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PROCEEDI NGS (8:30 a.m)

Agenda Item Wl cone

DR. FI NEBERG  Good norning everyone. | am
Harvey Fi neberg, the President of the Institute of
Medicine. It is ny great privilege to welcone all of you to
today’ s workshop. This is an opportunity for all of us to
cone together to focus on the question of the health
effects of the oil spill in the Gulf of Mexico. The
Institute of Medicine is the health arm of our National
Acadeny of Sciences. Qur job, in general, is to bring the
best that we can of science and evidence to bear on
guestions of health and health policy and health practice.
Qur work is intended to help informand advi se gover nnent
agencies, institutions, nenbers of the profession, and the
publ i ¢ about what can be done and shoul d be done to inprove
heal t h.

In this instance, the Institute of Medicine has
been invited by the Departnment of Health and Human Servi ces
and specifically by the National Institute of Health to
assist in thinking and refining the ideas, if | may use
that verb. To inprove our ability to understand and to
intervene on health effects of the Gulf oil spill. While
the oil was still flowng early last sumer, the institute

of Medicine convened a first workshop in the Gulf area -



this one in New Ol eans — to exanm ne, broadly, the
guestions about how the assessnent could, in general, be
carried forward. That effort, that workshop is sunmmari zed
in areport called Assessing the Effects of the Gulf of
Mexico G| Spill on Human Health that came out earlier this
sumer after the workshop and represents, | think, a good
backdrop to the general proposition that we are going to be
considering through the course of this day.

In that effort, nore than 40 experts froma range
of fields of public health, of environnental health, of
occupational health, toxicology, nedicine, exposure
assessnent, risk communication — fromall dinensions, cane
together to look at the entire array of possible effects
and how one coul d approach assessnent and under st andi ng
about them It is true that the oil is no |longer flow ng.
Per haps, as a consequence the intensity of media scrutiny
and public attention has waned, but the consequences and
the health consequences, particularly, remain as real and
as potent as they were while the oil was, in fact, pouring
forth. Indeed, as we will see in the course of this day,
long-term as well as internediate and short-termeffects
are critical as parts of the agenda.

As a workshop, our job is not to produce

recommendati ons out of the discussion. Qur job today, with



everyone’' s participation, is to increase our understanding,
expose ideas, raise questions, nake sure there is clarity
in everyone’s mnd, and that the National Institutes of
Heal th, especially the NNEHS that is |eading the proposed
study that is at the heart of our discussion today, has the
benefit of everyone' s best question and thinking as the
study protocols wll take shape. |In parallel to this,
there will be an ongoing Institute of Medicine activity to
help in providing periodic advice to the Departnment of
Heal th and Human Servi ces on energi ng concerns, on research
priorities, on recalibration of direction. Indeed, the
commttee that will be carrying out that work is assenbl ed
here, today, to help in participating and to learn fromthe
di scussion today, and, indeed, wll be carrying forward on
its work tonorrow

| was joking with the commttee this norning that
it is rather unusual for the NTH to have others ook at its
protocol s and we thought that was a rather delicious turn
of events. | suggested that it would be entirely
appropriate for the first report — the letter report of the
committee to be printed on pink sheets. The nenbers of the
commttee will be introduced a little bit later this
nmor ni ng, but | do want al so, specifically, to thank Dr.

Ni col e Luri e. | do not know if Nicole is here this



nmorning. | know she will be here a little bit |ater today.
She is the Assistant Secretary for Preparedness and
Response in the Departnment, who has been so instrunental in
hel ping to guide the overall response and in initiating
sone of the work earlier with the Institute of Mdicine.
W w il hear fromher and see her later.

At this point, it is ny great privilege to
i ntroduce a colleague and friend, who is the Director of
the National Institutes of Health, Dr. Francis Collins.
Dr. Collins distinguished hinself as a scientist and as a
| eader in advanci ng di scoveries around gene tracking
met hodol ogy that catapulted himinto a | eadership
responsibility as Director of the National Human Genone
Research Institute. |In that role, he earned a reputation
as an individual who was not only scientifically astute,
but also able to deliver results ahead of schedul e and
under budget — a talent that in his current position as
Director of NIH, undoubtedly he will be called upon to
replicate tine and tinme again. W wll all, | know,
benefit tremendously fromDr. Collins perspective on this
critical problemand I |ook forward very nuch, as | know
you do, to hearing. Please join ne in welcomng Dr.

Francis Collins.



Agenda Item Remarks

DR. COLLINS: Thank you, Harvey, and good norning
to all of you. | amdelighted that we have gathered here
on the shores of the Gulf of Mexico to talk about this
i nportant project and all of the information that we hope
will flowfromin, in termof understand the health effects
of this unprecedented environnmental disaster that began
sone nont hs ago and which, as Harvey has pointed out, my
now be acquiring |l ess press attention because the well has
been capped, but, of course, the health effects remain
undefined and need to be defined. This is a challenging
task, indeed, but one that | believe the assenbl ed
scientific brain trust that has put together a plan is well
positioned to be able to carry out. W are grateful,
i ndeed, for the Institute of Medicine’s role, here, in your
somewhat delicious opportunity to do this input of ideas
and review of the design that has been already assenbl ed
and vetted a few tines. Today and tonobrrow are
particularly inportant steps before | aunching this
enterprise, which we hope to do in the relatively near
future.

| thought what | would do is first wal k through a
tinmeline of how we got to this point because there have

been a lot of activities, stenm ng back to April. Then



will say a bit about a particular issue that | thought
woul d be good to get on the table right at the beginning,
which is the question of how will data be accessible from
this study given the broad interest and the potential here
for maxi m zing the value of the study by having as many
bright mnds able to |l ook at the information as possible.

Let us begin with this tineline issue. O
course, all of this dates back to the Deepwater Horizon
explosion on April 20th. Certainly, as the seriousness of
this inpact grew, many state, federal, |ocal governnent
agencies, as well as volunteer organi zations, and with much
| eadership fromthe Coast Guard, joined in the effort to
begin this clean up. NOSH, |ed by John Howard, initiated
the Heal th Hazard Eval uations and, inportantly for what we
are tal king about today, devel oped quickly a roster of
cl ean up workers to be able to identify those individuals
for future follow up. The National Institute of
Envi ronmental Health Sciences, led by Drector Linda
Bi rnbaum were early involved in the effort to train tens
of thousands of clean up workers about potential health
risks and ways to minimze that risk. So NIH was invol ved
very early in that part of the process.

On June 15'" recognizing that the health effects

were going to require a |onger-term study, over perhaps



several years and that this kind of a study would require
resources, N H announced the additional support for a
cohort study. | decided to utilize funds fromthe
Director’s discretionary fund and also fromwhat is called
t he common fund, which is a part of the NI H budget that is
utilized for kind of scientific issues that, perhaps, no
single institute could support. Cearly, the consequences,
here, of the spill do stretch it to many different
potential areas so it seened a val uable opportunity to do
that. Together with funds from Nl EHS base budget, it was
t hen announced that we would be able to go forward with
this anbitious cohort study and Dal e Sandl er, who is here
and you will hear fromin a little bit, stepped forward as
the principal investigator of this study and probably has
had very little sleep ever since.

As you have heard from Harvey, in |late June, the
| OM convened a very inportant neeting in New Ol eans to
assess the possible health inplications. That report,
rel eased August 20'", is very nmuch an appropriate guideline
t hat has been assisting the process of designing this
study. Certainly, the study and the need for it was
endorsed, as well continued surveillance efforts and the
i nportance of communication with the affected community,

given the ways in which this study could benefit, but also,



per haps, be m sunder st ood.

Because of the conplexity of this enterprise and
the nmultiple agencies involved within HHS, Nicole Lurie and
| and others, including the Secretary, herself, decided we
needed a coordination function. Harold Jaffe from CDC and
Teri Manolio fromNH who is here, were appointed as the
coordinators for HHS, in order to try to be sure that the
various agencies with a stake in this coordinated their
efforts and did not fall over each other. That has been, |
think, a very hel pful addition to the managenent of the
program | just want to say publicly how nuch Harol d and
Teri’s participation has neant, in terns of the
organi zation of things |leading up to today’s neeting and no
doubt beyond.

There was a neeting at NIH i nvol ving NI OSH and
CDC to try to coordinate those functions — a very hel pful
one, understanding nore the perspective fromthe three
partners here — and then a nuch broader interagency neeting
held a week later at NIH, which involved a wide variety of
gover nnment agencies, including the Coast Guard, including
the US Geol ogi cal Survey, including EPA, NOAA, and ot her
agencies, as well. This was an extrenely val uabl e exchange
of data, which brought agencies together that had not been

as aware of each other’s enterprise, as it relates to the



spill. That is a network that, | think, at that neeting,
everybody agreed should be sustained and there is a plan
for that group to gather again in the not too distant
future. Sone of those representatives are al so here at
this neeting. This is an enornously conplex area and there
is great potential here for m ssing possible connections.
This neeting was a wonderful antidote to that risk and nuch
credit to people who dropped everything to cone to that
nmeeting — sonme of themw th one day’'s noti ce.

Meanwhi | e, conmunity input is being sought on the
potential design of the cohort study. There have been
conference calls and, naybe nost inportantly, webinars held
twce with nore than a hundred partici pants having a chance
to put their ideas forward and react to the proposed study,
whi ch you will be hearing about later this norning from
Dal e. There have been neetings with state health
departnents as recently as |last week. To get this
enterprise underway, N OSH, having done a | ot of work here
to roster the clean up workers, have shared that roster
with NIEHS as a starting point for enrolling participants
in the cohort study — anot her good exanpl e of agencies
wor ki ng wel | together.

Al so, just to make the point that not everything

that is going to be inportant to study as part of the Gulf
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oil spill is going to be covered by the cohort study.
There are special circunstances that ought to be | ooked at,
such as, perhaps, children and pregnant wonen, which wll
requi re additional analyses. This is what is now called
the consortiumstudy. A release was put forward, which you
are urged to look at, if you want nore data about this.
This is a notice of intent to publish a RFA for Gulf oi
research consortia, particularly inpacts on health of
residents. This was issued Septenber 3rd. Again, this is
an attenpt to solicit applications, particularly from
organi zations that are in the GQulf area, to study sone of
t hese special areas that the cohort study, alone, will not
adequately touch on. This will be an additional N EHS
driven enterprise that will be connected to the cohort
study, in ternms of its scientific goals, but will be
separately managed. Again, if you want nore information
about that and many other things we are going to be tal king
about today from N H s perspective, the NIEHS website is a
very inportant place to go and see the information that is
t here.

After consi derabl e di scussions back and forth
bet ween HHS and BP, we were delighted that BP agreed, then,
to contribute ten mllion dollars to this research effort

on health effects of the oil spill. Part of that is
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actually supporting the I1OMeffort, including this neeting.
Part will go to the consortiumeffort. And part to the
cohort study. So the conbination of support systenms i S now
judged to be sufficient for a five year cohort effort, as
Dale will describe later. The funds are in hand. And,
think it is fair to say the cohort study was planned to go
forward back in June and it has been very hel pful to have
BP conme onboard as a partial supporter of the effort, but,
frankly, nost of the funds will be com ng fromthe

gover nment because of the cost of this. Al though, we
certainly hold out hope that BP m ght decide that this is
such an inportant effort to make future contri butions as
wel | .

The design of the study continues to be refined
and that is why we are here, in Tanpa — is to try to | ook
closely, with nuch assistance from our | OWsponsored
col | eagues about the details. Before | sit down, | do want
to enphasi ze one particul ar point about this discussion we
m ght have today because, from N H s perspective, this has
often been a thorny one, but often, | think, is an
opportunity for us to set things up fromthe get go in
order to maxim ze the benefit of the study. N H has been
increasingly interested in pushing forward plans for data

sharing to maxim ze the access by qualified investigators
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to study data. And perhaps, one particular nodel we m ght
| ook at, because it is the one where | think NIH spent the
nmost tine and effort collecting public input about data
access policies and ultimately settled upon a proposal that
has weat hered pretty well over the course of the |ast two
or three years, and that is the policy that was devel oped
for genone-w de associ ation studies, GMS studies as they
are call ed.

Qoviously, the Gulf oil cohort study is not
intended to be a GMS study, although, | suppose there is
sone possibility that genetic data may get collected, so |
do not want you to think that | amtrying to put this
particular study into a format that it does not quite
represent, but | think the data access issues actually nap
across pretty well. The argunent with GAMS studi es was
that these were expensive, a |lot of public noney went into
generating the data, and the greatest public benefit ought
to be sought by making the data available to the | argest
possi bl e nunber of investigators, as long as this is
consistent wwth the inforned consent and the protection of
i ndi vi dual privacy. So how has this been done for GMS and
what are the simlarities and differences?

Simlarities, there is substantial public

investnment, there is going to be a very conplex and rich
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data set, and, yet, there are al so concerns about privacy
because of detailed individual data. The differences,
certainly the Gulf study is connected to intense public
concern by those who live in this area and have potentially
been exposed and may be concerned about their health
consequences. There is public skepticismabout a study run
by the governnent of this sort. And there is this
potential for litigation that needs to be thought about so
that individuals involved in the study are not putting
t hensel ves at jeopardy by the participation, especially if
it means access to individual data that m ght potentially
be used agai nst them

The way in which data managenent is handled in
the GMS nodel and, again, | think there is a |lot of ways
in which this could be done simlarly for GQuLF, is research
partici pants grant informed consent, but have there direct
interaction with submtting investigators. Data is
collected, then the identifying information is renoved and
all of the data is coded. Then that goes into a data
repository, which does not contain any of those individual
identifying bits of information. For the GMS data, that
is dbGP, a database run by the NCVI of genotypes and
phenotypes. | think, actually, this m ght be a reasonabl e

dat abase to al so be the repository for the GILF study
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because it has already in it a very |arge nunber of

studi es, many of which have no genotypes at all, but have
phenotypes in a standardi zed way that investigators are
getting quite used to querying. NCVI also provides a | ot
of resources, here, to take conplex data and organize it in
a way that nakes it searchabl e.

Once that has been put into the data repository,
then recipient investigators have to apply for data access.
| will say a little nore about that in a mnute. |If
approved, then they have access, but only to the data that
is in the repository, which has had the personal
identifiers stripped away. That neans that you need to pay
close attention to what the data use |imtations m ght be
based on the inforned consent. Certainly, for the GQILF
study, it is critical right now to be sure we think about
that, in ternms of what the consent does say, because
everything wll follow fromthat. So if for the GQILF
study, a proposal would be that this nodel could be
foll owed, that NI EHS would then certify approval of
submi ssion to the data repository, deciding that the data
had been validated sufficiently. You do not want to put
things into the repository that have not been cl eaned, but
that has to be done in a tinely fashion. The data would

then be provided in accord with |aws and regul ati ons and,
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of course, an I RB needs to be involved in the subm ssion
plans. An IRB will be |ooking at the GuLF study quite
cl osely.

The responsibility for renoving personal
identifiers and retaining the key code rests upon the P
and the infornmed consent, in order to nake this a feasible
argunent, should be constructed to permt data sharing
beyond the primary investigators. Any limtations on data
use ought to be clarified up front. The H PAA identifiers,
in case you do not renenber the list of 18 of them is
this. That has been, generally, the node followed in the
GMAS studies and coul d be here, as well.

The way this, again, just to blowit up a little
bit nore, the way in which this has worked in practice for
GWAS data is genotype and phenotype data going into the
dbGaP dat abase. There is, by the way, public access
W thout any restrictions to overall descriptions of the
study protocol, the questionnaires and so on, just so that
peopl e who are interested in knowi ng how the study was
conducted can do so without having to go through an
application process. But if one is interested in
i ndi vi dual data, even though it is de-identified, that is
what is going to be called controlled access. That

requires a request froma user about what they want to do
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with this and that has to go through a data access
commttee. The data access conmttee then has to decide
whet her the requested use is consistent with the original
consent. If that is then carried out, investigators and
their institutions then have to follow all of these other
gui delines. The data access commttee will be, in general,
operated by people who are not, thenselves, in sone way in
a conflict.

The way we have done this with GMS studies is to
use federal staff because that neans you do not have to set
up a whol e conpl ex arrangenent that follows the Federal
Advi sory Commttee Act. This has worked quite well, but
the federal staff ought not to, thenselves, have a stake in
this, in terns of openness of the access. This ought to be
an objective view that can determ ne whether or not a
particul ar application is appropriate. Then there should
be annual reporting factored into this fromthe users so
peopl e can find out what they have done with the data.

The user application, the data use certification
agreenent, has to include certain ternms and conditions. So
this is not the sort of thing where you just go on the web
and take the data. You have to be responsible for
conpliance with policies, only use data for a research use

that you specify because you have to be clear whether this
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fits the original consent. You are prohibited from
identifying or trying to identify or contact study
participants if you are a data user of a secondary sort.
You are not allowed to transfer the data because,

obvi ously, that would defeat the whol e purpose of having
this data use certification. Notify the data access
commttee if any security breach occurs. Submt annual
updates. Be identified on the website as an approved user,
i ncl udi ng posting your research use statenent so that other
users can see who is using the data for what purpose and
you can avoid duplication that m ght otherw se be kind of
frustrating to everybody and acknow edge ot her policies.

In this instance — this is based on a
conversation that Teri and | have had with Linda and Dal e
and sone | awers — that we ought to be clear, here, that in
this special instance where there m ght be a concern about
a participant having this data used against them should
t hey happen to be involved in litigating agai nst sonme harm
that has cone to them - that this data fromthis study
shal |l not be used in any litigation procedure against the
participants. | think that can be added as a data use
certification agreenent contingency that we had not thought
about for GMS, but m ght be reassuring and inportant in

this case.
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There is always an anxiety with this kind of open
data access about, well, what about the principal
i nvestigators? They do all the work. They collect al
this data. Do they get scooped with their own data? Do
t hey open up Major and realize that sonebody el se has j ust
publ i shed their concl usions?

There has to be sone understanding there that
there is a responsibility on the data users to respect the
rights of the principal investigators to be the one to,
per haps, nmake the first publication about their own work.
The way this has usually been done is that the contributing
Pls have an exclusive right to submt publication for a
protected period, after a data set has been nade avail abl e.
Now, a protected period for GMS is traditionally a year.

That includes any form of public dissem nation,

i ncl udi ng speaki ng at nmeetings or abstracts subm ssion.
The contributing Pls have the sole right to do that for
that protected period. But, during that protected period,
ot her users may downl oad the data, may work with it, may
cone up with other hypotheses, nmay start other studies.
They can do all kinds of things. So you are not ending up
with a blackout period of access. It is just a blackout
about publication for that tinme period. That has worked

really well for GWAS
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Over the course of the last two or three years
t here has been one violation of that, which resulted in
quite a hubbub and | think the violator was quite chastised
and the person whose data was published in advance of their
own ability to do so actually was nicely recovered fromthe
experience by the intervention of a journal editor. W
have a good track record here.

| just want to finish with this quote because |
amvery fond of this and it fits particularly nicely here.
Probably none of us planned to be here in Tanpa at this
moment a few nonths ago. The idea that we would need to
gather to have a conversation of this sort about a study of
this sort would probably not have occurred as a high
priority. Abigail Adans, witing to her son — so here is
Abigail, who is both the wwfe of the second president and
the nother of the sixth president — this is in the sort of
wani ng days of the Revolutionary War, but things are pretty
tough. Her son is off in Europe with his Dad. | am not
sure what exactly she was responding to, but maybe peopl e
were feeling a bit down and despondent.

Abi gail says, “These are the tines in which a
genius would wish to live”. This is |ike the Rohm Enmanuel
never waste a good crisis idea. “It is not the still calm

of life, or the repose of a pacific station, that great
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characters are formed. The habits of a vigorous mnd are
formed in contending with difficulties. Great necessities
call out great virtues. Wen a mnd is raised, and
animated by the scenes that engage the heart, then those
qualities which would otherw se |ay dormant wake into life
and formthe character of the hero and the statesman.”

Certainly, this is not a still calmor life in
the Gulf over the last few nonths and yet, it is an
opportunity, | think, for all of us to rise to the occasion
and people have been in really remarkable ways. | am
delighted to be here today to participate in the
continuation of that conversation and hopefully soon the
initiation of a study that will do a lot to try to
understand the potential health risks of the Gulf oil spill
and provide for the public the information that they very
much want and deserve. Thank you very nuch.

DR. FINEBERG Francis, thank you very nuch, both
for your general introduction and setting of the
perspective on this question and especially for the
i nsights you have provided, already, on the data access
gquestions, which are going to be so inportant to ensuring
the fullest use of the avail abl e know edge and i nformati on.
Your personal | eadership nakes a huge difference in this

and we are very grateful to you for that and for all that
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you are doing to make this study the enterprise that it is
becom ng.

| amvery privileged now to introduce the Chair
of the Institute of Medicine commttee that planned this
wor kshop. As | do so, | cannot pass up the opportunity to
extend ny personal note of appreciation and thanks to our
staff, who did so nuch to prepare for this workshop. |
want, especially, to single out Abby Mtchell, for her
extraordinary efforts in preparation. Abby is a real
stalwart at the Institute of Medicine. She is part of the
Board on Popul ation Health and Public Health Practice that
is led by Rose Martinez. She has sone very able
col | eagues, but Abby has done the heavy lifting for this
effort and | really amgrateful to you, Abby, for all of
t hat .

The Chair of the Commttee is a dear friend and a
very experienced | eader in public health in governnent and
academ a, in many dinensions of work connected with the
environment. Dr. Lynn Goldman is now al so the Dean of the
School of Public Health and the full title is and Health
Services — is that right, Lynn? — the School of Public
Health and Health Services at George Washi ngton University.
She is really extraordinarily qualified to lead this effort

for the Institute of Medicine as a trained pediatrician and
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epi dem ol ogi st, who is famliar both with the issues that
are confronting us substantively and with all of the
necessary talent and skills to nmanage the effort throughout
the com ng nont hs and perhaps even years. Now, Lynn it is
a great privilege for ne to welconme you and | invite others
to join ne in expressing our appreciation to you for your

| eadership. Dr. Lynn Gol dman.

Agenda Item Wl conme, Introductions and Overvi ew

of Workshop
DR. GOLDMAN. Good nmorning. | have to, in turn
t hank the two who preceded nme here. It is a rare event

when you see both the Director of the National Institutes
of Health and the head of the Institute of Medicine
together in an enterprise. | think that it underlines the
i nportance of this to those institutions. Also, | should
say that it is highly unusual to see both of these
institutions in a node of responding so quickly to an event
such as we see here.

Nornmal |y, events at the NIH play out over many
years and reports by the Institute of Medicine are done
over the period of many years. W are all chall enged by
this, but we also, | think, all appreciate the inportance
of nmoving forward quickly, but with sound scientific advice

totry to forma framework that will last for a long tine.
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| also need to thank the staff. Abby Mtchell has been
wonderful. China Dickerson, as well, who really did a |ot
of the work to bring us together, just making the
arrangenents. Rose Martinez, who heads the board, and
perhaps, if all the staff would stand up just so people in
t he audi ence will know who you are and if you need

anyt hing, these are the people who can help you. They are
just fantastic. The nenbers of the commttee — these are
all volunteers, who are helping with this effort. W have
assenbled, with the help of the staff, a fantastic
commttee. They have very busy lives, but | think they

al so understand the inportance of this and al so the urgency
of being able to provide good advice. | amso grateful to
all of you. | amgoing to just ask you each to stand and
give a brief introduction — very brief because we do not
have much tine.

(I'ntroductions of conmttee nenbers.)

DR. GOLDVMAN: There are two others who coul d not
be here this norning, Roberta Ness fromthe University of
Texas and Larry Palinkas fromthe University of Southern
Cal i forni a.

This comm ttee has been given two separate but
rel ated tasks that we are going to be acconplishing over

today and tonorrow. The first, which has already been well
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expl ained by Dr. Fineberg, is to provide feedback to the
Nl H on the GQuLF study, the Qulf long-termfollow up study
for oil spill clean up workers and volunteers. The second
task, which is our goal, really, for tonmorrow, is to begin
to provide periodic advice to the Departnent of Health and
Human Servi ces about research priorities and energing
concerns related to health effects fromthe oil spill.
Tomorrow s session will start out wwth a public session at
9:00 AM and you are all invited to attend that one.

In terns of review ng the session for today,
basically the day is structured around a nunber of panels
that have thenmes. Qur first panel is going to have the
theme of |ooking at the study goals and design. W are
going to have a second session on data collection and
cohort surveillance and mai ntenance. There wll be nore to
kind of go through what we think that neans in this
cont ext .

A third session on relating to the comunity,
enrol l ment, trust, transparency, and comruni cation issues.
Then a fourth session having to do with the interagency
col | aboration on this, which, as | think you heard from Dr.
Collins, is already well underway and a very inportant part
of this, given the fact that different agencies bring

different resources to the table that are critical to the
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acconplishnent of this study. The final session will be a
summary of these discussions that will be led by Dr.

Fi neberg, prior to and then at the end of the day, a public

comment session. It is going to be a very packed day. It
is going to be conducted, hopefully, on schedule. It is
going to be challenging to stay to the schedule. | am

saying right now, for the benefit of all the speakers, that
the tinme limts that you have given are real and wll be
strictly enforced. | do not knowif | need to say nore
about that at this point.

There is another person that | should introduce,
who is here, Dr. Linda Birnbaum |If you could stand up -
is the Director of the National Institute of Environnental
Heal th Sciences and is the Institute under which this study
is being conducted. So, without further ado, | want to
i ntroduce Dal e Sandl er and her col | eagues, who are here.

Dr. Sandler is going to take the next session. She is the
princi pal investigator for the GQLF study, probably one of
t he busi est people around the National Institute for
Environnmental Health Sciences, over the | ast few nonths.
She is acconpani ed today by her study team Richard Kwok,
who is with the NIEHS, Lawence Engel, Aaron Blair, who is
with the National Cancer Institute, and Aubrey MIller, who

is also wth the NTEHS. Wl cone to you all
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Agenda Item Overview of NIH Gulf Long-Term
Fol | ow-up of C ean-up Wrkers Study

DR. SANDLER: While we are getting the slides up,
thank you. This is an interesting opportunity for nme. |
want to thank everybody who has taken the trouble to
downl oad the protocol and read all hundred or sonething
pages of it. It looks like a real protocol because it is
| ong, but there are still plenty of opportunities to nodify
our design, hear what you have to say, and take that into
account. Please, do not be intimdated by the nunber of
pages or appendi ces that we sent out.

| am here to tal k about the study and hear what
you have to say. As Dr. Collins said, we have been working
on this for what seens |ike forever, but is really a very
short tinme. Qur primary objectives are, as you know, to
assess the short- and long-termhealth effects that are
associated wwth the oil spill clean up. W also want to
create a resource for future coll aborative research that
m ght focus on specific hypotheses related to health
effects of working in the Gulf and focused on specific
subgroups with uni que concerns.

Fromthe last tine we were all together here, at
an Institute of Medicine neeting focused on this topic, you

are all well aware that there have been at | east 38
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supertanker oil spills in the past 50 years, but only eight
of them have been followed for human health effects. And
wi th notabl e exceptions, such as the Prestige spill, which
has been well studied, from Spain, research has typically
been cross-sectional or short-term As you al so know, the
Deepwat er disaster is larger than any previously studied
spill so we think it is very inportant that the potenti al
health effects be investigated.

Qur scientific hypotheses are pretty broad. W
are not designing a study to go after one specific key
health effect, but the basic idea is that, controlling for
ot her factors, exposure to oil, dispersants, and oi
di spersant m xtures woul d be associated with adverse health
effects. That there would be a dose-response relationship
bet ween exposures and health effects and, as you will hear,
we Wil be relying on qualitative and sem -quantitative
nmeasures to think about dose-response. That biomarkers of
potentially adverse effects are associated with chem cal
effects, as well. An inportant other hypothesis or concern
in the study is that workers fromthe Gulf region, who are
exposed to other social and environnental stresses wll be
at greater risk for mental health outcones than workers and
controls from other regions.

The outconmes of interest in this study are based
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on whatever research there has been on previous oil spills.
It is also designed — we are al so focused on what health
conpl ai nts have already been reported in relation to this
particular spill, which are simlar to conplaints in other
spills — dermatol ogic effects, respiratory effects,
di zzi ness, and so on. W are al so basing our research on
studi es of other groups that have had exposures to
conpounds that are in oil or dispersants or other disaster-
related stresses. This is a wde list.

