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DR. MAUPIN: |I'm Dr. John Maupin,
presi dent of Meharry Medical College, and for those of
you who | haven't had the occasion to neet, hello.

AUDI ENCE:  Hel | o.

DR. MAUPIN: For those of you that have
been here throughout the day and have not had a chance
to see our canpus, | hope you will. | just went
outside, and I have a few people here that have great
powers and we decided to hold off the rain, so you may
take a tour as long as the sun holds up for those few
m nut es.

But all kidding aside, | think what | have
heard and have just conme back in and have had an
opportunity -- have not had a chance to participate
today, but | have heard from everybody how excited they
are about the program presentations, and the
di scussion, and nobst inportantly and nost appropriately,
how excited and pl eased they were to hear from
Dr. Joycelyn Elders, who we had the opportunity -- and
want to give -- ask everybody to give her another round
of appl ause.

(Appl ause.)

DR. MAUPIN: The topic is one in which is
serious. The topic is one in which many have sone

concerns. The topic is one in which | want to share for
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just one nonent because, in this spot, in 1972, there
was a big discussion. It was a gathering of the
Congressi onal Black Caucus neeting on the status of
health in the African-Anerican community. It was a
di scussi on about the Tuskegee studies and all that went
on during that tine frame. It was a discussion about
health disparity. Unfortunately, that neeting that day,
the issue that was before us then is the sane issue that
is before this country.

Heal th disparities, not just health
disparities with one ethnic group, but health
di sparities across many ethnic groups. Health
di sparities based on not just ethnicity but also
continue to be based on where you |live and what your
econonmic status is. So this issue -- this country's
i ssue of equal quality health care, this issue of equa
quality access to care, this issue of how do we go about
maki ng a change in the illnesses and conditions that
continue to destroy famlies and the lives of
i ndi viduals, clearly, the research that we do in our
institutions and across this country, the research that
wi |l happen in communities, the popul ation-based
research on why we do things, the behavioral questions
that need to be answered, the clinical trials that wll

occur all need to be conducted with the highest |evel of
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et hics, the highest |evel of noral, noral standards.

And so it's inportant this evening that we
cone together as a community, because no natter what
Meharry or Vanderbilt across town or Enory University in
Atl anta, Ceorgia, do, what we do in research and how it
relates to the conmunity is really the end result. And
I know that our friends here fromthe FDA are pleased to
have this opportunity to hear fromyou so that the
Tuskegees don't happen again and that we can answer
those questions that are on your mnd

So while you've had a | ot of |ectures and
a lot of questions and a | ot of discussions and, from

what | hear about those, there are a | ot of |aughs, too.

| just heard one comng in | just talked to. All they
said was, all | could hear about was the one hair on the
bald man. Since |I'mgetting thinner, I'mworried about

nmy one hair
But to start this Town Hall Meeting this
evening, | have the pleasure of introducing Gary
Dykstra, the chairperson for the Town Hall Meeting and
al so the Sout heastern Regional Director for the FDA
(Appl ause.)
MR. DYKSTRA: Okay. Thank you,
Dr. Maupin. | have also been rolling that thought

around in nmy head about the one hair, Dr. Elders. |
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want to thank her, too, for helping us this evening set
the stage for what is to follow for the next couple of
hours as we talk about this very inportant topic of
research, research ethics, and all of the checks and
bal ances that we have in that system

I encourage all of you to take a | ook at
the little brochure that was handed to you when you cane
in here and | ook at the one page that tal ks about the
FDA mi ssion and the FDA role in this whole area of
bi oresearch and the parties that play a role in that
check and bal ance system FDA is only one of those
parties. W are here this evening to tal k about that
whol e system and to tal k about some of the issues that
Dr. Elders brought up, some of the issues of disparity,
some of the issues of what perhaps FDA can do to cl ose
t hose disparities in our health care system and our
health care research, and anything else that we can
adhere this evening concerning these inportant topics.

I want to renmi nd everybody that this is a
Town Hall Meeting. It's intended to occur in that kind
of format. We have sone distingui shed speakers here who
are going to give you sone information about what's
going on in FDA, how we approach this issue fromthe
government side. That's so that you have, and we al

have, kind of a comon understandi ng of where we're
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coming fromin the government arena, and you can
formul ate your own opini ons about that.

And once we've presented that information,
then, in the spirit of a Town Hall Meeting, we'll have a
back-and-forth discussion. W would like to keep the
questions and the comrents and the concerns pretty nuch
in that -- those areas that we've been focusing on
really all this week with the neetings that are going
on. This is just one nore piece of those neetings.
However, you know, if you have some general questions
about FDA, sone things you don't understand about us,
we'll be happy to try to address those. And if we don't
have the people here to address it, we'll take that
qguestion back and try to get the answers for you.

But | encourage everybody. Everybody here
has equal time. |If you have questions, if you have
concerns about what you hear or other things that are on
your mnd concerning bioresearch, ethics, and other
things related to those topics, please |et us know what
t hose are.

If you're a little bit shy about coming to
the m crophone or speaking up, we have sone paper. You
probably al so have pieces of paper. Wite your question
down and we'll collect it, bring it up here, and see if

we can address it anonynously, so you don't have to
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stand up and necessarily identify yourself.

I want to nove along now in this program
and introduce you to our first speaker. Qur first
speaker is also going to help me set the stage a little
bit for the topics that we want to discuss this evening.
She is Linda Skladany. Linda is actually brand new to
t he Food and Drug Admi nistration, but she has a very
stellar resune and past, and |I'mjust now getting to
know her a little bit better. And she has sone
fascinating tales to tell about sonme of her many jobs
that she's held in past admnistrations and outside of
gover nment .

In June of this year she was appointed as
Seni or Associ ate Conmm ssioner for External Relations by
Presi dent Bush. And in this position she oversees the
Executive Secretary, Public Affairs, Consuner Affairs,
Onsbudsnan, Special Health |ssues and Advi sory Committee
Oversi ght and Managenent Staff in the Food and Drug
Admi ni stration. Now, that's a mouthful, folks. | can
tell you that is a mghty big job

Prior to returning to public service, she
served as Vice President for Congressional Relations at
the public relations firmof Parry, Romani, DeConcini,
and Symms -- you mmy recognize those |ast two nanmes --

since 1995. She is a graduate of WIliamand Mary.
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She's got her masters at Wake Forest and her juris
doctor at the University of Richnmond in Virginia.

Her background in governnment service and
public policy includes work in health and safety,
education, transportation, as well as environnenta
i ssues and regulatory reform Ms. Skladany began her
di stingui shed governnent service in 1981 as a Specia
Assistant to the Secretary of Education. She's also
served in a variety of inportant positions under severa
di fferent adm nistrations. Wth that introduction
Li nda?

(Appl ause.)

MS. SKLADANY: Thank you, Gary, for that
nice introduction. And all ny life | wanted to be a
speci ali st and know nore about one subject than anyone
else in the world. Because of evil deeds of chil dhood
and youth, 1've been condemmed to the greer of a
generalist. But | must say that |'mreally as excited
about nmy new portfolio as any position |'ve ever been
honored to have.

I want to say, though, confession is good
for the soul. | can't think of many nore hunbling
experiences than to be invited to speak foll ow ng
Dr. Elders. She is such an excellent speaker. But it

is an honor to do so.
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As Gary nmde clear, | really ama
rel ati vely newconmer to our agency and, as such, | find
bei ng here attending the Meharry conference and visiting
the Vanderbilt University Medical Center with Linda Lane
today and Meharry Medical Center with Dr. Ray and
Dr. Grandi son and President Maupin, has been such an
i npressi ve | earning experience, and |I'm al ready
beginning to recruit ned students for you all

I"mparticularly glad of tonight's
opportunity to participate in the process that plays
such a central role in the success of FDA's mission by
providing us with insights that are essential for the
agency's planning and sense of direction. The |aws
passed by congress, our professional ethics, and our
personal convictions tell us the public health goals
that FDA really nust reach. How to achieve those goals
is sonmething we learn in close consultations, such as
one we're about to conduct tonight with your comrmunity.

96 years ago the United States Congress
deci ded that assuring the safety of food and drugs for
American consumers was an essential obligation of the
federal governnent. The congressional will was
expressed in the Food and Drug Act of 1906 which
| aunched the Food and Drug Administration. Al

organi zations thrive or perish with causes for which



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

10

they were created, and FDA's cause, the protection of
public health, has gained recognition and significance
with each of the passing decades.

Today our agency is responsible for the
safety or safety and effectiveness of over a trillion
dollars worth of food, drugs, nedical devices that are
essential for human health and well-being. That's 25
percent of every consuner dollar. Rather awesone role
t here.

Qur purview al so i ncludes animl drugs and
feed, equipnment that emts radiation, and cosnetics.
This is a huge agenda that gives many, many groups a
stake in FDA' s policies and actions. What the history
of FDA shows and what |'m here tonight to enphasize is
that none of these stakehol der groups has a nore
conpel I'ing i npact on what our agency does than Anmerican
consuners, you, your famlies, your friends.

Protection and pronotion of the health of
the American public, and that nmeans the very rich
diversity of the people of this great nation, is the
FDA' s paranount job. And when the health of the part of
our public lags behind the rest of the nation, as in the
case of communities of color, the FDA nust seek advice,
preferably from nmenbers of these comunities, on how to

cl ose that gap. That's what we're about to do tonight,
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by focusing particularly on the participation of
African-American patients and health care professionals
inclinical trials.

As you will hear fromny coll eagues, the
FDA has taken several steps forward in this area and
evi dence suggests that they have been effective, but
much nore needs to be done. Yesterday | told the
Meharry conference that the FDA is committed to creating
a robust shield of protections sheltering all of our
peopl e, regardless of race, i mensity, gender, or age
from avoi dabl e public health hazards.

