug Administration

Ms. SUYDAM. Thank you. Mr. Chairman, membefsttre Com-
mittee, I'm Linda Suydam, Senior Associate Comnoissr of the
Food and Drug Administration.

I'm pleased to have the opportunity to be heday to discuss with
you FDA’s advisory committees. FDA is committed gelecting the
most qualified members for our advisory committeesl to rigorously
complying with the statutes and regulations govegrthose commit-
tees. FDA is a science based regulatory agencyreghlatory respon-
sibility for approximately 25 percent of the grosational product,
including food, drugs and medical devices.

FDA’s mission is to protect and promote theblfiu health by
promptly and efficiently reviewing clinical resebrand taking appro-
priate action on the marketing of regulated prosluicta timely man-
ner. FDA’s advisory committees play a critical rafe this public
health mission. FDA'’s decisions must be based erhtghest clinical
and scientific standards. To provide this critisalentific base, FDA
has over 1,500 outside experts who provide FDA wihential exper-
tise in highly specialized areas.

Many of these experts serve as members omrmsuitants to our
advisory committees. These members are public servim every
sense of the word. While they are compensatedhfr time at meet-
ings, the amount of time and effort these membedscansultants put
into the public health needs of this Nation isuetpublic service.

Currently, FDA is administratively responsilfter a total of 32
advisory committees. Each has a core membershipifiee with each
committee’s charter. This membership is developeskt on the com-
plexity of the issues to be considered and thesassent of the issues
by the agency as to the types and degrees of éseareded.

FDA'’s advisory committee system assists FDAission in the
following seven ways: by providing independent ekpe and techni-
cal assistance related to the development and ai@iuof products
regulated by FDA; by lending credibility to the prat review proc-
ess; by speeding the review of products by progdisible sharing of
the responsibility for the evaluation and judgmeitthese products; by
providing a forum for public discussion on mattefssignificant pub-
lic interest; by allowing sponsors and consumersty abreast of
trends in product development by reviewing procasd changes in
regulations and guidelines related to FDA-regulaitedlistries; and
providing external review of FDA's internal resdamrojects.

Committee members with voting status vote obstantive scien-
tific and policy matters. It is extremely importait note, however,
that these advisory committee recommendations arebinding and
that panel members are not asked approval or digegpguestions.
The agency retains all final decisionmaking autlyoriThus, FDA
alone decides to approve a product for marketingages and effective.

The standing membership of advisory commitieetides acade-
micians, clinicians, consumers, and in some casessiry reps and
patient or patient caregivers. In addition to ttending membership,
temporary voting members and consultants may bdeateto provide
specific expertise.

FACA requires that committee memberships bé/faalanced
in terms of points of view represented to the cottaeifunction, and
DHHS policy requires that the committee memberst@gomposed of
as equitably as possible of geographic, ethnic gemtler representa-
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tion. In screening nominations for prospective diag committee
members, FDA has a thorough and consistently appliecess. This
ensures that we obtain qualified members who ale tabprovide the
agency sound advice. Final appointment of all ayiscommittee
members is done by me, the senior associate commiss

If permitted by a committee’s charter, the caittee’s standing
voter membership will be supplemented by the apgp@nt of tempo-
rary voting members. These members are importarthey have spe-
cialized expertise often necessary for the conatder of particular
issues.

While FDA has a great need for scientific &ayiit is critical that
that advice be as free as possible from conflightgrest and potential
bias. If the advice FDA receives is biased or peeckas biased, it is
of little value to the agency and only diminishée tcredibility of
agency decisions.

Studies have shown that academic and biomer#saarch is in-
creasingly supported by industry. For that reasnriside experts in
research centers where they work frequently haseareh grants from
and contracts with regulated industry. Thus, mosve researchers in
the private sector have some ongoing or past oalstiip with the
regulated industry.

This by itself does not preclude them fromdeing SGEs. If this
were the case, FDA would not have the top scieniisthe field and
the recommendations of the committees would nobfbthe highest
scientific nature, with a likely impact on publiedith.

Prior to each advisory committee meeting, €aGlE completes an
FDA conflict of interest disclosure form. Types ioterests that are
screened are stocks, investments, primary emplolynmeomsultant
work, contracts, patents, grants, trademarks, éxpiemesses activity,
speaking engagements and other information. FDAl&authority to
allow an advisory committee member to participate¢hie review of a
new therapy, even if there is a potential conflag,long as FDA ap-
plies with applicable legal standards. And FDA npawgvide for this
by granting a waiver.

In the 1990’s, the Institute of Medicine recoeanded to FDA that
it formulate a written guidance document. And anARBsk force with
DHHS did create that waiver criteria document. And.997, the Of-
fice of Government Ethics audited the FDA ethicggpam, including
the advisory committee programming, concluded ithats impressed
with FDA's program for protecting SGEs from conflif interest, and
that it was a model for other agencies to use ireld@ing their own
systems and procedures.

In conclusion, Mr. Chairman, let me assure tha agency has met
every effort to rigorously comply with the applitdatstatutes and regu-
lations in appointing outside members to the FDAismty commit-
tees. Multiple, independent and sometimes redundaws, taken
together ensure FDA, the medical community, inguistonsumer and
patient groups and most importantly, the Americablie, that advi-
sory committee recommendations are based on thepbssible sci-
ence and are free from bias.

Thank you. I'll be happy to answer any quegtio

Mr. BURTON. Thank you, Ms. Suydam.
Dr. Snider, do you have an opening statement?
Dr. SuDER. Yes, sir, | do.

Statement of Dixie Snider, Jr., MD, Executive Sectary, Advisory
Committee on Immunization Practices, CDC

Dr. Super. Thank you, Mr. Chairman, and good afternoon.
I'm Dr. Dixie Snider, Jr., Associate Director foci8nce at the
Centers for Disease Control and Prevention. As @kex sec-
retary for CDC’s Advisory Committee on Immunizati®nac-
tices, I'm pleased to be here to discuss the mdiand proce-
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dures of the committee and its role in developggpmmenda-
tions for vaccine use.

The ACIP develops written recommendations estthfo the
approval of the Director of CDC for routine admtrégion of
vaccines for the pediatric and adult populatiorisn@ with
schedules regarding the appropriate periodicitgedand con-
traindications applicable to the vaccines. In dddijtas pro-
vided by statute, the ACIP designates vaccinesadninistra-
tion in the Vaccines for Children program.

The overall goal of the ACIP is to provide mdvthat assists
CDC, HHS, and indeed the whole Nation, in redudhnginci-
dence of vaccine preventable diseases and incgeésénsafe
usage of vaccines and related biological produthe ACIP
consists of 12 regular voting members, many of tipamrents,
selected by the Secretary of the Department, frathaaities
who are knowledgeable in the field of immunizatjmactices,
have multidisciplinary expertise in public heal#md have ex-
pertise in the use of vaccines and immunologic &genboth
clinical and preventive medicine.

In addition to required technical expertisengideration for
ACIP membership is given to representation fronedie geo-
graphic areas, both genders, ethnic and minorityg and the
disabled. In addition to regular voting memberg, &CIP has
ex officio members from other Federal agencies w&h® in-
volved in vaccine issues. And we have non-votiagtn repre-
sentatives from professional societies and orgénizarespon-
sible for the development and execution of immutndrapro-
grams for children and adults. These people dwvoist

The representation of these ex officio memlzard liaison
representatives does contribute toward a betteerstehding of
the position and views of their sponsoring orgatires and
results in better informed decisions, in our viépen public
ACIP meetings are held three times a year with ingeatates
announced 6 to 12 months in advance. Notices df saseting
are published in the Federal Register in accordamite the
requirements of the Federal Advisory Committee ARCIP
meetings are open to the public, as | said, andigpogbmments
are solicited during the ACIP meetings.