We are tal king about our study as the GULF Worker
Study, a health study for oil spill clean up workers and
vol unteers. The popul ation that we are focused on are
adults over the age of 18. Initially, we are |ooking at
t hose who can communi cate in English, Vietnanese, and
Spani sh, for translating our study materials because this
is how the worker training was done. All of the materials
were available in those three | anguages. But we are well
aware that this excludes sone groups, who may have
participated, so we are working on devel opi ng
accommodati ons for peopl e speaking other |anguages. W are
defining exposure, initially, very broadly, which is
anybody who worked one or nore days in any clean up task,
whet her it was paid or volunteer. The unexposed group,

which you will realize is a challenge to identify the
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appropriate conparison group, but for unexposed workers, we
are starting with the idea that there were nmany peopl e who
conpleted safety training with the idea that they woul d
then be hired for work, but were not hired, |argely because
they were not needed. It was difficult to estinmate how
many people would be needed at any one tinme. So we w |
be, initially, starting with those individuals — people who
trained but did not get hired. W are also, because sone
of the workers are from federal groups, including the Coast
Guard, there is the possibility of studying individuals who
were told get ready you are going to be going to the Gulf,
but then were never called. |If we are not successful wth
this plan, we are thinking about other strategies,
i ncluding enrolling conmunity nmenbers, who are friends or
relatives of the participants.

We are beginning with the NIOSH roster that Dr.
Collins nmentioned, to identify potential participants.
There are about 50, 000 individuals, who voluntarily signed
up and said they mght be interested in being a participant
in future research. They provided a little bit nore
i nformati on than was avail abl e through the training
docunents. But, there are also many other lists, including
the list of anybody who trained. A contractor ran this

program the Petrol eum Education Council, and there are
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nmore than 100, 000 uni que nanmes on this list of people who
took sonme training. W are aware that sone groups did not
go through the PEC training. They had their own training
prograns. There were certain parishes in Louisiana, who
had their own lists of workers and we are exploring
opportunities for obtaining all of these other lists so
that we will have a conplete enuneration of the potenti al
wor ker cohort.

After nmerging all of these lists to create a
master |ist and elimnating individuals w thout contact
informati on and duplication, we expect that we are going to
need to approach about 75,000 or 80,000 people fromthis
master list to identify our cohort. W are hoping to be
able to maxi m ze the inclusion of individuals fromthe Gl f
States. About three to five percent of the individuals on
the NIOSH roster conme from Texas, but there is nuch | arger
representation fromthe other states. W would also try to
maxi m ze the inclusion of people who had jobs, which, in
t heory, would give them higher exposures to chem cals or
chem cal byproducts — and al so individuals who had j obs
that were associated with health conpl aints.

Qur design calls for an initials enroll nent
guestionnaire that will take no nore than thirty m nutes.

W w il begin trying to do this by tel ephone. W have been
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having, as you wll hear later, neetings in the Gulf region
W th various conmmunity groups and it is clear that in
certain circunstances the tel ephone is not going to work
and so we are exploring other ways to obtain the enroll nent
i nformation.

This questionnaire will collect sone basic
information on general health, lifestyle, their usual
occupation, sone soci o-econom c factors and denographi cs.
It wll focus extensively on clean up activities, including
their living accommodations while they were working in
clean up activities and then also collect information on
spill-related effects. Timng is such that we will not be
focused on acute effects, but we wll be able to collect
i nformati on about what people experienced at the tine they
were involved in clean up and their health synptons now.
Because of the special circunstances in the Gulf of Mexico
region, we will also be assessing stress, depression,
anxi ety, and perceived risk using standardi zed instrunents.

We are expecting, optimstically, a cohort size
of about 55,000 individuals, if we have a 70 percent
response rate. Fromthis group, we are going to select or
to recruit a group who will be our actively followed
cohort. That woul d be approximately 27,000 individuals,

who will be followed nore closely for the long-term
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clinical study. This active cohort will include all job
categories and we hope to enroll about 20,000 individuals
who were doing clean up work, again, over sanpling for

hi gher exposures and also for smaller job categories so we
fully represent the range of activities that were being
done in the Gulf region. W also wll enroll 7,000 people,
who were unexposed to serve as a control group. This is
tricky to do.

Looking at the distribution of where people
Iived, about 75 percent of the initial workforce, when we
had access to just 15,000 records, initially — 75 percent
cane fromnearby, fromcomunities close to the Gulf and 25
percent further away. W are hoping to enroll non-exposed
i ndi vi dual s, about 4,000 fromthe |ocal comunity, 2,000
fromfurther away, and then we have this special category
of federal workers. We wll include in our cohort federal
wor kers, who may not conme fromthe Gulf States — Coast
Guard were called fromall areas.

If we can, we would nmaximze the Gulf region, but
we are not going to exclude peopl e because sone of those
peopl e m ght be the nost heavily exposed individuals, who
were called in for specific jobs. So we will have a
t housand federal workers as a conposite conparison group,

as well. The rest of the individual s who have done
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screening will be followed passively through record
I i nkage, |ooking at linking to cancer registries and vital
statistics.

For baseline data collection in the active
cohort, we wll be conducting a hone visit. At that tine,
we w il collect nmuch nore detailed information on their
medi cal history, prior jobs, and current jobs, if they are
no |l onger involved in clean up, recreational activities,
opportunities for residential exposure to oil, either
t hrough the spill or because of where they live, living
next to a refinery, or other sources of exposure. W wll
coll ect additional information on nental health and soci al
and behavioral factors and we will also include sone
guestions about the consunption of local fish because this
IS a conmunity concern.

W will collect biospecinens during this home
visit — blood, urine, toenail clippings, or hair. Then, if
we can not get a blood sanple, we will collect saliva so
they will have DNA avail able for gene environment studies.
W w il collect sonme environnental sanples. W are trying
to do sonething that is quick and can be acconplished in a
relatively short honme visit so we will be collecting
househol d dust w pes and tap water. W will be making

physi ol ogi ¢ and ant hr oponor phi ¢ neasurenents. Hei ght and
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be nmeasuring bl ood pressure and we will neasure |ung
function, focusing on FEV1 and Force Vital Capacity, using
a standardi zed technique. We will report back to
participants sonme information of clinical relevance to them
— their Body Mass |Index, their blood pressure, and whet her
their respiratory function is outside of clinical norns.

For those of you who need to see this visually, |
t hought we would try a flowhart, but I amlooking at this
now and | amnot sure this is going to be | arge enough for
any of you to see so we wll dispense with that and save
sone time. The flowchart is in the protocol materials so |
hope you had sone tinme to nenorize it.

The active cohort, by definition, will be
foll owed actively. They wll receive an annual newsletter,
at a mninmum as well as other communications, to maintain
participation and at that tine, we will collect information
to update their contact information. W plan a tel ephone
guestionnaire to follow up on changes in their health
status and, initially, we are planning to do this in years
two and four, but dot, dot, dot neans that if this proves
to be both feasible and productive, we hope to be doing
this nore into the future. This group will also have

passi ve surveillance by |Iinkage to cancer registries, vital



35

statistics, and other electronic nedical records or other
records that m ght becone available. W w Il be taking
advant age of other supplenental information to describe the
health of the community relative to the health of the
cohort, such as | ooking at poison control data, nore at
basel i ne, but any health surveillance data fromthe
communities. W also are planning to include in our
gquestionnaire instrunents that are nodel ed after the

Behavi oral Ri sk Factor Survey, the BRFSS, and other surveys
so that we will be able to have conpari sons to regional and
state data.

For the passive cohort follow up, they, too, wll
get an annual newsletter and we will update their contact
information. They wll be told, up front, that there is a
possibility that other people mght call them for studies
so it is inportant to keep in touch with them as well.
Then they will be followed wth the sanme passive
surveillance nmethods as for the active cohort. W are
pl anning now — we are saying now that the cohort wll be
followed for ten or nore years. Realistically, if we are
interested in cancer outconmes, a much longer follow up will
be needed. The cohort is relatively young. Hopefully, we
wll be able to sustain at |east passive follow up, even

beyond the ten years.
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We have planned to identify a sub-cohort of about
5,000 people fromthe active cohort, who will be studied
nore intensively. W have alluded to what we would like to
do in the protocol, but we believe that this is sonething
that will be inportant to do in collaboration with
researchers fromthe | ocal community.

So the final protocols and sel ections of tests
have not been designed. W envision doing this clinical
assessnent either in the home or using a nobile van or sone
ot her nmethod to be proposed by our collaborators in years
one and three. W would collect additional biological and
envi ronmental sanples. W would do, at that tine, nore
conprehensi ve pul nonary function testing. W would do
neur ol ogi cal and neur obehavioral testing. Additional
mental health screening is warranted. There may be
opportunities to study reproductive function in the nen.

By the way, about 20 percent of the workforce appear to
have been wonen so there will be opportunities to study
wonen, as well, in the workforce. And there wll be sone
specific laboratory tests that are included as part of this
cohort where sanples wll be analyzed as they are
col |l ected, as opposed to in the active cohort where sanpl es
may be banked for |ater use.

The overall collection schedule, here, was al so
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in the protocol, but basically there is sonething that
happens every year. For the passive cohort, this is sinply
the enrol | ment questionnaire and a newsletter and a one
page update and the active cohort wll get a questionnaire
in years two and four and beyond and the bi onedi cal
surveillance wll come in between.

The issue of statistical power is one that is
difficult to deal with when you have broad hypot heses and
you are not really sure what you expect to find. W based
our assunptions on what has cone out of the Prestige spil
in the short-termand in occupational cohorts with
individuals with simlar exposures. W believe that we
w Il have sufficient statistical power to detect sone
potential effects. This table shows the m nimal detectable
odds ratios under various assunptions, if we assune that
about ten percent of the control popul ation has the outcone
of interest. The relative risks that we can detect are
consistent with the risks that have cone out — the reported
risks, for exanple, for respiratory effects that have cone
out of the other studies, studies of other oil spills. W
w || obviously have greater statistical power for
conti nuous outcones and |l ess statistical power, if we start
focusi ng on uni que subjects wthin the cohort.

In terns of the biospecinen colletion, we have
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nmodel ed what we are doing on two ongoi ng cohort studies —
current cohort studies. W had access to the protocol from
the UK Bi obank and then the Sister Study, for which I am
the PI. This is a study that we just finished enroll nent
of 50,000 wonen. We will be collecting blood. W wll
encourage people to fast, but we realize if we need to do
all of these interviews in a really short tinme frane that
is not going to be possible. So we will be doing hone
visits at any hour of the day. W will request fasting,
but we will ask when the | ast neal occurred, nost |ikely.

We are planning mnimal field processing. W
will be collecting the sanples so that we could store a
whol e array of blood conmponents. We will perform up
front, some henmatol ogi c assays, such as a conplete bl ood
count on a fresh sanple for a subset. This will be the
subset of individuals, who will have been tagged for
invitation to the bionmedical cohort — so a nmuch snmaller
group because of cost and feasibility. But that would
allowus to follow up on sone observations of specific
hemat ol ogi ¢ effects fromthe benzene cohorts, for exanple.
W w il be collecting urine.

Again, we want to assess the feasibility of
collecting their first norning void. There has been sone

di scussi on of whether we can collect the full void or just
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the smal |l er ambunt that we need to collect and store.

Those things are still being worked out. W wll performa
di pstick urinalysis, just to get a quick neasure of

i ndi viduals who may need to be referred for further study,
specifically focusing on glucose urea. Then | nentioned
the hair and toenail clippings that will be collected for
studies of trace netals and then the saliva, if we can not
col I ect bl ood.

Qur biorepository is conveniently |located right a
mle fromus in Research Triangle Park, North Carolina. It
is called EPL. That is not an acronym That is its nane.
It has got a long history of report for the National
Toxi col ogy Program It has been our contract biorepository
for many, many years. It has supported epidem ol ogic
studies for the past ten years, including the storage and
handl i ng of the sanples that we have for our 50,000 person
Sister Study cohort. It is well coordinated with other
study contractors that will be involved in this study. |
mentioned it is in close proximty so we have regul ar
meetings with them And we use a common dat abase for
sanple tracking. W wll, of course, follow guidelines for
the best practices for biorepositories, including rigorous
quality control

We are planning a phased rollout period. W wll
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start in one area, yet to be selected, first and expect to
do that for about for to five weeks and we will consider
this sort of a mni pilot study for the protocols and the
approaches. Unfortunately, we are not working on a

ti mescal e where we can have a deliberate year-long pil ot
study before we get into the field.

Then, if we start when we think we are going to
start, then we will cone smack up agai nst the Christnas
holidays. So there will be sort of a break for us to
reassess and redesign, if we need to and getting started in
earnest again in January. W are planning on having the
enrol Il rent and baseline data collection conpleted in a 12
to 18 nonth period, starting very optimstically in late
Cct ober, probably slipping i nto Novenber.

We hope to conplete the enroll nent process in 9
to 12 nonths and then the hone visits wwthin 12 to 18
months. We are hoping to enroll any individuals who are
still working first — that would be our priority —to
collect informati on on exposures, while menory is stil
fresh — this is one of the reasons for working to get this
into the field so quickly — to enroll the cohort while
their contact information is still valid — many of the
wor kers gave cell phone nunbers, which change frequently,

al though we just |earned that nore than half of the cohort
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gave enmai | addresses, which al so change but gi ves anot her
opportunity for us to | ocate people. | think that
enrolling quickly will maximze conmunity support. |If

m nimze del ays then we show we are serious.

One key aspect of the study is going to be our
ability to reconstruct exposures. W are working this in
parallel and the information was not as well along as — the
design for the study, at that tine, the first draft of the
protocol canme out, if you had a chance to | ook at the
revision that was sent to the Institute of Medicine just a
few days ago, nmany nore details are conmng into the
picture. W plan to — we are working to identify a
col | aborator or consultant for the study — an industri al
hygi eni st .

We have been in discussion wth several people.
| am not going to nane nanes, but we will have an
i ndustrial hygienist on our team W wll shortly convene
an expert panel that will draw on government and industry
expertise and we would al so be including |ocal experts. W
want to include industrial hygienists, chemsts,
toxi col ogists, statisticians, and individuals wwth A S-type
expertise. Their task will be to conplete industrial
hygi ene assessnent, to | ook at exposures by tine, task,

| ocation, and consider all of the data that we can bring to
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bear, including information on the use of personal
protective equi pnent and the hazard eval uati ons that have
been conpleted by NI OSH and ot her groups.

There is a |lot of available data. It just needs
to be pulled together. M team has been talking wth al
of the holders of the data and we are working to assenbl e
this and it is really falling into place nicely. One of
the tasks for the commttee will be to evaluate the quality
and useful ness of the existing data — the exposure
measur enents that have been collected by OSHA, N OSH, the
EPA, BP, the Coast Guard, and other groups.

W wil also take a |l ook at information on
weat her patterns, which may inpact health. W have ot her
G S-based information such as the size, location of the
spill, of the oil, and where fishing areas nmay have been
closed. W can take into account residential proximty to
the crude oil burning and waste sites, as well as
i ndi vi dual worker proximty to the potentially nore
hazar dous areas.

At this point, we are aware of personal sanpling
nmeasurenents that have been coll ected across a nunber of
j obs, as many as 80, 000 sanpl es, we believe, have been
col |l ected, maybe nore, as we finish talking with other

groups who have done sone of the collection. W are
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exploring possibilities of accessing information, such as
time cards, security badge information, payroll records.
Not necessarily to have information on everybody in the
cohort, but to provide supplenmental information to
val i dated sel f-reported exposures.

If we had timecard information, we would know how
wel | people are able to report how many hours they worked
and where they did it. Then we will incorporate all of
this quantitative and qualitative information and hopefully
be able to create a series of job-exposure matrices and
sone (3 S-based exposure neasures that we will use. W
anticipate the need for nultiple exposure netrics,
dependi ng on what the exposure of interest m ght be.

It is inportant to note as we think about the
timeframe for how far along we are with thinking about the
cohort design and the bl ood collection versus the exposure
reconstruction is that the quantitative exposure data wll
not change. Qur ability to access it needs to be secured
upfront. But what wll change is peoples’ ability to
recall what we did. So we believe that enrolling the
cohort should be our first priority.

There will be many opportunities for scientific
col | aboration, as we create the study. You heard about the

open data policies. You taking advantage of the data that



we collected is certainly a possibility, but we think that
there are opportunities for nore active collaboration early
on and further into the process. W already know that we
are going to need help with certain special populations,
enrolling Vietnanese fisherman, for exanple. W wll need
to be collaborating with NGOs or other |ocal groups, who
have expertise in dealing wwth these communities — the
various recruitnent challenges. And this would be an
opportunity to focus on any uni que needs or research
gquestions for those communities in coll aborative research.

We have been in discussions about the possibility
of a collaboration that would enroll famly nmenbers of
cl ean up studies. This would be an opportunity to | ook at
health effects in the general popul ation by capitalizing on
the enuneration that we will be doing. | nentioned that 15
to 20 percent of the cohort are wonen, so there will be
opportunities for collaboration on studies of reproductive
health. There is also the possibility that we wll
identify specific groups with initial synptons that nerit
nmore intensive foll owup, such as what has happened from
the follow up of the Wrld Trade Center cohort m ght focus
on reactive airway di seases or neurol ogi cal synptons.

Data sharing — we have al ready heard about this.

W are with the program | amat NIH and NIH is interested
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in pronoting uses of the data so | will nove on.

One thing that is very inportant in this study —
inall studies, but in this study, particularly, is to nake
sure that we maximze comunity involvenent. |t has been
sort of difficult to do that in the usual way because we
needed to get going quickly and have a protocol. W did
not start in the comunity, but we still have plenty of
opportunities and we are taking advantage of that to engage
the community in what we do. It will be inportant to have
community invol verrent at key points throughout the study.

This will facilitate community invol venent and
ownership, to foster trust and mutual understanding. W
w Il take advantage of every opportunity to educate the
community on the rationale for collecting data, which wll
enpower themto nake i nfornmed decisions about
participating. This also — talking with various comunity
groups has allowed us and will continue to allow us to
refine our design and protocols based on their input.

W w Il be convening a Cormunity Advi sory Board.
This board will be actively involved. This will include
community nenbers fromthe Qulf States, primarily, that are
participating in the study, as well as representatives form
special interest groups. As | nentioned, we need to

directly engage specific community groups to facilitate the
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recruitnment and foll ow up of special populations within the
cohort. W believe this will foster opportunities for
community-directed research, either as add-on or conpani on
studies to what we are doing or to encourage us to answer
specific questions of concerns through what we are doing,
our sel ves.

We have had sone initial outreach already. M
t eam has been very busy flying back and forth down to the
@ulf region fromNorth Carolina or Washington. W have
been in M ssissippi and Al abama. That was t he week of
Septenber, 12th, talking to | ocal health departnents and
vari ous community groups. W were in Florida the week of
the 19th. W will be in Louisiana next week — | think it
is next week — the week of October 3rd. And we have yet to
schedul e Texas. W had the two webinars that you have
heard about that had both scientists and community nenbers
l[istening in and offering advice about the study. W have
had presentation to sonething called the NIEHS “Partners”.
It is groups that are interested in environnental health,
who have speci al concerns and have been advi si ng our
Institute for many years. W will continue to have ongoing
outreach to address concerns that conme up as we do the
study and to comuni cate results when we get there.

I nformed consent. W need to nention that just a
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bit. W plan — our initial recruitnment, we will send out a
| etter and a brochure that include the el enments of inforned
consent and allow for an opt-out process if people do not
want to be call ed.

Nl OSH has al ready done that for us by sending us
t he names of workers, who have agreed to be contact ed.
There will be tel ephone consent for the enroll nent
guestionnaire and some adaptation for those groups that we
enroll in person. Witten inforned consent wll be
collected at the hone visit for the actively foll owed
cohort and then there will need to be additional consent
for participation in the bionedical surveillance subgroup
whi ch, again, all of these things are voluntary. The
consent will allow for add-on studies and data sharing. It
wi || address issues of record |inkage and |long-termfoll ow
up and long-term storage of sanples. W have already begun
to devel op answers to frequently asked questions from our
experiences here, neeting with the community, and our
experiences doing other studies of this sort, and a consent
summary docunent .

So those of you who have seen an NI H consent form
lately know it is very hard to wite sonmething that is
under st andabl e to the average person. The summary

docunents, we found, are very useful and people could have
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it and look at it and understand what they agreed to. And
we wll be applying for a certificate of confidentiality.

The i ssue of conpensation keeps comng up in our
meetings with the conmunity. At this point, we were not
pl anni ng on conpensating participants to be in the passive
cohort — that is to do the enroll nment questionnaire. There
are precedents that we have to consider. Qur work has to
be reviewed by the O fice of Managenent and Budget and
things like the behavioral risk factor survey, they do not
conpensate people. But community groups think that there
wi |l be special pockets of the population who will not do
this with sonething.

These are ongoi ng discussions and | will be
interested to hear what you have to say about that. But we
w || conpensate people who participate in the hone visit,
which is a nuch nore extensive contribution. It wll not
be coercive — sonething like 25 or 30 dollars for doing al
of that, but at |east a token of our appreciation and
conpensating themfor the tinme they have given up. For the
bi onedi cal surveillance, then, we have the opportunity for
greater conpensation in proportion to the greater anmount of
wor K.

W talked a little bit about comrunications. W

are wor ki ng on devel opi ng a conprehensive comunity
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strategy. Qobviously, we have the opportunity to do things
that we did not do in our other studies by taking advant age
of social nedia and the web and all these technol ogi es that
| do not use, but others in ny group do. W wll be
generating reports to participants, to the | ocal

communi ties and ot her groups, partner organizations, |arger
scientific community, as part of the process. W already
pl anned newsl etters, a study website, electronic

communi cations — since a |arge proportion do have e-nai
addresses — and we will be holding scientific and community
nmeet i ngs t hroughout.

We have been concerned about several issues
related to high stress levels in the community and what do
we do when we identify concerns, whether these are nental
heal th concerns or health concerns in a conmunity that
m ght not have access to care? Part of our training or
getting ready to go is to have extensive training for our
interviewers, providing themwth resources, hel ping them
to identify signs of distress, having people to call. That
is part of the purpose of our visits nowto the |ocal
communities and to neet wwth [ocal health organizations is
to identify what sone of the options are if people need to
be referred our. We will provide clear witten nessages

and education materials on the meani ng of any i ndividual
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results that they get indicating when there is the need for
action. W are, again, trying to line up information in
| ocal areas about where people can go if they have a bl ood
pressure |evel that is of concern, but they do not have a
doctor or they do not have health insurance. And, as |
menti oned, working with [ ocal comunities to identify these
net wor ks.

There is a lot of oversight of this study and
there will continue to be. The peer review of this
prot ocol has been unprecedented so far and it wll
continue. W have just recently conpleted our standard
NI EHS process, which is to send this out to four -
actually, three to five extramural experts for review
This process is blinded so sonebody here, in the room may
have provi ded extensive witten coments already.

| thank you and we have tried to address them
We, of course, will go to the IRB and we, as feds, have the
opportunity to be reviewed by the Ofice of Managenent and
Budget. W have shared our protocol with many, many
federal agencies and commttees and with the public with
our protocol published on the NIEHS website and the
Institute of Medicine website. W will be form ng a study
advi sory board. In order to do this quickly, in the

context of the federally appoi nted sonething advi sory
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commttees, the FACA commttees — Dr. Collins had it right
and | forgot to wite it down. W are planning to do this
as a subcommttee of an existing federal commttee, which
is the NI EHS Board of Scientific Counselors. Andy Liu has
agreed to be the Chair of that. The Commttee will include
one or nore other nmenbers of our Board of Scientific
Counsel ors, other experts, comrunity representatives and
federal agency liaisons. W, of course, wll have this
ongoi ng oversight by the Institute of Medicine and, | am
sure, other federal panels.

To date, we have had the intra-agency neetings on
August 19t h, where we shared the protocol and got sone
f eedback. We have had our webi nars where we got extensive
f eedback, answered questions. The coments that people had
and questions are summari zed — they are on our website, if
anybody is interested in what the conmunity had to say. |
menti oned the protocol has been posted. Sonme comments have
been comng in. The protocol was circulated to federal
agencies and to sonething called the Intra-agency Gulf QO
Spill Commttee or GOS. W have so far gotten witten
comments from OSHA, EPA, several investigators at EPA, the
CDC, and others. | nentioned our peer review.

So what ot her concerns have cone up so far? Sone

of them have al ready been addressed in the revision that we
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submtted a few days ago. The issue of conpl eteness of
ascertai nment of eligible workers cane up and we are
working diligently to make sure that we have access to
information on all of the potential workers in the
wor kf or ce

Questions about the availability and quality of
t he exposure data. Availability, we have determ ned what
is available and that there is a lot of it and we believe
we w |l have access to it. The quality of those data wl|
need to be assessed by our commttee. Everybody has
poi nted out the chall enges of exposure reconstruction. W
will forman expert commttee to do this. It is not going
to be done by ne.

They have raised concerns about the timnmefrane,
but we really, as |I nention, believe that it is inportant
that we enunerate the cohort, first, and deal with that in
paral l el or second. Several people nentioned the need to
i ncl ude ot her collaborators or consultants with subject
matter expertise and we are working on that. W agree. W
specifically will be adding investigators with expertise in
mental health and social epidem ol ogy and | already
menti oned addi ng an industrial hygienist. There are issues
of confoundi ng by ot her occupational and residenti al

exposures, which we wll deal with as best we can by



collecting lots of information in our questionnaires and
then the need for alternate enrollnment strategies for sone
groups has been nenti oned.

There are sonme concerns that cannot be addressed.
W are getting started late. W know this. The workforce

is quite small now, relative to what it was at its peak.
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The heavi est exposures have thankfully ended. Good for the

community, not so good for us, where we would have loved to

have been able to collect biosanples as people were being
exposed.

The other thing that we cannot respond to is
that, in an ideal world, we would have extensive pil ot
testing, we would have prelimnary data collection, we
woul d cl assify exposures before we start. |If we do that,
the opportunity to do this study and be responsive wll be
lost. In the sane vein, there are other limtations. W
do not have pre-exposure biologic sanples or health
assessnments for the vast majority of the workforce, but
there are subgroups for whomthere are such data, such as
the National CGuard, the Coast Guard, maybe BP workers. W
are working to obtain that information.

| shoul d have nentioned that we are, in fact,
al ready col |l aborating with the Coast Guard and so we wl|l

have active participation formthemin our study.
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There is not an ideal unexposed conpari son group.
No matter how you look at this, at the end of the day, our
best shot is going to be we have this cohort of people with
vari ous ranges of exposures and for whatever question we
have, we can conpare the nost exposed to the | east exposed,
however we end up defining exposure. But in thinking about
this, it is inportant to think about what the questions are
that we want to ask. |If we think about unexposed, |ocal
community nenbers, they are simlar, but they also are
exposed to all of the stresses that are related to having
an oil spill in your backyard and having it affect your
I'ivelihood.

There are certain questions that cannot be
addressed with |l ocal comunity nenbers. Persons far away
fromthe spill do not have those stresses, but they may
differ in other ways — health and econom cally. That
certainly adds to the conplexity and cost of the study the
further amay we go. It is not a typical worker cohort.
Sone have suggested that we find another occupati onal
cohort. This is not an occupational cohort. It is a
uni que cohort, all by itself. There is not an obvious
choice of who to conpare the group to. As | nentioned,
wi thin cohort conparisons will probably be the best bet,

but we have gone out of our way to nmake sure we include



various types of unexposed individuals, who come from
di fferent |ocations.

We do not have quantitative exposure measures.

O her disaster research and other cohort studies have
identified risks — health risks — despite this limtation.
W will, we hope, end up wwth sem -quantitative job/task
exposure matrices, but we also have qualitative rankings —
the nost to the | east exposed based on assessnent of how
cl ose you were to oil or burning oil or handling

di spersants. W have distance fromthe spill or burning
sites and there are bunch of other ways to think about
exposur e.

W will be relying on self-reported data. In
fact, in many settings, self-reported data is the best you
can do. If you think about a biomarker of sonething that
is only around for a short anmount of time, you need this
hi storical, self-reported information to quantify how | ong
peopl e have been exposed and what they actually did over

time. There are sone persistent conpounds, if they prove
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to be relevant, such as netals, that can be neasured in the

bi osanpl es that we are collecting. W also have the
opportunity to | ook at sone specific biomarkers of effect.
Another limtation is that the available data

t hat has been reported so far suggests that individual
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exposures are, in fact, very low | just want to point out
that the Prestige oil spill study and other oil spill
studi es have shown nol ecul ar effects of possible concern
and persistent clinical effects so it is inportant that
this group be studied, as well. Oher studies have shown
health effects or biomarker effects at surprisingly |ow

| evel s of exposure.