Toni ght we will engage in a discussion
about how to best advance this goal. There are many,
many questions to be asked and to be answered. And
will not keep us fromgetting ahead with our work on our
i nportant agenda. Once again, welcone, thank you for
com ng, thank you for having ne, and |I'm | ooking forward
to a lively exchange of views and i nformation about
chal | enges ahead of us. Thank you.

(Appl ause.)

MR, DYKSTRA: Thank you, Linda. | was
just thinking and kind of reflecting back upon ny
experiences in FDA, and it was about 26 years ago when
was just starting out in FDA, that we began to | ook at

this whol e i ssue of bioresearch nmonitoring and actually
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put some staff together to devel op regul ati ons, devel op
gui delines, and begin to really regulate the whole area
of bi oresearch nonitoring.

This was done because we were discovering,
much to our dismay, that researchers were not always on
the up and up. There were a |lot of pressures in
research, both in the drug conmpanies as well as in
acadenmic institutions, to, as they say, publish or
perish. And so they were creating data, in sonme cases
out of thin air. And as we discovered this, we
recogni zed that, within FDA, we needed to create a
presence and staffs in our product centers in order to
deal with this and to be sonewhat of a watch dog.

We al so had to devel op the expertise out
in our field organizations. W had to train our
i nvestigators. These were people who were not trained
to gointo clinical investigators and pore over all of
that data, |ooking for discrepancies, |ooking for
graphited data and things |ike that.

We started that 26 years ago. It has
mat ured trenmendously since then. W think we do a
pretty good job, but the job is i mense. There is, as
you can imagine -- even though Dr. Elders indicated it's
-- it's small in conmparison to a |lot of other things,

there's a lot of research going on in this country.
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There are a lot of clinical trials going on in this
country. It's a big, bigjob to try to nmonitor all of
that research and make sure that it's being done
correctly and being done in accordance with all of the
rul es and regul ati ons.

A lot of the researchers think that, as
you m ght expect, there's a bit of over-regulation and
it stifles research. There are those kinds of opinions
out there. But we try to involve themas nuch as
possible in our process. W try to, as we're doing here
toni ght, explain what we do and how we do it and why
it's so inmportant that we do it. And it's so inportant
to this whole issue of health care and closing the
disparities, correcting the disparities.

Qur next speaker this evening is sonmeone
who is very intimately involved in that whole system of
regul ati on of bioresearch, and he is Dr. David Lepay.

Dr. Lepay has been with FDA for ten years
and recently assunmed the position of Senior Advisor for
Clinical Science and Director of the new y-created
O fice of Good Clinical Practice in our -- in the office
of our commissioner. Prior to that, he was a director
of the Division of Scientific Investigations in our
Center for Drug Eval uation and Research

Dr. Lepay has his B.S. fromYale, his
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M D. from Cornell, and he did a residency in Brigham and
Wonrens and al so holds a Ph.D. from Rockefeller
University. So you can see, he's immnently qualified.
He al so chairs FDA's Human Protections Steering
Committee and serves on a nunber of working groups and
panels in the human protection area.

Dr. Lepay is a frequent spokesperson for
FDA on the topics of good clinical practice and the
whol e area of bioresearch nonitoring. So with that
i ntroduction, David?

(Appl ause.)

DR. LEPAY: Thank you so nuch. |'m going
to keep ny remarks fairly short this evening because, of
course, the goal is to hear the people in the audi ence,
not to hear fromthose at the podium | certainly want
to thank Dr. Elders, however, for her very el oquent
remarks this evening because | think she set the stage
for the whole issue of clinical research and its
i mportance, how critical clinical research is to
advanci ng nedi cal science, to advancing public health,
and to neeting the health needs of our communities. And
we're tal king here about the health needs of al
Americans. That's what is critical as we nove forward
in the clinical research.

For FDA, of course, clinical research is
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critical to our own m ssion, our mssion of ensuring the
safe use of FDA-regul ated products that are, thenselves,
safe and effective. But | think it's also inportant as
we tal k about the inportance of clinical presearch to
certainly talk, as well, about the inportance of the
research participant.

From FDA' s perspective, we understand and
we appreciate the role of the research participant.
There are inpositions inposed on these individuals in
taking on the responsibilities to participate in
clinical trials. There are certainly inconveniences,
the i nconveni ences of having to come for additiona
clinical visits, the inconveniences of potential risks
and, indeed, the risks thenselves. That is clearly an
i ssue that we have to take into account and for which we
have to respect clinical research subjects and
understand that they deserve protection in this process.

For FDA, part of the process is what we
term "good clinical practice". Good clinical practice
standards were put in place by the agency back in the
1960s. It's a good system It's a system of
responsibilities. I1t's a systemof shared
responsibilities. Al of the parties who are involved
in clinical research have responsibilities under this

system the investigators and site staff with direct
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contact with the subject, the study sponsors and staff
who have a responsibility to nonitoring the studies, the
institutions, the Institutional Review Board, and, of
course, government regulators, as well

As | say, it's a robust system It works
well. But, of course, clinical research continues to
evol ve and we have to be able to evolve the system
accordingly. It's a system as well, that has been
enbraced by countries around the world to harnonization
efforts. We now receive research at FDA from 72
countries in the world. W've been out to | ook at the
clinical research in over 50 of these countries.

From FDA' s perspective, again, we do
recogni ze that we have responsibility in the system
Sone of these are direct responsibilities and certainly
these are topics that we are -- we ook forward to
di scussing in the course of this nmeeting, our
responsibilities for ensuring the proper manufacturing
of products that are going to be used in investigationa
studies, for ensuring that there's free clinica
information to support the introduction of these
products into human subjects, to ensure protocols are
provi ded and the protocols are reviewed by FDA their
design, their inclusion and exclusion criteria, and

their safety measurenents.
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The information that's going to
i nvestigators is adequate in the form of investigator
brochures. Qur review divisions | ook at investigator
brochures for those applications that cone into the
agency. And we follow safety reports, we follow annua
reports, and we follow the data that comes fromthese
trials. W' ve also -- we also have responsibility
t hrough our bioresearch nonitoring programto inspect,
to ensure the quality and integrity of each of the
conmponents of this system

I had nentioned earlier today that FDA has
the | argest on-site governnent system for inspection of
clinical research. W have the ability to stop studies
when they are not appropriate. W have the ability to
take admi nistrative or even criminal action where
subj ects are conprom sed in clinical research. But it's
i mportant, as well, to recognize that FDA itself does
not conduct the studies. FDA cannot be present at al
times and at all sites and, therefore, we have to work
not only directly but also indirectly, ensuring that al
parties that are a part of this system understand that
research is a privilege and to educate themto the
responsibilities that they have in this enterprise. W
need to be sure, in fact, parties can and do carry out

their responsibilities and that there are channels for
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reporting problens in clinical trials and for the
foll ow-up of these problens.

In the nearly 40 years that FDA has
regul ated clinical research, we've seen a | ot of
progress, a |lot of inmprovenents, we've seen inprovenents
in the quality of clinical research. And we talked
earlier today about the fact that 25 years ago, when
FDA went out to clinical research sites, we found
problems in 1 in 5 studies that we inspected. Now we
find problens in 1 in 40 to 1 in 50 in our routine
i nspections. So quality, overall, has inproved, but so,
of course, has the anmpbunt of clinical research. A good
thing, certainly.

We, of course, have nmde progress in the
under st andi ng of JCP responsibilities and, as well, we
have i nproved the representation of populations in
clinical research. W recognize, for exanple, children
cannot sinply be assuned to be small adults, that there
are health problens that involve individua
subpopul ati ons, be they ethnic groups, be they cultural
groups. So we've made progress in these areas.

But, of course, we have to |ook for --
| ook toward the future. And for this, we need
i ncreasing di alogue. We need to tal k about key issues

that affect the treatnment of research subjects.
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I nformed consent, we've heard a | ot about that, but it's
as nuch informng as it is inforned consent. It's as
much as safety and oversight of safety and ensuring, in
fact, that risks are properly nmanaged. |[t's managing
conflicts of interest and protecting vul nerabl e

popul ations. This is where we're going. This is where
we need additional dialogue. This is where we need the
i nput fromthose who are actually involved in patient
care who are actually involved in contact with clinica
research subjects.

I don't think that anyone here in the
audi ence will argue that there are not difficult
unresolved realities relating to econom c and socia
inequalities, and it's very critical that dial ogue
continue on these issues and it's critical that all of
the parties that are involved in clinical research be
attentive to these inequalities. But again, it is
t hrough such efforts as properly designed and properly
conducted clinical research that we have enornous
potential to benefit both the individuals and society,
and if we're all attentive to these issues, perhaps we
wi |l be successful in reducing these inequities. Thank
you very much

(Appl ause.)

MR. DYKSTRA: Thank you, David. How many
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peopl e here have recently seen sonmething in the
newspaper about FDA either taking a drug off the market
or finding sone problens in a clinical study?

AUDI ENCE: (Rai si ng of hands.)

MR, DYKSTRA: Okay. | think it's fair to
say that hardly a week goes by that you don't read
sonmething in the newspaper about FDA, and in a | ot of
cases it has to do with our nonitoring of these drug
studi es that are nunerous, a |lot of them going on around
the country and around the worl d.

How many peopl e here think that Mrtha
Stewart bl anmes us for her probl ens?

(Laughter.)

MR. DYKSTRA: No, forget -- forget that,
forget that

Qur next speaker is Brenda Evelyn. Brenda
is a Public Health Specialist who has been with FDA
since 1998 when she started in the Ofice of Conpliance
in the Center of Biologics, Evaluation, and Research
She al so worked in the Center for Devices and
Radi ol ogi cal Health and has been in our Ofice of
Speci al Health Issues for the past four years. She
comes to us with a B.S. fromthe University of the
Di strict of Colunbia. Brenda?