Federal advisory committees inherently haventrers who
may have potential financial conflicts of interdSkperts in the
field frequently have affiliations with or may bexgaged in
research conducted by academic institutions or roifetitu-
tions which may receive funding by vaccine manufeats. The
situations which produce immunization expertise atsay re-
sult in potential conflicts of interest.

And Congress has recognized the need forceim Fed-
eral advisory committees by these experts by piogithe au-
thority to issue waivers of conflicts of intereshen the need
for the individual’s services outweighs the potehfor a con-
flict of interest created by the financial inter@stolved. The
work of the ACIP necessitates significant immurimatexper-
tise.

One of the purposes of this advisory commiite® provide
additional scientific expertise beyond what maykbewn and
presented to the committee. Experts are more likehe famil-
iar with the published scientific literature, wits strengths and
weaknesses, than non-experts. But in addition,réxpee more
likely to know cutting edge research informationgcluding
unpublished
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information, that may not be generally availablendAif this

expertise were not available to us, members woeltinbited to

decisionmaking based solely on selected informgti@sented
at the ACIP meetings.

So consistent with these provisions of lamitéd waivers
are issued to ACIP members who have potential msifbf
interest, so that the Government may benefit froendcientific
and public health expertise of each member. Andeunidese
waivers, each member with a potential or actuarfaial con-
flict of interest is granted a limited waiver tdcaV participation
in all committee discussions, with the conditiohattthe mem-
ber publicly discloses relevant interests at thgirméng of
every ACIP meeting and abstains on votes involvémgties
with which the member has a current direct finaniigerest
when that vote could potentially result in a sigraht financial
impact on the entities.

This public disclosure, which is fairly uniqte the ACIP,
ensures that the agency, their fellow members aadptiblic
are aware of each member’s interests, which then wa
weighed in the deliberations of the committee.

CDC is continuing to review its policies redtto its advi-
sory committees to achieve the highest level drddic integ-
rity in obtaining external expertise. We welcomey augges-
tions to improve the process. And I'd be happydspond to
any questions you may have, Mr. Chairman.

Mr. BurTON. Dr. Snider, when a person decides that they
may have a conflict of interest and they decidetoatote, does
anybody vote in their stead at these advisory cdtamimeet-
ings?

Dr. Super. In most cases, they do not. We do have a provi-
sion that if we do not have a quorum, which is migmbers,
available, that is not conflicted, that is ablevate, then in the
most recent charter, | have the authority to appibie ex offi-
cio members as voting members.

Mr. BurTON. And who are those ex officio members?

Dr. SNDER. The ex officio members are representatives from
other Federal agencies.

Mr. BURTON. So you appoint somebody to go in and take the
place of the people who aren’t there or who hawejdilified
themselves on that issue?

Dr. SNDER. I'm able to appoint ex officio members as voting
members under certain circumstances, yes, sir.ddre £om-
mittees, ex officio members are routine voting mersb

Mr. BUurRTON. Now, these people that you appoint to go in, do
they discuss the issue at hand with the people avhoin the
meeting, including the person who may have saig tieve a
potential conflict of interest before they vote?

Dr. SNDER. I'm sorry, | don't quite understand the question.

Mr. BurTON. Well, let me explain it again. You've got a
meeting, you’'ve got say six or eight people thared a couple
of them say, you know, that | have a financial riest in this
company. And they say to you that in order to makee we
have a vote today, because we've come a long waty,you
send a couple of people in to vote in our steadv,Nehen they
go in there, do those people discuss the issuethétipeople in
the meeting?

Dr. SuDER. All right, Mr. Chairman, let me explain the proc-
ess. | understand the question now.
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In the meetings, as | mentioned, there arseth@otential
conflicts of interest that are disclosed at theitgigg of the
meeting. When we arrive at a point in the meetihgvlaich a
vote needs to be taken, we do another ascertaintoeteter-
mine who is able to vote and who is not able te\amnong the
regular voting members.

Also in the room during the whole meeting e ex officio
members. And so they have been participating asteniing to
the discussions. Therefore, they are well equigpgzarticipate
in the vote.

Mr. BURTON. So the people who have a financial interest
who have disqualified themselves, do they partieipa the
discussion about the vaccination or the produbbat?

Dr. SuDeER. As was indicated earlier, Mr. Chairman, these
individuals have been granted waivers. Of course, could
allow them to vote on the issue if we wanted, urtiese waiv-
ers.

Mr. BurTON. | know, but let’'s get—

Dr. SuDER. But we have decided, to answer your question,
sir, we have decided that because of their exgenti® would
like them to participate in the discussion.

Mr. BURTON. So they participate in the discussion.

Dr. SuDER. But they do not vote.

Mr. BurTON. But they do not vote. But the people that you
have appointed to come into the room hear all efattyuments,
and they are persuaded to vote either for or agdjrisased on
the discussion in the room, correct?

Dr. Super. The individuals who are ex officio members
participate throughout the meeting.

Mr. BurTON. | understand.

Dr. Super. They are active participants. They are represen-
tatives from FDA, a representative from NIH and@th. They
understand these issues on their own.

Mr. BurToN. OK, | don't understand. We don't need a long
dissertation.

Dr. SNIDER. They're vaccine experts.

Mr. BurToN. The question | asked is this. They sit in the
room, the people who are not going to vote, in whptace
these people from your agency are going to voty trear the
discussion. And after they hear the discussionchvimcludes
the people who are not going to vote, then they vottheir
stead, is that correct?

Dr. SuDER. It's not—we don'’t view it as in their stead. But
they do vote, yes, sir.

Mr. BurToN. OK, but they have heard the discussion, which
includes the people who do have a potential canfliénterest,
they participate in the discussion and then thaytdmte after
they participate in the discussion?

Dr. Super. That's correct. The other people do vote after
hearing those people who are conflicted, and almwing that
those people are conflicted.

Mr. BurTON. Do you think that the people who are con-
flicted expressing their opinion and how they faeblout the
potential product, do you think that they have aeysuasive-
ness to them? Obviously they're there to tell hdweyt feel
about the product.

Dr. SNDER. People vary in their persuasiveness. And just
because individuals have conflicts of interest dugsnecessar-
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ily mean that you can predict what position thejl taike. And
individuals may or may not be very persuasive.

Mr. BurTON. Would you say that they're in a de facto, they
are de facto participants in the decisionmakingess, because
they're actually giving their views to the peopléavare going
to vote in their stead?

Dr. SuDeER. As are members of the public and as are repre-
sentatives from professional societies.

Mr. BurTON. How many members of the public do you have
in there?

Dr. Super. In many meetings we have maybe 60, 70, 80
people present at the meeting. And we’ll have H),2D mem-
bers of the public.

Mr. BUurRTON. How many of those people vote?

Dr. SNDER. I'm not suggesting they vote. My point was that

there are many people who are recognized by thencéia who
are able to comment on these issues throughoutisbassions.
If a member of the general public gets up to theroghone,
Dr. Modlin, our current chair, will recognize thatlividual and
allow them to influence the committee as much goaa else
can.

Mr. BurTON. As much as the person who has the conflict of
interest who's on the committee who's not voting?

Dr. SuDER. To the extent that they have those persuasive
powers.

Mr. BURTON. How many recommendations by advisory
committees are not followed? How often does thatindoy the
FDA?

Ms. Siypam. It's very rare when, the recommendations are
generally related to specific questions that thesamy commit-
tee is asked. For example, they’re asked, is theoaigh data to
support the safety of this product, is there enodata to sup-
port the efficacy of this product. So when you $aljow, the
decision that whether the product is allowed on rifaket is
FDA's alone.

Mr. BurToN. | understand that. But how often does a rec-
ommendation by an advisory panel of this type, laften is
that rejected?

Ms. S)YDAM. It is very rare.