G ven the inpact of spills and community
concerns, there is definitely a need to assess the
consequences, even if any of you believe in your heart that
the exposures are too low to see effects. W do not know
if there will be effects and it is inportant for us to take
a look. W also need to further evaluate the exposure
assessnent that was done. There nmay be limts to the
assessnment that was done that contributes to it having
shown up as being | ow or unneasurable. So are the
exposures truly low or are there nonitoring limtations
that explain the findings? That remains to be seen.

Sonme of the cohort nenbers will have
petrochem cal and ot her exposures, either through previous
or subsequent jobs or through hobbies or because they live
close to a source of exposure to oil or to oil byproducts.
W w il be taking these into account through the

guestionnaire and our statistical analysis of the data.



| did not do this by nyself. 1In fact, there are
many peopl e who have been working around the cl ock.
woul d especially like to acknowl edge Larry Engel and
Ri chard Kwok, who really have done the heavy lifting in
putting together the protocol that you had to read. There
have been a nunber of other N EHS investigators, who have
been involved in the study — Aubrey MIller wll be
i nvol ved, Stephanie London for respiratory experti se,
Christine Parks for immunol ogic effects.

We have had the advantage of a nunber of
consultants — Aaron Blair, retired fromthe NCI and is
spendi ng sone quality time with us, John Hanki nson, who is
an expert in respiratory function neasurenent is a
consultant to the study. | want to give a shout out to
Chi p Hughes, who has been involved in NNH s efforts in the
@l f since the spill happened, involved with the worker
training, and he knows everybody and wi thout his contacts
we woul d not be able to do this study. Thanks.

DR. GOLDVMAN: Thank so nmuch. Tinme is [imted,
but we do have tinme for a question or two and | would |ike
to actually just ask you one question. As all of this is
energing, in terns of developing the study protocol, | am
aware that there are other efforts underway, as well, to

try to understand actually what the identification is of
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conpounds that m ght have been involved in this and the
di spersants and so forth, |ooking at the toxicology. And
then all of you, as you are doing your exposure matrix, may
then stunble on things that m ght be useful to the people
who are doing that work. Just if you can talk a little bit
about how that works or how you woul d hope that m ght work,
in ternms of the back and forth transm ssion of that kind of
information within even your own institute.

DR. SANDLER: Thanks. | shoul d have nenti oned
t hat because we do have opportunities within ny very own
institute. The NTP has been actively involved in obtaining
sanpl es and neasuring conpounds. W are aware EPA i s doing
things. |In part through the federal neetings that Teri and
ot hers have organi zed, we are keepi ng abreast of what is
bei ng done. We will include toxicol ogists and
representatives fromthe NTP in our exposure assessnent
panel so that the information wll go back and forth. Mre
than that, | cannot give you specifics, but it is inportant
to know. And Linda would |ike to say sonething about NTP s
wor K.

DR. BIRNBAUM The NTP — Frances al so provi ded
NTP sone additional funding to | ook at the issues,
especially focusing on sone of the analytical issues about

what really was in the crude oil, what was in the crude oi
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pl us di spersant, what has been in the weathered crude oil,
what has been in the weathered crude oil plus dispersants,
what are in the tar boils, et cetera, to get a clean handle
on that. | should say it took a while to get appropriate
sanples. W are getting them now and our fol ks are working
very, very hard at this. 1In addition, we are collaborating
with the NTP part of NI OSH, who are conducting sonme — well,
especially inhalation, but also sone dernmal studies in
rodents of the crude oil and the crude oil plus dispersant,
and the weathered crude oil plus dispersant. W are

provi ding the anal ytical support for that, as well.

DR. GOLDMAN:  Thank you. | think we have tine
for, perhaps, one nore question. Yes.

DR. FINEBERG  Thank you so nuch for the
overview. Just a very brief question. You did not say
very nmuch about the recruitnment of the field staff to carry
out this work. Do you want to make any comment on that?

DR. SANDLER: Yes. Thank you. It is a challenge.
W need a lot of field staff. The field staff that we
recruit will be local. W are doing our study through — in
order to do this quickly, we are doing this through an
exi sting contract for support of clinical research at
NIEHS. It is a conpany called SRA — this is the initial.

This is just to get the first year and get us off the
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ground and then there will be an RFA out for other
contractors to propose that they mght do a better job.

But the first year we are starting with SRA. SRA has had
meetings with various groups that have staffing capability
in the Gulf. They invited — I’ m bl anking — Labcore and
EMSI and all these various groups, who can provide

di fferent arrangenents for doing the hone visits. The
questionnaires — the tel ephone part will be done local with
our staff.

The facilitated enroll nment of special groups wll
be done by us devel opi ng arrangenents with either |ocal
researchers or local community groups to help facilitate
that enrollnment. That will take place using field staff,
who are in the various communities where we are doing the
enrolling. For the honme visits, we envision — one nodel is
this sort of distributed nodel where we hire honme exam ners
froma conpany |ike EVSI that does insurance physicals when
they are not doing scientific support. They use |ocal work
staff. But there are other nodels for us to do this and we
believe it is inportant to at |east nake sure that we have
a mx of our own enpl oyees, who are working there, who are
the I ocal community coordi nators of then sone sort of
distributed staff. There are conpanies |ike CinForce that

provide staffing. There are lots of ways to gear up
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qui ckly wi thout increasing the size of the governnent
wor kf orce, which is sonmething that we cannot do because
t hey becone permanent very quickly.

DR. GOLDMAN:  Thank you so nmuch. That was a
wonderful overview and I would say a nodel for the rest of
the presentations tine-wise, as well, | amgoing to say.

It was really so nuch packed into the |ast hour. W are
now going to nove into our first session on study goals and
design. That will be chaired by Dr. Bernie CGoldstein with
the University of Pittsburgh School of Public Health.
Wthout further ado, | amgoing to turn the platformover
to him

Agenda Item Session | - Study Goals and Design

DR GOLDSTEIN. Thanks, Lynn. Can | ask the
panelists to cone up?

As you have heard over and over again, this has
been an incredible effort in a short tinme, and tine is the
essence here. So | amgoing to start by trying to save each
of the panelists sone tine.

Scientists tend to be very polite. These are very
polite fol ks here. There has been a superb presentation of
the really excell ent study bei ng done by fol ks who have had
to put this together very quickly. Not only do they know

that, they also know that they are people that they greatly
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respect, Dr. Sandor and col | eagues, and their boss is here,
and their boss's boss is here. So their tendency is going to
be to take their 12 mnutes and to spend the first ten or 11
sayi ng very nice things about this protocol, then the |ast
mnute or two, slip in sonmething that they think may need to
be fi xed.

| am going to absolve you of that first ten or 11
m nutes. You have all said these wonderful nice things now,
and let's make sure that our focus is on howto inprove this
study. As Dale has told you, they have been through a | ot of
t hought processes of what to do, howto do it better. They
have asked for help. That is why we are here today. So
let's see if we can do that.

| woul d caution you and ask you to keep to Dr.
Tucke's ol d rul e about distinguishing the difference between
a blem sh and a scar, that as you point out ways to inprove
this, we do focus on what are crucial problens, but what are
al so perhaps mnor but still correctabl e approaches that
coul d be taken.

| amgoing to introduce all three of our speakers.
| say three; we have four people here. Larry Engel, who has
al ready been introduced to you as soneone who has
participated in this, is here to react to what is said and to

be responsive in that way. Larry, | ask you to keep your
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facial gestures to a mninumas they say things about your
proj ect.

Qur three panelists are Robert Wallace, who is
Director of the Irene Ensm nger Stecher Center for Aging at
the University of lowa College of Public Health. He is also
a professor of epidem ol ogy; Stephen Cole, who is a professor
of epidemology at the G1lings School of d obal Public
Health at the University of North Carolina, who is
particularly interested in quantitative epi dem ol ogi cal
met hods, and Davi d Kal man, who is professor and Chair of the
Department of Environment and Cccupational Health Sciences of
the University of Washi ngton School of Public Health, who is

an expert on exposure assessnent and toxicol ogy, anong

ot hers.

So, 12 mnutes. Robert.

DR WALLACE: Good norning. It is a pleasure to
represent the Institute of Medicine. | amdaunted. | am

probably the 300th person to comment on this protocol, and it
is still interesting and rich, and I will do what | can.

| amgoing to take ny few mnutes to just talk
about things large and small with respect to the protocol and
t he background comunities fromwhich these workers cane. |
wanted to make a case first of all to use wherever possible

archival data that m ght not have been thought of. Sone of
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rates, unenploynent clainms, children's enmergency roomvisits,
adult protective service calls as older people and famlies
get stressed by all of this, community nental health center
visits. So | think there is a substrate of all of this that
becones very inportant.

| think it is even possible to go back and | ook at
sone of the exposures such as food. FDA of course is always
in the &Gulf, has been for many, many years, testing foods,
and has data. There may be |ocals who can their foods, and
that can be analyzed. And there are sone air pollution
sites.

Another area that | would like to talk about is, if
possible, | think it would be inportant to try to get the
conmunity context of who does this cohort also represent. So
it 1s an occupational cohort, and that is fine, and it ought
to give excellent information, but it al so represents
probably mllions of people in the Gulf area who have al so
been exposed one way or another, even with small jobs,
recreational activities. | just listed several activities
that GQulf area residents m ght do.

It would be great just to get sonme kind of a sense
about the larger community and | arger popul ati on and what

this cohort represents, so that when all is said and done,
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one could say to the cormmunity at large, this is where you
fit in ternms of what we found in ternms of health effects or
not, and that is very inportant to ne.

Dal e did a great job of tal king about the control
groups. | know you have considered | ots of study designs,
and | really don't have too nmuch to say. | thought about
possi bly siblings who were not exposed to the Qulf, because
that controls for a lot of the hereditary things that go on,
if there are enough siblings. Comunity residents at |arge,
you covered that in the protocol

| would also like to nention | arge sinple
occupational cohorts which | will come to in a nonment. Then
if you have a problemgetting into certain corners of this
very large conplex culturally diverse community, to think
about network sanpling. That is, start with sone people and
et themguide you into the rest of the community. | think
that coul d be inportant.

So the large sanple cohort that | amthinking of,
and I am not an environnmental scientist, is basic working
popul ati ons that have nothing to do with Qulf exposures, but
do have sonmething to do with oil products, refined and not
refined. | have |isted sone of the jobs where this is the
case, enrolled and followed for nortality, just as a way to

put boundaries around what one m ght expect in terns of
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excess risk for norbidity and nortality. | think that woul d
hel p understand the data as it becones avail abl e.

| al so thought about, are there other data sets
that could hel p you one way or another. These are just a few
things that cane to mnd, including one of ny own studies.

The SEER program NC's great cancer surveillance
program does the whole state of Loui siana, so that becones
inportant. I'msure in the Gulf the health intervi ew survey
and health and nutrition exam nation survey fromCDC are in
the Gulf a lot. There was the Bogal usa heart study, which
studied a lot of @Qulf residents again in Louisiana, that
m ght have stored specinens over a nunber of years that m ght
be of interest.

Then there is ny own health and retirenent study,
which is a nationw de study of ol der people, sponsored by the
National Institute on Aging. W have hundreds of
partici pants who have been followed for a nunber of years in
the Gulf area and m ght be able to provide insight.

| wanted to nmake a point about the primary
outcomes. The protocol is witten, and | think correctly so,
as going in a large nunber of directions and being
enconpassing and |l ooking at a wide variety of health
outcomes. | would argue that there m ght be value in taking

a cue fromclinical trials and to declare what you think the
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pri mary out cones m ght be, and what you will consider not
statistically significant, because everything wll be
statistically significant, it is a very |large sanple size,

but to consider what woul d be an inportant difference between
the groups. Then you can take care of everything else with
secondary and tertiary outcones.

So | think whether you are | ooking at biochem cal
or physiological or genetic factors, | think they should be
defined in clear terns, and declare yourself. | think that
woul d be a useful exercise if you have tine.

| think the biggest problemis going to be
recruitnent. You have heard thoughtful and rigorous
approaches to all of this. | don't knowthat | really have
too nuch to add.

As | read the protocol, nuch of the pretest was
about | ogistical things. M own suggestion would be to try
to pretest different cultural groups and to pretest different
communities to see if you can recruit, over and above
handl i ng the paper and collecting the data. If you don't
know fromthe top how well you are going to do, at least with
an estimate, then | think going further will be difficult if
the study stunbles a little bit.

| have listed sone distractions that | think could

i npede recruitnent. It is a younger, nost nobile, nostly
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mal e popul ation, very, very difficult in survey research to
recruit and to maintain adherence. As was well described in
the protocol, there are lots of health and econom c effects.
There may be sonme foreign nationals and other undocunent ed
wor kers who nmay be afraid to cone forth; you may have heard
about that. That may be an issue.

| think there needs to be sone investigation in a
smal | sub-sanple of health literacy and scientific
illiteracy, so that you know that people can understand the
consent formand what the study is at any |evel.

There are | awers out there, you nay have heard
that. Sonme of these workers may already have been gathered
by |l awers. Sone of them may have cl ai ns agai nst BP or maybe
the governnent, and | think nmay be an inpedi nent of sone
sort. But I think pretesting of the recruiting is a critical
part of this, even though tinme is short.

The only other thing -- the questionnaire isn't
there yet, and the only other thing that occurred to nme that
| didn't see in the protocol was whether or not protective
clothing and other devices were issued to the workers, and
did they use them So | think that is very, very inportant
to all of this.

So just a series of thoughts. Thank you.
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DR GOLDSTEIN. W are going to go through our
three presentations and then go to questions. So, Stephen
Kal man.

DR COLE: | wll take the tinme while the slides
are comng up to say thank you to Dr. CGoldstein for rel easing

me fromthe first mnute of ny talk, but not the other 11.

| have three points to nake. | wll be able to
make two and maybe touch the third. | have a bunch of m nor
points that | left on a slide at the end that you will have.

The first point is that sans random zation, our
effects in this study are going to be assunption identified.
What | nean by that is, we don't get to estinmate a point
estimate to get at the difference between the five-year risk
of end stage renal disease in those heavily exposed versus
t hose unexposed. W don't get to identify that as we would
in a random zed clinical trial.

To wear that up front neans a few things. First,
that we need to structure the eligibility criteria to
maxi m ze the conparability of participants on non-exposure
issues. | think the study protocol attenpts to start to do
that, but one of the tricks here is to think about this as a
random zed trial. You are not going to conduct a random zed
trial, but to think about the study as a random zed trial and

what woul d you do there differently than you are doi ng now.
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There may be insights that are gained fromthat thought
experi nment .

Second, we need to collect extensive, detailed and
accurate outcone determ nants that may influence the
exposure. This is inportant, to collect the confounders.

If we link back to Dr. Sandler's slide on
controlling for other factors, it is alnost slipped in there,
but it is the key issue here to get the identification of
this effect. The factors that we control for will differ
when the outcone differs. So there is not one set of
factors. This is the key assunption.

| think probably the biggest danger in this study

is around getting the conparability of the exposed and the

unexposed. In the occupational setting, people sonetines
call it the healthy workers selection effect. This is a huge
i ssue.

W will never do it right. W should say that out
front, that we will have bias remain in the study nost
likely. So rather than report a point estinmate and say this
is what we know to be the truth, we have to do fornal
sensitivity analysis to this assunption.

Just like in a lab, if you couldn't identify

sonet hi ng, you woul d vary sonething over a range to see what
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the results would look like, if you couldn't identify that
piece of information. You do the sane thing in our anal yses.

The adage here is, you can't get there to causation
fromhere, observation. |In particular there is a nice
exanpl e that we had in HV, where we know we can't identify
in this observational cohort, simlar to the Qulf worker
cohort, the effect of these anti-HV therapies on changes in
CH4 cell count anong treated versus untreated patients in an
observational setting. Random zed trials were conducted for
short termeffects, but we want to know the ten-year effects
of these drugs. Wat would typically be reported would be a
poi nt estimate assumng there is no bias. The analyses in
the protocol are those that assunme that there is no bias.
Wat we ant to do is, we want to vary the anount of bias that
m ght be present, and | ook at the sensitivity, the sl ope of
this effect, over the range of plausible unnmeasured
conf oundi ng.

So the one-year effect of change in CD4 was very
strong, but it was also very sensitive to the unneasured
confoundi ng. The per year after one year effect of these
t herapies on CD4 cell count was not as strong, but it was
also not as sensitive. This is helpful in thinking about
maki ng policy, not just having the point estimte, but the

bal ance of what can happen.
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So that is point one, this healthy worker selection
effect and the unmeasured confounding. Everybody knows it is
a problem But the thing that | saw was m ssing fromthe
protocol is to lay out front formal sensitivity analysis for
this issue.

Point two. W know that random sanpling inparts
portability. If we randomy sanple froma popul ati on, then
we can maeke inferences back to that population. Partial
random sanpling inparts partial portability.

| s the bionedical cohort that is planned conparable
to the active cohort, full cohort, which | conbine the active
and the passive, for the U S population? W may want to
envision this Qul f study as a four-stage design. Two-stage
or K-stage designs have existed for decades in epidem ol ogy
and biostatistics, but they are under used. They are under
used because it is planned mssing data. Everybody revolts
and has a gag reflex when we think about m ssing data, but
pl anned m ssing data shouldn't induce the gag reflex, it
i nduces the salivary gl ands.

So that is what we should be thinking about here up
front, is how can we map these Chi nese boxes of the
bi onedi cal cohort to the active cohort to the whol e thing.

This speaks to the issue that Dr. Sandler raised

about the power. You saw that there was a | ot of power in
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the full thing, less in the active, much less in the

bi onmedi cal. What we want to do is just |everage that

bi onedi cal to capture sone of the power that we have in the
full cohort. There are approaches to do this.

As an exanple here with a coll eague at Johns
Hopki ns, Lynn Stuart, we took results froma trial in HV
that was the first trial to denonstrate that these triple
therapies really were effective, the ACT-320 trial back in
the late "90s. W applied those results, we put that as a
Chi nese box into the 2006 H V infected popul ation of the
Uni ted States.

The bi as depends on a lot of things, but it is not
conplicated, it is just algebra. On the left is the trial
results, on the right is the results for the 2006 popul ation
The results still maintains. It is alittle attenuated. But
what we typically do, just |ike in epidemology now, we
typically just report the results under no bias. W don't
tal k about that function. W typically report the results on
the left and don't tal k about the application of our study
results in the larger context.

M/ third point is that we want data anal ytic
i nfluenced design. Design should be driven in part -- not
totally, inny world it would be great if it was totally, but

in part by aspects of the data analysis. W should be
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t hi nki ng about the anal yses that we need to do in the design
of the study and the forns.

So howw |l the ten to 30 percent dropout be
accounted for? And is extra informati on needed to do so? W
are thinking about the confounders from point one that we
need to nmeasure to identify an exposure of health effect.

W shoul d al so be thinking about the set of
vari abl es that are common causes of dropout fromthe study
and the outcone of interest. That mght be a different set.

I f you think about Venn diagrans, there mght be sone
over | appi ng covariants that are there and confounders, but
this is potentially a different set of variables that we need
to be thinking about. There are nethods to not only do
sensitivity analysis as we saw, but to make accounting for
informative dropout by things that we have neasured, but we
have to have nmeasured themto do the accounti ng.

Oiginally I thought the health worker selection
effect, the initial confounder was a big deal, and the
heal t hy wor ker survivor effect wasn't playing out there.

What we have is a bolus exposure, and if we are going to
follow themfor cancer, it is going to be quite a long tine.

The nore | thought about it, the nore worried | got
that early heavy exposure nmade i mmedi ate changes in their

wor k exposure. So susceptible individuals who had an
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i mmedi ate respiratory problemafter being on the water in
heavy exposures for a day or two may have backed off the
wat er, but still hel ped out and vol unteered. Those kind of
changes could threaten the study results. It is sonething
that | didn't really have tine to fully think out before
comng here, but | think it is sonething that needs to be
t hought about in nore detail.

| didn't say ny little adage for the last one, did
1?7 WVell, I wll skipit. It is there on the slides.

| amgoing to skip over the fact that there are
mul tiple tine axes going on that we should probably pay
attention to. For particul ar anal yses, survival anal yses,
whet her age or tine since exposure or tine on study, is the
real tine scale that we should be paying attention to. So
t he adages cone back

So in summary, w thout random zation our effects
are assunption identified. W should wear that proudly. W
don't have to hide it as | think has happened in the past in
a | ot of observational research. You can't get from
causation to observation w thout relying on assunptions.
Let's list them let's explore them

Partial random sanpling would inpart partial
portability. The real point here, the catch here, is to get

into that bionedical cohort, it would be great if you



76

randomy sanpled fromthe active cohort. If you can do that,
you can be in targeted random sanpling, but to do that wll
gi ve you power and | everage unheard of.

Oiginally when people took the training, if one in
100 woul d have been random zed to go to exposure or not, your
study woul d have been 100 tines nore powerful. Just one in
100, if you flipped a coin, you would have had this | everage
we don't have there; hindsight.

So the study is not the target, the map is not the
terrain, but we can create that map i f we think about this.

Finally, we should neasure twi ce and cut once, or
t hi nk about our design tw ce before we nmake our deci sions.

There are a bunch of additional points that | wll
| eave here. There is two that | wanted to quickly say. Take
saliva on a small proportion of those who do provide you
bl ood. Always do that. W have disjoint information; always
get a little coverage on both pieces.

In a recent paper we had in Biostatistics with a
col | eague, Haitao Chu, at M nnesota, we went into this as an
occupational database where we had self reports, expert
assessnment and a job exposure matrix. W were | ooking at the
exposure m sclassification, howto correct for it.

W went into that process thinking, we are over

identifying. W have got three reports we can totally



77

triangulate. W found out that when you do the math, you
need a fourth. | think the innate reaction before |I did that
wor k was, get two neasures of your exposure. Always try to
get two neasures of the exposure, so you can conmpare. In
fact, now |l think we need four for the math.

Thanks a | ot.

DR KALMAN. | have nothing for you to | ook at, for
whi ch | apologize. But at the sane time, had | devel oped
slides in the few days | had, | would have thrown out three-
quarters of themafter receiving the revised study protocol.
So it is probably a wash.

| would like to thank everybody for inviting ne
here. | have a nunber of general observations, but nostly |
wanted to share sone comments specifically about exposure.

Before | get to that though, | would like to begin
taking the longest viewin terns of the study goals and
approaches, and to echo sonething Bob WAl |l ace said, which is,
the study is conceived as kind of an open architecture study
with respect to end points and potential relationships
bet ween observations of health effect and what the exposures
m ght have been.

| have no quarrel with that. | think that a study
of this scale and in these circunstances that didn't have

that open quality to it would be a big m ssed opportunity.
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But | also echo what Bob said about the desirability of
having a few things that you think are likely testable
gquestions related to health effect, and to put those out
there as a way of giving people sonething concrete to think
about, and also as setting a benchmark for beginning to
interpret your findings as they cone in. So | think that
woul d be a point worth considering.

The other thing | wanted to say of a general nature
is that one aspect of this study is kind of on a real mof an
exposure registry or a repository of exposure information
linked with bio sanples, Iinked with other bionedical
information. W have seen a nunber of enterprises over the
years of this sort, sone of which have been very successful
sone of which have not.

| think that the presentation this norning talking
about the study design and the way in which thought is going
into how to engage new i nvestigators in the communities from
whi ch the sanples cone, is an inportant elenment in
det erm ni ng whether or not that kind of, you build it and
they will cone, approach is going to work or not.

| think that the early engagenent of potenti al
users and giving thought to a transparent and predictabl e
process for accessing the information is really inportant.

Qutreach in general is really inportant, so the nore that
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this kind of planning can go forward in ternms of howw || the
I ines of conmmunication be established and how wi || peopl e be
able to come and go fromthis, what |I hope will be a very
rich set of information and sanples, | would encourage that.

| think that is well thought of.

Turning to exposure. (Qoviously other people have
| ooked at these energing plans and had the sane reactions |
did, one of which is that exposure is oftentinmes the Achilles
heel of |arge scale popul ation studies, especially
retrospective ones or ones that are being done in an energent
way. | think that is a fair characterization here. There
are a lot of reasons to be concerned about exposure
m scl assification or sinply lack of discrimnation in terns
of the exposures that occurred.

The constraints that were described are real, and
probably unavoi dable. The majority of the exposures have
happened, and there is no magi ¢ bi omarker that | am aware of
that is going to fix that. So there is going to be sone
uncertainty, nore than some. There is going to be
uncertainty.

So as | understand it, and | shoul d have prefaced
anything | say about exposure by pointing out that | have not
been involved in the planning of this work. | acknow edge up

front that | could well have not gotten it right or not known
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things that | should know, so we will have a chance to get
that corrected later on

But as | understand it, there are three sorts of
informati on that can be brought to bear to achieve the
exposure dinmension. The first is information that comes out
of what you would otherw se call an enployer. That is to
say, the circunstances under which the person worked, when
they started, when they stopped, where they were, what their
job assignnment was, that kind of stuff. That can be achi eved
t hrough the enrol Il nent information, although the Iinkages
bet ween the individual participants and how they got onto the
beach or whatever they did and what their enploynent
situation was, need to be thought about.

For exanple, it may turn out that it is very
i mportant to know who was organizing the activities on a
given day. So if there is an issue about, did you use
di spersion A or dispersion B, or did you use it or didn't you
use it, or what were the practices that could be better
quality of information comng not fromthe worker, but from
sonet hing the worker -- sone other source of information
about the circunstances for that workplace. So that is point
one.

Point two is that we have in addition to what we

can glean fromthat information, there is the information
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fromthe participant thenselves. This is an area where
have nore questions than reactions. The nmaterials that I
have | ooked at so far suggest that that information will be
collected in either the baseline questionnaire, which is a
30-mnute interview that covers a wide range of topics. So
clearly a detailed workplace collection of information is
probably not going to be achievable at that point.

The second opportunity is the honme visit, which is
about an hour, as | understand it. Again, a nunber of things
are covered, and the actual questionnaire related to
exposures was not avail able yet.

There was sonething that | ooked kind of |ike a
cal endar, where | presune there will be sonme vehicle for
collecting information. | don't know how wel| devel oped that
iS.

It was commented during the presentation that we
are going to have to rely on worker recall for a lot of
stuff, and that that drives the priorities in terns of timng
to get the study started. | agree with all of that.

| would al so though point out that the further down
the road the enterprise is in having its exposure
classification system conceived and t hought of and comment ed
on, the better, because that will informwhat you ask peopl e.

What are going to be the kinds of details that are going to
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be useful in terns of not only hel ping assign people to
categories, but even refining the categories, if necessary.

| don't have a quarrel with the issue of priorities, but |
think the parallel effort should be encouraged and supported
and pushed forward as nuch as possi bl e.

The third source of information will be the body of
measur enent data and i ndustrial hygi ene assessnent that wll
be created out of the extensive but so far not unified chunks
of activities that have already gone on under the various
groups that have been nonitoring their workers or nonitoring
activities in general, the Coast Guard, the health hazard
eval uations that NIOSH did, BP |ooked at its own work sites.

| don't know whether all of you have had a chance
to look at the summary notes fromthe August 19 neeti ng,
whi ch was focused on that. This is encouraging to ne, that
the study designers are aware that this is a pressing issue,

because even conveni ng such a neeting shows a | ot of

foresight.

| was kind of blown away by what was descri bed
there. There is a ton of stuff. |If it can in fact be
brought to bear on this study in an ideal way, | think it

will help alot with the lack of real time measurenent during
the ti ne when exposures were current. For one thing, there

is the opportunity to enroll people who were being neasured,
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and for whomthere could be extensive environnental and

per sonal sanpl es and biol ogi cal sanple information that could
be used for a variety of things, not only for setting the bar
in ternms of what were the worst exposures, but for validating
assunptions about how to cl assify people or what were the

rel ati onshi ps, looking at the potentially | oomng issue of
non- occupat i onal exposures that were ongoi ng and were

el evated during this tinme period, because this is an anbient

i npact as well as a personal i npact.