(Appl ause.)
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MS. EVELYN:. Thank you. Good eveni ng,
everyone. Good evening?

AUDI ENCE: Good eveni ng.

MS. EVELYN: | know it's been a | ong day,
but I would like to thank everybody for having ne here,
and we've really had a wonderful tinme since we've been
here and the tours, and I'd like to thank everybody at
Meharry for sponsoring this conference.

I'd like to tell you a little bit about
what our office does because | think it's not
wel | - known, but we are putting forth some gall ant
efforts. | work in an office actually under Linda
Skl adany, the Ofice of Special Health Issues. And what
we are is basically a patient advocacy office. And we
do many things in that office. And one of the things
that we primarily do is try to help patients get access
to investigational products.

W work with patients who have
life-threatening di seases, such as H'V, cancers, or
chroni c di seases such as di abetes or hypertension. And
often, some of these people have tried every
conventional therapy and nothing seens to work, so they
approach us to ask us how can they gain access to an
i nvestigational therapy. So we work with themto either

direct themto a clinical trial or we may work with a
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sponsor and people internally to direct themto maybe if
they could get a product off protocol. So that's one of
the really big things that we do.

Another thing that we do is we try to get
pati ents and advocates into our regulatory process in
our advisory commttees. Oten -- and we really put
forth a big effort to try to recruit comunities of
col or, physicians, particularly, but also just patients.
They don't have to have any fancy degrees or anything
like that, but we do | ook for people who have had
experience with a particul ar di sease, who, when we have
opportunity to bring a product before an advisory
committee, that they can express their particular
experience. And we've found that to be a very valuable
thing at the agency.

Also, we try to make sure that all of our
communi ties and advocacy organi zati ons have i nfornmation
about policy docunments. It could be a proposed rule or
it mght be a guidance docunent that we need sone
feedback on. And that gives them an opportunity to
voice their concerns. W also participate in a | ot of
wor kshops just like this one. W host neetings and
conferences, basically on the subject of clinica
trials. And some of these, we specifically have

targeted to communities of color. One of themin 1996,
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we held at Howard University. W had a huge turnout,
much | arger than we ever expected to have, and we tal ked
about this whole thing of mistrust in comunities of
color surrounding clinical trials. And then we also
repeated that sanme conference down at the University of
M am .

We participate in annual neetings of the
Nati onal Medi cal Association, the National Black Nurses,
the National Hispanic Medical Association, places |ike
that so that we can sort of |et people know that we are
there to help them

Anot her function that we do is data
gathering. And as its title inplies, tomorrow | wll be
gi ving you sone nore detailed information about sone of
the little projects that we' ve done | ooking at clinica
trial enrollment. We first started looking at this in
1997 when, actually, the NVA came to us and said, you
know, do you know really who's in your trials, you are
approvi ng these products, but do you know really the
raci al make-up of the people in the trials?

And so we started | ooking at to what
extent our people of color and different racial and
ethnic groups are involved in the trials. The first
attenpt we nade, we didn't really attenpt to quantify it

so much as we | ook at a yes or no answer, are they
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there, are they not there. But then we went back a
couple years later and we | ook at some trials of
products approved between 1995 and 1999, and we really
tried to start to quantify sone of those nunbers.

And we al so | ooked at the |abeling of the
products to see if, in fact, sponsors were saying
anyt hi ng about any anal yses being done with respect to
racial and ethnic groups and were there any specific
instructions that were different fromthe nmajority
popul ation. And npbst recently, we just conpleted a
review of 12 selected new nol ecul ar entities that had
been approved between 1998 and 2001, |ooking at -- they
were HIV products, products to treat HIV, diabetes, and
hypertension. And we tried to determ ne the enroll nent
in those trials.

And briefly, I"Il just say this, wthout
gi ving you ny whol e presentation for tonmorrow, is that
it basically appears that African-Anmericans are
enrolling in trials at approxinmately the sane rate or
even a little higher than their representation in the
popul ati on. But when you go to conpare it to di sease
preval ence, it's not the same. So we don't know what
the answer is to that, but 1'll share nore about that
Wi th you tonorrow.

Al so, in 2000, we did a series of focus
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groups out in Los Angel es County, and we sel ected that
county because of their really diverse popul ation, and
we asked questions about what do you really know about a
clinical trial and are you interested in participating
and what kinds of things keep you from participating in
atrial and what's the best way to get a nessage to your
conmuni ty.

And we did two Latino groups, we did two
Asi an groups, and one African-Anerican group. And we
sel ected one African-Anerican group because we had a
pretty good pul se on them but we didn't really have a
| ot of information about Latino groups and the Asian
groups. And a lot of things that you historically hear
about investigator insensitivity, you can't understand
the consent fornms, all of those things cane out. But we
al so got some new information about, well, we don't
really know peopl e who have benefited because a | ot of
times those newl y-approved drugs are not on fornul aries
if we have insurance or they cost too nuch. So it's a
ot of things that we discovered there.

So, the last thing that 1'll nmention about
our office is that we do, integrally in our office, do
help in policy making. Sonme of you m ght be famliar
with the 1998 regul ation that requires sponsors to

report in their annual reports or their new drug
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application denmographic information by age, gender, and
race, and we try to make sure that that got out for
comrent to our constituent groups.

And, also, we're working on -- | think
it's still in draft form-- a guidance docunent on
exactly how do you collect that. You all know that the
census that just happened a year or so ago, we have a
whol e bunch of new categories on how peopl e define
thensel ves. So the way people collect information is
just all over the place, and so the agency is working on
a gui dance docunment on how shoul d peopl e coll ect
i nformati on.

So we're conmitted to doing a | ot of
things to try to help people understand. W're not out
there recruiting people to get into trials but we are
trying to get out there to nake sure that people
understand what a trial is all about, what's invol ved,
what their rights are, and to try to get theminto the
FDA so that -- if there are issues to be discussed or
that they have concerns about that we can address them

Al so, one of the things that we're working
about -- working on with respect to the health
disparities issue is trying to include race categories
on our -- we call themour nmed watch fornms, they're

adverse reaction reporting fornms, and that's a debate
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we' ve been having in the agency for a while and exactly
what is the best way to capture race information.

So | just want to |leave you with the
t hought that the agency is serious, as you've heard
earlier, about listening to all comunities and we're
maki ng diligent efforts and strides to try to
i ncorporate nmore people of color and nmore racial and
ethnic group into our decision-nmaking processes. And so
we're here to listen and we'll be happy to answer any
questions that you mi ght have. Thank you.

(Appl ause.)

MR, DYKSTRA: Ckay. Nowit's tinme for me
to come out from behind the podium and attenpt to wake
you all up. | knowit's getting late but | also know
t hat everybody in this audi ence has opinions, and
particul arly you young nedi cal students who nmay be
getting involved in this in the not too distant future
and may get visited by an FDA investigator when you are
conducting clinical investigations.

You are going to get pressured by drug
conpani es, by contract research organizations to work on
these studies, to do -- to participate in one fashion or
another. | know many of you have questions about that.
Now we want to start the dial ogue, we want to start the

guestions, comments, concerns that you may have about
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the Food and Drug Administration, and our role in this
whol e area of bioresearch nonitoring, clinical studies,
and et hics.

So, who wants to kick it off?

I NQUI RER: (I ndicating.)

MR DYKSTRA: Yes.

(I naudi bl e.)

MR. DYKSTRA: The graci ous host cones up
here with --

INQURER: | work for an IRB and | think
we struggle with the regulation that states that you
shoul d provide a consent formin a | anguage
under standabl e to the subject. And the Nashville area
has a rather |arge popul ati on of Spani sh-speaki ng
i ndi viduals, and | think we can all acknow edge that as
-- if you call any bank or go to any grocery store, they
want you to choose the | anguage, and it's between either
Engl i sh or Spani sh.

So there was a request by an investigator
for us to allow a short form consent process for the
Spani sh- speaki ng population. And | think the IRB s
t houghts on that matter was, well, that's really not
unantici pated that you woul d have that popul ation
involved in clinical trials. And then -- so that was

somewhat of the decision. But then you go hone and | ay
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in bed at night and you think, wow, you know, what if
these children come in that need -- you know, for cancer
trials and things and, you know, you' ve -- you've caused
this big dilemma in trying to get translated consent
forms. And if you use the short formfor that
popul ati on, what do those people go hone with, because
it's very conplicated therapy and there's a | ot of
information that is in that consent form And | know
it's not about the docunent, but it's just like an

i nsurance policy, they can talk to you about it and you
under stand exactly what they say and go hone and all of
a sudden it's |ike, now, what was that again?

And so | think that was our dilenma with
allowing a short form in that there really wasn't
anything witten for the participants to refer back to
in their language. Can you coment on that?

DR. LEPAY: This is clearly an area which
is very much at the forefront right now, and we're
havi ng a nunber of discussions about this precise
subj ect between ourselves and the other agencies that
are involved in the oversight of -- IRB s oversight of
clinical research.

Qbviously, this is certainly sonmething an
IRB has to ook at at its own level. |If an IRB itself

does not feel confortable with the information that is
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bei ng conveyed in any infornmed consent, it's incunbent
-- regardl ess of |anguage, it's incunbent upon that |IRB
to produce something that, in fact, will provide truly

i nf ornmed consent .

So | can't -- you know, | can't cone out
and say, of course, how an IRB should act in this
particul ar case because you've set the scenario, within
yoursel ves, that you don't feel confortable with the
short formas an IRB. Certainly, what the regul ations
allow may not, in fact, be the way that you want to
i npl ement. The regul ations are kind of a floor

If, indeed, the IRB feels it protects
subjects in that particular scenario, they have to
enbel | i sh beyond that, but it's certainly sonmething very
consistent with the way FDA thinks, with the way the
ot her agenci es think.