Mr. BurRTON. Very rare. | mean, can you give me a number
in the last 2 or 3 years how many times it's hajgoén

Ms. Sivypam. | don't believe | can, Mr. Chairman. I'll be
glad to provide that for the record.

Mr. BurTON. Can you list all the instances where the FDA
has not licensed a vaccine product recommendeticknmsure
by the VRBPAC on the basis that it did not agrethhe find-
ings of the committee from January 1990 to the gn&s Can
you give me some examples?

Ms. $5YypAaM. Mr. Chairman, | don't believe there are any.

Mr. BurTON. So for the past 10 years, the recommendations
of the advisory panels have pretty much been fakbd00 per-
cent?

Ms. Siypam. With some delay in some cases. For example,
it may be 5 years before a product is brought timtomarket.

Mr. BurTON. The Supreme Court, when they were talking
about additions to 18 U.S.C. 208, said “The statistthus di-
rected not only at dishonor, but also at conduat tampts dis-
honor. This broad proscription embodies a recogmitf the
fact that an impairment of impartial judgment cacur in even
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the most well-meaning men or women when their pabkeco-
nomic interests are affected by the business thaysact on
behalf of the Government.”

Now, | want you to bear that in mind, becaus@ave some
guestions that bear upon that. The committee, dnéhese
committees, VRBPAC, for the VRBPAC meeting where- Ro
tashield was approved for recommendation, an advisom-
mittee member, Dr. Mary Estes, her employer haéived a
$75,000 grant from American Home Products, the rgazem-
pany of the sponsor, Wyeth Lederle. In additiorg thember
herself was the principal investigator on a graotf Merck, an
affected company, for the development of its ratavivaccine.
This member was given a waiver and fully particgoatand
voted on the recommendation.

Another member, Dr. Catherine Edwards, wagivany a
grant for research on another vaccine of $163,008 Wyeth
Lederle. And yet another member, in fact the chaman of
the committee, Dr. Patricia Ferrieri, owned close$20,000
worth of stock in Merck, an affected company whostavirus
vaccine was already in the pipeline. This persoctesr leads
and conducts a discussion on the approval recomaiendof a
vaccine that, by the FDA’s own admission, will makeasier
for other similar rotavirus vaccines in the pipelito be ap-
proved.

Now, | know you can’'t comment on specific cadgut gen-
erally speaking, should a person who is gettingdagrants of
money from a company that makes the vaccine undesid-
eration be able to get a waiver and vote for ifsrapal?

Ms. Siypam. Mr. Chairman, as you know, the Government
Ethics Act and the Privacy Act prohibit me fromkiah about
specifics.

Mr. BURTON. I'm not asking about specifics.

Ms. Siypam. | would suggest that—

Mr. BurTON. Generally speaking.

Ms. $ypam. We have a procedure in place whereby we
have eight levels of review that looks at the fitiahdisclosure
statements for every member of our advisory coneestt in-
cluding temporary members. And those eight levélsegiew
would weigh whether the benefit of having a paticexpert is
necessary for that committee in order to have tlemthe
committee, if they had and did own some stock.

Mr. BurTON. Generally speaking, generally speaking now,
you have one that got a $75,000 grant from Ameridame
Products, and was the principal investigator onrantgfrom
Merck, which was an affected company. And this peraas
given a waiver. Another member received a grantrésearch
for a vaccine from the company in question, Wyetidérle, for
$163,000. Another who was the chairwoman had $20,00
worth of stock in Merck, an affected company. Aheé $ed and
conducted the discussion on the approval of themetenda-
tion of the vaccine that by the FDA’s own admisswaiti make
it easier for other similar rotavirus vaccinestie pipeline to be
approved.

Now, generally speaking, don’'t you think theérican pub-
lic would consider these to be a possible conbiicinterest, if
they saw that?

Ms. $5ypam. Mr. Chairman, they are considered a conflict
of interest, but they were waived after considerabbught and
review. And we've gone back and reviewed all of thembers
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of those committees. So | won't speak about eaehidividu-
ally. But | will tell you that we believe that théecision was
made in a way that made the committee the mostteféefor
the American public.

Mr. BurTON. So if a decision was made like that, then obvi-
ously you would not consider that to be a real bcndf inter-
est problem.

Ms. S)ypam. We consider it a conflict of interest that could
be waived based on the needed expertise of thogieytear
individuals.

Mr. BurToN. And this rotavirus that went on the market,
even though there had been 1 in 2,000 adverse sswehich
was withdrawn after substantial problems by peopt® took
the vaccine, within a year, so would you say thaylne there
was a mistake made? And what about those peoplesufio
fered as a result of that mistake? Do you thinly timéght think
there was the possibility that there might haventeeeonflict of
interest by these people that had a financial @stereven
though you folks didn’t?

Ms. Syypam. Mr. Chairman, | think the injuries that were
suffered are a great tragedy for the people anthioparents of
those children. | do believe that those kinds g@dries happen
when you bring a product onto the market. | think put pro-
tections in place so that we could pull off thabduct as
quickly as possible.

And when we saw that the incident rate wasdrighan we
had anticipated, we did take action and the proeag with-
drawn.

Mr. BURTON. They knew at the outset that there were ad-
verse events. They knew at the outset. And yetai & unani-
mous decision, | guess, by the advisory panelotalgead and
put that product on the market. And people did havdlicts of
interest, it was very, very clear, substantial ot of interest.
And you felt that their expertise was substantiabigh that
you waived.

Ms. Siypam. Yes, sir, we did.

Mr. BUuRTON. At the very least, don’t you think that a person
who's receiving substantial amounts of money, eifbe his or
her research or as a consultant is likely to beduldoward that
company?

Ms. Sivypam. | believe that the bias is one that has to be
weighed in terms of what is the person’s scienafidlities and
whether that person can participate in a way thatnbiased.
Clearly, if the person had an interest that wa<ifipelly re-
lated to the product that was being reviewed, theyld not be
granted a waiver. And in fact, that was the casé¢ha Ro-
tashield meeting. We excluded a number of peoplm fthose
meetings.

Mr. BurToN. Well, you have waived a lot of people who
have these conflicts. And we have a lot of cases'v@/been
doing a lot of research. So | won't go into all$kowe just took
this one example today.

But let me go back to what the U.S. SupremerCsaid.
And | want you to listen to this, and think maybsuyre waiv-
ing these things too often. It says, the statuthus directed not
only at dishonor, where a person intentionally dibebut also
at conduct that tempts, tempts dishonor. This bpyadcription
embodies a recognition of the fact that an impantod impar-
tial judgment can occur in even the most well-megmen and
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women when their personal economic interests dextafl by
the business they transact on behalf of the Goventm

Now, the reason | bring that up again is thpr€me Court
said that even the best of us, when put in thaitipos may
have our judgment tainted because in the back ofnands,
they know we have a financial interest. And yet yeive con-
tinually on these products people who have sulisidirtancial
interests.

And in the case of the rotavirus, even thotigine were 1 in
2,000 side effects that were substantial, theydrébeput that
on the market, and in less than a year, it wasntaké They
knew there were side effects. They knew they hadrilict of
interest. You waived on it and people suffered @nglent out
into the marketplace.

You don't see that as a problem?

Ms. Syypam. It certainly is a problem when people suffer
from products that cause harm. | understand that. Br.
Chairman, | waive conflict of interest when we fegld the
scientists in FDA feel that they need the expentisthose par-
ticular people to make the decisions that they havaake.

Mr. BurTON. Dr. Snider, for the VRBPAC meeting on Ro-
tashield on December 12, 1997, only seven advisommittee
members were in attendance. Two of them had stfiaagcial
conflicts of interest that prevented them from eparticipating
in the proceedings. That meant that only five menmbeere
available for the meeting, and five people wereugta in as
temporary voting members.