So | think that on the exposure assessnent side, |
am encour aged by what | have heard, that care and priority is
being given. | do think though that there is a real tine
line issue here. Wthout achieving a certain |evel of
conceptual i zation of howthis is going to go early in the
process of enrolling people, the opportunity to get recall
information ideally will be lost. You can go back and ask
later, and if | had to nmake a prediction, it would be that
there will be foll owup questionnaires down the road about
details of exposure. But at first contact when there has not
been any kind of randomeffects going on in ternms of what do
you renenber about this and what is going on about that, is
your best opportunity to get the information that is just as
it isrecalled. The nore that that process can be inforned

by the devel opnent of the industrial hygi ene approach, the



better. So that is a pitch for trying to encourage the
subset of investigators who are working this issue to be
thinking that their product needs to be com ng online
synchronously with enroll ment to the greatest extent that it
can be.

Clearly there is going to have to be validation
down the road. That brings ne to a second tine |line issue.
To the extent that there are still cleanup activities going
on and still people doing things on the beach, this
represents an opportunity for further validation of
approaches to exposure classification or even just gathering
nor e dat a.

Again, this is a door of opportunity that is
closing. So if it were a tradeoff between getting it
perfectly six nonths fromnow or getting it nostly right six
weeks fromnow, | would vote for the latter thing, because
there will be inprovenents down the road, but | think that
the quality of the exposure information and the quality of
the classifications that cone out of it, are going to be
critical in terns of how broadly useful the whol e data set
beconmes down the road, at least as it relates to @Qulf cleanup
wor kers.

So those are basically ny comments. Thanks.
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DR GOLDSTEIN. Larry, you can respond to anything
that you heard if you want to.

DR ENGEL: [I'Il give it ny best shot.

DR GOLDSTEIN. Let ne point out that Dr. Engel is
at Sl oan- Kettering.

DR ENGEL: Thank you. There is a long list of
itenms to respond to, and I will do ny best to address them

W have nmade a good effort in the protocol to
address themto the extent possible. One overarching issue
that we have confronted in this is the lack of information
that we have had going forward, and the fact that a | ot of
pi eces of information, for exanple, the kind of exposure
information that is available. The nonitoring data has been
col lected has dribbled in, sone that we have only obtained in
the [ ast week or so.

W recogni ze that we have been | ess specific than
we woul d otherwi se prefer to be in any protocol, and | ess so
than we typically are. A lot of that is based on the fact
that the information sinply has not been there, and in an
ideal world, as Dale pointed out earlier, we wuld spend a
year to three years figuring out all these details and
filling in the blanks and putting everything together in as

solid a way as possi bl e.
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In this case, the urgency precludes that. Qur goal
has been to work with what we have, nake sone assunptions
about what we don't have, and try to fill in those bl anks as
we go, but to keep things noving as quickly as we can, so we
don't mss the opportunity altogether. W don't want to have
the perfectly designed study that is then too late to carry
out .

So that said, | appreciate the coments that have
been made today, and all the ones that have preceded these as
wel | .

The idea of using archival data and materials is
a good one. There is quite a bit of information avail able on
residents of the Gulf, and we will do our best to obtain that
information and figure out how we can relate that to the
subjects in this cohort.

One of the difficulties of course is that nost of
those data are anonym zed, and so it becones nore of a
general conparison, as opposed to being able to take direct
advant age of that information for our particul ar
participants. But it does give us a general picture of what
the context is in which we are working, and so in that sense
it is a very valuable resource.

| mght nention in that regard that, as was

mentioned in Dale's presentation, we will have sone data on
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health and al so sonme speci nens on a subset of the workers, in
particul ar some of the federal workers |ike the Coast Cuard,
who do have sera stored over tinme as part of routine mlitary
speci nen collections. There are also health data that
precede their deploynment to the GQulf. So for a certain
admttedly small subset of our cohort, we will have sone
addi tional information which we can draw on to fill in sone
of those blanks. But for the majority of the people that we
will be studying, that sinply is not an option.

The issue of control groups is a problematic one,
as has been raised nunerous tines. There have been sone

i nteresting suggestions raised today that | guess we w ||

have to go back and think nore about. | don't have any
i medi ate reactions. | think there are pros and cons to the
different -- all of the possible control sources that have

been di scussed, and | think we need to weigh themboth froma
scientific perspective, and also froma feasibility
perspective. W are trying to get the study done quickly.
W have |limted resources, and we do need to figure out how
to bal ance the science and the feasibility together. But
t hose are sone good suggestions that | would like to give
sone further thought to.

One of the other issues that was raised was in

regard to existing studies in the region. W are very
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interested in pursuing this angle further. 1In fact, we have
al ready been in sone discussions with other investigators who
do have ongoing studies in the Gulf. W would be very
interested in talking with themand with anyone el se who do
have such studies and who would be willing to work together
with us.

To the extent that it is feasible, it would be
ideal to be able to link data, since many of these studies
wi Il have data that predates -- in fact, nost of these
studi es woul d have data that predates the Gulf spill, and so
there is a ot of opportunity there. Then the issue is the
extent to which there is overlap between the populations in
t hose studi es and the study that we are | ooking at.

But this is an issue that we are aware of and that
we are very interested in pursuing further, and we have
al ready made sone prelimnary efforts to pursue. So if
anyone is aware of any other studies that are ongoi ng or that
have occurred in the Gulf that m ght provide rel evant data
for our study, please let us know and we will be happy to
pur sue those furt her

The other issue was in relation to exposure
assessnent. Well, there were a nunber of issues in relation

to exposure assessnent, but one of the first ones rai sed was
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inregard to what we were asking about the potential for
exposure anong the subjects.

The questionnaire does include not only the types
of tasks that people were doing. W also ask about specific
exposures that may have or did occur. W ask about for
exanpl e whet her they had contact, dermal or contact on their
clothes, with oil or dispersants.

By the way, it is in the prelimnary questionnaire,
whi ch you haven't seen yet because it is still very nuch a
work in progress, but this is what we are working on now, and
these things will be remain in the final version. W do ask
about ot her exposure opportunities in relation to the
particul ar tasks that the people are engaged in, and we do
al so ask about the use of personal protective equi pnment and
what type of equi pnent was used, how frequently it was used,
reasons for not using it. So we do try to get at this issue
of not sinply classifying soneone based on their job title,
but trying to further refine that so we get a better estinmate
of what their |ikely exposure was, given the other paraneters
of their particular situation within the [imts of the job
exposure matrix. But we will be taking those exposure
nodi fiers into account.

Sonme of the nethodol ogical issues raised in regard

to anal ysis and design of the study are also very inportant.
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| guess we as a study teamneed to think through these issues
nor e.

W have been very concerned about conparability of
t he exposed and t he non-exposed workers, and that has been a
big part of the challenge we faced in comng up with a
suitable control group. As was pointed out in the
presentation, one of our prinmary analyses will be conparing
the | east exposed to the nost exposed anong the workers,
which to a certain extent addresses this issue of bias with
unexposed controls. But sonme of the other issues that cone
up do need to be consi dered.

The idea of sensitivity analysis is certainly a
good one. It is one that we don't explicitly address in the
protocol, but | think is one that should be considered. W
can certainly discuss that in some detail in the protocol
and it certainly would be included in any anal yses that we
do. | think it should be included in nost anal yses that we
do in general. So that is sonething that we need to consider
nore, and figure out how best to inplenent that.

As far as the issue of accounting for |oss due to
dropout, we will have sone information at different |evels on
who the people are that we are losing in our study. W wll
have for the people who we aren't able to contact at all or

who refuse, we will have sone information fromthe N CSH



91

roster. W will have information fromthe Petrol eum
Education Council lists, very limted information, but sone
informati on that we can use to assess conparability.

Those information are quite limted, so to the
extent possible we are hoping to coll ect sone additional
i nformati on from peopl e too, but obviously we can only do
that in people that we actually reach. One of the
nmotivations for getting to the field as quickly as possible
is so we |ose as few people as possible, given that a | ot of
t hese workers do use, we are told, disposable cell phones and
so on. So there is a certain urgency in getting to them
before we | ose that opportunity. But those things will be
taken into account when we are conducting our analyses, to
figure out if we are |ooking at a biased sanple, how we m ght
account for that.

As far as random sanpling, we would like to do
random sanpling for our subjects. W considered different
options for best to enroll in particular the bionedical
surveill ance cohort. Part of it is driven by the task that
they did and the |ikelihood of exposure and the likely |evel
of exposure that they received. So as Dr. Col e pointed out,
we woul d probably be doing if anything a target or a
stratified sanpling, because we do want to nake sure that we

over sanple the groups that have the highest exposures, the
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groups that are snmall that otherw se m ght be under
represented if we did a strictly random sanpling. But we are
attenpting to get a representative sanple of the |arger
cohort wi thin that bionedical surveillance cohort, but again,
over sanpled for groups that of particular interest.

| mght point out that this initself is not a
sinpl e question, because we are not talking about a single
exposure. W are tal king about a whol e range of exposures
that people will have received, and the nature of the
exposures will differ not only by the task that they did, but
when they did the task. So we are |ooking at volatile
conmpounds, we are |ooking at netals, we are | ooking at
di spersants.

So we have a matrix of exposures that we need to
take into account. So to the extent possible, we are trying
to get a solid representative sanpling of these different
groups, but recognizing that it is a conplicated mx that we
are trying to assess, and we are trying to capture that to
t he extent possible.

| mght nention also that as far as collecting the
sal iva sanple goes for DNA, that is a good suggestion. |
think we will ook into incorporating that into the protocol.

The plan had been to collect DNA from persons via

sal iva who did not provide a blood sanple, who we could not
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otherwi se get a blood sanple fromin the active cohort. But
it is certainly feasible and desirable to get a sanple froma
smal | proportion of the other people who do give bl ood
sanpl es as wel | .

Qur primary focus has not been on genetic factors,
al though clearly that will be an inportant issue. But our
driving interest has been on neasures of exposure to the
extent that we can do that within the sanples that we are
collecting at this late date, and al so on markers of effect.
But we will be collecting a | arge anmount of DNA via the
bl ood, so we will be able to do sone conparisons with saliva
that we coll ect.

| wll try to wap this up soon

As far as the exposure m sclassification goes, this
obvi ously has been one of the nore pressing i ssues and has
received quite a bit of attention, and justifiably so. W
are collecting information fromenployers to the extent that
it is available. Let ne back up a nonent. W are trying to
collect information fromenployers to the extent that we can
There are certain | egal issues that we need to overcone, and
there are limtations to what those data contain as well.

But this is sonmething that has conme up only very
recently, the opportunity to do this, and so there is still a

| ot of unknowns about what data are even avail abl e, and what
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legally we will be able to get. But that is certainly a good
point, and we will attenpt to do that. |In other occupational
studies this can be an invaluable tool for figuring out
exposures that the workers thensel ves may be unaware of. So
we are cognizant of that, and we will attenpt to get
informati on we can, not only on the dates and the anount of
time that the workers were engaged, but to the extent that it
is available, particular tasks or exposures that the workers
may have experienced.

The issue of what data to collect in the
gquestionnaire is problematic. W are trying to keep this
short in order to maintain the good will and the cooperation
of the participants. Like | said, this is probably a
chal | enge for every epidemologic study. W always end up
with a long list of what we want to do. W say we wll start
off wwth a half hour interview, and we will put sonme
guestions in, and you have four or five hours of questions,
and you need to figure out which ones you are going to cut.

W have been going through that now W have been
goi ng through on a very abbreviated tine scale, so we are
very much aware of the need to collect the right information
and to collect it now W are attenpting to get as much
detail as we can on the tasks and the exposures that these

wor ker s experi enced, on the personal protective equi pnent
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that they used, on the amount of work that they did in these
different tasks, and again trying to do this within the
limted tinme frame that we have, recognizing that there are
al so other issues that we need to assess, |ike for instance
lifestyle factors, other occupational exposures and health
guesti ons.

| woul d be happy to discuss this further with
anyone here about what ot her suggestions people have for
doing this as economcally in terns of tine and efficiently
as possible, but as | think we are all aware, this is a
challenging task, to do this in a tine efficient manner, in a
way that doesn't burn out the participants and | ose their
i nterest and focus.

W are attenpting to get this wealth of nonitoring
data that is available fromthe various governnent agencies
and fromBP. To the extent that we can, it would be very
desirable to link those to individuals. There are sone
guesti ons about that, about whether because of the manner in
whi ch the data were collected, we will be allowed by the |IRBs
or by the individual entities to actually do this |inkage.

It may be that these data will only be usable
within the legal limts for validity testing, for doing
val i dation on the exposure estinmates that we nmake, but to the

extent that we are allowed to use themfor individua
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assessnent, | think that would be a val uabl e opportunity, and
we need to investigate that. But | suspect that will be
| argely beyond our control, our decision to nake.

The last point | wanted to respond to is as far as
val i dati ng our exposure assessnment anong the currently
exposed. That is sonething that we are very much interested
in doing. Wen we first started on this project, we had very
anbi ti ous i deas of how we were going to collect exposure
informati on on the various worker groups. As tinme went on
and as the well was capped, that obviously becane | ess and
| ess of an option.

There are still a fair nunber of workers enpl oyed,
primarily doing beach cleanup in the Gulf right now W have
di scussed doi ng sone validation anong those workers. Such
information will be useful, but it wll also be very limted.

W need to keep that in mnd as we go forward with
this, that their exposures we expect wll be nuch, much | ower
t han ot her exposure groups such as persons who were at the
source or who were applying dispersants and so on. So while
it has value, it will be applicable largely to a small subset
of our subjects.

In some respects it will be relevant to the | east
interesting in ternms of their exposure opportunity, of the

subjects. But we recognize that this is an inportant and
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per haps our only opportunity to validate our exposure
assessnent, so we will take advantage of that opportunity.

DR GOLDSTEIN. Thank you very much. That is
really very, very val uabl e

Vell, this is a reaction panel. You are now part
of the panel. 1In other words, what we do fromnow on in, and
we have got al nbst an hour and a quarter, is to all react.
Larry, you mght want to defer occasionally to Dale, because
in a sense we are reacting to the presentation that Dale
Sandl er gave to this |ightweight docunent we have here, and
to what you have heard so far. You can also coment
obvi ously on what the panelists have said so far.

| amgoing to start by first a couple of ground
rules. You have got to use a mcrophone. W are recording
everything, so we really do want to hear fromyou, so
everyone who does comment in any way, please use the
m crophone. You are going to have to line up over there.

But first, before you do that, we are going to
start with the IOMcommttee being the first ones to do that.
Since | ama commttee nenber, | thought |I would nmake a
comment first, and then speak for one of the coomttee
menbers who | don't think is here.

The comment is one of sone degree of stress over the fact

that that it has been 25 years since the Acadeny had a
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conmttee on biological markers that tal ked about how
i nportant these were for exposure assessnent.

Qoviously we are pretty late, as Dale started off
by tal king about this, for a lot of the biological nmarkers
whi ch have been devel oped through this great investnent in
t oxi col ogy that have cone out of the National Toxicol ogy
Program at N EHS and the academ c comunity.

At the very least, one hopes that all of the work
that you are doing now, will be usable for the next one |ike
this that occurs. It would be nice to think that none wll
ever occur again, but given any reasonabl e scenario about the
demand for fossil fuels and the tension of industry at all
times to the best safety practices, one conmes out with sone
degree of likelihood that sonething like this will occur in
this area, or sonething like the World Trade Center. W need
to be prepared in advance. W need to be able to take
advantage of this. So | hope that the NTEHS will go beyond
just this to think about how to be i mmedi ate responders.

Is Larry Palinkas here? He is com ng tonorrow
Let nme nmake the point that he woul d make, and in a sense, Bob
VWl | ace nade it. Bob tal ked about the | egal issues and the
difficulty there. Dale presented sonething that basically
said that there is going to be a promse that there won't be

a problem and you can release the information, that anyone
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participating need not worry about information being
rel eased.

Dr. Palinkas did sone superb studies on the Exxon
Val dez issue, sone of which docunented the increase in
psychosoci al stress and nental health probl ens and vi ol ence
in Native Alaskan communities. He did this under providing
promse of full confidentiality. 1t got to the ports in the
various |l awsuits that occurred, and the judge, in what the
judge felt was the interest of justice, insisted that Dr.
Pal i nkas release this information. CGbviously this inpacts on
whet her he can follow further.

| woul d hope that real effort goes into being sure
that confidentiality can be naintained, and that we | ook at
it not only froma federal point of view, but fromall the
different state courts.

| wll tell you that fromthe Exxon Val dez
experience, which is now 20 years ago, it was only a few
years ago that the lawsuits got settled, the maj or ones,
having to do with providing funds. |In fact, there still are
| awsuits going on about it, although in this case it is the
plaintiffs' |lawers suing other plaintiffs' |awers as to

their share of the pot, the noney that got rel eased.
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So with that, let nme open this, first to the
commttee nenbers. | guess, Dr. Fineberg, you can be part of
the conmttee.

DR GOLDVAN: That topic of confidentiality, two
poi nts. Wien Dr. Kal man tal ked about the ways that you wll
have to go about reconstructing the exposure, a |lot of that,
even if it isn't the individual sanpling results that m ght
be difficult to obtain because of confidentiality concerns.

| think we understand that. Wen N OSH m ght have
been out there doing a health hazard investigation, nobody
was consented into a study to collect those sanples, and so
that is a conplication. But even the other data that m ght
be used in the reconstruction, such as in the data set that
will be the height and the weight. So a five foot three,
200- pound person who is on a certain beach on a certain day
doing a certain activity, may actually identify that person
to an enpl oyer, the enployer may be able to see who t hat
person is.

| think it is admrable that there will be data
access and that there will be data nade avail abl e, but how
that kind of data will be stripped as being identifying data,
when it mght be data on people who are in relatively snal

wor k groups, doing very specific activities that need to be
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understood to do the job exposure matrix. So that was one
guestion that | had.

The ot her one, which is also just sonething |
didn't understand in the protocol. It is three sub-cohorts
that will be followed, the so-called passive group, the
active group, the bionedical group. But whether there wll
be a conscious effort to collect common information on all
three, so the tel ephone questionnaire for the passive group,
will that be given to all.

It goes back to Dr. Cole's point about nesting. |If
you are going to do that, which | think ought to be done, to
have that common core of data collected so that you can tie
together the information that is collected at those three
different |evels.

So those are ny questions.

DR SANDLER | just want to respond in reverse
order. That is where that flow chart would have hel ped, if
we had had a chance to nake it bigger; | apol ogize for that.

Everybody gets the sane baseline questionnaire that
docunents what their work experience was, and sonme m ni num
amount of health data. Then fromthat we divide it into
t hose who contribute nore data and those who don't.

| want to say that the two-stage, nulti-stage

design is a great idea. W should have said it explicitly,
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because that was what was in the back of our mnds, that we
woul d be able to do this in a random zed way, bei ng m ndful
of the need to maxi mze certain groups, so that we can scal e
it back up. | have been thinking about using a nulti-stage
desi gn since 1993 when we designed the agricultural health
study, and when these papers had first cone out. So that is
i mportant.

The issue of the confidentiality and how nmany data
points do you need to identify a person is sonmething that is
of deep concern to ne. W are having ongoi ng di scussions
about the bal ance between protecting the confidentiality and
the need to nmake the data usef ul

| think we have -- this has been vetted for a | ong
time in the context of the GMS studies, and Teri Manoli o may
want to speak to that. W have ot her concerns because of the
enpl oyer relationship. |In fact, just Friday we had | ovely
conversations about this, what is the target, how are we
going to do this. So we w il wel cone peoples' thoughts on
how we can maxi m ze the data access whil e preserving the
confidentiality. There are certain things in here that it
woul dn't be too hard to find people if you really wanted to
do it.

There was one other point, but | have already

forgotten it, so I'll come back
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DR MANCLIO Teri Manolio. Just to respond on the
issue of small cell sizes and how one deals with that. |
t hi nk what we are tal king about here are not public use data
sets in the classic sense. So these are not tables that are
put up for anybody to access fromthe Internet and downl oad
and that sort of thing. It is very different fromthat
appr oach.

Really what we do in these studies is to provide a
data file that has everybody init, wth everybody's
i ndi vidual |evel information and assurances that the people
who recei ve those data and their institutions who have to
consi gn these agreenents will not attenpt to identify anyone
or to contact themor to use the data against them

| think we recognize that a court of |aw doesn't
need a data user and a data use agreenent to conpel
di sclosure of that information. It can conpel that
information fromthe P.1. So whether we are doi ng data
sharing or not, those issues remain. But in terns of snmal
cell sizes and that sort of thing, we are not tal king about
public use data sets here.

DR GOLDSTEIN.  Just to follow up on that, if I
think I heard what you said, you cannot then go to the public
and say, once you have given us your information, we can

promse that it wll never becone public.
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DR MANCLIG That is correct. | think we all need
to recognize that in this day and age, and nost peopl e out
there do recognize that. In fact, when we try to say we wl|
keep it confidential, they say, you can't possibly, don't be
silly. So we need to do our best to put the protections that
we can on the data and then nmake it clear to participants
what those Iimts are

DR LE: H, Mi-Nwung Le. Thank you so much to
the panelists for your cooments. They were very helpful. |
want to acknow edge the P.1. for including in other |anguages
in terns of doing the study, because that is really an
important criteria.

| have a question. M/ question is, what instrunent
-- you said a standardi zed instrunent for the psychol ogi ca
nmeasurenent. Wat instrunment are you going to use? And have
t hey been used for non-English speaker or people who are not
fromthe US ? It is really inportant to be mndful in terns
of the questions that you ask and the interpretation of these
responses.

For exanple, in terns of sone of the psychol ogi cal
measurenent, a question like health is a matter of |uck, and
then i s assessed as fatalism But for a |lot of Vietnanmese
people, that is not fatalismin their culture. |In terns of

| ooki ng at cul ture neani ngs behi nd the psychol ogi cal
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nmeasurenent is really inportant, and it is not just for the
Vi et nanese community, but it is for other groups as well.

It seened |ike since you have | anguage as a
conponent, | was wondering whether or not you are going to
| ook at the effects of workers by the health effects,
variation by race, ethnicity and gender, since you are going
to have that sanple. It would be very interesting to | ook at
the variation of the health outcones, physical as well as
psychol ogi cal .

Then in terns of the question of confidentiality,
it is very hard if your sanple size within a certain group
like let's say the fishermen. How you cannot pinpoint if
t hat person have a certain kind of adverse heal th outcone
like cancer? Cancer is still taboo within a |lot of Asian
groups. So how coul d your data, when you report that in this
study, in this area, we found X nunber to have cancer or
certain kinds of health effects? How could you not identify
t hat i ndi vi dual ?

So a possible way of doing that nay be to try to
have a very representative sanple of that popul ation, so that
you don't really have such small nunber that you can
pi npoi nt, and that that individual wthin that community wll

be a scapegoat .
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DR GOLDSTEIN Is there a dose response? You are
suggesting over sanpling when you have a small honbgenous
conmuni ty.

DR LE: R ght.

DR QGOLDSTEIN Is that sonething that has been
consi dered, Larry or Dal e?

DR ENGEL: W are |ooking at over sanpling
targeted groups, including the highly exposed workers, but
al so snal l er populations. So we will be over sanpling
certain ethnic groups as well.

The difficulty that we are going to run into is, if
we are presenting aggregate data, then that solves the
problem The difficulty that we need to resolve is, when you
are presenting a lot of information on people, on their age,
on their sex, on where they worked, where they |ive, personal
health information, it becones increasingly difficult to keep
t hose peopl e anonynous.

So that is the issue that we are trying to grapple
with. That is one of the problens of nmaking the data as open
as it wll be. But to the extent that we can, we wll have
| ar ge enough representative groups so that people at the
aggregate | evel should not be individually identifiable.

DR LE: Can | ask one nore question?
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DR GOLDSTEIN. Go ahead, if you have a specific
guestion. But how about an answer to the instrunents
specifically?

DR SANDLER: W haven't selected exactly which
scal es we are using, but we are using standardized scal es,
like the CESD and various things that are used in the
behavi oral risk factor surveys that are done.

W have the advantage in behavioral health in that
a lot of the scal es have been standardi zed. | am enbarrassed
to say that | don't know what is available yet in other
| anguages and how conparable they are. So that is an
excellent point. W will need to work with specific
conmunities to nmake sure that we are using culturally
appropriate instrunents in special popul ations for the
translation. So | thank you for bringing that to our
attention, and I will cone back to you.

DR ENGEL: | want to respond to the |ast point
about conducting anal yses within certain subgroups. W had
every intention of doing that. W wll be |ooking at health
ef fects anong wonen, anong specific racial groups, ethnic
gr oups.

W run into issues of power as soon as we do that,

because sone of these groups will be relatively small, and
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even over sanpling sone of these groups, the underlying
population is still relatively small for us to draw from

So for exanple we know that approximately 20
percent of our workers are wonen. W w il attenpt to recruit
themall into the study, but for sone outcones we wll have
[imted power to assess the facts. But we do have every
intention of |ooking at effects within these subgroups.

DR COLE: There is a tension here between the
statenents that the data is going to be made avail abl e and
usable to scientists on a broad scale, and the ability to
identify individuals.

So we are tal king about both of these things. W
are not tal king about themat the sanme tine. | think that
that issue is -- maybe we are not tal king about it at the
sane tinme because it is a thorny issue, but | think it is
sonething that is going to have to be faced. |If the data is
high dinensional, it is likely that you are going to be able
to identify people.

So the NCI pooling project of cancer studies, | was
asked to go give a talk there about a year ago, and they had
their GMS on the Wb, downl oadable as a de-identified data
set on the Web. Two biotech students froma California
uni versity had nmapped everybody, and had published this in

i ke an engi neering journal.
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Schl om Wal khol der gave a tal k about how t hey
replicated what these people had done. They brought them out
to NO, and they pulled everything off the Web. They had
assurances that you couldn't figure out who these people were
in this huge pooling project. | think it is sonething that
we need to think about here.

DR WALLACE: Can | just weigh in for one second?
| don't think it is that big of a problemthat people are
suggesting. There is a lot of very personal data out there
that has been shared by a | ot of people.

| aminvolved in studies where we share Medicare
data, for exanple. There are ways to do it, and they work.
There are also ways to nask data sets. There have been a | ot
of investigators who spent their tine working in this area,
and we are farther along than a nunber of people are
suggesti ng.

DR COLE: But the exanple |I just tal ked about
happened in the last 12 nonths at NCO. Schl om Wal khol der is
one of the brightest nethodologists in our field, and they
ended up having to pull it in.

DR MANCLIO You are absolutely right, that
happened. And actually, even before that happened, there was
a group in Phoenix that showed that you could use individual

level. If you had sonebody's SNP genotype data, 500, 000 SNPs
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are very rich data. You can basically tell that sonebody is
in a particular cohort.

When t hat becane cl ear, those authors actually
shared that paper with us, unlike the engineering students.
W pulled the data down from public websites. They had been
available in summary form so not individual |evel data, but
sunmary form | think that is what the CIEMS project had
been doi ng, too.

So we recogni ze that there are constantly going to
be advances in how one could potentially identify sonmeone.
W do the best we can. | think what we really need to do is
be up front with people and say, we will continually nonitor
this and when there are problens, we will take every step
that we can. But we can't guarantee you that you won't be
identified.

DR GOLDSTEIN. | woul d make one nore comment to
bring it back to the legal stuff. |In the Al askan experience,
Native Anerican groups, |awers comng and asking themto be
plaintiffs against Exxon. | expect the same thing is
happening in the Vietnanese fishing communities here and on
the Qulf.

Not explaining that in the American jurisprudence
systemthey would have to nane nanes. So that when the chief

of the village went into a deposition and had cl ai ned that
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there was al coholism that children I eft home, that there was
i nt erpersonal violence, that they were going to have to say,
who is an alcoholic? These are small, tight-knit

conmuni ti es.

The report back, | don't know this first hand, but
the report back was that sonme of the village |eaders said, if
we had known that we had to do that, we never woul d have sued
Exxon, because it was so inportant to themnot to rel ease

this kind of information. Dr. Parker

DR PARKER  Thank you. | get to stand up again,
which I like to do. | think this highlights for ne, this
| ast several mnutes -- | actually had two comments that |

wanted to bring up. They are both very different, but | want
to follow up with the one that relates nost to this.

| think our owmn | ack of clarity will only get
magni fied when we try to communicate it. So | think the nore
that we take tine to deci de what the absolute essenti al
information is, the closer we will get to being able to
communi cate it.

| think we already know that we are reaching out to
a needy underserved group of people with |iteracy chall enges,
with | anguage chal l enges. So whatever it is will only go

t hrough | enses, and on the far side becone that nuch nore
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conplex, less clear. So the nore we can do to conme to our
own clarity about what matters.