So in answering your question, our View,
of course, is very much, inforned consent is a process,
the formhas to be nmeaningful, the formhas to be
acceptable to the IRB as a neans of conveying
informati on and, ultimately, because the form has a
val ue, as you've nentioned, as sonething that a subject
can | ater | ook at, can take hone, can think about, can
devel op questions off of.

So | would, again, defer this very nuch to
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the judgnent of the IRB in assuring that the popul ations
for which the IRB is responsible are getting the kind of
information that's inportant to convey about the trial

MR, DYKSTRA: Okay. One of the things
that David nentioned there was the "R' word,
"regul ations". FDA and a | ot of regul atory agencies
deal in this area of witing and prescribing regul ations
that you nust conply with. These regulations, as David
i ndicated, are generally mninmal requirenents; not
maxi mum they're mininum And in nmany cases, they're
subject to a certain anount of interpretation, and we
allow that so that you can craft things that will serve
your purposes and our purposes.

Next question, Pat?

I NQURER: This is concerning the health
di sparities that someone had brought up. | was
wondering, does the FDA regulate the cost of drugs that
the drug pharnmaceutical conpanies put out? And,
guestion two, does that -- well, okay. Are there, |ike,
any financial -- like, does the FDA benefit financially
at all fromany drugs or food that is produced?

MR. DYKSTRA: Well, let nme take a crack at
that, and the panelists can chinme in on it. First of
all, that issue of drug prices and drug cost, that's a

very contentious issue in this country. You heard
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Dr. Elders talk about it. The answer is, to that first
qguestion, is, no, FDA does not regul ate the cost of
drugs. And we try very hard to stay out of that arena
and anything else we want to chine in with. W all, as
i ndi vi dual s, have our personal opinions about it. W
try not to -- as far as our regul ations are concer ned,
when we write regul ations, we have to do sonething

call ed an Economi c |npact Statement, so we try, when we
write our regulations, not to add, in any unnecessary
way, to the cost of the drugs, so -- and hopefully we
don't do that too nuch, but you recognize that drug
conpani es, in conplying with our regul ations, have to do
things that costs noney and they pass that noney on --
or that cost on to consuners.

Your second question was, does FDA nake
any noney fromthe sale of drugs or foods or anything
like that. No, we don't -- for the nobst part, we don't
charge any fees. Now, in the drug approval process,
now, there is sonmething called the Prescription Drug
User Fee Act. That has just been renewed for the third
time. It allows the drug conpanies, and really requires
them to help pay the cost of our review of those drugs.
And this allows us to hire qualified people to | ook at
those studies that are conming in on the drugs. It

allows us to do the reviews nuch faster. The whol e idea
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behind this was to speed up the drug-approval process.
But that's the only area right now in FDA, significant

area, where we do get user fees fromthe regul ated

i ndustry.

Any conment s?

(No response.)

MR. DYKSTRA: Next?

INQURER: In the spirit of a Town Hal
Meeting, | have what is nostly a corment and, perhaps,
question, as well. |It's really a continuation of your
gquestion, in a way. | think if you | ook over the 20th

a

century, and | know it's the 21st century now, but I'm

| ooking at the 20th century, nost of the progress nade
in health really has cone frompublic health and from
i nprovenents to the environment, environnenta

condi tions.

It occurs to nme that the FDA nay suffer
frombeing, in a sense, marginal. Wat | nmean by that
is that the increnents of the inproved health that we
get fromthe advances in pharnacol ogy, fromthe
rel easi ng of new drugs which may be very expensive for
17 years, is small conpared to the increnents of
i mproved health we would get frominproved socia
justice.

I wonder if you could comment on this.

It
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woul d al nost be asking about an unnatural act, that is
to say, to go before Congress and say, at the tinme of
appropriations or authorization, you know, | think the
FDA has an inportant role, in fact, an indispensable
role, but in a sense, it's a snmall role and what would
be a big role if we wanted to inprove health, would be
to follow what Dr. Elders was tal king about earlier
i.e., to pursue social justice nore directly and not to
try to do it, in a sense, what | believe is margina
ways that we've heard discussed tonight.

MR. DYKSTRA: Well, | think, probably al
of us in FDA have various opinions on that, that
particular issue. One of the things that |'ve | earned
in 35 years in FDA is that we do have a pretty
proscri bed m ssion that, under our system of government,
has been established by Congress, |aws have been passed.
Those | aws are enforced by the Food and Drug
Admi ni stration.

VWhen we venture too far outside of that,
either the Congress or the judicial system it's usually
the judicial system wll yank us back in to our -- our
boundaries. And | only, you know, call your attention
to the recent efforts on the part of FDAto try to
regul ate tobacco, recognizing that that's an area that

causes a |lot of health problenms in this country. And we
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recogni ze that.

We tried to stretch our authorities as far
as we could stretch them and the judicial system cane
back and said, no, you -- you stepped over the
boundaries. You've got to come back. Congress has got
to change your | aw before you can -- you can do that.

So we tried and we failed. And, you know, you get your
hand sl apped, you tread lightly from-- fromthat point
on. But we do -- when we see, you know, sone injustice
or sone public health problemthat we think we can
reach, there have been nmany instances in FDA where we've
tried to reach it. You know, we've |ooked for

mechani snms in the law, we've | ooked for ways, we've
sought advice fromthe Congress, fromthe judicia
system on how we can reach that particul ar probl em under
our authorities. Sonetines we get to it, sometinmes we
don't.

Ot her comments, David?

DR. LEPAY: Well, | think |I would probably
| ook at this as a cost-to-value issue, because | think
that you are raising that issue. From FDA' s
perspective, our total budget is sonmewhere on the border
of about a billion dollars a year. For that, we are
responsi ble for nearly 25 percent of the U. S. econony,

for the safety of foods, for the safety of nedica
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products, for the safety of nedical devices, for
ensuring the quality and integrity of the studies that
support the scientific approval decisions.

So one has to argue, in fact, this is a
smal | er budget than nost individual drug conpani es have
for their own research and devel opment activities,
certainly less than nost drug conpani es spend on
advertising. So | think as we | ook across at val ue
added and as cost is going into the system | would
probably argue this is a very inportant use of the
nmoni es that are put into the system That's not to say
there are not other uses for nonies and that there are
not other places in which we could | ook at
appropriations, but fromm standpoint in arguing
perhaps this issue, | think that FDA provides a fairly
good cost benefit for what the American public gets out
for the ampbunt of noney that goes into the process. But
that's my opinion.

MR, DYKSTRA: And | would just add to that
that our budget, and | often rem nd people of this,
won't even buy an aircraft carrier. And when you
consi der, as David pointed out, everything you take for
granted when you walk into a grocery store or pharnacy,
all of that relative safety is because of the things

that -- that we do in FDA
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I NQUI RER:

differently, I wl

| express a point. Perhaps re

37

To nove it across a little

move FDA

fromthe scene and then see the issues that would be

That is

quati on?

hat is

i nvolved in the cost of managi ng those issues.
what |'mtrying to say.

MR. DYKSTRA: Take us out of the e

I NQU RER: And then see the issues that
will be --

MR. DYKSTRA: Yes, right. See the
probl ems that would --

| NQUI RER:  Absol utely.

MR. DYKSTRA: -- result.

Yes?

I NQU RER:  Who will protect food t

prevental now that

it's increasingly inpacting people's

health? | was wondering what the FDA's position is.

MR, DYKSTRA: Do you want to repeat the

gquestion? We didn't catch the first part of it.

I NQUI RER:  \What

prot ect ed?

MR.

topics. Howis that affecting?

I NQUI RER:

peopl e's heal th.

nean, i s herba

DYKSTRA: Herbal s, one of our

(I'naudi bl e.)

VWhat's the FDA's

favorite

It's increasingly inpacting
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position?

MR. DYKSTRA: That's a very conpl ex issue
for the Food and Drug Adm nistration. Many of these
products have been around for sonetines thousands of
years. Many of them have conme fromthe far east.
There's lots of both anecdotal as well as maybe even a
little bit of clinical evidence that they may be
effective and may be safe.

FDA is participating with the Nationa
Institutes of Health on a nunber of studies, a number of
issues with regard to the regul ati on of these kinds of
products. | think there is sonme -- some recognition
that they need -- or there's a lot of recognition that
they need to be studied, that they need to be | ooked at
nore closely, that they ought to be subjected to the
same critical review that other drug substances are
subj ected to, and that they just shouldn't be out there
on the shelves in the grocery stores and the pharnacies
for people to take sort of willy-nilly.

Again, it's a difficult subject for the
agency. | can tell you that from personal experience
and a |l ot of scars over the years, having tried to cone
up with various ways in which the agency can deal with
t hese substances and assure the public that they're

safe and effective. Right nowit is pretty nuch, in a
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| ot of cases, buyer beware.

And another thing that, all of you are,
|'"msure, sensitized to the issue of, when you talk to
your doctor about the nedications you're taking, that
you' ve got to tell them about the dietary suppl enents,
herbal s, and other substances that you may be taking.
And that oftentines is left out and it does cause
probl ens.

Do you have anything on that, David?

DR. LEPAY: This is -- certainly, this is
an area we have a | ot of conversation about right now.
Cbvi ously, having nentioned earlier today that we were
in China not all that long ago, it's obviously come up
very much in conversation. FDA certainly very much
controls the kind of information that can be provided
about herbal products as dietary suppl enents.

If the dietary supplenent is going to nake
a nutrient -- a health claimor a nutrient claim
nutrient content claim it can still be regulated as a
food but there has to be evidence behind that before
those clainms can be nmade, including infornmation going to
t he agency prospectively.