Why wasn't this meeting postponed when it beeavident
that there would not be a quorum of advisory cor@aimem-
bers?

Ms. $i'ypam. That's my question, | think.

Mr. BURTON. Yes, that's a question for you, go ahead.

Ms. S)ypAam. It is my question. At the time, we had two
other topics on the committee agenda as well. Aedfait it
was important to go forward with the meeting ashsu#nd we
have used and have authority to use temporary nmesne
bring those in as temporary voting members. Andligethat in
this case.

Mr. BurToN. Well, wasn't it inappropriate, and this is when
the rotavirus was approved, wasn't it inappropriate to say
against the Department policy that states that atinge will
generally not have more than four temporary votimembers? |
guess in your charter it says that you have to hgoe can'’t
have 50 percent of the voting members being temparem-
bers. So why would you have more?

Ms. SvpaMm. | think the operative word, Mr. Chairman, is
generally. And we felt that it was important inghiase, the
meeting for other issues we had individuals at thaéting and
we went ahead with the meeting and had the rotandiscus-
sion.

Mr. BURTON. That was because there was a deadline coming

up?

Ms. Siypam. We felt it was important to have the advisory
committee at the time when we set it up, there vmeoee peo-
ple attending, we had hoped there would be morelpetend-

ing.

Mr. BurTON. If the concerns were related to deadlines or

getting this job done that the FDA had to complyhwiwhy
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didn’'t the FDA get an extension to make sure thatrhembers
were there? Didn't feel like you needed to do that?

Ms. $5YypAaM. No, Mr. Chairman, | think we initially thought
there would be more members at the meeting, and dh¢he
last minute, some people had things that came dyhay were
not able to attend.

Mr. BURTON. After reading, and we read the VRBPAC Ro-
tashield approval transcript, it became obvioug thambers
voted unanimously to recommend the approval ofviecine,
even though many expressed serious concerns alfveuffi-
cacy and the safety of the vaccine. | mean, th@yessed con-
cern about the safety of the vaccine at the hearing

For example, one of the temporary memberscaskad as a
result, | would ask the FDA to work with the spongm further
quantify what these serious side effects are, fpelty the
adverse effects driven in particular by febril@dss is inducing
hospitalizations, and what is that level of accésstill don’t
feel like | have a good grasp of that at this point

And yet, even though he had serious concérasyorked
for the agency, he voted, along with everybody ,efee the
approval of this vaccine that was jerked off thekaa

Now, doesn't it concern you that these memibeesvoting
unanimously to approve a product that they havewgercon-
cerns about, like this person from the agency?

Ms. Syypam. | think you're quoting from the transcript, is a
scientist who is speaking out and talking abouteaithe is-
sues that he still thinks need to be resolved, imr#hey know
that FDA makes the final decision and that FDA wilffact be
able to followup with the company. So they're giyins a sig-
nal, they're sending us a signal that says, FDAaggead and
talk to the company about this particular issued Arassume
that the FDA did.

Mr. BURTON. But you said in the last 10 years, there hasn't
been one time that the advice of these committassbhen re-
jected by the FDA, in 10 years. Isn't that correct?

Ms. $5YpDAM. In the case of the VRBPAC, yes.

Mr. BurTON. So in 10 years, they haven't rejected it. And
yet this gentleman or gentlelady that made thisrment who
had reservations, went ahead and voted for it,esyme be-
cause he was persuaded by everybody else, or nisdarise
he worked for the agency, and nothing was doney Went
ahead and approved it and put it on the market.

Ms. Siypam. Well, | can assume, Mr. Chairman, that the
agency, if they also take the advice of the conmajttwould
also go ahead and followup with the company andlvesthat
issue, resolve that question that the scientist naes$ng in the
transcript.

Mr. BurTON. Does anybody know if that was resolved? Do
you,

Ms. Suydam? Do you know if it was resolved?

Ms. Siypam. | believe it was. Otherwise the product would
not be on the market.

Mr. BurTON. Well, it wasn’t on there very long.

As | understand it, the very concerns thatenmexpressed
here were the reason they pulled it from the mar®etmaybe
it wasn't addressed.

Are most of the votes of the VRBPAC unanimueages?

Ms. $5YDAM. | believe most of them area. The majority are.
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Mr. BurTON. Can you give me an idea of how many aren't
unanimous?

Ms. $iypam. Well, occasionally, they will be seven to one
or something like that on some issues.

Mr. BURTON. Can you give me a number that have not been
unanimous?

Ms. Siypam. | don't believe | can, no.

Mr. BurTON. Is there anybody that’'s with you that can give
us a number of the recommendations that have rest beani-
mous in the last 5 to 10 years? Do you know of tiay have
not been unanimous?

Ms. Siypam. | do. | do know of some.

Mr. BurRTON. How many do you know of?

Ms. Syypam. | know that even on some of the questions we
have asked for the Rotashield, for example, theyewmot
unanimous.

Mr. BURTON. So you know of some vaccines where they
were not unanimous?

Ms. SYyDAM. Yes.

Mr. BURTON. But it's rare?

Ms. SiypAMm. It's probably in the range of 20 percent.

Mr. BurTON. Now, if you have somebody that doesn’t agree,
let's say you have four, do you normally have mihian one or
two or how many?

Ms. Sypam. It's hard for me to say. The numbers of the
committee members that are voting changes. Sometiine
could be two, sometimes it could be three, sometiiheould
be one.

Mr. BurTON. According to the time line of the approval and
recommendation of the Rotashield vaccine, the AGImmit-
tee voted on a recommendation before the vaccidebegn
approved by the FDA. Do you feel that it's apprapeifor the
ACIP committee to vote on a recommendation of acivex
when that vaccine has not even been approved byDWe

Ms. S5ypam. | would not be able to speak for the ACIP.

Mr. BurTON. Doctor.

Dr. SNDER. | think it's appropriate for the committee to giv
the working group some guidance on how they woalégee
the recommendation going. The recommendation isanogs-
tablished recommendation until it's published ie tMorbidity
and Mortality Weekly Report. But there’s a lot dfientific
work that goes into developing these recommendsiti@o
votes have been taken prior to licensure to givielance. |
think some people have misunderstood the purposthase
votes, and have mistook those votes as being Viotals. But a
recommendation is not final until it's acceptedthg Director
of CDC.

Mr. BuRTON. So you think it's appropriate for the ACIP
committee to vote on a recommendation when a vadtiis not
even been approved by the FDA?

Dr. SNDER. | think it's appropriate, again, to give theiriop
ions about what populations it should be used oh gime gen-
eral guidance to the working group that’s working the rec-
ommendations. And that is what we attempt to doun poli-
cies and in our procedures. To the extent thatrsthave been
misled about any votes, we apologize and will tateps to try
to ensure that never happens in the future.

Mr. BurToN. At the ACIP meeting on February 18th, 1999,
Dr. Modlin stated, “Just when everybody thought were fin-
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ished with rotavirus, in fact, we were really almntisere. The
statement was approved in June of last year anfhadnthe
statement is very close to going to the printer8rid it was
approved on June 25th, prior to it going to the F¥Ahat cor-
rect? That's—

Dr. Super. And then subject to licensure, there was more
discussion at the ACIP meeting and further revisiavere
made.

Mr. BURTON. But it was already approved, though, was it
not?

Dr. Super. That was my point, that the recommendations
remain fluid and dynamic until they are published the
MMWR. | think if you’ll check the record of the A@Imeeting,
you'll find that | made statements to that effexttie commit-
tee in 1999.

Mr. BURTON. Are you aware of any other instances when this
has happened?

Dr. Super. | think there are other instances where people
have gotten the impression that because the coeentiths ex-
pressed a preference for a particular policy optletis say it
has to do with what age children should be reconuaérfor
this vaccine, that that's a final decision. Butiagthe decisions
are not final until CDC accepts them and publisthesn in the
MMWR.