One of the problenms | think is that we think we
know what matters, but it is really a study about people who
have been affected. So they are the real experts. It is
really hard to partner with the real experts. It is a huge
challenge. That is why it is on health agendas around the
country forever, how do we understand the nost di sadvant aged,
t he di senfranchi sed, the vul nerable, and how do we bring
their voice to the table in creating sonething that truly
does decrease disparities.

So the challenge is right in front of us, but |
think the nore that we figure out how we put their voice at
the table and partner with them in understandi ng what
matters to themand why up front, the closer we will get to
doi ng sonething that will really have neaning for everyone.

So that is nunber one, just taking stock of our own
lack of clarity and the lens that will go through, and the
magni fication that will be on the other side, and how t hat
relates to recruitnment, inforned consent and retention. So
appl aud the efforts, but I also would like nore insight into
how t he voi ce of those real experts have been inforned how we

will go about recruiting and who will we recruit.
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Whi ch leads to ny other point, whichis alittle
different, but what | understand people want to know, who
lived there and who have been exposed, is, is the seafood
safe, is the water safe, is the air safe.

That nmeans different things to people who live
there than it does to those of us who are | ooking at the data
and trying to line up the science of it. So we have to cone
to common neani ng about what we nmean about that. W have to
be honest about it, and we have to figure out how we are
going to communicate it.

So in light of that, | heard the goals of the study
for this session, exposure to oil and dispersants is
associ ated with adverse health effects, and there is probably
a dose response relationship. | get it.

My question is, | heard repeatedly that there is
probably not ongoi ng exposure, but that doesn't make great
sense to ne, when people who are living in Dauphin Island and
on the coast won't eat the seafood, because they are worried
that there is an ongoi ng exposure.

So | just want to nmake sure that we understand and
can comuni cate with people who are asking questions |ike
that what that neans, in a very practical sense, as we try to
enroll themand recruit themin a study that hopefully is to

i nprove the health and understand the consequences.
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DR GOLDSTEIN. Dale, would you like to respond, in
terms of how you are going to -- you spoke a bit about how
you are enlisting folks in the conmunity, but you al so
poi nted out that because of the short tine frame, you had
difficulty doing what you would normally do in ternms of
enlisting community participation.

DR SANDLER W have been naking up for lost tine.
Qur goal is to be dowmn there listening to people. | feel
like Hlary dinton; we have had our little listening tours
and we have been going around and neeting with NG3. Thanks
to other things that were going on, sone of our team have
been involved in what are call ed dockside chats, talking to
wor kers, so we are getting a sense.

| think there is much nore we need to learn. This
i ssue of what people are really worried about is not what |
as an epi dem ol ogist amworried about. So we are | earning,
and we will take that into account, surely. | think the
comments about the clarify of the message -- it is inportant,
and we are working on it. But any help that people want to
give us, we are going to take it.

DR GOLDSTEIN Let nme ask you and push just a bit
on that, how are you going to distinguish very clearly in the
public's mnd that you are not really responding to the

guestion of the health effects in the comunity, you are
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responding to the health effects in the worker. For
instance, the issue of, can | eat the fish, | live here.

DR SANDLER: That is conplicated, because the
workers are the community. So in sone ways we will be, but
our answers are years off. That is the problemwth
epidemology. It just takes so darn long to get to the end.

But there is other stuff going on. | am hoping
that |later on today and tonorrow, you w |l hear what are sone
of the other opportunities. | think certainly what our
Institute is planning to do with these comunity
participatory research grants, the consortia, wll address
nmore directly what the specific health concerns are and
social concerns in the community.

W are not the only gane in town. There are other
opportunities for funding research for people doing this. |
have been receiving calls frompeople interested in the food
safety at FDA, what is the FDA doing, how can we build sone
of that into our study. As an epidem ol ogist we have limted
tools, but we certainly are going to ask about what people
are eating and when they are eating it inrelation to the
food in the area. But the testing of the food safety, we
have to partner with FDA to get to the end of that. So it is

a bi gger problem
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DR DOMENICl: | have a question which is nore
specific to the issue of data |linkage. You nentioned the
i nkage of the nonitoring data, hair quality, hair sanpling
fromthe EPA, information collected by NOAA, from BP

What are the major obstacles in terns of |inking
all of the information to the individual health data that
will be collected in the population to get a nuch richer
estimate of individual |evel exposure? That is question
nunber one. It wasn't clear to ne what are the najor
[imtations in being able to achi eve that.

Second of all, assumng that all of these
limtations and all these chall enges can be overcone, is
there information on what will be the percentage of the
popul ation for which we will have enriched individual |evel
exposure data? It said that we could possibly have
additional information for a subset of the popul ation, but it
wasn't clear how big will be that chunk. Also in this
Appendi x N there are tables and tables and tabl es of
potential very, very useful information about how many
nmoni toring stations and how extensive. So | was wondering if
anyone can help ne clarify that.

DR ENGEL: | think there are two answers to the
guestion. One is in terns of any legal barriers. These data

were not collected for research purposes, so | believe there
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are issues about whether we can link themto the individuals,
to other data that we collect on the individuals, given that
they were not collected for this purpose.

Again, we would find great val ue obviously in
Iinking these and being able to identify specific exposures
for individuals. So | think this issue was |argely outside
of our realm So, | amnot putting it off, but I am saying
that we are not the ones who are going to be decidi ng whet her
we can link those data or not. | think we would like to |ink
t hose dat a.

DR DOMENICI: Sone of these data were coll ected by
EPA and NOAA. There was this neeting on August 19 where al
of the federal agencies -- that is ny understanding -- were
around the table. So I don't understand what type of | egal
i ssues there are for you, for your study group, to access to
that data. | don't understand that.

DR MANCLIO There is an issue called the Privacy
Act, that has to do with the way that the governnent uses
i ndividual |evel data. Essentially, if data are not
col l ected for research use, there are very strict
restrictions on how those data can be shared and provi ded.

Wthin an agency, there are certain exenptions to
that, so that there can be sharing within an agency. So if

there is an energency or a public health need or whatever,
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sharing i s possible, as between NI OSH and NI EHS, where these
data were not collected with | RB approval, but we were able
to share them for that purpose.

W are tal king about data from GSHA, which is a
different departnment and a different agency, and data from
the Departnent of the Interior. It is not clear to us how we
can do that. W are still trying to explore that.

| think everybody wants to share them and usually
when there is a wll, we can find sone way to deal with that.
But at the nonent, we really need to ook into what is the
best way to do that.

DR SANDLER A large chunk of the data was
collected by BP contractors, so there will be other issues.
W have had very positive conversations with the collectors
of those data and about the will to share.

| think one other piece that is a challenge that
maybe Larry was going to get tois the idea that we don't
have an area exposure neasure on all the 55,000 people who
were going to enroll in a cohort. Wat we will have is
nmeasurenents that were taken to assess the potential hazard
with a specific task or stationary nonitoring that was done
in a specific location that we can link to where a worker

was.
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Then t he added conplexity is that the data
collected by different people and anal yzed by different
groups with different nmethods all needs to be assessed for
conparability. In fact, | amaware that BP has a contract
with sonmebody with an industrial hygienist to pull together
many of the sources that are publicly avail able on the Wb
The biggest job Task E faces is to put it all into a common
| anguage, about what the jobs were that were being neasured
and what the circunstances are of that measurenent.

So | don't think that these are insurnmountable. |
don't think we are going to end up with a uni que data point
that comes froman individual worker. But we will be able to
have sonething that we can assign back to an individua
worker. It is just going to take a lot of mnds and a | ot of
time, and it will take a lot of admnistrative bureaucratic
hurdl es to overcone.

| think we are going to be able to do it, but don't
quot e rme.

DR ENGEL: | do want to respond to the |ast point
about the proportion of workers. Dale alluded to this, but
we actually have no idea. |'mnot sure any of the people who
collected this data have any idea what percentage of the
wor kers they have data on. That is one of the tasks that we

are trying to identify now.
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In fact, that lengthy list that was included in the
protocol, we only received that | ast week. W have been
working on this for nonths, but this information dribbles in
slowy. It takes nonths and nonths to get sone of this. So
we are noving as quickly as we can, but there continue to be
unknowns.

So again, it gets back to the fact that these data
will probably be primarily useful for assigning exposures to
a group, and then we can nodify that based on the
particul ars.

DR SANDLER It is inportant to think about the
ci rcunst ances under which these data were coll ected, and how
fast decisions were nmade about data that needed to be
col | ected.

The data that were collected by the generate were
collected at the request of BP and contractors. W have this
group, and they are doing this and we need a hazard
eval uation, and we need to run in and collect infornation.

So it was done not with the thought of, we are
going to have a cohort and we are going to need to capture
the entire workforce, but | think at the end of the day it
may capture a |large percentage of the workforce. But it is
like with all those other data that are collected for other

purposes; it wasn't collected for this.
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One of the things that sonebody nentioned -- |
think, Bernie, it was you -- we wll know howto do it better
the next tine. | think at this governnent neeting that we
had, it was clear that we made advances since the Wrld Trade
Center. N EHS was on the ground imediately with training
for workers. This next tine, if there should ever be another
disaster like this, we wll be prepared to collect sanples in
a nore systematic way.

PARTI Cl PANT: Thank you, everyone, so far for your
coomments. | have a couple of comments and a coupl e of
guestions. Sone of those relate to things Dr. Parker has
al ready nenti oned.

There are a couple of opportunities that | heard
that are of interest to ne. One was about community directed
research. | amwondering if funds have been set aside for
that. | think that wll be inportant for community nenbers
for communi cation and enrol | nent.

Rel ated to that, there was a comment nade about
i ncorporating and addressing health concerns and conpl aints
of the local community, and specifically wondering, are there
exanpl es that you could indicate of the types of things that
have been incorporated. | believe fish consunption was
mentioned as one. Thinking towards enroll nment and

communi cation. The nore specific we can be about how the
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community's health concerns and conplaints were built into
the design of the study. It is inportant for building trust,
transparency and ultimtely getting people enrolled and
keeping themenrolled. So those are two thoughts.

I ncentives were addressed. | am wonderi ng whet her
or not there has been input fromany of the community groups
or NG&3s or people that you have talked to in |listening
sessi ons about how the current incentive structure will work
to either facilitate or inpede enrollnment, recognizing that
of course incentives shouldn't be coercive, but will it be
sufficient for a popul ation that perhaps didn't have work for
| ong periods of tinme, who had al ready been economcally
di stressed. So how exact and taking into consideration for
the incentive structure.

Then the | ast question has to do with the coment
made about the inportance of comunicating clear witten
nmessages on the need for action. | amparticularly
interested in hearing how that mght relate to things other
t han bl ood pressure, glucose.

For exanpl e, household sanples in particular, |
woul d be interested in hearing a little bit about that,
because | think that is going to be an area where people are
going to want to know what that nmeans and what does it nean

to themin particul ar.
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Last but not least, | think we end up with an
i nherent dilema just when we nane the studies. As soon as
peopl e hear acute and long termhealth effects, they assune
it answers the question of, what does it nean to ne.

So a possible thing to consider and suggestion is
where in the materials that | have |ooked at so far, it talks
about what the study will do. There is sone tal k about what
it won't, but being very, very explicit about what this study
will not address will be sonething | would suggest you m ght
want to consider.

DR GOLDSTEIN.  Those are good comments. Dr.

Bi rnbaum wanted to respond to the first point.

DR BIRNBAUM | would Iike to address the
opportunities for others to participate. Dr. Collins
mentioned in the introduction the fact that NIH is devel opi ng
a cross-Institute effort to put funds out there for
uni versities and community groups to partner to forma
consortiumto address health issues that may not be the top
focus of this study.

We are still in the process of gathering all the
funding for that. W are very pleased wth the additiona
amount that BP has given to us this year. Qur Institute has
poni ed up a substantial amount of funds to that, so has

Nat i onal Cancer Institute, the National Center for Research
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Resources, the National Institute of Arthritis and

Muscul oskel etal Di seases, and several other Institutes have
told us they will participate, but they haven't put their
noney on the |line yet.

By the tinme that the FOA goes out, w thin about two
to three weeks, we expect that we will have an information to
| et peopl e know about the total anmount of nobney. W are
hopeful that there will be enough that we can form severa
consortia that can apply for five-year grants in this area to
address issues.

The ot her point that | think maybe Dal e coul d
address nore is now local -- she did talk a little about the
bi onedi cal surveill ance sub-cohort, and how that will invol ve
| ocal communities and universities in terns of design of sone
of those studies as well.

DR GOLDSTEIN We have two nore comm ttee nenbers
and Dr. Fineberg, then Dr. Suskey, then Dr. Lichtveld.

PARTI CI PANT: No, we want responses.

DR MLLER | wll provide sone additiona
information. | am Aubrey MIller with NIEHS. W have been
wor king already with the comunities, and we are getting out
to neeting with both state and local public health officials
in the states and wth the NGGs. In terns of trying to

understand their concerns and bei ng prepared, what we are
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hearing clearly is that we have to get our nessage out there
about what the study is and is not, and start conmmuni cating
that well in advance of when we begin the study and the
enrol Il ment, to already be using the |ocal nedia, the |oca
NE&s and the local health infrastructure to prepare the
peopl e about what the study is and isn't.

The Departnent of Health and Human Servi ces has
addi tional things going on, and this is part of that context
and part of that fabric that is being woven. SAVHSA i s goi ng
to be additional BRFSS work, and additional work wll be
happening in the states with their nental health additiona
assets that they are getting. So we are trying to
col | aborate and coordi nate those nessages. That is what we
are hearing clearly.

Also, in terns of the incentives which was
mentioned, we are getting feedback fromthem on what works
for those communities in terns of incentives. One thing that
has been suggested is a Walmart card. W are hearing it not
just fromthe health officers, but fromthe workers and the
wor ker representatives, about what things will work with them
in terns of those kinds of incentives that the people would
actually find useful in that.

So | think the baseline of getting way ahead of

this and being in those conmunities and starting to talk to
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their health infrastructures and understandi ng what the
nmessages that we need to communi cate consistently, not just
one tine, but really getting in there and having an ongoi ng
conversation is really going to be key to the participation
and retention of this group.

DR GOLDSTEIN  Thank you, and thank you
particularly for bringing up the state and |ocal health
authorities and infrastructure. | think that is a very
i nportant point.

DR COLE: Can | nake one reaction to that? |'m
not really certain whether these are incentives to the study
participations or to defer their tinme lost and effort. If it
is a defernent of their tinme, then it should be uniformlike
it is and set up. If it is an incentive, then our friends in
econom cs woul d say a one in ten chance at $250 costs the
study the sane as giving ten people $25, but the hunman
reaction to that unfortunately is nmuch nore participation
The incentive of a one in ten chance of $250, you are going
to get a lot nore participation

So we have to think about the goal. |If the goal is
to defer costs, then we should give $25 to everybody. But if
it is to make an incentive, then we should borrow from
econom cs.

DR GOLDSTEIN. Thank you, that is a great comment.
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DR KASS: | am Nancy Kass. | ama nmenber of the
conmttee. | have two comments that are very different from
each ot her.

The first one, which is very specific, is, | would

love to hear a little bit nore about the plans with regard to
pregnant wonmen. There was a little bit in the protocol that

| read. | thought that | read sonething about sone deferral
of biological sanpling, and | would |love to know -- | may be
w ong about that, that is the first thing |l will say, and if
there is sonething correct about that, | would | ove to know
why, because for things |ike blood draws and urine sanpl es
and saliva, that is not an issue. | would al nost wonder if
one mght want to over sanple pregnant wonen. So that is one
set of questions.

M/ second set of questions | wll try to nmake
really short, because | think it echoes on what Dr. Parker
started in this whole dial ogue about community. | wll just
underscore that it was sonmething that I was al so thinking
about in reading the protocol.

| amwondering, to try to add to the comments and
not duplicate them if -- and again, ny guess is the answer
is yes, there is a point person on your team to add

expertise in nmental health. |Is there soneone who may even
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have the sane expertise as other people, but it is their
designated job to think about the conmunity engagenent.

It is so time consum ng, everybody here knows that,
but it isreally, really time consumng. It is also a piece
that benefits fromhaving a protocol, even though the
responses have to be really flexible, but there is a lot of
| anguage about, people are there to represent other peoples’
views, but they may not know that. That neans they have to
go back and they have to get input, and conme back, and there
needs to be sone protocol about giving people information
back. Having a point person helps to | earn from ot her
experi ences, including how |arge community based studies
internationally have done really cool creative things to try
to let communities know that research is comng their way.

My ot her thought about this whole potential
di sconnect that would nmake all of us anxi ous about what
conmunity menbers mght think is the purpose of the study,
like we are going to find about all of this broad based
exposure, rather than ne having been a cl eanup worker
exposure, is sonmething | need to worry about or not. It is
not only making sure that people know where el se those
guestions are being addressed, but that a little bit of that

di al ogue can happen in inforned consent.
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| do sonme work on inforned consent. | ama big
advocate for at the end of informed consent discussions
insuring that there are really discussions. It is standard
protocol in informed consent to give people informati on and
say, do you have any questi ons.

There is grow ng evidence that at the end of
i nformed consent disclosure, we ask thema couple of really
generic questions like, can you tell nme in your own words
what the study is and why we are doing it. W hear all sorts
of remarkable things. It is a great opportunity, at |east
with the 27,000 people who are going to be the nost
i nportant, having a nonent of discussion.

DR ENGEL: 1In regard to the pregnant wonen, that
is an interesting question. W now have information. The
nost current information is that approxi mately 20 percent of
the workers are fenale. A large proportion of themare of
reproductive age.

W have no idea, because there is no current
information on this, how many of them were pregnant during
the cleanup or are pregnant at the present. W do intend to
ask questions about that. However, given the tine
constraints and the limts of what we are trying to do, we
have deci ded that that woul d not be a specific priority of

t he study.
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W really want to focus on the health
characteristics of the cohort as a whole, which is not to
di m ni sh the i nportance of adverse reproductive outcones, but
that we feel that -- what we would |i ke to do is to get other
researchers involved to hel p address these issues. W
recognize that this is inportant, and that it needs to be
addressed. But we feel that through sone of the funding
mechani snms that NI EHS and others are putting forward, that we
will be able to tackle these issues, but we will do it in
concert with other investigators.

DR KASS: | would like just to comment that that
is one of the areas that is targeted in the NOT and will be
targeted in the FOA. W are guardedly optimstic that one of
the consortia will decide to focus on that.

DR SETYA: Just a few quick questions on the
nmet hods. | need sone clarification on the enroll nent
guestionnaire, whether there is a plan to validate that.

That is one of the eligibility criteria is excluding subjects
who are nedically ineligible. So is there a plan to validate
t hat ?

Then the other issue is with the sub-conpari sons.
Is that a part of conparing with sone national conparisons?
For exanple, nortality is an end point, so |ooking at the

state nortality rates versus the cohort.
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Al t hough the study is prospective, there will be
sone basel i ne cross-sectional anal yses done for exanple at
baseline. So it will be useful to | ook at for exanple the
bi onedi cal surveillance cohort, |ooking at the CDC. The CDC
has done about 20-plus chem cals fromthe general popul ation
so it may be useful to look at that as well.

Wth regard to vital status tracing, special
procedures may be required for certain cultural groups,
particularly with regard to nanes. The concept of first name
and last name may be quite different. So multiple
conbi nations wll have to be sent for vital status procedures
when you send for |inkage, because they are interchangeably
used. W have found that with certain groups. So that is
al so i nportant to renenber.

The ot her comment | had was with age. Age 18 and
above, certain states may require parental consent, for
exanpl e Al abama, 18 to 21

DR COHEN: | am David Cohen. | amone of the
panel nmenbers. | know you clarified a little earlier your
guesti on about personal protective equi prrent and whet her it
was used and how it is used. WII there be questioning about
per sonal hygi ene?

| certainly know fromny own practice, when you are

dealing with oil or pitch or things |ike that, whether you
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shower right after work, whether you are | aundering your
personal protective clothing, really matters on the kind of
exposure you had. Wre boots issues to these workers, and if
so, can the soles and heels be used as surrogate exposures,
because you rarely tend to wash your boots.

Sonme of the larger issues. WIIl there be one IRB
review ng and approving this? It seens like there are a |ot
of people involved in this. For exanple, wll Sl oan-
Kettering's IRB be looking at this and approving it? WII
there be local university |IRBs who nmay have insight into
| ocal sensibilities be review ng and approving t hese?

DR ENGEL: | wll take the last question first.
The NNEHS IRB will be primarily responsible for this study.
The Sl oan-Kettering IRB wll not be review ng this.

When ot her investigators get involved in the
studi es and want to do add-on studies, then there will be
additional IRBS involved, clearly. W are currently talking
with investigators in the Gulf, for exanple, at |ocal
institutions who want to do conpanion or add-on studies, so
we will have nultiple IRBs involved at that point.

But the NNEHS IRB is the primary | RB review,
al t hough I woul d point out that we have gone through nmany,

many | evel s of review in other contexts.
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As far as the personal hygiene, it is a good
guestion. W need to consider how best to ascertain that
information. Again, getting back to the issue of bal ancing
all of the very inportant questions that need to be
addr essed.

| recognize that that one is very inportant. |
have seen from ot her studies that | have been involved in
that how frequently clothes are washed, or whether protective
cl othes are used over regular work clothes and so on, and how
frequently you bathe, can have an inportant inpact on the
exposure that one receives.

So we will give sonme thought to that. But
everyone's difficulty always is trying to bal ance the
mul titude of questions that we need to ask.

DR KALMAN. There is a slightly | arger question
that yours fits within that I have, as well as maybe ot hers.

M/ bi ggest previous experience was with the cl eanup
in Prince WIIliam Sound after Exxon Valdez. In that
situation, the cleanup activities were very clearly centrally
directed. Pretty nmuch 100 percent of the cl eanup was
follow ng central protocols that cane from Exxon. The
mat eri al s that people used, the procedures they foll owed and
the cl eaning products that were used, it was relatively easy

to know what the diversity was, and what was used where.
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In a case like that, there was a definite protoco
for protective clothing and for decontam nati on and washi ng
of boots, and of replacenent of garnents and that kind of
t hi ng.

In the slides that we have seen in the various
presentations today, it |ooks |ike people are dressed
uniformy. It looks like they are wearing supplied clothing.
In some cases all you can see are outer garnents that are
shells. In sone cases they are wearing T-shirts, and they
all ook uniform

So it is sonewhat of interest to know to what
extent we can talk Qulf w de about cl eanup practices or even
things |ike detergents or dispersants or other chem ca
m xtures that m ght have been used for specific purposes,

i ke cleaning boons, for exanple. Do we have good know edge
of the exact conparability, or are there a range of different
versions of the sane kind of stuff? And if so, are those
bei ng captured in an archive so that there is always a way to
find out exactly what was used in a certain place.

These get folded into the |arger task of structuring the
exposur e eval uati on.

DR GOLDSTEIN. A very effective way of renoving
tar fromyour skin or your clothes is by benzene or gasoline.

DR KALMAN Yes, it works great.
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DR GOLDSTEIN  And people will find it out pretty
qui ckly, unless it is sone sort of uniformcontrol

DR COHEN: And apropos to that, when you consider
using famly nenbers as controls, they may be unanti ci pated
exposed individuals. You cone and throw your dirty |aundry
into the hanper or on the floor of the closet, you have
exposed your kids and everyone el se.

PARTI Cl PANT:  WI | the informed consent be
adm nistered -- | thought | sawit as witten. WII it be
given to subjects to read and answer, or will it be orally
adm ni st ered?

DR ENGEL: It will be orally adm ni stered.

PARTI Cl PANT: To everyone?

DR ENGEL: Well, the entire cohort, the 55, 000
will all undergo a tel ephone interview It will be a verbal
consent given there. For the approximtely 27,000 workers
who are included in the active followup cohort, we wll have
a lengthier oral consent. But because those people are being
asked to do a lot nore, they will be -- the consent is nore
el abor at e.

This gets back to the issue of the nmulti-stage
approach. W have the bionedi cal surveillance cohort, which
is within the active cohort, and they will undergo all the

sane procedures as the active cohort, including the consent,
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but they will also have additional consent that they wll
undergo, because they will be undergoing additional testing
at later dates.

DR SANDLER There will be a witten docunent that
will go out to people in advance, along with a smaller sheet.
Then because of literacy issues we will need to go over this
with people we will have trained for our hone visitors, to do
this.

And | |oved your idea about conversation
afterwards. | think it is inportant, too.

PARTI Cl PANT: Just one other thing. The docunents
that we received are pretty hard to understand. So doing
what ever we can to nake those as under st andabl e, going
t hr ough what ever process to try to nmake them under st andabl e.
They can be inproved upon, and there are sonme good
met hodol ogi es that the NIH has out there that can be applied
to those, that we use regularly.

DR SANDLER (Comments off m ke.)

DR FINEBERG | just wanted to nmake a very
practical suggestion that gets back to the fundanental
question, at the end of the day what will we be able to say
about health effects. This is about the power cal cul ation,

Dal e, that you showed us as well.
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As | recall, you used a ten percent baseline as the
conparitor. In a study where you are surveilling a w de
range of possible effects, so you don't know which effects
you are going to be trying to test at the outset, but you
have sone ideas, two features will dramatically affect your
ability to nmake a statenent fromwhat you have already said,
which is, you are not going to | ook at subpopul ations. You
are going to let others dive into the question of the
pregnant woren and possible effects, for exanple.

Those two are first, the initial cunulative
incidents of whatever the effect is. The second, which |
thi nk Stephen referred to in his comments, is the
m scl assi fication problemon exposure. Even a relatively
small msclassification can have dramatical ly del eterious
effects on your power. A sensitivity analysis in advance can
reveal that, but the practical inpact of that is that you can
know at this tine howlong is this study going to have to be
for exanple to be able to have a certain probability of
finding an effect of a certain size in a population of the
size that you are hoping to have.

It will also tell you whether certain neurol ogica
effects will be inmaginably detectable, conpared to say
respiratory effects, which will be rmuch nore common, et

cetera.
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So this kind of nore in-depth initial projection |
t hi nk woul d be very valuabl e as you get started.

DR SUSKEY: The comments have been very, very
hel pful, as always. | just want to spend a m nute, because |
prom sed Morgan Ford yesterday that | would not use ny
Power Poi nts this afternoon, since sone of themdo relate to
our ongoing studies. But |I think it is worth nmentioning that
we are in the mdst of --

DR GOLDSTEIN  Dr. Suskey, perhaps you would |ike
to say who we is

DR SUSKEY: The Department of Psychiatry at LSU
Health Sciences Center has received a grant fromthe state
Depart nent of Social Services to do the nental health needs
assessnent in the nost inpacted parishes in our state. It
was originally for four. Just yesterday | received a cal
fromJefferson Parish, a fifth one, because of their
experience with Barataria Bay, would we please add theminto
our nental health needs assessnent.

W have had i mense cooperation. W were supposed
to be giving out gift cards. Sonehow because of a clause in
the Departnent of Social Services, that has been del ayed. As
we have gone through and prom sed peopl e what we hope to give
them they said that is not even inportant. You are doing

the right thing. W want to cooperate with you
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| would just nention the follow ng donmai ns were
usi ng our denographics, including the Katrina experience.
The oil spill experience has an inpact with the Sheehan
disability scal es being used. Physical health adapted from
the PHQ Mental health, we have always used the CEST. Since
Katrina together with Ron Kessler, Dori Reissman and ot her
experts we are now usi ng the K-6.

W recogni ze that it has not fully been
standardi zed for the Vietnanese popul ati on, and are worKking
carefully in that area. W are |ooking at self harm
subst ance abuse, including al cohol, drugs and snoki ng, anger
and conflict. W are using the PCL for stressful
experiences. Quality of life, the Wrld Health O gani zation
BREATH and children, the SDQin the famly nenber
assessnents.

W try to be careful because of one of the issues
that has cone up here, and that is with protected health
information. G ven what happened with Al aska, we are very
careful. W do witten consents. W are very careful to
mention in addition to our efforts to protect, know ng that
there has been at | east one case where the information was
made public by the federal court.

W have al so been careful on that point, nore

careful than this study will be, not to obtain past protected
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health information which could be utilized against the
individuals in litigation. W are also careful wth the
current protected health information to stop at a certain
poi nt .