We are certainly very interested in areas
for further research. Cbviously, many conpani es cone

forward wanting to devel op dietary supplements, not only



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

40

as dietary supplements but with the possible potentia
for their carrying specific disease clainms as drugs.
And, indeed, when such products conme forward to FDA
with the potential for a drug claim that is to

di agnose, to treat, to nmitigate a di sease, we approach
them very nuch as we approach drug products. That is,
they need to go into clinical testing.

The one major achievenent | think over the
past several years has been to find nechani sns whereby
we can get such products into clinical testing in a way
t hat ensures human subject protection but, as well
recogni zes the fact that sonme of these products are very
difficult to characterize chemically. They're not pure
conmpounds as chem cal entities within drugs. And so we
provi ded sone gui dance. W provided gui dance out there
how to get these products into early-phase testing in
very well-controlled, in very limted circunstances so
we can begin to get the kind of data that we need to be
able to see what the real value of these products is in
many of the tauted or at |east publicly perceived clains
versus what is actually on the |abel, necessarily. So
we're working in that direction. |It's a very active
area. But it is a very conplex area, as you can
i magi ne.

MR. DYKSTRA: There is a brochure out on
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the table as you walked in called "My Medicine" that
addresses sone of these issues, so | encourage you to
pi ck that up. Pat?

| NQUI RER: Good evening. Hi. W heard
earlier today a little bit about the hesitation that
some minority groups mght have in participating in
certain clinical trials or clinical study. | spent
about four and a half years working in Baltinore at
Johns Hopki ns doing research, and | noticed that we had
a lot of problenms recruiting mnority participants in
some of our studies.

What rol e does the FDA have in eval uating
protocols that Pls might present when | ooking to rel ease
a drug or a nedical device out into the popul ation,
| ooking at the ethical practices that are existing in
t hese protocols and -- for exanple, sonmetinmes sone Pls
mght try to target popul ations of |ower soci oeconom c
stature to sort of, you know, release a paper quicker
How does the FDA eval uate or not eval uate those
ci rcumst ances?

MR, DYKSTRA: Davi d?

DR. LEPAY: Well, we certainly do | ook at
every protocol that cones into FDA. But, in fact,
you' re asking a question that is very much one within

the real mof the responsibility of the Institutiona
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Revi ew Board because, in fact, it is the IRB that should
be |l ooking at the protocols fromthe standpoint of

whet her these, in fact, nmeet the basic ethical criteria
that we tal ked about in the Belnont report, that is,
respect for persons and distribute it justly, that is,
that no one group is being adversely di sadvantaged to
participate in the clinical trial while the benefits are
goi ng to anot her group

So nuch of the responsibility that you're
tal king about is a responsibility of the Institutiona
Revi ew Board. And, of course, FDA has to be out there
working with our federal colleagues to nake sure the
Institutional Review Boards are acting properly, are, in
fact, properly constituted, are operating properly to
| ook into these kind of issues.

But we al ways do | ook at protocols from
the standpoint of who they're including, who they're
excl udi ng, and why. One of FDA' s functions in our
review divisions is one that if we see a protocol that
does not have a scientific basis, that is, it cannot
nmeet the objectives of the protocol in a fashion that
provi des for the safety of the subjects, we can stop
that protocol from proceedi ng under a process that we
call "clinical hold".

So we are looking, as well, at the nature
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of the protocol, their inclusion/exclusion criteria, and
the assurance that there is safety there. But the
primary answer to your question is, we seek input from
the Institutional Review Boards and properly constituted
and properly operating IRBs to do that.

MR. DYKSTRA: Ckay?

INQU RER: | had a question tying into the
| ady who nentioned the patient situation that sounded to
be Hispanic on a trial. M question is, in that
particul ar case, just fromny listening to what you were
saying, it sounded as if you were not confortable that
this patient was truly informed about the research
activities they were participating in. 1In that
particul ar instance, would you suggest that that patient
per haps have an interpreter or even a Spanish inforned
consent devel oped to ensure that that patient would be
adequately inforned?

DR. LEPAY: Well, | should clarify. | was
answering on behalf of the IRB, which the IRB and the
menbers of the IRB were the ones who felt unconfortable
with the | evel to which subjects were being infornmed in
that particular circumstance, and | think a great dea
of judgnent, again, has to go to the IRB in these
particul ar instances.

Certainly, the nechanisns that you've
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tal ked about, either having the inform consent

transl ated and back translated to ensure if, indeed,
that is -- there is a significant Hi spanic popul ation
participating in that trial, the use of translators, al
of those are appropriate neans. But at the end of the
day we need a process in place that ensures that, in
fact, we are confortable, the IRB is confortable that
the subjects are being adequately infornmed. W don't
want to see subjects participating in clinical trials
who don't understand that this is research and it does
carry with it inconveni ences and ri sks.

MR. DYKSTRA: W have one right here.

INQU RER: Yes. | want to ask about --
first of all, I want to say that you all have done a
great job of talking about the different kinds of
under -served popul ati ons and recogni zing that it's not
just racial but it's also gender, age, and sone ot her
cul tural biases.

I work within the mandated conmunity
advocacy structure of the adult AIDS clinical trials
group and just got back froma national neeting. And
one of the things that we constantly fight, which
parallels the previous question, is enrollnent of wonen
into our trials. And we've addressed a | ot of those

guestions within the structure of the AACTG and nade
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i ncremental process on inproving that.

But one thing came out of the | ast
nmeeting, and | heard very loud and clear frustration
with, is that the perception there is, is with these
ki nd of experinmental drugs, we automatically exclude
wonen of chil dbearing age. And that was found by the
conmunity to be extrenely sexist and very insulting to
women.

And 1'd |iked to know what we have to do
and what do we have to go through to recognize that
wonen are capable of using birth control responsibility
-- responsibly and participating in these clinica
trials?

DR. LEPAY: 1'Ill say that we've had a
| arge nunber of discussions. |, having cone originally
fromthe Division of Anti-viral Drug Products in the
early days of that division, to talk about howto, in
fact, allow for wonen's enrollnent in the clinica
trials and to ensure that they're protected in the
trials.

It's inportant, of course, to recognize,
FDA does not design clinical trials. That is, again, a
function of the sponsor. |It's the sponsor's
responsibility to design clinical trials. W are part

of the system of |ooking at that clinical trial, again,
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to ensure the trial is neeting certain defined
regul atory requirenments and is nmeeting certain ethica
requi rements as they exist within regulation

We certainly appreciate that there are
circunstances where it's perfectly appropriate for wonen
of childbearing age with proper controls to be included
in those trials, and we've tal ked with many sponsors
about these issues and mechani sns by which such
i nclusion would take place. Clearly, we can't dictate
to sponsors how they want to design trials and what they
specifically want to look at in that design

Sponsors certainly have liability
concerns, we recognize that, but we certainly are out
there trying to bring these issues to the forefront and
I think we've made significant strides in that area.
|'ve seen a ot of progress. W' re not conpletely
there, but | have seen a lot of progress in these
clinical trial designs.

I NQU RER: M turn? Thank you. 1'd like
to draw a brief scenario in order to ask a question
about it. The NMA, in evaluating prostatic cancer
prevention -- | shouldn't blame it all on the NMVA --
let's say the Medical Practitioner Establishnment of the
United States, whatever that neans, has deci ded that

prostatic cancer screening is of limted utility that's



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

47

connected with a variety of factors, one being that the
testing can -- blood testing is possibly alittle
costly, maybe costs nore than $4. Maybe, | guess,
sonmeone deci ded that was expensive. And the other --
anot her perhaps nore significant factor is the potentia
reactionary types of effects that could nushroom from

ei ther inappropriately-nmnaged conmuni cati on of the news
of the results or msinterpretation of the results on
one side or the other

At the sanme tinme, probably the -- it's a
pretty widely pronul gated fact or estinmate that the
expenditure for alternative renedies that we are
currently calling nutritional supplenments for such
things as the prevention of prostatic cancer, especially
in the older male population, are in the mllions of
dol | ars.

So the question is, in evaluating the
variety of factors that are necessary to be evaluated to
deternmine how to respond to the classification of a
nutritional supplenment as either a drug or a suppl enent,
are econom ¢ inpact studies included in that in any kind
of way at all?

MR. DYKSTRA: I'Il -- 1'll take a stab at
that first, and then let David talk about it. But

generally, no, we don't get into the econom c inpact of
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particul ar supplenents. As | said earlier, the NIH has
an office that is engaged in |ooking at supplements. |
don't know if they're currently evaluating any of these
that are -- that make clains for prostate cancer or not,
but, you know, the list is long and they have to set
priorities and they have linmted budgets to do this.

And it's -- as we already said, it's a
very conplex area. It's a very enotional area. It's an
area that the Congress is very actively interested in.
It's an area that we're -- our role is very -- has been
very prescribed by the Congress, what we can do and what
we can't do. So it's, | think, sonmething that's going
to be around for quite a while in terns of sorting out
the issues, deciding how we're going to evaluate these
products, who's going to do it, who's going to pay for
it, and howit's eventually going to be resol ved.

Davi d?

DR. LEPAY: Well, the first issue in the
eval uation of investigational products is quite correct,
we don't | ook or take into consideration the financia
end of it, the cost benefit end. There are other parts
-- other parts of the departnent that certainly neke
some assessnments but not necessarily product rel ated.

Qur mandate under the law is to establish

whet her a product that conmes forward to FDA as a
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prescription drug, biologic or device, neets our
standards of safety and ethicacy. That's what we're
called upon to do by law. Those are really the two
maj or i ssues that we are required to | ook at.