They may go back to working groups for furthevision.
After some people may have thought their work wasroit
wasn't.

Mr. BurTON. Can you give us specifically another instance
when this has happened, specifically?

Dr. SuDER. I'd have to look through the minutes, Mr. Chair-
man.

Mr. BurTON. | thought you just said that it happened quite
frequently. If it happened frequently, can't yowstuhink of
one?

Dr. Super. In which we have had numerous drafts of the
recommendations?

Mr. BurTON. Votes on a vaccine that had not yet been Ii-
censed. Can you think of another instance whenhidyapened?

Dr. Super. Again, | think there were perceptions that we
had votes on other vaccines in which there werdinak votes.

Mr. BurToN. | think the answer’s no, you can't think of any,
is that correct, right now?

Dr. SNIDER. | can't think of any that | want to say to theaah
man that I'm certain about.

Mr. BurTON. If you would just wait 1 minute, Mr. Gilman,
I'll be through with my questioning, and if Mr. Wipan
doesn’'t mind, we’ll let you make your statementc8ase he
has to leave, is that all right with you?

Mr. WaxmaN . When your time is up, I’'m taking my time.

Mr. BurTON. Mr. Gilman, Mr. Waxman has said that he will
not yield to you for your statement until he taB8sminutes.

Mr. GLMAN . | have to get back to the floor.

Mr. WaxmaN . I've been sitting here a whole half hour wait-
ing for my turn. I'm not going to yield my time.

Mr. BURTON. OK, Mr. Gilman, we’ll submit it for the record.

Mr. WaxmaN . Ben, I'm going to let you do it.

Mr. GLMAN . Thank you very much.

Mr. BurTON. Just 1 second, Ben, we’ll be finished here.
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The VRBPAC is the advisory committee that esws the
vaccine efficacy and safety data and then makesmeenda-
tions to the FDA as to the approval of the vacci@an and
does the FDA license a vaccine without a VRBPAConmec
mendation?

Ms. S)YyDAMm. Yes, Mr. Chairman, it can and it does.

Mr. BurToN. How does the FDA decide when vaccine data

should be reviewed by the VRBPAC?

Ms. Siypam. Well, for the most part, if it's a new or novel
product, if it’s the first of a kind of a particul&ind of vaccine,
if it's a combination vaccine that hasn’t been sbefore. So |
would say that the examples of those that are motrese that
are more second time.

Mr. BurToN. OK, my time has expired. Mr. Gilman, you're
recognized for your statement and we’ll go to Mrahan.

Statement by Benjamin A. Gilman

Mr. GLmAN. Thank you very much. | want to thank Mr.
Waxman for yielding. I'd like to welcome the paragld thank
our chairman of the committee for investigating &wad vaccine
policy and any conflicts of interest on the partFefderal poli-
cymakers that may exist.

This committee has encountered many aspectsostrn-
ment in need of reform due to weak enforcement edefral
policy. However, the committee’s current investigatattracts
particular attention, for not only is our Federatwine policy a
governmental issue but a humanitarian issue tHattafevery
American family. Any possible links between indyséind Fed-
eral policy enforcers inevitably results in a qiesbf ethics.

However, the apparent ties between the pharuat@al in-
dustry and the Federal Drug Administration and €entor
Disease Control advisory committee members resultmore
than an ethical question. It results in persongirinand possi-
ble death for innocent children and adults. Previmvestiga-
tions have revealed that the conflict of interedés employed
by the FDA and the CDC are weak and are not strieti-
forced. Advisory committee members who have peldsona
financial ties to pharmaceutical companies haven hgranted
waivers to participate in committee deliberatiorsd anany
committee members have incomplete financial disckostate-
ments which may conceal their financial ties toharmaceuti-
cal company.

The breach of integrity in vaccine developmbas culmi-
nated in the serious need for reform. The urgemcyréform
can be exemplified by the unethical developmenthef Ro-
tashield rotavirus vaccine and its subsequent rainfbem the
U.S. market. Rotashield was developed to combatvinis,
which symptoms are vomiting, diarrhea, low gradesfe How-
ever, it was pulled from the market following refsoof serious
illness in over 100 babies. The Rotashield vacaitended to
cure these symptoms, instead, caused 2 death&s&3 of sur-
gery and 47 cases of required medical care, &labies.

The FDA and its advisory committee approves vaccine
in 1999, overlooked the 1989 tests of a similarcuze in China
in which a number of babies suffered identical blopreblems
to those caused by rotashield known as intussuscegt bowel
obstruction so severe that the intestine swalldgalfi More-
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over, at least one of the researchers involvedhan China test
is now working at the CDC, was also involved in &ttield.

Therefore, the data from the earlier China vess available
to the advisory committee members who approved Rbe
tashield vaccine but was overlooked or ignored.aRdlgss of
the reason why this information was disregarded,eAcan
babies suffered, underwent surgery and some ewsh dihe
FDA and CDC advisory committee members do haveré¢he
sponsibility of abiding by all regulations to ensuhe safety of
our public health.

Human life should not be undermined or compsesxh for
personal or financial ties that advisory membery inave to
the pharmaceutical industry. It's essential to ughbe integ-
rity of the vaccine development process and to renthat the
Federal Advisory Committee Act requirements arecthyren-
forced. And it's for that reason that | commend cbairman
for pursuing this issue with both the FDA and trévisory
committee administrator.

Mr. Chairman, of recent date, in the last 2sd@’'s come to
my attention that our whole anthrax vaccine prograrn se-
vere problems. And | would hope that the FDA wotalkde an-
other look at that program. The GAO has given useswery
serious information that requires, | think, furtheview. And |
hope, Mr. Chairman, that our committee would takirgher
look at that.

And | thank you for permitting me to make thtatement at
this time, and | thank Mr. Waxman again.

Mr. BURTON. Thank you, Chairman Gilman. And weél
look at that.
Mr. Waxman, you're recognized for 30 minutes.

Statement by Mr. Waxman

Mr. WAXMAN. Thank you, Mr. Chairman. | want twom-
mend Mr. Gilman on his statement. | thought thas wagood
addition to this hearing. It could have been peaegdito be re-
ported by Mr. Gilman a half hour ago, and | wassfrated by
the minority having to wait 30 minutes before weildoeven
pursue questions.

Mr. Gilman raised an interesting point. Hekéal about, the
first time I've heard about it, some Chinese stofithis rotavi-
rus. Dr. Snider, are you familiar with that Chinasaedy?

Dr. SNIDER. Mr. Waxman, I'm not an expert mtavirus. |
do know that there were other studies done. Therelifferent
rotavirus vaccines. And they may have differentperties. But
one thing | would want to say is that having obsdrthe proc-
ess and to a certain extent participated in theqe® the issue
of whether or not there was an association betweessuscep-
tion and Rotashield was something of great conesich long
debate, both in the FDA advisory committee meeéind at the
ACIP meeting. And | think the best scientists wiereught in to
look at the situation. | think that they were quitgective in the
way they looked at this.

And the pros and cons of whether there waassociation
or was not an association was not a no-brainer Thikre was
not a statistical difference between those whoivedevaccine
and those who received placebo in terms of thederge of
intussusception. And in contrast to what we obstivece Ro-
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tashield went on the market, the rotavirus vacanelies ob-
served intussusception occurring after the secamdl third
doses. There were none after the first dose.