For exanple, if we are assessing anger, aggression,
how one handles it in the famly situation, we stop short of
asking the specific question, are you abusi ng your child.
That woul d need to be reported. Just as we are very careful
with the question of suicidality, in our witten assessnents,
our person to person assessnents, we do include that because
we imedi ately can step in, since this is being done with
mental health professionals, our faculty, our trainees, and
take it to the next step, as well as providing information.

Wth our phone interviews we do not include a
guestion about suicidality. W certainly deal with
depression, but we try see where the limts are in a phone
interview. Though we give out information about referrals,
we are very careful with sone of this.

Wat we have found, we seemto have the opposite
reaction. Maybe it is because of being well known, being at
the university in the various roles since Katrina and before
Katrina, we have i mense cooperation. Yesterday | nentioned
one of the parishes. | got a call fromone of the parish

presidents -- this was from Terra Bonne -- wanting to know
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how he coul d cooperate nore fully with us and nmake sure it is
carried out carefully.

W work with each of the communities. W have
tried to make sure our questions are ethnically appropriate.
In Terre Bonne, for exanple, in which there are five
distinctly different fishing communities, we have had the
interest fromother departnents of psychiatry in working with
us, and we are working with the GQulf Health Consortiumin
this line.

W do not find the sane degree of resistance. W
find appreciation nore than resistance. But | woul d be
delighted to discuss this further. As | say, it has been a
panel of superb people. | have been very appreciative to Ron
and Dori and others on a national level. | know Bernie and
have tal ked about it at great length as we have tried to put
toget her the nost careful nental health and substance abuse
needs assessnents.

DR ENGEL: | appreciate that feedback. W would
be very happy to talk with you further about this to learn
nore from your experience, because | think it would help us
i mmensely going into this popul ation.

| do have one question. Wat |anguages are you

currently working with?
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DR SUSKEY: We generally do it in English. Wat
we do for exanple in Vietnanese, we have had excell ent
Vi et nanese doctors go over the wording to make sure that it
woul d be acceptable for the translators, who then can work in
admnistering it in Vietnanese, so that it fits and makes
sense.

The sane thing would be true in Spanish. W have
everything translated into Spanish. For exanple, we did this
with much of our work when we were helping with Chile. So it
is all available.

What we have deci ded woul d be nost hel pful in
Vi et nanese communities is working with, whether it is
regi onal or sone of the other groups, the groups out in the
community, to have translators present during the interviews.

DR GOLDSTEIN. We have about five mnutes left. |
know Dr. Lichtveld had a comment, and there were two hands
raised in the back. So, if you could all come forward and
want to ask sonething, so we can be sure to get everybody who
wants to ask a question online, and see how many we can get
inin five mnutes.

DR LICHTVELD: In one, then. Maureen Lichtveld,
Tul ane University. First | want to thank you for being here.
| won't spend a half second on that, but | particularly want

to thank you for demanding clarity and clear speech. So this
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afternoon | will nodel that. | will be very direct and
apol ogi ze bef or ehand.

First on the issue of ongoing studies, actually
there is a uni que cohort of Vietnanese that we have both pre-
Katrina and post-Katrina data for now over five years. So we
woul d be happy to share with you this uni que baseli ne.

Secondly, with respect to instrunments, we have
instrunments that have been used specifically in that
community, and funded by NNH So we woul d be happy to share
that wwth you. | couldn't agree with you nore on the issues
of cul tural appropriateness.

It isreally inportant to cone at it fromyes, as
scientists, but as scientists in the skin of communities. |
will do that this afternoon.

It is very critical to |ook at the conparison

popul ati on, because sone of themw || ook too simlar to be
conpared. | really appreciated Dr. Cole's conments on that.
It is also very critical to separate -- although we want to

address the comunity's concerns, to separate what truly is a
wor ker study versus what truly will becone comunity based
participatory research. So you can't do both in one

unbrel | a.
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| wll come back to the issue of incentives because
there are canps on nmultiple sides, and I would |love to share
with you that this afternoon

There is a clouded field of consortia. You wll
hear sone about themtoday or tonorrow, but just so you know,
the field is crowded and to nake sure that it is an even
pl aying field.

Lastly, | want to mention that although we al
understand what the study is, these are communities that have
historic health disparities and historic |ack of services.

So how we explain what a study is versus services will becone
critical not only for enrollnment, but particularly for
retention.

DR GOLDSTEIN.  Thank you, Dr. Lichtveld.

DR TREPIDO | amEd Trepido fromthe LSU Schoo
of Public Health and the Qulf Health Consortium First of
all, I want to thank you. | know how hard it is to put
together a study by commttee. It is a major task

Have you consi dered for the 20,000 who are stil
enpl oyed using these G S and air sanpling nonitors that are
personal, so that you can use it as a way to correl ate what
is reported, even though there are obviously | ess exposures
now, what is reported to what is actually recorded? It would

have been nice of course to have had that early on. They can
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t ake neasurenents every few mnutes of GS as well as air,
and then you can get sone way to correlate those, too. It
m ght be just a good way to do sone validation studies.

DR ENGEL: O the renaining workers?

DR TREPI DO. Yes.

DR ENGEL: That is a good point. W had very
detail ed procedures early on, and we discarded themall as
the opportunities were lost. But that is a good point that
we will discuss further.

DR YUCHEVSKEY: H, | am Jennifer Yuchevskey of
the U S. Coast Guard. Thanks for the opportunity to coment
on this very conprehensive and inportant study. The Coast
Quard had about 3,000 responders, so naturally we are very
interested in the successful execution of the study.

| amjoined here today wi th Commander Erica
Schwartz. W had just a few comments on the inclusion of
federal workers, in particular U S. Coast Guard workers, in
issues to think about, and I will describe these really
qui ckly.

The Coast CGuard and the federal workers in general
-- I wll talk fromthe perspective of Coast CGuard workers --
conprise a pretty unique population within this |arger
cohort. So it may be worthwhile considering having sone

separate sub-protocol for those federal workers. | don't
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mean to give you nore work, but | think this would naturally
happen as we go forward with the study.

For exanpl e, separate questions that may nmake nore
sense to federal workers that are nore applicable to them
For exanple in the initial enrollment questionnaire, instead
of asking what is your usual job, a Coast Guard worker may
just say, | amwth the Coast GQuard. So it may be rephrased
to sonmething nore applicable to them w thin the Coast Guard
what has your usual occupation been

Additionally, conmmunicating with the community with
respect to inclusion in the study. You have had dockside
nmeetings with the community in the Gulf. It may be
worthwhil e to have sone of those simlar type of neetings
with potential Coast Guard workers. Having separate brochures
for the federal workers or Coast Guard that woul d be nore
applicable to them

The other thing | wanted to bring up, as you know,
the Coast CGuard is a very nobile population. |In addition to
that, you are going to have Coast Quard workers all over the
country. | know that a |ot of your interviewng staff is
going to be located in the Gulf. |'msure you have probably
t hought of this already. W had responders com ng from

Al aska, fromthe Wst Coast, fromthe Northeast, so they are
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all over the place. That is one thing you should think
about .

People will get out of the Coast Guard. While they
are in the Coast Quard it is pretty easy to track them but
once they are out it is sonething we have to think about, how
to foll ow t hem up.

| just want to make a little comment about the
conmpari son group. You al so have Coast Guard people who are
| ocal people, who are suffering not probably to such a great
extent as other |ocal people have been, because they still
have their jobs and health care, but this is another
potential control group that we would want to think about.

Just two quick questions. W discussed at the NIH
nmeeting a nonth ago about inclusion of the National Guard. |
was just wondering where that stands, if they have been
cont act ed.

The other thing was, in the abstract you nentioned
potential adverse long termeffects fromheat stress. W are
particularly interested in this, because the Coast CGuard felt
like one of its greatest exposures was heat stress. | was
just curious what those long term adverse health effects you
thi nk they may be.

Thank you.
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DR GOLDSTEIN.  Good questions. Coments,
response?

DR ENGEL: It is along list. Those are good
points. W will think about how we can nodify the
gquestionnaires and the material to acconmodate the different
popul ations that we have. In fact, any help that you can
provide and ot her representatives of federal agencies would
be very hel pful in helping us to figure out how that shoul d
be done.

Sonme of your other suggestions are very val uabl e,
the idea of having these quote dockside chats w th Coast
Quard nmenbers would al so be very helpful. 1 would say | am
reluctant to commt to anything further now, since we are
al ready wor king about 25 hours a day. So we will do our
best, but | think these are very good suggestions.

The issue of where the Coast Guard nenbers are from
is a challenging one. W now have the enuneration of the
NIOSH Iist, which again is not a conplete |ist of the
wor kers, but it does show that we have people fromall over
the country. Wat we do know at this point is that within
that |ist, about 93 percent cone fromthe i Mmedi ate Qulf
states or from Loui siana, M ssissippi, Al abama and Fl ori da,
and a few percent cone from Texas, and then the remaining

four percent or so are scattered across the U S



149

W would like to target people with high exposure
outside of the Gulf states. The dilemma is that they becone
very, very expensive and very challenging to recruit. At
sone point we have to decide how nuch information we get from
t hose peopl e, given the expense and the effort required to
recruit them

So that is an ongoi ng discussion that we are
having. W are well aware of the val ue of those people, but
we are al so very nmuch aware that we don't want to spend hal f
of our study budget on a few percent of our cohort. So that
is an issue that we are discussing and trying to figure out
the optimal strategy for.

In the interest of tine, Jennifer, | would prefer
to talk with you afterwards about some of the remaining
guestions, unless people have specific interest right now

DR FORD: (ood afternoon. Tamanda Ford, with the
Adm ni stration for Children and Famlies. M question
focuses on the human services aspect.

W recogni ze that the primary focus is health
effects, but we wanted to ask that when we | ook at health
effects and we | ook at all the nodul ar outcones such as
mental heal th needs, we wanted to make sure that human
services has a specific bucket. The inpact not just at the

i ndividual, but the individual as a famly unit, the
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i ndi vidual as a nenber of the community, what is the human
services inpact as a result of this event.

Wat we are trying to get at is, what are we able
to say about the health effects, we want to nake sure what
are we able to say about the health effects that include
specifics for human servi ces.

DR ENGEL: Can you expand on that?

DR FORD: Yes. For instance, in the human
services, we know that people were unenployed. W know that
the downstreameffects of a famly on unenpl oynent woul d be
nore poverty, loss of inconme, that famly would need nore
soci al services, because they woul d need support because they
have | ost their jobs. They may have | ost the industry of
seafood as well as the industry of oil.

So we are looking at nore of the systemc effects,
| guess you could say the soci oeconom c effects, but
particularly though the effect of the human being. They are
unenpl oyed, they now have to be re-enployed. They nay even
be rel ocat ed.

DR ENGEL: W do have questions that we are
currently refining that address the soci oeconom c inpact of
the spill on the workers and on the controls, so we are very
concer ned about that issue. Mental health issues also go

along with that.



151

One question | have for you is, are you
particularly interested in elucidating the need for human
services or the subjects' access to human services?

DR FORD: | think it is both. W are |ooking at
maki ng sure that hunman services is not ingested in nental
health. It is stand-alone area that you speak specifically
to what are the human services inpact of the popul ations that
are the cohort.

DR GOLDSTEIN.  Thank you for bringing that up. |
think it is a pretty fitting way to close our session for
today. It has been an excellent session. Applause to all of
you who have all been reactants.

(Appl ause)

W will convene until this afternoon. The
conmttee will nmeet again in its |ocation.

(Wher eupon, a luncheon recess was taken.)
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AFTERNOON SESSI ON

DR. GOLDVMAN: We're running a little bit behind
comng out fromlunch, and what we’re going to do now is
nove into Session Two on data collection and cohort
surveil l ance and mai ntenance, chaired by Francesca
Dom ni ci .

Agenda Item Session 2 — Data Col |l ection and
Cohort Surveill ance and Mai nt enance

DR DOM N Cl: Good afternoon. So | wll be
chairing this section, which is entitled Data Coll ection
and Cohort Surveillance Maintenance. W have three
panelists. The first one is Professor DeJuran Richardson,
who is Associate Dean of the Faculty and a Professor of
Mat hemati cs and Conputer Science at Lake Forest Coll ege,
then we’'re going to have David Tollerud, who is a Professor
and Chair of the Departnent of Environnental and
Cccupational Health Sciences of the School of Public Health
and I nformation Sciences at the University of Louisville.
Then we will have Leslie WIf, Associate Professor of Law,
Georgia State University Coll ege of Law.

As a QULF study investigator representative, we
are pleased to join us R chard Kwk of the Epi dem ol ogy

Branch of the National Institute of Environnental Sciences.
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DR. RI CHARDSON: Good afternoon. |If you don’'t

mnd, | think ['ll just sit right here; | won't take the
podium and |I’'ll make my comments pretty nmuch focused on
the data collection conponents of this study, and I'll try

to be concise and brief.

The GuLF Worker Study will investigate short and
| ong-term health effects associated with the clean-up
activities of the Deepwater Horizon Disaster. This
observati onal prospective cohort study will provide an
i nportant contribution to our know edge of human heal th, as
there is a dearth of research as to human health
consequences of all spills.

The effective gathering of accurate and
conprehensive data is essential to the study successfully
achieving its stated objectives. The cohort to be enrolled
will be sizable, requiring that the study |eadership form
and mai ntain many col | aborative conponents, including
desi gned | aboratories, tel ephone callers, specinen
couriers, honme visit professionals and a rather
sophi sticated data acqui sition and nmanagenent system
These disparate parts must not only fulfill their
i ndi vidual responsibilities efficiently and effectively,
but they nust all work in concert to ensure overall success

of the project.
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The study | eadership has done an excellent job of
attending to necessary details in the areas of data,
anal ysi s and managenent. Enlisting the aid and assi stance
of an experienced data managenent consultant group is
noteworthy and wel |l -advi sed. The data capture strategy
appears wel | -concei ved and designed to nmaxi m ze the chance
of obtaining accurate and tinely data. Training protocols
for research staff at all |levels of operation seem
conpr ehensi ve and reasonabl e.

My concern in the areas of data anal ysis,
managenent and oversight are few, but worthy of
consi deration, in my opinion.

First, there is an absence of detail with respect
to how the overall study will be run. The study |eadership
is well-defined, of course, but it is not clear how this
teamw |l interact wwth each other and the various key
study conponents, such as interactions with SRA, the study
| aboratories, specinmen repositories, et cetera. Just these
details were not highlighted in the proposal docunent.

How they will oversee the various scientific
paths outlined in the proposal, such as the very inportant
exposure reconstruction effort, is also not clear. WII
there be an executive or steering commttee that wll be

responsi ble for day-to-day functions? How and how often
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wll investigators interact with groups such as the SRA
whi ch has consi derabl e responsibilities with respect to the
acqui sition and mai ntenance of the study data?

Such details are extrenely inportant and key to
maki ng sure this quite large effort is kept on course.

Mor eover, there are many areas in which decisions nust be
made based on the accumul ating data itself, and experience
conducting the study.

There should be protocols in place, witten and
agreed upon, for ensuring tinely feedback of information to
those who can use it, so that adjustnments to study
operations can be nade when needed.

There will be a |l ot of |aboratory data generated
by this study, and quite |ikely, use of several different
| abs during the years the study is open. It is common for
any inconpatibility issues, with respect to data
formatting, to arise unexpectedly during the course of
| ong-term cohort studies such as this. | encourage,
whet her it’s SRA or the study | eadership, if they have not
al ready done so, to be sure that the study | abs agree upon
preset, predetermned formatting and structure for the
storage and collection of their data, as well as how they
will transmt it to the central group for maintenance and

anal ysi s.
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It is not clearly stated how data queries will be
handl ed. No doubt SRA is very experienced in these
operations, but such details need to be witten out clearly
and spelled out clearly. That is, how are corrections to
be sol ved when suspect data is encountered, say, subsequent
to a subject interview? Gven the size of this cohort,
this is not a mnor consideration and should be consi dered
very carefully.

There is frequent nention of study staff using
| aptops to conduct their work, particularly during the honme
visits. | assune the word “laptop” in the docunent
presented is used generically here, as snaller and nore
manageabl e conputer tablets will be much nore efficient and
manageabl e, especially those visiting househol ds.

Last point. The protocol states that
considerable input will be solicited fromcomunity groups
in designing study materials and determ ning the training
regimen for study staff with respect to recruiting
Vi et nanmese participants, in particular. This outreach wll
include inviting comunity | eaders to observe and possibly
participate in staff training, as a neans of facilitating
engagenent and commtnent within this community. | think

this is a very effective strategy, and I recomrend
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extending it to other special populations as well, such as
Cr eol e- speaki ng, Hi spanic and African- Aneri can popul ati ons.

Such outreach activity, that is, involvenent at
the earliest stages of devel opnent and in planning and
training, such outreach activities can conbat the
traditional and well-noted resistance to participation in
heal t h out conme studies within such communities and
popul ati ons.

In sunmary, the details are very well-presented,
especially given the rather short tineline the study
| eadership had to kind of assenble all these disparate
parts together. They are to be comended for such a | arge
effort, but I think the comments that |’ve nade here are
well worth considering, that can nmake a very good study
proposal even better. Thank you.

DR. TOLLERUD: M tinme is already up - Hopefully
we Wil catch up alittle bit of tinme with my presentation.

| wanted to nmake a couple of suggestions, just
reacting to sonme of this norning’s conments, before | get
into ny part of the presentation. The first is to echo
Bernie’s plea that if nothing el se, what conmes out of this
is the design for future disaster responses going forward.
And | wanted to reflect back on my history with the Agent

Orange series of reports.
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| was on the first Agent Orange and the Veterans
of Agent Orange commttee, and did that for about a decade,
and when the first commttee report cane out, one of the
charges to the commttee was to design an epi dem ol ogi ca
study that could actually |ook at the Vietnam veterans, of
whi ch there were sone three mllion, and | ook at their
heal th effects.

Well the one problemwi th that was the mlitary
and the Veterans, VA, had absolutely no way to cone up with
a conprehensive roster of who went to Vietnam because of
the way the records were kept, the way the depl oynent
records were kept and the way the VA records were fil ed.
They were filed by Social Security nunber, not by war. So
anong the 30 mllion or so records that m ght be housed in
a warehouse, if | came with ny father’s Social Security
nunber, they could tell nme whether or not he was in Vietnam
and what war he was in, but there was no way to cone up.
That report came out shortly before Gulf War 1, and the
mlitary got it, and they devel oped a strategy to be able
to identify everyone who went into that theater of war, and
actually to do sone actual testing and keep a record of
t hat .

By the tinme Gulf War |l came around, |’ mon

another commttee now to | ook at the burn-pit exposures.
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Not only do they know who went there, but they’ ve done a
heal th eval uation, they’ ve collected biol ogi cal sanples
before they were deployed, and they’'re doing in-theater,

i n-conbat air nonitoring to look at air toxic exposures and
parti cul at es.

So | guess ny point is, if the mlitary can do
it, anybody can do it, excuse nme — so | would argue that
one of the charges of the commttee, and |’ mthinking of
sort of the NIOSH Health Hazard Eval uation, the way EPA
does their nonitoring, that procedures could be put into
place to be a little bit nore proactive rather than
reactionary, and when NIGOSH, or the Coast CGuard, or EPA is
responding to a disaster of this magnitude, that one of the
things that clicks inis oh yes, this nmay be used as a way
of looking at health effects of workers or popul ations, and
ki nd of nove beyond the traditional reactive response.

So | just lay that as a paradi gm because it
really has seened to have worked with the mlitary in
wartime.

The second poi nt was brought up about the
conplexity of IRBs. That had recently been dealt with
quite effectively, |I think, by the National Childrens’
Study, and | woul d suggest that you |look to the NCS as an

exanpl e. They have set up a confederation of structure for
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| RBs, where local |IRBs can conpletely cede all authority to
the NNH, the NNCHD in this respect, or there are ways of
sharing that responsibility. So you m ght want to sort of
put that in the works going forward to ease the issues for

| RBs.

And the third may be a bit heretical, but it’s
been ny observation in whatever organization |I’ve worked in
that especially with things that need to be done over a
very short tinme frame very quickly, that the nost efficient
way and easiest way is to reach out within your
organi zation for expertise and bring themon board, and
there’s a concern that potentially that gets siloed, and
with this study in particular, with all of the interagency
conversations, | would suggest actually bringing on people
from ot her agencies, or people wth individual expertise,
to specifically be a part of the project, rather than
giving comments. You' Il never get the dedication for
sonebody, no matter how wel |l -nmeaning, to give coments or
input, as you will if they' re actually on the study team
so | just think expanding the core study group to include
ot her individuals fromoutside of NIEHS nmay be useful.

Now, quickly, one of the things that | did was to
try and read this as an interested party. This protocol

has already been widely dissemnated. It will continue to
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be widely dissem nated, and so if | got annoyed three pages
intoit, it seemed to ne that probably that was worth
passi ng on, because | probably wasn’'t the only one.

So for exanple, the first nmention of the nunber
of controls, ny first reaction was there’s not enough,
there’s just not enough to do what you need to do, and just
a sinple reference to the very well-done power
cal cul ations, nodified according to the suggestions that
were made this norning, would help the reviewer to say oh
yeah, that’s comng, | don’'t have to worry about that.

| think the Exposure Assessnent Wrkshop have
just conpleted a project with a very detailed job exposure
matri x, |ooking at a workplace that had been enpl oyed for
50 years. It’s very difficult, | applaud the idea of the
wor kshop and expanding the different expertise that will be
participating in that. And just sonme internal things with
spoken | anguages — the inclusion section and excl usion
section doesn’t refer to | anguages at all, and so that is
just an el enent of confusion, potentially, to the reader.

Data collection — it’s al ready been tal ked about
the intent to have these data be avail able, and again, |'m
probably flavored by the FI SMA conpliance stuff that we
have to go through for the National Childrens Study

because that’s a contract and it has a whole different
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| evel of conpliance issues, but | have |earned that data
security is not — goes way beyond keeping things | ocked
behi nd doors and limted access and all that. | would
suggest a fairly robust section at the begi nning of the
data section that actually tal ks about data security
explicitly and how that’s going to be maintained. | think
it wll raise questions that you' Il have an opportunity to
wor k your way through.

The conputerized tel ephone interviews and
conputeri zed personal interviews — again, it wasn't really
defined until well back into the protocol, and just sinply
referring to those as you first start tal king about the
interviews and how they' re going to be done, would | ead the
readers to be reassured that that had al ready been thought
through, and | think they did a great job with sanple
processi ng.

My interpretation of cohort surveillance and
mai nt enance was ongoi ng contact and retention of the
cohort. | had to throw out two slides because the nost
recent protocol had a really nice additional section on
speci al popul ati ons and how t hey were going to be nmanaged,
so | appl aud that.

| woul d consider, however, that the eval uation of

retention materials and approaches, as you begin to



163

t hi nki ng about this, it’s fine to go to community | eaders
and to community representatives, and again, this reflects
our work on the National Childrens’ Study — you won’t get
the same answers as you get with a half a dozen actua
community nenbers who are sitting in a roomfor half an
hour, an hour, talking to you and tal ki ng back and forth
directly.

They can be suggested by these comrunity
organi zations that you' re going to be a part of, but I
really think it would be worth your tinme in a nunber of
settings to actually go through sone focus groups, describe
your approaches, describe your materials, describe how
you're going to do this, and actually get sone fairly
direct feedback. | think it would be very hel pful.

The renuneration i ssue has been tal ked about
before, and that wll just sinply have to be dealt with
within the restrictions of the NIH, but | like the
conversation earlier on, that renuneration nay need to be
different in different popul ations, and how you justify
that will be up to you, but for sonme of the groups that
we’'ve dealt wth over tine, those nunbers were pretty
small, for keeping - 50 dollars over five years isn't very
much, or 100 dollars, whatever it was, over five years, is

not very nuch.
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| know NI EHS has this expertise in-house, but for
other readers looking at this, | think explicitly
acknow edgi ng exi sting expertise in groups that have spent
many years working out community outreach and educati on,
subj ect retention, those all should be referenced and
acknow edged, and naking sure that you actually have team
menbers who are specifically — I think it was nentioned
this nmorning — specifically charged with the idea of
retention, with the idea of community outreach — sonebody
where the buck stops here, because it is very tine-
consumng and it is very conplex, and it is a fairly
speci ali zed area of experti se.

And simlarly, | think making reference to, and
per haps drawi ng on the experience of ongoi ng cohort
studies, the Nurses’ Health Study, the Normative Aging
Study, Healthy Eating, Activity and Lifestyle Study. You
al ready nentioned the sister study, which | assune is the
same kind of thing, but | think for the general readership,
j ust acknow edgi ng that yes, these are out there, we're
going to tap into their expertise, we'll inquire anong
them it wll again dissuade the reader from having the
inpression that this is an NIEHS project with sort of

ancillary input fromother institutes by explicitly
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acknow edging this, and that’s it! Thank you for the
opportunity.

DR. WOLF: Good afternoon. M nane is Leslie
Wl f, and we’ve tal ked about the | awers are com ng, SO
here I am

| was asked to tal k about ethical considerations
of the data collection and mai nt enance plans, and | cone at
it in a couple of different ways. | cone at it as sonebody
who does work in research ethics and thinks about these
things fromthat perspective. | cone at it as a researcher
myself, as well as, in this case, thinking about it as a
former practicing |awer, and how | mght, particularly in
this context, have access to information that m ght
actual ly have an inpact on how you think about this study.

| think it’s clear, if there are a couple of
features about this study that nmake it very clear, we need
to think very carefully and there’s been a | ot of thought
al ready about what data is collected and how it is secured,
because it’s longitudinal — everything has to be
identifiable throughout this at sone |level, and you are of
course asking about sensitive information, information that
you need. Certainly we want you to be aski ng about nental

health effects and other sensitive issues, that’'s an
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i nportant conponent, but it also heightens the
confidentiality concerns that participants may have.

And as was already alluded to, we can really
anticipate there will be litigation. | can inmagine
probably nore types of litigation than you can, but as was
al ready nentioned as well, there may be ways in which
sonebody who is participating in the study nay becone
involved in litigation that has nothing to do with your
study, and yet the information in your study, if sonebody
| earns about their participation, my be relevant to them
and they mght want to get access. So it’s about thinking
t hrough these processes early on.

So the first question | think that’s inportant,
and as | say, just listening to the norning session,
there’s a lot of work already going on in this, but it’s
t hi nki ng very deliberately about what information are you
collecting and why. \What do you really think it’s going to
i nvol ve, and there was a comment nade earlier — Dr.
| zevsky(?), | think it was, who nentioned how there are
guestions they don’'t ask in their study because they don’'t
want to be placed in a situation of having to report, and
so thinking about do we need this information — if you need
it, fine. Justify it, that’'s great. But if you don’t, and

it mght put sonebody into a situation or m ght put your



167

research people in a situation in which they would have to
report, then just be deliberate about what you do and do
not include, and just — | checked, |I’ve done sone research
in the past about mandatory reporting.

| don’t have information on all the five Qulf
states, but | can tell you, in Florida and in Texas,
everybody is a mandatory reporter of child abuse, so if you
have people going into the honme, as you do, who w tness
sonet hing, they could be a mandatory reporter, so again,
you just need to think about those issues and what it neans
for how you deal with this data.

The next question, | think, is what are we going
to do to protect the data? And when | |ooked at the
protocol, obviously, there are already sone very standard
approaches that are in there that are totally appropriate.
Sone of the details may need to be worked out, and often
are worked out in other docunents rather than in the
protocol, but in your operations manual, especially, as
you're dealing with so many people, you're dealing with
SRA, you want to nake sure everybody is on the sane page in
how you deal with this, the things that stand out to ne
are, when you're coding, is it truly non-identifiable,
especially as information is going to be downl oaded to

those | aptops or tablets or whatever, the |I-Pad, whatever
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is being used, so what information, what identifying
i nformati on, may be downl oaded onto sonet hi ng which may
then conprom se your ability to secure it, or howis that
bei ng handl ed, just to think about those things.

| think entirely appropriately, there is a
statenent that you' re going to get, the Certificate of
Confidentiality. Gven the anticipated litigation, | think
it’s incredibly inportant, and for everybody in the room —
not everybody may know what this is — it is sonething that
is given to researchers who are collecting sensitive
information that allows you to protect against conpelled
di scl osure.

And under the statenent, it is conpelled
di sclosure in any local, state or Federal |evel,
admnistrative, |egislative or court proceedings, so by its
terms, it’s very, very broad. But it covers identifiable
information, and so there, also, you need to think about
how are we actually going to continue to protect that?
Just applying for the certificate may not be enough, and
havi ng good practices in place for making sure that you
don’t disclose sone information in sonme way that m ght

prevent that protection fromhaving its maxi mal effect.
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So given good plans for sharing of data, to make
sure you get maxi mumuse of this data and maxi num
i nformation, you need to think about how that is shared.