Now, when you tal k about prostate cancer
you're clearly then -- fromthe standpoint of an herba
product, you're tal king about sonething that is being
devel oped as a drug. Qur expectation would be that this
needs to be studied as a drug. And as nentioned, the
NIH, as well as independent sources, are |ooking into
mechani sms to put some of these products into clinica
trials and to find ways in which we can gather data, not
so rmuch about their cost benefit, but whether, in fact,
they are even safe effective. So that's -- that's the
primary consideration fromthe standpoint of our agency
and what we're called upon to do under the | aw

MR. DYKSTRA: Do you have one in the back
t here?

| NQUI RER: How do you explain the |ong
del ays in releasing drugs to the market, to del ay drugs
t hat have already been released to markets in Europe and
ot her places? And are you concerned of these |ong
del ays preventing the consunmers in this country from
havi ng access to nedication that could be useful to

t henf
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DR. LEPAY: |'mgoing to answer this
because | think what you have to understand is, unti
FDA receives an application for new product marketing,
FDA does not act on the product. So, in fact, nuch of
the tine that is spent in product devel opnent is tine
that is spent by the sponsor to carry out the
pre-clinical studies, the manufacturing, the early phase
st udi es.

Fromthe time the FDA receives an
application in for marketing -- and, again, it's the
sponsor who determ nes when that application will appear
in FDA. W have no way of pulling that application out
froma corporate sponsor and say, we're ready to | ook at
this, we have to get this application. W have very
defined tinme frames that we're prescribed as part of the
Prescription Drug User Fee Act that was di scussed here.

Fromthe tinme FDA gets a marketing
application for a new drug, for a standard application
we have ten nonths to review that application fromthe
time it arrives at our door. For an application that
deals with a priority subm ssion, for exanple, a new
product for Al zheiner's, a new significant product for
H 'V, we have six nonths to review that application.

Many in here may think six nmonths and ten

nonths, even, is a long tine for the agency, but, in
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fact, one of the -- one of the key elenents of FDA
review that is very critical is FDA | ooks at the
scientific data, |looks to be sure that this data
supports the conclusions that are nade. Many drug
authorities look at summary information. They wll
accept a statenment, if you will, of what the results are
and what they show.

Wthin that six- to ten-nonth period, in
contrast, FDA takes the data that is part of that
submi ssion, |ooks at the analysis, |ooks at the
integrity of the data through inspections and has to
conplete all of that within a six- to ten-nonth peri od.

So from our perspective, again, we can't
-- we can't control the tine up to when the sponsor
subnmits the application to FDA. And with critica
products, we work with sponsors, we work with sponsors
so that they avoid unnecessary clinical trials that wll
take excess tine to bring these products to devel opnent.

That's one of the key issues that has
taken place in FDA over the ten years that |'ve been
with the agency, is that we work very directly with
sponsors throughout the course of drug devel opnment. Ten
years ago, it used to be the sponsor put this
application on our door. W never had any previous

contact with that product or knew exactly when that --



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

52

ot her than, you know, the investigational new drug end
of it, but we never knew when that application was

com ng. We never had di al ogue about the kinds of
studi es that should individually be conducted to support
the final drug approval.

So we've nade great progress in there.

And as | say, we have it down such that in 95 to 99
percent, depending on the year, 95 to 99 percent of the
time we are neeting that six-nonth or ten-nmonth tine
frame.

MR. DYKSTRA: | think when you hear those
reports of the length of time it's taking us to approve
these drugs, as Dr. Lepay said, you have to | ook behind
those nunbers to see what it really nmeans and when the
drug was actually presented to us and actually how | ong
did we really take to -- to approve the drug.

And as | was nentioning earlier with the
advent of the prescription drug user fee, we do have
very strict guidelines that we have to follow. The drug
conpani es are paying for it. They're expecting it.
They' re expecting performance for their noney. And you
may hear about sone outliers, but generally we are doing
very good in ternms of our drug approval tines as
conpared to five, ten years ago

We had one right over here.
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I NQURER: I n working for a CRO, how can
you ensure that ethnic backgrounds are covered when
doing clinical trials, because in npst tines to none,
certain sites have al ready been pre-selected for these
certain trials, so how can you ensure that these
backgrounds are covered?

DR. LEPAY: [I'mnot sure | understood the
first part of the background. | couldn't hear

I NQU RER: Working for a CRO and with the
trials that are being brought forth, how can you ensure
that the sponsor is covering the ethnic backgrounds, how
can you make suggestions that these areas are covered?

DR. LEPAY: Well, normally again, and the
CRO, of course, you're contracting for specific
functions fromthe sponsor. It is the sponsor's
responsibility in designing a clinical trial to ensure
that that clinical trial is going to be representative.
This is what we're trying to get at as we work with the
i ndi vi dual sponsor toward trial designs.

We have to nake sure, in fact, that the
popul ations that are covered by that clinical trial are
going to represent the populations that are ultimtely
going to use the product and that we can ascertain
t hrough, as product cones to FDA in the form of

applications, that analyses are done to | ook at the
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various groups that are part of that clinical trial

I think fromthe standpoint of Contract
Research Organi zation, it depends a bit on a function of
the CRO. There are sone Contract Research Organizations
that have contracted to design clinical trial protocols.
And in that kind of setting, | would i magi ne there are
mechani sns there whereby the CRO can bring that to
attention.

When a CROis contracted to do study
nmoni toring, of course, that is their contract function.
| woul d hope that there is communication between the
CRO and the sponsor on issues that either the sponsor
brings to the CRO or the CRO recognhizes with regard to
the sponsor. But ultinmately, it is the sponsor's
responsibility. And this is sonmething that we work at
when we get these studies in to FDA and, again, we hope
that the IRB's are |looking at as they are approving
trials at their sites. It's not -- it's not a perfect
system

INQURER: | would like to return to an
answer that you gave in response to the question about
the inclusion of wonen in AIDS clinical trials. And you
rightfully indicated that the FDA does not design the
protocol s, however, you do hold a very big stick

i ndeed, which is the approval process. And if you neke
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it clearly known that the inclusion of wonmen or any

ot her denographic group in a study will assist in the
timely approval of that study, then you will see these
popul ati ons i ncl uded.

DR. LEPAY: There are certainly many ways
that we di al ogue with sponsors, and this is part of the
interaction that goes on. But |let me correct one notion
here because you used a word that |'mvery sensitive
about with regard to clinical trial protocols and
clinical research, and that's the concept that FDA
approves protocols.

We often hear FDA approves protocols. FDA
approves infornmed consents. Actually, our function is
to review the protocols.

I NQUI RER:  Approval of the drug.

DR. LEPAY: Approval of the drug, fine,
okay. 1'Il take that correction, then. But FDA doesn't
approve protocols. W have the ability to stop
protocol s when, indeed, the protocols cannot proceed
safely or neet their goals, but we can't -- we don't
actual |y approve the protocol.

I NQURER: You review it, and after
review, you let it go on the final stage. |s this not
in any way approval ? You have used the word "approval "

DR. LEPAY: No, it's not an approval. W
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have specific criteria under the regul ati ons where we
can stop a protocol, which is a different process than
approving. The law gives us the authority where certain
conditions aren't net to stop the protocol

I NQUI RER:  You review. After your review,
isit allowed to be proceeded?

DR. LEPAY: Well, in fact, once the INDis
established, the protocol can proceed fromthe nonent
the protocol is filed. Fromthe first protocol, it
cannot start until 30 days after the protocol is
submtted. And we have the ability at that point to
meke a judgnment whether that first protocol can proceed.

For every subsequent protocol after the
first, the sponsor can start that protocol as soon as
they're filed. W have the ability, of course, to place
that protocol on a clinical hold if there are problens.
That's what the law allows us to do.

More often than not, of course, sponsors
don't want to take the risk that they're going to start
the study and 30 days or 15 days | ater, whenever FDA
gets the protocol and | ooks at it and it has sone
problems with it that will stop it. They prefer to have
the di al ogue nore and nore upfront. They prefer to wait
the 15 or 30 days with each protocol. But there is no

requi renment for that under the |aw.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

57

MR. DYKSTRA: Sir?

| NQUI RER: But you can stop it, approval,
if it's late.

DR. LEPAY: The protocol is acceptable to
proceed. | know that sounds |ike governnentees, but
that is exactly what it is.

MR. DYKSTRA: O a legal nicety, right?
Okay. Another question up here on the right?

I NQU RER: Over here. In continuing with
the theme of women in clinical trials, I work for an
acadenic institution which happens to be Catholic, so we
ran into the barrier of -- because of Catholic church's
stance on birth control, our institution had a problem
-- specifically, a priest who was sitting on our |IRB at
the tinme had a problemwith the fact that nost protocols
requi red wonen of chil dbearing age to be on some type of
birth control

We eventually got around this by having a
di scl ai mer which the university did approve saying that
it is the requirenent of the sponsor that you be on
birth control rather than the university, which kind of,
according to the university |egal departnent, kind of
got us off the hook.

But nmy question is, have you seen that --

especially Ms. Evelyn, have you seen that in your
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research to be a significant barrier to recruiting
females into clinical trials?

MS. EVELYN. Actually -- actually, we have
not specifically | ooked at the i ssue of wonen as nuch as
we' ve | ooked at the issue of racial and ethnic groups,
but I'mnot aware of that issue. This is the first tinme
that 1've heard that with respect to Catholics. So

don't know if David has heard anything at that before or

not .

DR. LEPAY: Well, |'ve certainly seen such
provisions in clinical trial protocols. |[|'ve certainly
seen -- heard of such discussions between sponsors and

institutions where they've wanted to conduct research
I"'mnot sure that | could say quantitatively how
frequently this occurs or provide any kind of nunerica
basis to make any kind of conclusion. But it is

sonmet hing that review divisions within FDA have had

di scussions with sponsors or with institutions about.

MR. DYKSTRA: Yes?