So | guess the bottom line is that it wasarotssue that was
passed over, swept under the rug or was not ot gaeern.
But at the same time, although there perhaps dye2fndeaths
from rotavirus in the United States, there are apipmately
50,000 hospitalizations, parents who are very covezk about
that, lots of money is spent on that. And an edthéalf a
million kids who get rotavirus each year who arekstnough
that often their parents have to stay home anddake of them.
And that's, as someone has said, not a triviakissu

So again, the risk-benefit was considered. &lujundgment,
as you know, is not entirely perfect. But | beligyeople made
the best judgments they could under those circurosta And
as you know, we put measures in place to monitecabse of
our concern, that there just might be somethingeth&Ve
caught it very, very early and reacted quite rapil it and
quite vigorously, as you know, using all of our Eifficers at
CDC to gather this information, to assess whetheret was a
true risk.

In fact, there are some people who still déimitk there is a
risk from Rotashield vaccine, although we are cooed of it,
and as you know, we're so convinced that we withdifee rec-
ommendation.

Mr. WAXMAN. I'm pleased you went through thdiscus-
sion, that at the time the vaccine was being cemsitlby scien-
tists, both at FDA and at CDC, there was a disoasabout this
issue.

Dr. SNIDER. Many discussions.

Mr. WAXMAN. Because | think the most tellingint I've
heard in this hearing as | waited for my 30 minutesget a
chance to ask some questions, which is frustrdonghose of
us in Congress as we like to do the talking, bos¢hare the
rules, was the chairman saying to you, Ms. Suydpeaple
suffered as a result of conflict of interest. | doget it. We
know that some people had a conflict of interesb Wwhd enor-
mous expertise, and they disclosed that. And waiwgere
given because their expertise outweighed in sorsesca very
minor conflict of interest.

And then they used their best scientific jugégimand came
to a conclusion that a year later was reversed.itBagems to
me that, I've heard no evidence, and you were thisoth at
CDC and at FDA, that those who might have had dlicbof
interest tried to sweep it under the rug or triedyét this prod-
uct out there, even though they knew there waga sffect
from it. Is there any evidence of that?

Dr. SNIDER. No, sir, | know of no evidence.

Mr. WAXMAN. As | understand the record, thexvas a Dr.
Rennels who was paid by Wyeth to study this vaceingé she
presented data at the VRBPAC, what would that staritl

Ms. SUYDAM. That's the VRBPAC, that's FDA's @dory
committee.

Mr. WAXMAN. OK, that she went to that meetiagd de-
spite the source of her funding, she presented dHissory
committee data on the intussusception as a posaitlerse
event associated with the vaccine. Is that youetstdnding as
well?

Ms. SUYDAM. Yes, that's correct.
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Mr. WAXMAN. Now, if we believe people only aat their
own self-interest, you would think that as a reprgative of the
company, she wouldn’t have pointed that out. Tlheioissue is
Dr. Modlin who had some interest in stock at Mergk. you
would think that if he knew that Merck was working a rival
vaccine, if he were going to vote in his finandiaterest, he
would have voted no on a product that was goinggetoto mar-
ket before Merck’s vaccine. That would seem to heedonclu-
sion, if you think people only operate on the basigonflicts
of interest.

But people also operate on the basis of iftiegnd profes-
sionalism and based on science and using theirrésg@end
not wanting their reputations in any way tarnishgdrying to
do something that might potentially improve thec&tgoten-
tially that they might own of a company, a drug gamy.

The committee felt there was no data, as etstdnd it, that
definitively showed a connection between the vae@nd in-
tussusception. Is that the situation in the adyisommittees?

Ms. SUYDAM. Yes, that’s correct.

Mr. WAXMAN. Nonetheless, isn't it true thatelcommittee
agreed that it would be necessary to include thiigrination
about the possibility of intussusception in thekaae insert?

Ms. SUYDAM. Yes, that's correct.

Mr. WAXMAN. And the committee agreed that date
post-marketing monitoring was necessary once teina was
introduced into the general population, isn't tbatrect?

Ms. SUYDAM. Yes.

Mr. WAXMAN. Now, why wouldn’t those people wita
conflict, if they're driving this thing forward, yrto not put
some label warning? Why wouldn’t they say we shotild
monitor it in the future? After all, if we monitatet in the fu-
ture, we might find that there’s a problem with adnd that
might hurt their stock.

And the FDA did carefully monitor Vaccine Adge Events
Reporting System to look for possible side effeétsd after
about 15 cases of intussusception that were ideatih the
VAERS, the FDA and the CDC moved quickly to remahis
rotavirus vaccine. Is that a correct statementHemrecord?

Ms. SUYDAM. Yes, sir, that's correct.

Dr. SNIDER. Yes, sir.

Mr. WAXMAN. How do you deal with conflicts dhterest,
because people are concerned about it. Dr. Sridederstand
that in 1998, ACIP voted to recommend that theviotia vac-
cine be added to the immunization schedule fornitstaThis
was after several meetings, but you voted to atllthe sched-
ule for infants?

Dr. SNIDER. Yes, sir.

Mr. WAXMAN. Why was that decision taken?

Dr. SNIDER. Why?

Mr. WAXMAN. Yes. Why did you decide to do tawhy
did you recommend that for parents to have thattfeir infants
vaccinated against rotavirus?

Dr. SNIDER. First of all, | should say thattlcommittee
considered a whole range of options, from no recenuation
to a recommendation for high risk groups all theyw@a uni-
versal recommendation. And | think there were s@ivierasons
why a universal recommendation was made. One tsrdtavi-
rus does not respect socioeconomic or race—ethraayother
boundaries. So that virtually every child is infettwith rotavi-
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rus some time before their 7th birthday and usualiych ear-
lier.

So it seemed that every child in the countaswusceptible
to this potentially.

Mr. WAXMAN. And this vaccine could prevent tf?a

Dr. SNIDER. This vaccine can prevent at |é&dsto 70 per-
cent of episodes. But most importantly, 80 to 9&ceet of se-
vere cases, which are the ones that can lead tgdsfon and
death.

Mr. WAXMAN. So the decision was based on stifen
judgment by all the people involved that it oughtbe on this
recommended list. If it's on the recommended listjt man-
dated that rotavirus vaccine be used?

Dr. SNIDER. CDC does not mandate vaccinesafgyone.
The States make their own determinations about whetines
will be required. As was pointed out, this is noeoof those
vaccines that would be on the list of required Vs for
school entry, because it's given at 2, 4 and 6 h®wf age,
although some States may have elected to requfie ithild
care.

But that again would not have been a Fedezaistbn. That
would have been a State decision.

Mr. WAXMAN. Now, Chairman Burton issued a psee-
lease yesterday about this hearing. And in thisgprelease he
said four out of the eight advisory committee merabe&ho
voted on the Wyeth rotavirus vaccine had finantied to the
pharmaceutical companies that were developing réiffever-
sions of the vaccine.

My staff has gone through these documentshasdidenti-
fied those four members. One of them is Dr. Modénd we
talked a lot about him. He owns 600 shares of Mestdck.
Because Merck does not have a licensed rotavirosing, this
did not constitute a conflict, is that correct?

Dr. SNIDER. That is our interpretation, ouewi and prac-
tice, as | understand it, since the mid-1960’s, nitee ACIP
was created, is that conflicts of interest are reiteed based on
licensed vaccines, not on vaccines that might kkdénpipeline
and may or may not ever be marketed.

Mr. WAXMAN. Ms. Glynn testified earlier thaf iyjou own
a stock in a huge company, you really own onlyrdimitesimal
amount of that company. Do you agree with that?

Dr. SNIDER. It's my understanding that for thiearmaceu-
tical industry in general, the figure | heard amneeting earlier
last month was that vaccines account for approxiyatl.3
percent of the revenues of pharmaceutical compaSieshat
for a large firm like Merck, one would anticipateat a decision
one way or another about a single vaccine wouldaite much
impact on the stock price one way or the other.

Mr. WAXMAN. The chairman made mention of Dr.okl
lin's membership on a Merck advisory board. Are yaware
that while he does serve on that board, he no lotakes any
honoraria for that service?

Dr. SNIDER. Yes, sir.