Certificates are given on a project basis, and so
t hat nmeans you have to think about whether or not those
subprojects are covered, or do you need to require people
who are going to use your data to get a certificate of
their owmn, so that data continues to be protected and they
can assert it? You want to think about if we do get a
request, what information are we, in fact, disclosing?

If it can be rendered non-identifiable, sone
informati on may be gotten through a | awer’s request, so
exactly what is non-identifiable here, and think, | know it
was stated in the protocol, we don't necessarily know what
ot her databases may be out there. As | say, as a forner
l[itigator | can tell you if it is a litigation involving
BP, for exanple, they would have information from enpl oyers
for their enployees. Certainly, if sonebody was nmeking a
claimthat | was injured, ny health was injured, they can
get nedical records and other things, so there may be
informati on that when conbined with other information they
can | ook and say, with this data, we know who it was.

So just thinking about those conbi nations and

where that information may cone from so again, when you're
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sharing with others, how can we limt that so it’s not too
identifiable, as well as what other ways can we do this?
And having a plan so everybody knows, whoever’s getting
this, if we get a request, how are we going to respond? So
soneone doesn’t inadvertently say, “Yes, they're in our
study but | can’'t give you the information” — and now
you’ ve given out identifying information.

|’ ve seen court cases that that identification
in some cases, may be enough. So you really want a
protocol that really is maximally protective, and everybody
at every level understands that. And sort of relatedly,
I’d like to suggest that you think about adverse events as
even just a request. |If there’s a reporting nechanism so
that again, fromthe main study you re aware of anybody’s
interested in your data, and you can help coordi nate and

maki ng sure you maintain this protection going forward.

In the limted tine | have left, | did want to
raise — | thought it was fascinating that you re thinking
about using social nedia here. |It’s also another place

that raised a concern for ne, and sone of it really is how
do you use it? And I'’minfluenced here by reading in ny
| ocal newspaper and ot her places about people putting in
sonme information that they think is going to their friends,

and actually, they've added a bunch of other people, and
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depending if they're not controlling their privacy
settings, it’'s going down to a whole | ot nore people.

So again, if people who are participating friend
the study, that could identify them again, as participants
in the study. So just think carefully about how can we use
the social nedia to keep people informed w thout
unintentionally identifying themin particular ways that is
not what they would have wanted in the first place, and may
al so conprom se the ability to protect the rest of the data
i n other ways.

| think 1"mgoing to go ahead and stop there.

One other point, and that is whatever you decide you can
prom se, and | did hear earlier that we understand we can’t
guarantee, but we need to have a consistent nessage
throughout. | did notice in the Frequently Asked Questions
docunent, which I think is a fabul ous approach, | think

gi ving people information is so inportant.

But there was a statenent that suggests that no
one el se except for research team nenbers can see that, and
in fact, that’s not actually true. There nmay be auditing
pur poses, the IRB nmay be able to ook at it, so it’s just
bei ng very consi stent about the nessage and not
overprom sing w thout also underprom sing, because you are

taking strong efforts to try to protect.



172

DR DOM NI Cl: Thank you for all your comments.
| amtaking the initiative, asking one or two questions,
and then inviting the commttee nenbers to ask questions,
and then the rest of the audi ence.

So as | was listening to all your comrents in
addition to this nmorning’s comments, that are ranging from
data security, data managenent, and al so how to provide
nore details about how the study will be conducted, it
rem nds nme maybe to go back to the usual framework of when
we submit a project grant, where you have an adm nistrative
core, you have the data core, and you have a biostatistics
core. And it seens to ne that the adm nistrative core is
where you provide all the details about how the study w |
be run — is there a steering conmttee, who is responsible
for what - the data core actually — it seens to ne that
probably 80 percent of the conversation has been around the
data core.

| mean, very broadly speaki ng about data
security, data maintenance, data quality, |inkage of data
sets, which it seens it’s going to be, and how you’' re going
to make it accessible, and then, this is ny own bias in
terms of the biostatistics core, and naturally Steve Cole
mentioned this norning, in ternms of thinking a little bit

nore specifically about what type of analysis we wanted to
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conduct and what are going to be the types of the
statistical expertise, so then it could informback of what
type of information we want to coll ect.

Now | understand that you ve put together this
amazing project in a very short period of tine. So anyway,
this is a very long question, so | was wondering if you
could share with us a little bit of your thought of how
woul d be the tenplate for your data core and the
adm ni strative core?

DR KWOK: | just want to thank the conmttee for
very hel pful suggestions, and these are wonderful comments
and feedbacks. W’re not operating in a vacuum W have
been working very closely and have a | ot of experience with
the other large core studies; for instance, our Pl Dr.
Sandler, working with the sister study. So we’'re using
that as a tenplate in ternms of how to nove forward, and
| ooki ng at ot her successfully-run studies that have
i ncorporated, of simlar size and conplexity, adding these
adm ni strative oversights for further data collection
aspects.

But obviously, the protocols are being refined,
and we are still in nmeetings with the states and the
communi ty groups, and as we di scover additional

information, we are working to incorporate those into our



174

protocol. So obviously, none of these are final, and we're
still working, but we have the tenplate, for exanple, to
the sister study, and we’ ve been refining it based on those
things, to tweak it to be nore specific. Does that nake
sense?

DR. DOM N Cl: Questions fromthe commttee, or
woul d you like to add sonet hing?

DR. SANDLER: | just wanted to respond directly
to the overriding structure. You know, we haven’t had an
opportunity to invite who's our steering conmttee, who's
the executive commttee that’s going to be working on al
the various aspects, but SRA the contractor, they're a
mle fromus. W have regular staff neetings once a week,
we're in daily contact, and we’'ll continue to have these
sort of regular neetings. | envision a steering commttee
fromN EHS with ot her governnental agencies that deal with
day-to-day decision making. In ny previous studies, we’ ve
done this. W find that over tine, you need to neet |ess
frequently, but early on, it’'s a really close working
rel ati onship.

There will be — the advisory boards will neet
regul arly, of course they don’'t deal with the day-to-day,
but the structures and establishing those and witing them

down, | think was a wonderful suggestion, and it’s not that
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we haven’t thought about it, it’s just we didn’t put it in
the protocol, so | wll assure you that those things wll
be paid attention to.

And the idea of thinking about this as a program
project grant, that’s a great idea. But there are al
t hose conponents, and they all have different details, and
what goes into the protocol that goes to scientific review
as opposed to operation, sone of that style of thinking,
where to put that information. But | hope we don’'t have to
nmove forward until all those things are figured out.

DR. RI CHARDSON:. Just a response. | assuned that
was the case, because the study teanis definitely
experienced with these kinds of studies, it’s just that
havi ng seen the studies that work well and the ones that
don’t, that are large like this — one of the conponents of
themfailing is not having sufficient up-front attention
paid to these adm nistrative details, because when you have
So many — as you know, better than | do, when you have so
many di sparate pieces, that all are really inportant, but
there are so many of them and the |evel of conplexity
involved in what they're doing, the levels are so deep that
deci sions get made and the study | eadership, the ones that
get derailed, the studies that get derailed, the study

| eadership finds out only about these things far down the
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road because of the communication — the conmuni cations
structure i s not enphasized early enough on, because these
things are so | arge.

DR. SANDLER: | think this is a really inportant
point, and | spend a lot of tinme in the trenches, and it’s
silly, but the thing that we found that’ s the nost useful
is we have this nega-spreadsheet with sort of tiers to
ot her pages, and we start every single study neeting with
okay, here are the decisions that are nade, here’ s whose
hands it’s in. It took us a while to figure that out, but
t hat one overriding organi zational structure, it seens
sinple in retrospect, but it is really key, and the | ast
time | wsh I'd thought about it up front.

DR. DOM N Cl: Any questions fromthe commttee?

DR. WARNER: |’ m Charl es Warner fromthe Al abama
Department of Public Health. | have a question for M.
WIlf. 1|Is there a convention about the right of a

participant to access his or her data for their individual
benefit or purposes? For exanple, sone fol ks who are
interviewed and enrolled in a study may not have sought
medi cal care, but yet nmay feel that they’ ve had an adverse
effect, and when it conmes to litigation, their

docunentation as being a participant in the study and the
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data that they've provided into that study may be their
sol e source of evidence of a claim

DR WOLF: I’mnot aware of there being a
convention — in part because there are tines when there are
reasons that if it’'s a controlled trial where you don’t
want to be giving the information, and it’s one thing when
sonebody shows up in the energency room and needs to be
unbl i nded for that purpose versus sonebody who cones in
because they have a litigation concern. So |’ve not seen
it.

Certainly, we know part of what HI PPA has been
about is giving that control to patients, because patients
woul d sonetines seek to get their nmedical data, and their
doctor wouldn’t give it to them So I think that would be
one of those things where the researcher would have to
think about it, and to the extent it doesn’'t destroy the
study, would want to give the support — but that also
i nvol ves potentially the researcher and litigation, which
can tell you is not fun. Nobody wants to go in and get
deposed, nobody wants to — it’s a tinme suck for one thing,
you just — it was nentioned how | ong the Exxon Val dez cases
go, the litigation runs very long and things are often
del ayed, and you can sit, for the time you re supposed to

go in for eight hours and still not — and things will be
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post poned, so there are questions about how invol ved peopl e
want to be in that case.

Did | answer your question?

DR SEGER: H, |I'm Russ Seger with the Florida
Departnent of Health, and I’m going to continue on the sane
theme and ask the sane speaker — this was a question | was
wanting to ask this norning, but for time, | didn't.

It’s nmy understanding that in settlenents, class
action settlenments or settlenents with individuals, there's
often a requirenent inposed on the plaintiff not to
di sclose information, and if that’'s the case, and
especially in a long-termstudy like this, could that
i npact the study in a negative way, so that people enrolled
in the study who now are party to a class-action | awsuit
can’'t give information in surveys or questionnaires or
interviews, et cetera?

DR. WOLF: That’'s a matter of what the agreenent
is about. And it is very typical to have a confidentiality
agreenent in a settlenent, because the conpany settling the
clains doesn’'t want people going around and saying, well |
got a mllion dollars from ABC Conpany, and people then
deciding that they can go after it for a simlar reason, as
well as they don’'t want to be admtting liability in any

way, shape or form
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That’s different frombeing — usually it would
not cover whether or not | can tell you |I’ve been to the
doctor, what | was working on, those specific details. It
is about the settlement dollars and the settlenent fact, is
often what that’'s really tal king about.

DR. SANDLER: Can | ask that question again?
Because we were told that there have been simlar instances
where individuals were told that we’'re going to sue on your
behal f, and in order to make that happen, you should not
participate in research because you shouldn’t disclose your
information, and so it may happen, there’s nothing |I can do
about it, but are there things that we should think about?

DR. WOLF: That would be a different portion. The
settlement — confidentiality agreenents in a settl enent
cones after you ve been litigating, you ve done discovery,
you’' ve done all this stuff. You' re talking about
plaintiffs’ lawers trying to gather up plaintiffs — and |
did do — the plaintiffs’ work that | did was not that kind
of work, | represented individual inventors in patent
l[itigations. The |awers can recomend it and certainly
that’s what they' re trying to do and trying to prom se that
the only way you're going to get any dollars at the end of
the day is by doing this. It wuldn't be a legally binding

agreenent, although they may try to nake it as part of
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their contract of services. | don’'t knowthat it’'s
necessarily the best way to practice law, but it’s not an
experience that | have, so can you prevent that? | think
you can talk to people and explain — talk to them ask them
to ask their |awer about it.

Alot of tines in these cases, the plaintiffs
don’t have a lot of contact — individual plaintiffs wll
not have a lot of contact in a class action suit with a
| awer, | nean they’ ||l have sonme, but it’s not |ike an
i ndi vi dual whose being represented by an individual |awer,
to have that contact. But otherw se, just explain what
you're trying to do, what protections, and just try to
per suade t hem

DR. FINEBERG Just two points. This discussion
makes nme wonder, and again, Leslie, you nay be in the best
position to answer this, but others may know too — Is there
anywhere a set of guidelines, a protocol or a nore
el aborate description of best practices in epidem ol ogic,
| ong-term cohort studies, to protect and preserve the
privacy interests of participants, and if not, is that a
task that needs to be done? That's one question. And that
woul d apply, obviously, not just to this study, but any

nunber of studies.
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The ot her questions are really thinking about
this issue of ensuring participation over a |ong period of
time, which is another real concern as the flip side of
this. It grows out of a recent study that | was just
heari ng about, which happened to be a study of obesity and
di abetes, and what was interesting about this study wasn’'t
the findings particularly, to ne, but what was really
interesting was the fact that this study involved certain
group activity over web-based interaction. That was the
nodel of the intervention.

And what was striking was that when the study
ended, the participants did not want to stop. They wanted
to continue with the interaction and the conmunication and
the group identification beyond the tine of the settlenent.
Not hing to do with what the interests of the investigators
were, it was what the participants found val uable for them
So the question in connection with the study at hand is
have you given thought to the possibility of using social
networking as a vehicle locally to encourage and support
| onger-term participation, and a kind of parallel set of
t houghts around the community advisory activity that you' re
contenplating — could that be coupled or even utilized as

nore of a continuing advocacy and outreach activity that
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goes beyond sinply advising you, but being al so anbassadors
for the programin an ongoi ng way?

So those are two disparate, but | think, both
pronpted by this discussion.

DR WOLF: So in ternms of the best practices for
epi dem ol ogy, | don’t know of — the one thing |I can hand
you is, thisis it — |1’ve seen pieces of talking about it,
and | think there’s probably at |east sone suggestion out
inthe literature. In terms of — with respect to the
certificate, |legal conponent to it, | amcurrently doing an
NI H funded study on certificates of confidentiality that
has a | egal analysis conponent, and although we're very
prelimnary at that, |I'm beginning at |least to form sone
i deas about best practices, given what we’ ve seen. That'’s
one of the things |I hope we will contribute, but we're very
early in trying to identify those things.

But | do think, that is certainly the approach to
take, is thinking what are sone of the best practices so
t hat everybody knows throughout the study and can do it
from the begi nni ng.

DR. SANDLER: There is a lot of guidance that’s
been recently devel oped in best practices — on best

practices for biorepositories, that’s been anbi guous
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whet her they’'re biorepositories or data repositories, and
so sone of the commttees are dealing with all of that.

Not down to the nuts and bolts yet, that |’ve
seen, about what’'s the best security, what’s the best
conputer systemto store your stuff and what kind of, how
many | ayers of passwords do you need in order to protect
the data, but certainly the elenents of the things that you
need to think about have been in discussion, and it
i ncl udes dat a.

DR KWK: In regards to the Wb 2.0 resources,
we have thought about it, and in our initial discussions
with the community, we are aware that it is underutilized
in certain populations. | know that sonme of the shrinp
boat operators don’t use the internet at all. On the flip
side, as Larry nentioned this norning, over fifty percent
of the population in the NIOSH roster area provided an e-
mai | address. So presumably, they are nore connected. So
we’'re exploring those avenues right now, in |ight of
privacy and confidentiality concerns. N H doesn’t have a
specific policy in terns of 2.0 resources |ike Facebook and
Twtter, and so we're trying to bal ance the privacy issues
on one hand and then the community engagenent, advocacy on
the other, to be appropriate on both sides, so we’'re stil

exploring that.
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DR. FINEBERG Even as an experinent it would be
very interesting, sub-experinment, if you want.

BOARD MEMBER: | just wanted to nmake a quick
foll owup comment to what Dr. Fineberg had said. |’ maware
of a simlar kind of experience happening not through the
web, and just to put that out there as well, particularly
i f you have people where either you' re concerned about
privacy concerns or you have people where that’s not the
right mediumfor them But | think it’s another way of
sayi ng sonething that canme up this norning, which is you
want the people to feel like their participation is
val uable to them and basically in research, we're
general ly goi ng around and aski ng people to do us a huge
favor, for sone payoff that happens in the future and often
not to them

And to the extent to which we can get themto
understand that, but then also we actually really have
sonething that we can offer then, even if it’s not the
heal th information they wi shed that they could receive, and
| think it can be lowhanging fruit, since it’'s probably
nore for the panel we' re about to have next on conmunity,
rather than data, but there really are sone, | think
fairly easy ways to get people together to talk about their

experiences, to do all sorts of things that are nice for
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them and | o and behold, it actually really does enhance
their conmtnent to the study.

DR. TOLLERUD: Just to cone back to Dr.

Fi neberg’ s openi ng remark about how delicious it is to
suggest things to the NIH, one of the things that the many
grants fromthe NIH now require is, particularly in things
that involve community involvenent, is a plan for
sustainability at the end of the funding period. And I
woul d actually encourage you to think about that as well,
because you don’t know after five years, or whatever.

But these are communities that are incredibly
engaged. They got hamered by Katrina, they got hamrered
by this bill, they' re tough, they're resilient, they’ ve
cone back before, they' |l conme back again, and |I think this
woul d be a real opportunity to provide themw th the
fundi ng you have, to provide themwth actually sone
assi stance in organi zing around environnental issues that
wi || perhaps give themthe nomentumto be sort of nore
structured and to carry the thing forward, as opposed to ad
hoc groups who have already sprung up who don’t need your
hel p because they’'re already going.

You' re going to be going into a |ot of
communities that don’t necessarily have that underpinning

of a grass roots organization, and | think there’s a real -
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you're going to need to do it anyway to get your enroll nment
and to sustain your cohort, so there's just an opportunity,
| think, to kind of think about that in the sustainability
metric, so that you sort of give themthe tools and figure
out who can actually carry this forward going into the
future.

DR DOMNCl: | amtaking the opportunity to ask
a question, then. Just as a clarifying question, noving
forward, and that was sonething that was brought up by
David, | think there is no doubt that this is a very huge
task, and that you have been putting this project on in a
very short period of time, and | think everybody agreed
that you need a |l ot of expertise and a |ot of help.

So, David pointed out, as a general suggestion,
that in addition of just getting advice, as has been the
frame of today, to basically have nore conpl ete
i nvol venent, basically expandi ng the nunber of
i nvestigators that woul d be working the study. Have you
t hought about this, and what would be the process? | would
like to know i f you have sone thought of noving forward,
how you are going to include nore expertise, basically nore
peopl e that can help you by doing this.

DR KWOK: It has not been a formal process per

se, in terns of engaging the investigators, | think. W’ ve
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reached out, in ternms of identifying the areas that we are
deficient, in terms of expertise, to get this efficient
process, but | think we welconme the opportunity to
col | aborate with other investigators. Dale, do you want to
speak nore about that?

DR. SANDLER: | think we’ve been researching the
researchers. W’ ve been |ooking — who’s witing, who has
t he best chance of actually contributing sonething that we
need to the study, and we started tal king with people, and
we wll continue to do this. Qur plan, all along, has been
to bring in nore collaborators. There’'s going to be nore
data, nore tasks and nore disparate areas, health areas, to
focus on, and we don’'t have that expertise in-house. So we
will do this through several nechani sns, defining
col | aborators or consultants, and then through these other
add-on studies, there wll be opportunities for co-
i nvestigators, so whoever responds to our requests for
proposal s for the bionedi cal sub-cohorts, they will need to
be col |l aborators, so that everything we do is coordinated
in one armto service the purposes of the other arm

| think it’s sonething that we need to do, and we
wi sh we had tinme to have done that up-front, but | think

there will be opportunities. And we’ve also reached out to
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our Federal partners. W hope to get Federal coll aborators
on the study as well.

DR. DOM NI Cl: Just as a general thought and one
thing to think about, is to be able to, and that was
sonet hing that was discussed this norning — to what degree
defined the primary scientific questions, a little bit nore
specific way, that will be conducted by this particul ar
study, and then, what woul d be the additional questions
that will be addressed through the bionedical cohort or to
addi ti onal RFA, because | think that right now, at |east as
it sounds, it is a very generic, a very broad array of
outcones, a very broad array of exposures, and so it’s hard
to get.

DR. SANDLER: So | think that the outcones
actually — so maybe it was too subtle? O are there too
many other things — but | think that it’s clear that
respiratory health is a key conponent, and nental health is
a key conponent.

The respiratory health, we know who our
col | aborators are. Mental health, we don’t, and so that’s
clearly a need that needs to be filled. W believe that
neur obehavi oral function is a key conponent, and we wll be
reaching out to do that through the bionedi cal sub-cohort,

because it involves nore intensive study. |It’s not really
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sonet hing you can do well through a questionnaire. So
anything el se that we would collect on general health is
secondary. | think people have pointed out, there’s an
interest in reproductive health and I see that as sonething
that we would do. It’s an opportunity for sonmebody else to
partner with us to do that, and we are trying to nake sure
that we capture enough information so that we will nmake

t hat possi bl e.

PARTI Cl PANT: | have a question regarding data in
terms of the finding. It seened like the recruitnent that
you’'re going to get involved in with certain popul ati on,
vul nerabl e popul ation, it would be comunity | eaders. So
if there’ s an understandi ng between the PI and sone of
t hese comunity | eaders, that in good faith, they think
that there are certain findings that you' re not going to
report, have nothing to do with workers and the (54:06.9)?,
but it has something to do with their comunity personally.

Let’s say if you present your report to these
comunity | eaders, and they say “lI do not want you to
docunent it” — so what are some of the legal ram fications?
Because | know that certain communities feel that trust is
a matter of your word, it's not in witing. So in certain
communi ties, nmaybe the community | eader, these faith-based

communi ty-|l eaders, think that “Well | trust this PlI, this



190

Pl is going to do us well — this PI is going to protect ny
community.” So there are certain data findings that m ght
construe negative inmages of that particular community.

What are sone of the legal ramfications, in the heads of
sone of these comunity | eaders, that is your
responsibility, that we give you this population, we’'re
sharing, we trust you.

Reci procity nmeans that you don’t report certain
things that m ght be danaging to us. So how are you goi ng
to deal with that?

DR. WOLF: So you asked about | egal
ram fications, so there, | nmean, there’ s not necessarily an
obligation to report certain things fromthe | egal
perspective, and nore it’s a matter of what do the
researchers feel, and what did they tell, the communities
that they were going to do? And so, you know, just sort of
a backdrop in the biodepository context, where that has
recently conme to light, was the Havasupai tribe in Arizona,
where speci nens were collected, they were told it was for
di abet es research, which was sonmething that the tribe
identified as a health concern of the tribe, and they were
willing to participate.

Unbeknownst to them although legally permtted,

per haps, they were used for other purposes, including
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schi zophreni a research information, research on inbreeding,
and nost inportantly, at |east in sone ways, fromthe
tribe’ s perspective, research on mgration, which suggested
that they cane over the Bering Strait, instead of being
born in the blue waters of the Grand Canyon. The tribe
brought suit against the researchers, saying that this was
not what we agreed to, recently settled the case.

| mportantly, Arizona State returned the materials
to them but it didn't change the fact that the research
was done. So there, | think it’s nore a matter of trust.
The | aw doesn’t really support their clains in nmany ways,
but I think the University recognized, it’s a changing area
right now, in terns of what peoples’ expectations are, and
al so some of the inplications, so it’s beginning to nove
and | think that's part of why they backed off.

PARTI CI PANT: VWhat about undocunented — (off

DR. WOLF: You’'re asking about undocunented
status. Well, that goes back to ny point earlier of do you
need the information? |[|f you don’'t need the information,
don’t ask the question, then there’s no obligation, the
comunity feels protected, that's the stuff that | think
needs to be thought about. Do we need this information or

would it be harnful to sonebody and yet not tell us
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sonething inportant in terns of the health outconmes? |If
you don’'t need it, don’t ask it, and that way, you're in a
good situation.

DR. TOLLERUD: Let me ask you a very specific
question. |If you re going to use passive long-termfoll ow
up of nortality, you need a Social Security Nunber. Right?
|’ m not aware of another way to do it. Wth ND - Can you
get NDI information w thout a Social Security Nunber?

DR. SANDLER: You do a better job of linkage if
you have Soci al Security. You need a certain anmount of
identifying points. There s been a nove toward | RBs asking
you not to collect Social Security, but to collect the |ast
four digits, and so then you're dealing with other issues
related to probabilistic matching, but you do need sone
information for tracking, which we woul dn’t have, for
sonebody who didn’'t have a Social Security Nunber, and so
they would not be contributing to the tracking, because we
woul dn’t be able to find then.

But | like the idea of don't ask if you don’'t
need the information. One of the things that we’ve
di scovered in our other settings is people were worried
about illicit drug use, and we know that this is a concern
in a stressed comunity - if there’s nore drug abuse,

there’'s nore al cohol abuse. W asked about al cohol and
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tobacco. W’'re not going to test for illegal substances.
Sonebody el se can do that research. 1It’s not really
directly related to this question.

DR. TOLLERUD: Especially in a worker popul ation,
| will tell you that any time you get a urine sanple, their
assunption is you' re doing a drug test, so that’s sone
education that you'll need to do right up front.

DR KWOK: And it really is engaging the
community. | think what they' re doing, and | think Dale
and Aubrey wll be able to talk about it in the next panel,
in terns of really doing the necessary community outreach,
doing the necessary stuff in terns of is educating them
why we’'re collecting this informati on, what we’'re
collecting, how we’'re collecting it, and really working
col l aboratively with our community partners to make sure
that they are understanding of what we're trying to do.

But we’'re not planning to ask about undocunented
status. There’'s no plans in the study to do so.

DR. RICHARDSON. | would just say, this is
anot her exanple of why it should be a partnership, as
opposed to, we are just going to informyou of what we’ve
done. Wen folks are involved early and often, then these
things are identified early before they have a chance to

really — because quite frankly, those are deal -breakers in
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comunity eyes, and it’'s hard to recover fromthat. And
when you have this sort of interactive relationship early
on, then these questions of “Do we really need to ask
this?” wll come up and be identified early and elim nated
early.

DR. KWOK: Wiich is why we’ve been in the states,
and we’ll continue to do so.

DR FARFEL: Hi everybody, I'm Mark Farfel, from
the Wrld Trade Center Health Registry in New York City.
Thank you for the invitation to attend. | wanted to
congratul ate the study for, at least fromny point of view,
getting off to such an early and strong start. There's
obvi ously questions to answer, but at |east fromthe point
of view of the Registry, learning this sumrer how nuch had
al ready gotten off the ground is quite anmazi ng.

| just wanted — Leslie, you nentioned bei ng aware
of what we’'re asking and reporting requirenents, and you
menti oned adverse event reporting, and | just wanted to
mention the need to have very strong di stress nanagenent
protocols as part of the study.

As we know, there are going to be interactions in
the honme, and sone of those interactions nmay trigger actual
reporting if there's child abuse, but nore likely, it’'s

going to be a situation where the study participant or a



195

famly menber will be in distress, and that also may occur
during the course of the tel ephone interviews. So |’ m just
urgi ng you, based on the experience of the Registry, to
pull together a very strong protocol — it’s an I RB issue,
it’s protection of your staff and al so protection of the
study subjects and sonething that needs to be drilled and
practiced, particularly since you have five states you're
dealing with to coordinate calls, or sone way to facilitate
a three-way connection into sonething Iike we use in New
York City, which is LifeNet, or sone nental health resource
that can conme right on the line. Then of course, how do
you handl e the 911 energency calls in different areas?

DR DOMNICl: Can | ask to clarify for ne,
because | couldn’t hear — so you say a three-way
connection?

DR. FARFEL: Yes, we found when certain, what we
call the mddle level of distress, is detected either by
the tel ephone interviewer or by staff nenber, when we have
an inbound call, with sonmeone enrolling in the registry,
asking a question or wanting to give us information, and
that person neets the criteria for a certain |evel of
distress, we offer to connect themvia three-way call, so
all of our staff stations, people that have direct

communi cations with our enrollees have the ability to do
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three-way calling feature, and if the person agrees, then
we connect themright away, make the connection and our
staff gets off the line and they have the conversation
privately with LifeNet. [It’s something | can’'t say that
we’ ve used very frequently, but it’s sonething that staff
need to be very famliar with and to be able to drill that
so it happens snoothly, so of course then there’s also the
| RB reporting of those events.

And then the followup to anything that involves
911 calls being nade is inportant, too.

DR. KWOK: That's an excel |l ent suggestion, thank
you.

We're currently devel oping the ROBs and SOBs for
the protocol itself, so we do plan an intensive training
and conprehensive training of all of the field interviewers
to incorporate these aspects.