INQURER: | think we're |earning nore and
nore of sonething that we may al ready have known, which
is that African-Americans have substandard access to
health care. And in light of that, | was quite
surprised by the outcone of your study, Ms. Evelyn, that

African- Anrericans are represented in proportion to their
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representation in the population in research studies, so
we have better representation in research than we do in
access to health care generally.

And |I'mwondering if we could explain that
possi bly by suspecting that African-Anmericans may use
research as a way to get health care when they don't
have access to standard health care and whet her the FDA
has a role in evaluating that -- that question or -- or
resolving the issues if there is a disparity there.

MS. EVELYN. |I'mnot really sure of the
reasons underlying why we found the results that they
are represented in proportions equal to their
representation in the general population. Certainly, |
think access to what they perceive as nedical treatnent
in health care m ght be sonething that would cause them
tojointrials. But | don't really think that that's
probably the driving force of it.

And we did really | ook at products that we
had approved in a specific tinme frame, so | don't know
how it relates to the access to care. W really -- we
can't measure that in the applications that we get. W
can just neasure the denographic groups and how nmany are
there. And even that, we can't neasure really well. So
I"mnot quite sure how FDA woul d ever be able to nmake

the connection between why we see that -- those nunbers.
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I nean, like 12 up to as high as 20 percent of

African-Anmericans in sone of the trials th
at. We can't make the distinction of whet
related to access to care or not.

MR. DYKSTRA: Next question?

at |'ve | ooked

her it's

I NQU RER: |'m John Maser, and | head the

Vet erans Administration's Ofice of Resear
and Assurance, which, if you catch the acr
ORCA. And ORCA is the killer whale and

that I would ask a killer question.

ch Conpliance
onym it's

prom sed him

The issue that | have is really related

with what we've had to deal with, I think,
all egations that we don't really, across g

have harnoni zation of all of our regulatio

is
over nnent ,

ns. | mean,

we' re tal king here about, you know, the fact that FDA 21

CFR, and yet this other thing called the "

hangs around and we've heard stories about

common rul e"

di ff erences.

And | want to focus the question down on

chi | dhood and the regul ations, vis-a-vis ¢

hil dren, and

what has gone on now recently with the FDA and the

charge that canme fromthe Congress |ast ye

ar. They

really spent a little bit nmore tinme on this and the way

things are coming out in ternms of sonme sense that

there's harnoni zation with respect to what

children in an investigative area

is done with
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DR. LEPAY: This is very clearly an
i nportant area for the agency. | think many here know
that it's one of the initiatives of FDA to get better
i nformati on about the use of FDA-regul ated products in
children. Children are major users of FDA-regul ated
products. Mich of the research that has been devel oped
over the years is research that's been extrapol ated from
studies in adults, and we've taken many steps to, again,
encourage the devel opnent of clinical trials directed
towards specific issues of products use in children.

To do this, though, effectively, we
realized that we needed to have controls in place very
clearly articul ated about protections for children in
clinical trials. FDA has always stated, or at |east has
stated as long as we've been regulating clinical trials,
t he vul nerable pop -- there need to be additiona
protections for vul nerabl e popul ations. W had not
explicitly spelled out what those additional protections
m ght be until the | ast couple of years.

Fortunately, we have a standard avail abl e
for federally-funded research. There were regul ations
that existed in -- for federally-funded research that
are enforced by the Ofice of Human Research
Protections, for exanple, and based on both our own

recognition of this problemas well as Congress
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recognition of this problem we nobved over the past year
and a half, two years, to adopt very explicit |anguage
inthis area, to adopt in harnonized format with the
regul ati ons as they exist from OHRP

This is a direction we're consistently
trying to pursue right now W certainly believe that
there are issues specific to products and product
applications that will still require sonme FDA
regul ations that are unique to FDA. As | nentioned
before, at the end of the day, we have to rely not only
on the conduct of the study and the design of the study,
but the data fromthat study.

And that differs quite significantly from
ot her funding authorities. Funding authorities have to
be concerned about whether to fund the study and that
the study they're funding is going to be ethically
conducted. But at the end of the day, the funding
authorities don't have to rely on that data. That data
goes into scientific publications. W have to rely on
that data for public health purposes.

So to try to make what |I'm making a very
| ong answer a bit shorter, the bottomline is, we're
| ooki ng for ways across governnent, working with the
V. A., working with the O fice for Human Research

Protecti on, working across a group that's known as the
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Human Subj ect Research Subcomrittee, all of the
signatories of what is called the commopn rule. That's
8 -- 17 agencies across government. Sone that you
woul dn't even think do human research work, such as the
Department of Transportation and their use of cadaver
studi es to study autonobile accidents. W' re working
together to try to harnonize, to the maxi num extent
possi bl e, our regulations. W don't like to see

i nconsi stencies that may in any way affect the
protection of human research subjects, either directly
or through m sunderstanding. So we're making progress
in that direction.

MR, DYKSTRA: |'Il just add on to that
comment that many of you nmmy not realize howreally hard
and difficult it is to work across agency |ines because
of exactly what the comenter said, the difference in
our laws and our regulations and our mssions, it takes
an enornous anmount of energy, and | know this from
personal experience, to work with other agencies and try
to harnoni ze those -- those requirenents. Just trying
to understand anot her agency's viewpoints and their
requirenents is sonetinmes very difficult. So you can
i mgine trying to work with 16 or 17 different agencies
on this issue. Just trying to get themin the sane room

i s al nost inpossible, nmuch less trying to harnonize al
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of these requirenents. So it's -- it is, indeed, a
difficult task. That's why | keep wondering about this
whol e t hi ng about Departnent of Honel and Security,

whet her they'll ever be able to bring it off.

|'ve got a question, a witten question
it's my first witten question here, and | love this one
because it's starts out with, "lI'mgetting sleepy”. You
wonder why |'m standing up here. Sonething to keep ne
awake.

"My question is, is there a tool or report
that an individual that participates in a clinical study
can report negligence in the study or actions that were
not mentioned in the consent fornP"

DR. LEPAY: Absolutely. This is one of
the points we tried to raise earlier today. In fact,
every agency has such a system At FDA, if you go to
our website "ww. fda.gov", very sinple web address,
you' Il see problens for clinical trials that will take
you to our offices. Qur Ofice for Good Cinica
Practices' website is promnently displayed. As you
open that page, there's a note on how to report
conplaints in FDA-regul ated research. Cick on that,
you will get a series of contacts nunmbers. O course,
you can contact any FDA office if such an event occurs,

but we hopefully have made it sinple to where it is and
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where it can be nmost directly reported.

But when such instances happen, one of the
things we need is good information. W need as nuch
informati on as you can provide. It doesn't help us
sinmply to say, | had a problem and not renenber what
the trial was, where the trial was conducted, when the
trial was conducted, or with what product. And indeed,
occasionally, we do -- as with any conpl ai nt source, we
do get such conplaints. So we're, of course, going to
be very interested in trying to get the kind of
i nformati on we need to be able to appropriately
i nvesti gat e.

MR. DYKSTRA: Next question?

I NQURER: | have a question directed to
the O fice of Special Health Ser -- Special Health
| ssues. My question is along the lines of health
disparities. \What does your office provide for minority
patients that mght be seeking to participate in these
new or nmore non-conventional research clinical trials
that may aide in their -- you know, inproving their
health care, because -- | guess, how do you get the
informati on out there to these communities that you
exi st as an advocacy for them when their positions may
not have access to these current clinical trials and

things of that nature that m ght be beneficial to them
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in their health care endeavors?

MS. EVELYN: One of the main things that
we do is we try to direct patients to -- there's
actually a big website "clinicaltrials.gov", which has a
listing of all of the government-funded clinical trials
for various diseases and, also, we're trying to get nore
comerci al s, pharmaceutical ones in there, as well

Most of the people who call us are
actually actively seeking to get the investigationa
product. So one of the first things we do is direct
themto that website or try to actually find the tria
for them

As far as educational efforts go, we do --
we actually work with nmaybe |ike support groups or
comunity groups or patient advocacy groups to just tel
them what a clinical trial is and just give them basic
i nformati on about that. And if we can try to find a
trial they're looking for in their area, we can usually
get that out of that website.

We don't necessarily tell people a
clinical trial is the end all to be all or that this is
going to cure you or this is going to save your life if
you do that. But when peopl e approach us and ask us, we
do at least let themknow that it's an option. And we

have a little brochure -- | didn't bring any with me --
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that tal ks about -- it's called "Wy Volunteer”, and it
has a | ot of information about what your rights as a

clinical trial participant are, you know, what they are,
and how a trial is conducted and those kinds of things.

So we really do nore of an educationa
type of effort than we do try to hel p people, you know,
necessarily try to direct themto a specific
i nvestigator or anything like that. W just try to
point theminto the direction of the trial.

On the other side of that coin, though, we
do -- we have done work, especially with the Nationa
Medi cal Associ ation, and David can probably speak to
that nore, too, with the results that we have been
finding throughout clinical trial research with our
protocol s, |ooking at the enrollnent. And then David
has been working with that organization specifically on
investigator training, to try to build nore education
within racial and ethnic conmunities and physicians, to
get them on board and have their expertise built to the
poi nt that they can, you know, become investigators.

INQU RER: It seens to nme that one of the
key resources for your office is using the internet or
using a website in terms of a resource for education
Looki ng at the issues of the huge digital divide within

our comunity, why would you choose that as a prinmary
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resource as trying to get the word out into the mnority
conmuni ties about clinical trials and availability as an
alternative formof health care?

MS. EVELYN. Well, let me clarify, when we
get a call into our office, we don't necessarily direct
themto the website. W will ask themif they have that
resource. If not, we will do the footwork for them
We're basically the foot soldiers out there, and we'l
make the calls. W'IlIl, you know, try to get on the
internet for them and we will actually mail them actua
copies of protocols that are listed in their area and
things like that. So we don't necessarily say, well
ook at it on clinicaltrials.gov. And then we also try
to just really get active in the comunity. W do a |ot
of mailings, we do a lot of visits, and we do a | ot of
tal ks about that. So we do nulti-faceted things.