Mr. WAXMAN. So he doesn't have a financial en¢st in
that service. He owns some stock.

Dr. SNIDER. He did own. My understanding isttine has
divested himself.

Mr. WAXMAN. Well, there are two other memben§ the
ACIP, there’s a Dr. Griffin and Dr. Clover, who haelation-
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ships with Merck in the form of consulting feesnbearia and
educational grants. It is possible that these tvemivers were
unaware of Merck’'s work on a rotavirus vaccinethsre any
evidence that either of these members knew aboutk4ero-
tavirus vaccine that you know of?

Dr. SNIDER. Not that | am aware of.

Mr. WAXMAN. Mr. Chairman, do you have any egitte
that either Dr. Griffin or Dr. Clover knew about k&'s rotavi-
rus vaccine? They had consulting fees, honoradacational
grants from Merck.

Mr. BURTON. You can proceed. I'll get you ansaer to
that.

Mr. WAXMAN. I'd be interested in that. If theris no evi-
dence, then | think it would be wrong to accusenttod a con-
flict without actually knowing whether or not théyew that
Merck was working on this vaccine. And let's assuimey did
know. Would that be considered a conflict for pup® of the
ACIP’s vote on the Wyeth rotavirus vaccine?

Dr. SNIDER. No, sir.

Mr. WAXMAN. Why does the CDC tolerate a certain ébwf
conflicts, both actual and perceived, on its adyiscommit-
tees?

Dr. SNIDER. | think for some of the same rewsthat have
already been expressed. It's extremely importaat fieople
who serve on advisory committees understand mae jhst
the cursory science that might be presented to tihetimg the
course of the meeting. They need to have an inkdkpbwl-
edge of some area that is pertinent to vaccinatitvether it has
to do with the delivery side, how do you delivecemes in the
public sector, or how to do research properly,ithmunology
of vaccines and so forth.

Mr. WAXMAN. Well, there are 700,000 physiciarike
chairman has told us. Why couldn’'t we pick somebetse
who didn’t have any possible conflict of interest?

Dr. SNIDER. Well, we do have members, we'vikdad so
much about conflicts, Mr. Waxman, that we haverad han
opportunity to say that we do have members on tG&PAvho
do not have conflicts. And of course, on any givesue, we
may have several members who have no conflicts aviffar-
ticular matter that's under consideration.

Just because someone fills out a 450 andatetica conflict
does not mean that they have a conflict with tlseidsat hand.
So that most of the time, we have a large numbenebers
who are eligible to vote.

Mr. WAXMAN. And just because they have no dmtf
doesn’t mean they always make the right decisions?

Dr. SNIDER. Well, | guess that's true of dllus.

Mr. WAXMAN. But | know for myself, if I'm haung FDA
make a decision or the CDC make a decision on ainvaor
FDA make a decision on a drug, | want people onaiihdsory
committee that know the science, that have an &sperthat
understand when these drug companies come in,heydprre-
sent their reams of documents, on why FDA shoujgrape a
drug, | want them to be able to scrutinize it pretirefully. Not
somebody who happens to be a physician educagdatical
school.

Dr. SNIDER. We attempt to get the best sciienéixpertise
we can, Mr. Chairman. It requires a broad rangexfertise.
And there are a limited number of people. We datetmem-
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bers, we don't just recycle people who have alwagen on the
ACIP. But the expertise is difficult to find, and avas men-
tioned earlier, even when you find it, people aot always
willing to serve.

Mr. WAXMAN. Ms. Suydam, when FDA has an advigo
committee, they’re making a recommendation to Fidhich is
usually accepted by the FDA. And they vote to duaire
whether the application a company submitted farigure sup-
ports the safety and efficacy of the product. Bhdirt recom-
mendation is non-binding. They don't vote to licers not to
license. There are other issues FDA considers ditiad to
what the advisory committee tells them as they lout ap-
proving a product, isn't that correct?

Ms. SUYDAM. Yes, that’s correct, Mr. Waxman.

Mr. WAXMAN. | must say, I've had a lot to doitlv FDA,
as a Member of Congress. And | get reports thaeste more
about the conflicts of interest by the companie® want to
give the best appearance of their drug. And thayetimes
don’t want to present the possible side effectsd Arey may
have it buried in the documents supporting thekfropt top
page documents with the hope that maybe an advisommit-
tee won't read all the way through it. You obvigukhave busy
people. Their conflict is that sometimes they'resyau

Ms. SUYDAM. That's why it takes a very thordugeview
on the part of the FDA to make sure that all th®rimation
that’s provided is reviewed.

Mr. WAXMAN. So when you're trying to select édory
committee members, what are you looking for?

Ms. SUYDAM. Well, Mr. Waxman, in the VRBPACaile,
we look for expertise in infectious diseases, imoiagy, virol-
ogy, bacteriology, molecular biology, pediatricgldniostatis-
tics. We look for people who understand the researchose
areas, people who have been researchers themséleetsy to
find the very best scientific experts.

And in fact, in the VRBPAC itself for the ldstyears, we've
used 82 different experts, either as members, tesampeoting
members or consultants. And we think that's a yaiepresenta-
tive sample of the experts available to the FDAewh vaccine
expert is not a typical physician. A vaccine expsrone who
has had a lot of experience in the research ofinasc

When you go to an international vaccine megtiou don’t
have thousands of people there like you do at themdistry
meetings or the microbiology meetings. You may h&08 at
the most. And that's an international meeting. Sdrevtalking
about a very limited pool of people that we carualty attract
to our committee in this particular area.

Mr. WAXMAN. You try to reach out and get peepivho
are geographically and ethnically diverse?

Ms. SUYDAM. We have a process, and in fact,dgehave
people on our committee who are not conflicted @ndt have
any conflicts. Every year we publish in the Fedétabister a
notice of vacancies for our committees. We adwveriis the
Academic Physician, which is the document that npistsi-
cians read, all the members of the teaching hdspitaross the
country are members of the AAMC, and that's thedigawine.

We go out to our experts on the committee asidfor other
recommendations. We ask for public input, and wellg have
a pool of about 50 people that we can select 3 meaple from
for a membership on the committee.
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Mr. WAXMAN. Is there a difference in the coicfl of inter-
est screening between agency employees and th&alsew-
ernment employees that serve on these committees?

Ms. SUYDAM. The same statute applies, butgtendards
are different, the waivers are not granted to FDWpleyees.
FDA employees meet the statutory standards. We Wwaieers
for FDA employees but they're very, very limitedné those
are done on an ad hoc, individual basis.

In this case, we look for scientific advisavho have had
expertise in a particular area. And they may hase] men-
tioned in my testimony, they may in fact be peopteo have
worked in the industry. And so we have to make dbeision
that the expertise they provide is important enofahus to
actually waive that potential conflict.

Mr. WAXMAN. The majority of this committee ised a
press release yesterday and they claimed threegvotembers
of the advisory committee for FDA had some kindalftion-
ship with “affected companies.” I'd like to walthrough each
of these situations with you. Let’s begin with Puatricia Ferri-
eri, the committee chair, who owned about $17,600/erck
stock. Under FDA criteria, this constitutes a lawalvement
with an affected company, isn't that correct?

Ms. SUYDAM. That's correct, Mr. Waxman.

Mr. WAXMAN. Can you explain how the determiicat
that $17,000 in stock is low involvement?

Ms. SUYDAM. We have a waiver criteria documerttich
has been, was established in 1994 and has beetedpdeas
updated once in 1997 and then again this yearwEleer crite-
ria document was established to provide to alllwfa@mmittee
executive secretaries a guidance document and tumakcom-
mittee management staff on how you could look aindivid-
ual's conflicts of interest. And it was decided tthass than
$25,000 was in fact a low involvement.