I NQUI RER:  You may have answered this
gquestion. I'msorry. But | just want to know for sure,
how does the patient get to even nmeke the phone call to
know t hat you exist as an advocacy for them because
know that many patients nmight not even know that they
have that in the FDA, in terns of the service avail able
to them especially in a lot of unrepresented mnority
comunities. But how would we get that information out

there, that, you know, this office exists and is there
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to assist in an alternative formof health care if
conventional ways don't work, you know, as they m ght
hope it would in their situations?

MS. EVELYN: | understand your question
and, unfortunately, everything conmes down to resources.
But we try to utilize our field office people. W have
a variety of public affairs specialists around the
country. We work with themin simlar situations like
this, to put on information, infornmational semnars
about what we do. And, actually, we have found our best
way of doing -- getting information out there is
actually by going into the communities and speaki ng and
having these arns of the district offices that we have
around the country to do those.

Now, | will admit, we haven't reached as
far as we would like to, and so we're working on that,
but we are using what we have at our disposal at the
time, you know. And we try to go to big neetings where
there are a ot of community people, a |ot of
physi ci ans, and we have information there. W usually
have sone type of presentation at sone of those neetings
so that we can reach the physicians, the nurses, the big
pati ent advocacy groups and try to get the information
out like that. And | will admt that it's a slow

process.
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MR, DYKSTRA: |'Ill add on to that and say
that we al ways encourage the citizens, consuners, et
cetera, to sinply call their |local FDA office. W have
of fices -- about 100 offices scattered around the
country. W're located in all of the major Metropolitan
areas, and our numbers are in the phone book. So if
they start there, we generally can get themthe answer,
and get themto people |like Brenda or David or whoever

can provide that answer.

INQURER: Is it possible -- is it
possi bl e that the pharmacists -- we have pharmacists on
each corner.

MR, LEPAY: We're talking -- let nme just

say we're tal king about a | ot of nechanisns right now,
and we've had a very fruitful relationship over the past
three years, as Brenda had nentioned, with the Nationa
Medi cal Association. | don't know how nmany here are
aware of their project or their initiative that they've
called "Project Inpact". That is the initiative to
increase mnority participation and awareness of
clinical trials.

FDA has had a snmall role in that.
Certainly, the significant role should be addressed to
Dr. James Powell who heads that initiative for NVA and

who has been critically active in seeking support from
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FDA and ot her federal agencies to work with -- with the
NMA to increase awareness of these kind of issues, to
get information out. NMA has had training sessions
across the country, different parts of them at various
times, for clinical investigators. And now they're

| ooki ng at how to approach the community as a whol e, how
to increase the awareness in the community and what
research is and what kind of controls exist and how to,
in fact, prevent problens in clinical research

So | think it's a very inportant, as |
say, fruitful initiative fromour perspective in having
had that opportunity and one, again, | would encourage
peopl e here to increase their own awareness of because
think it has been a very good effort.

MR. DYKSTRA: Ot her questions? You're
getting sleepy. They warned nme not to do any karaoke up
here. Anything else on your mnd about FDA? Anything.

| NQUI RER:  Yes.

MR, DYKSTRA: Wit for the mcrophone.

I NQUI RER:  You had nentioned earlier about
sone of the recalls that had probably been publicized.

I was wondering, is it possible that you can comment on
that, |like some of the recalls and why there was such a
-- it seens like a very thorough type of scrutiny of the

drug or the food, why would it have to be recalled after
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t hat ?

MR. DYKSTRA: Why woul d sonething have to
be recal |l ed?

I NQU RER: Yeah, if there's such an
el aborate scrutinizing of the product, then what el enent
is overlooked during that scrutiny?

MR. DYKSTRA: Well, as -- as hard as we
try or, you know, if | can use an anal ogy, as hard as an
auto naker tries to create the perfect car, it doesn't
al ways happen. And | know David can comrent on this,
but a I ot of tines what happens when we arrive at a
conclusion to approve a particular drug, it's based on a
finite anbunt of data that has been gathered froma
finite nunber of people.

Now, we -- we try to create -- or the
sponsors try to create studies that mmc or duplicate
the general popul ation, but oftentines when they put
that drug out to mllions of people when they've only
tested it in thousands of people, you start to see other
effects that were not picked up during the course of the
studies. And sonetines these effects can be overcone by
| abeling, by other things, working with the sponsor to
hopefully keep that drug, if it's a very beneficia
drug, on the market. [If we conclude that you can't

overconme those problems, then the drug cones off the
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mar ket until sonething is done to nodify the formul ation
or change sonething to mnimze those effects.

Davi d?

DR. LEPAY: | think that -- | think that's
precisely the answer. Renenber, in a clinical trial
you nmay have a thousand patients enrolled, but what if
an adverse event -- a serious adverse event only occurs
in 1l in every 5000 or 1 in every 10,000. No matter how
you do the trial, you're statistically -- there's a
statistical probability you may not pick up these events
until the drug is actually available to a | arger group
a | arger popul ation.

This is why it's so inportant that we have
in place pharnmacal vigilance techniques that pick up and
bring in information. Sponsors are required to continue
reporting adverse events to the agency after products
are approved. They have to do periodic reporting to FDA
and include in this all information that cones to their
attention, under the |law, to address these kind of
i ssues. And we, of course, have epideni ol ogists on
staff at our headquarters in Rockville to look at this
ki nd of information.

As we' ve | ooked over tine, though, and
looking -- | just |ooked at these nunbers in the | ast

few days because | was preparing a talk on safety, in
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fact, the recall rate has been fairly stable for the
past many years. It holds at about 2 percent of
products that are approved by FDA, fluctuates sonmewhat
between -- around 2 to 3 percent. And | think this is
just sonething that's intrinsic, that you can't
obviously get all of the information you need from
clinical trials alone. This is why it's so inportant,
of course, that clinical trials represent the

popul ations in which the products are going to be used,
of course, because if they're not representative, if we
don't have the nmeans of being able to detect how the
product exists in sonme subpopul ations, clearly, we

i ncrease the probability that those problens will show
up in reality after the product is approved in those
subpopul ati ons begin to use the product.

I NQUI RER: Al so, you had nentioned earlier
that sometinmes in an effort to neet a deadline, that you
m ght pull a product off of the protocol. Does that
ever -- do you ever find that that m ght conprom se, you
know, the health of the public if that is done?

DR LEPAY: | think we use our tinme very
well and, in fact, we take tremendous care to be sure
that no study is going forward from FDA wi t hout
provisions in place to assure the safety of subjects.

Havi ng revi emwed -- having gone to sponsors after
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reviewing a particular protocol and giving thema Iist
of additional safety measurenents that | would want seen
in the study or additional increased frequency of sone
saf ety measurenents, these are sone requirenents and
this is part of what we tried to build in.

| don't think the time frames have
conprom sed that at all. The tine frames that have cone
fromthis, in fact, have supported the hiring of
additi onal people to FDA so that, in fact, we are able
to use those people to better ensure in the tinme franes
avail able that we are, in fact, naking the sane |evels,
sanme high-quality safety decisions that we al ways have

MR, DYKSTRA: We're kind of watching the
time here. | want to rem nd people who are riding the
buses back to the hotel that you have to board the bus
by 9:30. Okay? So everybody is going to junp up and
| eave now, right? Any last-m nute comments, questions,
or concerns? W're thinning out rapidly here.

DR. LEPAY: 1'Ill just make one addition
for anyone who wants additional information about the
drug devel opnment process, there's actually a very good
article that was witten by an FDA magazi ne, FDA
Consumer, that we've linked to our website under
"Educational Materials". It's called from"Test Tube To

Patient”. And it -- you know, again, it's not for the
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| evel necessarily of individual subjects that -- in al
cases, but | think it provides a very good ground in
about six or seven pages about how this whole process is
conducted. And | think it's very good reading.

MR. DYKSTRA: Before everybody | eaves, |
want to thank our panel for sitting patiently.

(Appl ause.)

MR, DYKSTRA: And | thank Meharry for
hosting this -- this very interesting discussion
tonight. | want to rem nd you that we are transcribing
this. |Is that correct, Sandy? And it will be avail able
on our website. |If anybody needs a copy, again, cal
our Nashville office and they will assist you in getting
a copy of the transcript of this -- this neeting.

I want to thank Sandy Baxter down here in
the front, as well as the rest of the fol ks who have
wor ked so hard to put this neeting together

Any further comment before we call it a
ni ght ?

(No response.)

MR. DYKSTRA: Ckay. Have a good evening
and thank you very mnuch.

(Appl ause.)

(Wher eupon, the neeting was adj ourned on

August 22, 2002, at 9:25 p.m)
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STATE OF TENNESSEE )
) ss:

COUNTY OF DAVI DSON )

I, Cheryl F. Buchanan, Notary Public in and for

the State of Tennessee at Large,

DO HEREBY CERTI FY that the foregoing proceedings

were taken at the time and place set forth in the
caption thereof; that the proceedi ngs were reported by
me in machine shorthand constitute a true and correct
transcription of said proceedings to the best of ny

ability.

| DO FURTHER CERTIFY that | amnot a relative or

enpl oyee or attorney or counsel of any of the parties
hereto, nor a relative or enpl oyee of such attorney or
counsel, nor do | have any interest in the outconme or
events of this action

I N WTNESS WHEREOF, | have hereunto affixed ny
official signature and seal of office this 10th day of
Sept enber, 2002, at Nashville, Davidson County,

Tennessee.

Cheryl F. Buchanan, RPR, CCR
Not ary at Large
State of Tennessee

My Commi ssion Expires: Novenber 31, 2002