Mr. WAXMAN. | have the memorandum of the Defpagent
of Health and Human Services dated November 187,1f88m
Diana Widener, SGE programs officer about this ecthjAnd
they go into this document, | hope that's the rigbtument,
but | have some FDA document I'll make part of tieeord,
probably the chairman already has it, where thesees of con-
flict came up.

And for example, they talked about Dr. Feirighis was a
letter signed by David Kessler, who was the Comimies of
the Food and Drug Administration. It says, as a imemof the
Vaccines and Related Biological Products Advisooninittee
on the temporary voting member of another FDA cotta®j
Dr. Ferrieri could potentially become involved imatters that
could affect her or her employer’s financial intse And they
go through the code section and they say, firshoagh Dr.
Ferrieri has a financial interest in a competingnfishe is not
involved with the specific products at issue. Ferfhihe finan-
cial interest is insubstantial in that it represeonly a small
percentage of her total income.

Second, the Federal Advisory Committee Actunexs that
committee members be fairly balanced in terms dhtpof
view. It's intended purpose would be significaritlypaired, the
committee’s intended purpose would be significamipaired,
if they couldn’t call on experts that become emingntheir
field, notwithstanding the financial interest. Berrieri is board
certified in pediatrics, she’'s got both extensiwpearience in
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pediatric infectious disease, both in research dimical prac-
tice. And on and on and on.

Ms. SUYDAM. That's the waiver document, yes.

Mr. WAXMAN. A very well qualified person.

So far, these situations have not been péatigutroubling.
There are a couple members whose involvement st teathe
surface raise some questions, specifically I'd likeask you
about Dr. Estes, and why, given her level of ineohent with
NIAID, Merck and Wyeth, you went ahead to give hewaiver
to participate in this meeting.

At the time of the FDA advisory committee niegf Dr.
Estes was a principal investigator on several grassociated
with Wyeth and NIAID to study rotavirus, and sheswa nego-
tiations with Merck for a grant to study the rotas vaccine.
These connections seem to be a little close tosthee at hand,
Wyeth'’s rotavirus vaccine.

Can you explain to us why you gave her a w&ive

Ms. SUYDAM. We actually went, and | was peralby not
involved, but the Office of Committee Managementhtwe Dr.
Estes. And | would suggest that | probably haveleal with
this in the hypothetical as well, since her confo€ interest, |
mean, since her financial disclosure statemenbraeshing |
have to deal with in terms of the Privacy Act.

But we went to her and asked about the spscdf her ex-
pertise and her involvement. And they are veryedéht than
the issue that was being discussed. So there wdfeeence in
terms of the kind of research she was doing.

And if | could, Dr. Estes’ expertise is in bedology, im-
munology and virology. She has experience with iregy with
gastroenteritis virus, with viral pathogenesis. $hén fact an
expert in all of the areas that we needed of thatroittee.

Mr. WAXMAN. Mr. Chairman, | wouldn’t want pedg to
think that if their children are going to get imnzed that in
some way the CDC or the FDA has not been as atteat they
need to be and we expect them to be on the ménithether a
vaccine ought be made available. After all, weakkihg about
diseases that can cause death, disability, andastisérom
which many children do suffer.

And if we can prevent these, we hope we cait @ddthout
side effects. But sometimes we find out, as weinithis case,
there are side effects. | just don’'t want peoplédé¢oscared. |
don't think we've shown here, because of some asflof
interest which were all disclosed and for whichirtteipervi-
sors under the law made a decision to allow thensetve,
should in any way discredit the immunizations the¢ avail-
able.

And | want to say that | speak from the padftview of
someone who at times has been very critical of FDracently
criticized NIH and FDA for the gene therapy patgertere’s a
headline that says “Waxman; FDA has done littlerterit con-
fidence in this particular area.” | will criticizEDA or CDC or
NIH if | think there’s a reason for it.

But | think that it doesn’t appear to me thatase has been
made to criticize either agency. It appears thay thcted rea-
sonably, in the public interest, to try to proteetr children.
And it's unfortunate that the result was one tha@nt that the
vaccine was taken off the market within a year,aose we
found out the problems.
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But | was glad we found out about those proisiend that
everybody acted in the best way possible. It wddgle been
better if we’d known about it before, but sometingsence
doesn't allow us to know in advance with certaimtigat the
results are going to be.

My time is expiring. | want to thank the twdtmesses for
your testimony and to assure people, from my pofntiew,
that we always have to monitor vaccines and drugs raake
sure that they're safe. | would hope we would mamé lot of
these other products that are on the market that@scrutiny
at all from FDA. People use them and think they gming to
improve their health but they can do damage. Fiamhearing,
I've seen no evidence to change my view that yoaeed re-
sponsibly and under the best expectations of thegfess and
from the American people.

Mr. BURTON. Well, | have a little differentpmion, and
I'll take a little bit of my time now and say thésenone so blind
as those who will not see. If you look at Dr. ModIMr. Wax-
man mentioned that he had some stock, but he failegention
that he was a consultant for Merck and got paidsattant’s
fees, and that was not in his financial disclosiaren. So we
don’t know how much money Merck was paying him. Aral
was the chairman of the panel. | mean, come onjaset?
Give me a break.

And he was talking about the recommendationghb advi-
sory committee, | think you said, Ms. Suydam, thatly haven't
rejected the advisory committee’s recommendatioms10
years. So it's a fait accompli. If they say it's QiKs OK, it's
going to be done. He mentioned Mary Estes. Ges, ithill
going to be public eventually, it's going to be dhere. Her
employer had grants of $75,000 from American HomazlBcts
for rotavirus, $404,000 from NIAID, a number of gta for
rotavirus, NIH, $355,000 for rotavirus, $55,560 femm Merck
for rotavirus vaccine, Wyeth Lederle, $10,420 feerbtavirus,
and $5,400 for Norwalk virus vaccine. Come on.

And the Supreme Court said it's not just pedghowingly
doing something wrong. It's having this in the bawktheir
mind that there’s a financial interest to what tkdey

| have a number of questions. We have voteshenfloor
and | don't want to keep you here all night. | thibasically
I've made my points and Mr. Waxman has made higr@h a
lot of other questions | have. I'd like to submit you both
questions for the record. Bear in mind when younensthe
questions they will be made public. But we want ptate and
accurate answers, because you were sworn in anddabe-
ments that you send us will be considered undédr. oat

With that, anything else | need to go into?

I'd like to read Dr. Chen Lee, he was one ldse who
couldn't vote, he said during the discussions, baehtions
when he was talking to the people who you had apedievi-
dently to come in and vote in his stead and othstesid, he said
at one point, he would vote for routine immunizatié he was
eligible to vote, and he went on to encourage adose regi-
men for the vaccine. Moreover, at the June 1998PA@keting
during which they approved the statement for rautise of the
rotavirus vaccine, he said he feels very priviletedhe able to
participate in a discussion that he cannot vote Hopefully,
that perhaps what | will say will influence the péowho can
vote for me if | cannot vote.
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Now, that makes the point. He's there saymghe people,
you know, you're voting in my stead, I'd vote farand | hope
I'm influencing you to vote for it. That isn't righfolks. We
have to be above reproach or even the appearariogoipri-
ety. And | hope that CDC and FDA and the other agenwill
take into consideration what we've said today.

You probably don’t like me for what I've dorend | under-
stand that. But | want you to know we’re going ®watching,
we’re going to be having more hearings on this. Angkople

are appointed to these advisory panels, it's gaingpe made
public and if there’'s a conflict, it's going to beade public.
And | think it would be better to err on the sidesafety, so that
the agencies which you represent will not get @lbkeye. Be-
cause I'd rather you didn't get a black eye andrgwedy
would feel a little bit safer.

And with that, thank you very much. We stadgbarned.
[Whereupon, at 4:52 p.m., the committee was adgulin
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