DR DOM N Cl: Well | would Iike to thank you
agai n, panelists, for the comment, and we are noving to the
next session.

DR. GOLDVMAN.  We want to go ahead and invite up
the panel for Session 3, Relating to the Conmunity:
| nvol venent, Trust, Transparency and Conmuni cation of Study

Results and Susan Santos is here to chair it.
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Session 3 —Relating to the Community: Enroll ment,
Trust, Transparency and Conmuni cation of Study Results

DR. SANTCOS: Ckay, so we’'re going to nove right
along. [I’'Il just introduce folks as they’'re comng up to
the table, to keep us on track, and it’s going to be the
sane format. We'll have three panelists who will each have
about 15 mnutes and then we’'ll open it up for questions.

So the first panelist is Roxane Cohen-Silver,
Prof essor, Departnment of Psychol ogy and Soci al Behavi or,
t he Departnent of Medicine at the University of California
Irvine. Qur second panelist will be Maureen Lichtveld, who
is Professor and Freeport McMoRan Chair of Environnental
Policy and Associate Director of Popul ation Sciences for
Loui si ana Cancer Research Consortium at Tul ane University,
and then lastly, Howard Osof sky, the Kathleen and John
Bricker Chair, Professor of Psychiatry, The School of
Medi ci ne at Louisiana State University.

And | should clarify that it’'s twelve m nutes,
not fifteen mnutes, and al so we have Audrey MIler and
Dal e Sanders from NIEHS to coment on the study itself.

DR. SILVER |'’m honored to have this opportunity
to conmment on the proposed study this afternoon, and there
is much to be commended in the study — the design, the

nmeasures, the nethods, the procedures are state of the art
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and sound. But this is a challenging study, to be sure,
for several reasons.

As has been already acknow edged, there is sone
skepticismand m strust about the governnent’s role as the
di saster has unfol ded, and although it is enornously
i npressi ve how much has been done thus far, this effort is
basically starting later than is ideal. So doing it right
is critical, and this is also, | believe, the opportunity
to consider the broader health inpacts, beyond primarily
physi cal health effects, as well as an opportunity to
consi der the broader community inpacts, beyond cl eanup
wor kers and beyond the study of health.

So how do we do it right? Well, there are a
nunber of challenges and |'’mgoing to just take a couple of
mnutes to reflect on what | see as challenges in enrolling
partici pants.

We’ve nentioned that it is inportant to maxi m ze
public engagenent and participation. So | ask, what
factors can ensure a high response rate? | read the nunber
70 to 75 percent; that's an extrenely high nunber, and |
think it’s achievable, but there are sonme things that need
to be done in order to achi eve high cooperation and public

engagenent .
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And | think one very inportant one is encouragi ng
a sense of personal responsibility for participation anong
eligible respondents. Am| special? It doesn't nmatter if
| say yes or no. | think focusing on | arge nunbers, fifty-
five thousand people, mnimzes a sense of individual
inportance, and | think in order to get people to be
engaged and wlling to participate, they have to feel
speci al .

| would al so encourage the researchers to
consider random sanpling fromeligible lists. | understand
t he chal | enges of conpletely randomy sanpling, but given
that enrollnment will take approximtely twel ve nonths, |
t hi nk one can articulate how enrollnment will be conducted
over time, and consider seeking representative cohorts,
per haps nonthly.

In addition, | think we’ve nentioned this briefly
earlier, but | think that providing an effective incentive
to participate, why ne? — is extrenely inportant, and I
think articulating why the individual respondents’
participation is crucial - rather than seeing the val ue of
the study as a whole, identifying why this person is
sonebody that you want to engage in this research

| also think it’s very inportant, and | know it

was nentioned a few tines in ny proposal, but | think that
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this should be addressed very clearly and perhaps up-front
— countering public skepticismor suspicion anongst both
the workers and community sanple. Coming in froma
University, University of California at Irvine, is one
thing. Coming in fromNHIis another, and | think that

t hese kinds of issues should be tackled up front.

| think we’ve discussed previously, but ensuring
diversity of participants, special popul ations, neans that
one nust recognize that there are differential reasons for
participation anongst different potential groups, and a
one-size recruitnment strategy mght not fit all.

There are a nunber of research chall enges once
you get people involved, and a very inportant one is
mnimzing attrition, soit’s one thing to get 70 to 75
percent of people to say yes up front, but it’s another
thing to get 70 to 75 percent of people to give you hair
sanpl es or toenail sanples, and | think fostering
commtnment to the research enterprise is critical, so if
| mone of 55 thousand, does it really matter if | drop
out ?

Havi ng | arge nunbers can actually trivialize the
i nportance of individual participation, and | woul d

encourage continuing to focus on the inportance of the
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i ndividual, to feel sone commtnent to the research
enterprise.

| noticed the nention of contact information, and
| think I would have to say that it was inadequately
attended to, | believe, in the protocol, because | would
recommend collecting information early, during the initial
contact, and repeatedly, nore than just annually, even if
it’s done by sending an e-nmail to see if the e-mail address
actually works, or a phone call or letter to see if the
address is still wvalid.

| have seen people do incredibly inpressive
research with individuals who are honel ess, and they get 90
to 95 percent retention rate because they coll ect
incredibly effective re-contact information up front, and |
woul d argue that this is a critical piece that has not yet
been got t hrough.

| think that we’ve tal ked about, at |east alluded
to at sone point, the inportance of being sensitive to
respondent burden, but again, respondent burden inpacts
attrition, and one should not only think about the kinds of
gquestions, but the frequency with which it’s appropriate to
re-contact people in order to mnimze attrition.

| also want to comment, as a person who conducts

this kind of research nationwide, |I1'd |like to comment
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specifically on the notion that there is a conparison group
of unexposed i ndividuals, perhaps famly nenbers,
i ndi viduals who were trained but didn’t actually go out and
do the work. Froma nental health standpoint, which is ny
angle, | think one should not assune m ninmal inpact on the
indirectly exposed; in fact, work that | conducted after
Septenber 11 nade clear that direct exposure and indirect
exposure share sone very clear comonalities.

| also think it’s very inportant to distinguish
the worried well fromthe truly ill, and if one is using
self-reports, one needs to think about peoples’ tendency to
report not only exposure, but inpact, and | have to say
that over time, nore people said that they actually
w tnessed the attacks of the twin towers — as nonths and
years went on, nore people actually clainmed that they were
directly exposed, and so | think that the | onger you wait,
the nore people choose to — and | wouldn’t say this is
mal i ci ous, but the nore peoples’ nenories are in fact
reconstructed, and distinguishing the worried well fromthe
truly ill, I think, is an extrenely big chall enge here.

|, as a researcher, pay enornpus attention to
ensuring ethical sensitivity in disaster research that |
conduct, and | think that non-core of subject recruitnent

nmust be bal anced agai nst highlighting the inportance of
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participation, and I would suggest revisiting the consent
form which spends a ot of tinme up front, saying how nuch
peopl e can drop out, and doesn’t actually highlight the

i nportance of them staying in.

| think well-trained interviewers are extrenely
inportant, and | was very happy to hear a discussion in
this | ast session about the ways in which interviewers are
going to be trained, but one can also train the
interviewers to convert refusals — that is, people who are
not quite sure whether they're going to participate or not,
and figuring out the ways in which you can engage them and
get their cooperation.

| do also think it’s extrenely inportant to
provi de opportunities for refusal as well as initial
contact of consenting, of specific questions of ongoing
data collection, but again, this nust be bal anced agai nst
t he inmportance of continuing one's participation.

And | think, and this is sonething that was
mentioned briefly, and | have a great deal of experience
with this particular next point, | think that one needs to
prepare and coordi nate responses to anticipated respondent
guestions, like “Am 1 normal ?” — “Have you heard these

concerns from ot hers?”
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My respondents in ny studies always ask these
guestions of the interviewers, and the interviewers have to
have a way to respond.

Avoi ding potential pitfalls, | think it's really
i nportant, again, to acknow edge the political realities
and m strust regarding the consequences of this disaster,
and it’s extrenely inportant to recognize the inportance of
not having conflicting nmessages about the study and its
findings. | think there were sone extrenely inportant
points in the previous session about how conmunity
advocates may have a different nmessage than the researchers
actually want, and these kinds of conflicting nessages can
bl ow up in one’s face.

| think it’s really inportant to recogni ze t hat
trust is shaped through repeated actions, and once it is
lost, it is very difficult to regain, focusing on the
i nportance that people understand what they are being asked
to do, and agree to only that.

| also would like to strongly encourage the
monitoring of field workers carefully, especially if these
are contractors. | would encourage perhaps nonthly, or
maybe even weekly, stress rel ease neetings. Recognize and

address the strain of the job of the workers, particularly
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if they are nenbers of the community thensel ves. These
interviews may be stressful for the interviewers.

| would Iike to nention that | was very pl eased
to see the community advisory board. | think it’s critica
that part of the study enlisting community | eaders who can
encourage and support ongoi ng cooperation is extrenely
inportant, but | also would encourage the continued
i nvol venent of outside experts. The insiders have al so
been directly inpacted thensel ves, and gui dance of fered by
i ndi viduals who are outside the inpacted conmunity can
actually serve as a reality check on ongoi ng deci si on-
maki ng, post-disaster.

| think it’'s extrenely inportant that the public
for these five states be educated about the inportance and
val ue of creating a historical record. | didn't see any
mention of the value of actually recordi ng what peopl e have
been through, and that just telling your story, seens to be
a big notivator for people in this kind of research.
Coordi nating the nessage with nedia, schools or workpl ace,
primary care physicians, nental health agencies, faith-
based organi zations, can all serve to encourage cooperation
and continued participation. W’ ve noted that there is
menti on of providing access to information, phone nunbers

to call in, hot lines, web sites, even putting that on
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buses, in grocery stores. These kinds of things can
encour age peopl es’ engagenent in the project over tinme, and
recogni ze that the public often cooperates with trusted
i ndi vi dual s, but again, maintaining that trust is critical.

| haven’t heard very nuch di scussion about the
medi a yet today, but | would argue that the nedia are
crucial nenbers of this project, and openness with the
medi a breeds trust, trust is necessary for successful
cooperation, and so | would encourage considering
partnering wth the nedia, planning for and coordinating
with print, TV and radio in advance, and therefore
recogni ze the potential negative consequences of rel easing
early results before they are solidified and recogni ze t hat
if one is not open with the nedia, runor and di sinformation
wi || be dangerous and can erode trust and potentially bl ow
up in one’'s face.

| just want to take a couple of seconds to talk
about releasing the findings. | think that one should
recogni ze that the release of the findings for the non-
scientific comunity nust be cl ear and under st andabl e,
conci se and consistent, but | think that one needs to plan
for bad news, and therefore, the nmessage should be
rigorously pre-tested in advance — focus groups, neeting

with individuals — before the data go “public”.
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The message shoul d be sensitive to the age,
cultural, ethnic and educational diversity of the audi ence,
and one shoul d recogni ze that ambiguity and uncertainty can
be acknow edged as long as it is honest and believable.

As a researcher, | just feel conpelled to nention
sone additional research needs. | think that one needs to
t hi nk about clarifying the tinme course of synptons, which
argues for the continued and the inportance of | ongitudi nal
research, at what point do normal responses actually becone
pat hol ogi cal and warrant intervention, can we identify
early predictors of long-termdifficulty, identify ethnic
and cultural differences and response, and can we clarify
the differences between the inpact on the directly and
indirectly exposed, and just 1'd like to rem nd everybody
that the public is not a nonolithic entity. Sonme
i ndi vidual s are nore vul nerable than others, and all should
be part of the research sanpl e individuals who had prior
@Qul f di saster exposure, or people who had prior psychiatric
illness or pre-existing health care, health conditions —

t hese individuals probably were nore vulnerable to the
i npact of the spill. They should all be included in the
research.

I’11 skip this point, and just again nention the

i nportance of preparing for the next disaster. |deal
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research is prospective and longitudinal. It uses
representative sanples, and doing little mni-shot studies
is not going to be as beneficial as sonething like we're
seeing after this spill, where we have a conprehensive
assessnment and therefore, | would argue for using this
opportunity to coordi nate researchers, services and
agencies prior to the chaos of the next disaster. There
wll be one, |I’'ve been studying disasters for 30 years, and
| am al ways busy.

| think one should have a sort of on-cal
research team w th preapproved ethics board protocol s that
can be activated quickly, clear roles identified in
advance, pre-establish relationships with the nedia and
identify evidence-based strategies for the comrunication
message. Thank you.

DR. SANTOS: And it is a challenge to get all the
information in and I know we are only giving you a short
period of time. Maureen?

DR. LI CHTVELD. Good afternoon. | cone to you not

only as a scientist — 1 cone to you as a victim As a
victimfromHurricane Katrina, | |lost everything. | joined
Tul ane three weeks before Katrina. | conme to you in the
skin of our comunities — there are nore than one. | also

conme to you as one who can show the scars of having done
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al nost 20 years of environnental epi studies nationw de at
hazar dous waste sites.

So in that context, | particularly conme to you in
the name of our Director of Energency Services in the New
Ol eans Departnent of Energency Services, in the city of
New O | eans, who asked ne point blank, why are the | essons
not | earned? And so, | pose that as perhaps the nost
difficult question for the | OM panel.

This is how !l started. |In June, when you asked
us to participate, these were the four points | nade.
They're still valid, and | didn't want you to forget them
Regardl ess of how we call it, it is a disaster experienced
by communities. There is no substitution, you ve heard it
now, for |ocal know edge and expertise. Famlies suffer
when workers are hurt, and the health of the environment,
no matter how broadly we define the environnment, not only
the ecosystem is inextricably linked to the health of
peopl e.

This is what it is about. And we can’t say it
clearer. W have a historic burden of health disparities.
We can’t just nention it and nove on. There are existing
and continued environnental threats, and we deal with

exi sting and continuing disaster, so all inherent
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formdability conmes exactly fromthe intersect of this Venn
di agram

There is a true need to deci pher nmuch better
currently, and it’s a challenge for all of us, both the
proxi mal and the distal factors of health disparity, and
how t hose factors influence, in turn, the either expected,
antici pated or perhaps not so clear health effects, and so
enphasis on this kind of research will help bring us
answers to sone of the questions we still have.

There are many consortia, as | nmentioned — this
is one of them It’s an NIHfunded consortium across the
Qul f states, and one particular study that | aminvolved in
is creating assets wthin the community in a research-
driven sense in the formof disaster navigators.

| want to share with you sone early results that
are com ng out of our focus groups, and these are quotes
fromour conmmunity nenbers, and yes, | do support focus
group research — there’s enough of rigorous software to be
able to nmake sense of it, but these are two quotes —

“Yeah, because a hurricane is regular water,
we’ ve been through that before. But now we’ve got oil -
| aced water and winds. So really, what does it |ook |ike?”

The second one; “Qur beach life, our sea life,

which is a protection against hurricanes. But it’s also
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this food, this house for all our food, that we |ove so
much. | amnot sure that that will be repaired.”

And so this is the backdrop agai nst which we are
goi ng to operate.

Rat her than reading to you, you can read much
faster than | can. | just wanted to put in front of you
the nine principles of community-based participatory
research, and then ask whether indeed we are engaging in
true communi ty-based participatory research. W don’t have
to, but we have to recognize that, and so the issues of
using community resources and rel ationshi ps, equal
partnerships in all phases of research, co-learning — and
co-l earning cannot be by inform ng of outreach — it has to
be at | east both ways, a bal ance between research and
actions — comunities often expect services, not research.
And the need for looking at nultiple determ nants of
heal t h.

Ongoi ng assessnent of success — How am | doi ng?
It’s a long study, it's critical to do that.

D ssem nating information to all partners in
| anguages that are not only understood, but that is
particularly respectful. | think that’s often nore
i nportant than just understood — and that |ong term

conmm t nent .
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And so what are communities’ markers of success,
at least the comunities that | knowin the Gulf? First
is, what’s in it for themnust be what’s in it for us.
That’s a chal l enge for us.

Secondl y, outreach neither creates education nor
communi cation, and so let’s not confuse those three
concepts. There has to be a true conmtnment to education
and communi cation. Education is a prerequisite to
engagenent, and so having a seat at the table doesn’t nean
|’mgoing to participate at all, if |I’mnot educated about
what’s goi ng on.

And lastly, transparency fosters trust, and
transparency begins from Day One.

And so the first question we need to ask
ourselves is, what |evel of community engagenent will the
study adopt? | think if you throw out inform and consult
in that manner, and often, research studies of this kind
will not allow for true enpowernent, where we give al
deci sion-making to the other party whether the other party
is comunity — you're left with involve and col | aborate.

I f you |l ook at involve, the commtnent here is
that you work with the public to understand and consi der
the options. That doesn’t nmean you’re going to adopt the

options. If you |look at collaborate, though, it says
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“Col | aborate to develop alternatives”, whether it’s
alternatives to enrollnment or alternatives to retention
and identify solutions. The study, as it is currently
desi gned, actually hovers between the two, and | would
advocate that we go nore to the coll aborate side than the
i nvol venent pi ece.

And so | bring to you for consideration two
portfolios. The first one is to elevate community
engagenent as a study objective. Just be bold. Be
upfront, be bold, do it. Secondly, to avoid an
i nconcl usive by design outcone, this is not ny term nol ogy,
this is —and | ook at Elena, and you renenber this — this
is a report that cane out over 20 years ago, when | was in
my former career, to us fromvery frustrated community
menbers, because all the studies we designed at hazardous
waste sites, because of particularly the denom nator, they
were, in their eyes, inconclusive by design. So |I'msinply
using this termnology to bring up sonme issues.

And so in ternms of community engagenent, if we
truly are serious about community engagenent in the study,
just make it an objective. Make it an overarching study
obj ecti ve.

Let’s try to lead with the community engagenent

conponent. | value the establishnment of a community
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advi sory board, but Iike the previous speaker, | think it’s
critical to make that board be active, and yes, provide an
honorarium They can get it too. |If the scientific

advi sory board can get an honorarium conmmunity advisory
board can get that too.

In addition, or perhaps as an alternative to
fundi ng individual conmmunity organizations, try to
synergi ze that power and that asset by creating really,
funding a community network across the Gulf states that can
| earn fromeach other, work with each other and hel p each
ot her across the states.

| would be one to say that the incentives are to
the left of normal when it cones to being sufficient. And
|’ mvery pleased to see that in the revised protocol, the
i ncentive, there is thought around giving the incentive at
the conpletion of the activity, rather than two to three
weeks in, and frommy experience with ny current study, as

wel |l as the previous study, Wal-Mart gift cards is the way

to go.

And so, the other questions, and this is not
being facetious at all, but there really is a need to
better define what this is. Is this truly a worker study?

Then let’s treat it as such. That includes | ooking at

should we really do in-hone neasurenents? 1Is it rather a
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br oad- based tracking registry with nore rigorous nested
studies? Is it truly a community-based participatory
research effort or not? And so here are sone thoughts.

As we know, exposure reconstruction will make or
break the study, because we don’t have a true baseline
avai | abl e anynore, and so it becones critical to | ook at
duration, whether it’'s a rare event or intermttent, what
the burdens are; all the things that we do as environnent al
health scientists. There is great worry locally about the
selection of controls, and fromagain, as a scientist, in
the skin of our communities, there is worry about using the
Federal workforce outside of the Gulf coast.

There is worry about using friends and famlies,
because it mght contam nate a future true community study,
and so |I’ve heard a | ot of support for Gulf coast fishernen
and wor kers who have not gone outside of the affected area.

Bi ol ogi cal exposure neasurenents — you’' ve heard
about the urine analysis, obviously not |ooking at
contam nants, because those would not be there. Genetic
anal ysis may actually very nmuch we mght |earn the nost out
of that. The current selected equival ent for pul nonary
function testing is okay for screening, would not be for

conprehensi ve nested studies, |I'Il just lay it out there.
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It’s very critical for us to | ook at pregnant
wonen, and | highly encourage, based on ny experience, to
docunent every birth outconme since the spill, for all that
are in the cohort, and to | ook at, explore, the collection
of bi ospeci nens because it’s not invasive during the tine,
rat her than postponing it post-partum to do that post-
partum

There is nmention of wanting to collect endotoxins
and nold. Seasonality greatly affects that, and if the
measurenent is only baseline, | amnot sure what neaning
there will be for that. Perhaps it’s nore |ike the hone
eval uation, best done in a comunity setting, in a
community study setting, where the whole famly kind of
partici pates.

We know that residential proximty to point
sources is one of our |owest preferred neasures of
exposure, so let’'s be careful not to over-interpret that if
the study ends up doing that. | tal ked before about
strengthening the role of health disparities and the role
that health disparities play in the outcones of interest.

We spent a lot of tine tal king about psychosoci al
health. 1 like to use the term psychosocial health above
mental health for a nunber of reasons, but an explicit

focus on that is critical, as well as doing biol ogical
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measurenents. | know there was a question that cane,
critical to add referral nechanism extrenely critical
Addressing that to have nore explicitly as a potenti al
ri sk, and addi ng professional support, real-tine
pr of essi onal support, and | really am encouraged by what
the Wrld Trade Center representative nmentioned.

Exam ne the literacy level for all the docunents,
i ncluding the consent form the frequently asked questions
and the intro letter. One of the things we hear often is |
can't find ny glasses today — a clear sign that you need to
read.

Use culturally appropriate reference val ues.
Lung capacity is one of those. Uncontrolled asthma — there
wi |l be people not able to have nedication. W talked
about special popul ations and the need for stratified
anal ysi s.

|’ mgoing to skip just quickly and tal k about the
HVAs. Home visits in pairs is really critical. 1t’s not an
option. Though the | ocal workforce is preferred, take
extra honme visit kits wwth you. They m ght not be there
when you arrive. And the duration of the visit may be nore
than two and a half hours. | know |I’m going to be kicked

out of here.
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Engaging locally practicing health providers is
critical. | support local nedia as an inportant
st akehol der .

And Il leave you with what | left you with in
June. Thank you.

DR. SANTCOS: Qur |ast panelist, please. Dr.
Gsof sky?

DR. OSOFSKY: | hope |I did not goof yesterday.
After a response fromour excellent staff, the staff here,
questioni ng whet her ny PowerPoints were dealing nore with
my current work than my comrents on the proposed study, we
agreed that | would not show them But they are avail able
to everyone, and they do go through the needs assessnent,
they go through the types of synptons we’'re already
begi nning to see, and actually, what | didn’t include even
t hen because | felt they were too I ong, we have qualitative
data on the focus groups that preceded the fornmal needs
assessnent, and |I'd be glad to share themas well, wth the
types of specific questions that people are bringing up.

First of all, I want to thank you. | want to
t hank you for including ne. | also want to pay ny respects
and say that | think that what is being devel oped is not
only an extraordinary study but one that is going to have

such positive long-range ram fications for our country and
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the state of our know edge, and |I think we should al
salute the efforts that have put it together to this point.

My own background, as you may know, since people
have been relating their backgrounds, in addition to being
Chair of Psychiatry, | headed up for a nunber of years an
i nternational consortiumon the psychosoci al needs of
famlies and children follow ng disasters, terrorism and
acts of mass destruction. Initially questioned why is this
being centered from New Ol eans - nobody asked that after
Katrina. W didn't know we were going to have Katrina,
t hough.

|’ve involved with training for preparation in
this area. W helped after 9/11 with training on the Wrld
Trade Center area, we’' ve helped in other countries with
training in Taiwan, China, |’ve done sone for Haiti, nost
recently had wonderful collaborative data fromour work in
Chile follow ng the earthquake, and that goes on.

| would also say that after Katrina, as many of
you know, | was asked, in addition to nmy regular work, to
head up the clinical effort, Cinical Drector for our
crisis response efforts for the state, and in addition,
t hen was asked by our mayor and other parishes, to give the
services for first responders. W’ve continued that, and

al so worked with reopening schools, and have this
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| ongi tudi nal data on the children in two of the parishes
nmost inpacted by the oil spill, because we’ve been
foll ow ng every one of themsince their return foll ow ng
Katrina. Qur department has won a nunber of collaborative
awards fromour State Departnent of Education fromthe
social workers. W’re getting one that | cannot nention,
the top award fromthe American Psychiatric Association

And our SAMHSA site visitors for one of our studies, asked
would we wite a book on collaboration, since this seens to
be sonething that we seem so attuned to.

But this brings nme to today. |If | think of the
words that would be going on today, they all start with
“Co”. Coll aboration, cooperation and conpliance. And |
think this is what is being referred to in many ways.

In the buy-in with the groups of stakehol ders you
describe, much of it is buy-in, there Il be sone input.

Qur preference, if there is tine, is to have the

st akehol ders, when we have community advi sory boards,
participate actively with us, not only in | earning about
what our thoughts are, but giving their input and shaping
what we’re doing, and then neeting repeatedly to go over
what’ s happeni ng, what they see going on, what they see not
goi ng on.

But | think even with all this, this is such an
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inmportant study that | don’t think there wll be trouble
gai ning buy-in for the inportance of this, and how the
communities can be of use in helping the data collection,
which will be crucial for the communities as well as for
the United States. | think if we ook at it, we can al so
say they' re as nuch col |l aborative in the cooperative
sessions as they are with listening sessions, for the
investigators to listen to the communities, but for the
communities to listen to the investigators, and to
under st and the purposes and the inportance.

| think we can say there is sone m strust.
Certainly there is mstrust of BP, there is m strust of
ot her aspects of the oil industry, there is m strust about
whet her there can be full recovery, whether people have
control. There is sone mstrust of the Federal governnent,
but I also point out the corollary, which is there is a |ot
of trust that agencies of the Federal governnment wll do
what is best for the people, are working in everyone’'s
effort.

And building on this type of trust can be
extrenely inportant. There will be so nmuch confidence in
t hat way.

| enphasi ze one of the things that Mrina

enphasi zed, that one of the things is we go around, we hear
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al ways, are we going to be getting sent in a bunch of
nati onal experts, people who cone in and | eave as opposed
to the people who are there with us and understand us? In
our work in developing the practice directorate, which is
serving as a nodel nationally for crisis response, we work
together as the Louisiana experts, but also with the
national Child Traumatic Stress Network and the National
Center for Post-Traumatic Stress, working together, and the
peopl e who are being trained in receiving the consultations
coul d see the benefits of both, and the real inportance of
it, but they stress over and over again the inportance of
havi ng peopl e who understand them who care about them who
are going to be with themfor the | ong haul.

In this role, | think there could be greater
i nvol venent of the universities — not only our University
in Tul ane, but throughout the Gulf South, and as | say, not
only am| pleased to be in the consortiumthat Ed will be
speaki ng about tonorrow, but we’ve had the departnent
chairs fromeach of the universities involved in the Gulf
South talking with ne about their wish to work together
W th us.

From the point of view of feedback, | think one
has to consider the question of what one provides to

individuals, and | think it is a broad type of question,
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but I think you'll find that people will want to be in the
study if they feel it benefits themand it benefits their
community in gaining know edge that will be of help, but
also if it benefits the entire country in a way that wl|
be of help. People really are idealistic, and that brings
back to the point — at least it’s our experience, that
peopl e do say yes, and say yes repeatedly and wel cone us,
and I"msure you will have the sanme experience, and if we
can work together, we're going to do it.

W' re also questioning if people need referrals,
and | brought this up earlier. One has to be sensitive in
t he questions that are asked, and who asks the questions,
and what one does at the tinme when one is |earning about
things that require referral. And if there’'s going to be
referral, to whon? Are we going to have individuals who
are well-trained to receive the referrals? For exanple,
can you use sonething like the SCID — the Structured
Clinical Interview for DSMIV, soon to be DSMV, but in
hel ping to determ ne people getting their best quality of
care, they can also be used froma research perspective in
also trying to say whet her people avail thenselves of the
care and how successful it is.

| think that there are many confoundi ng vari abl es

here. W don’t have as nuch baseline data as we shoul d
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have. What people are telling out in the field is they'll
say to ne, “Doc, if you think there may be sone synptons
now, wait two or three nonths fromnow, when BP is no

| onger funding the jobs, and then when people don’t have
this good enpl oynent, what’'s going to be happening to thent
and it sinks in nore and nore. | can't tell you often this
is raised by workers, by parish council nenbers, by parish
presidents, by nental health professionals.

And so it would be nice if we could have a
rolling type of collection of data, so that one is taking
into account the various variables that occur that may
i npact on people — is there a hurricane in the mdst of
everything, is there another economc crisis?

| think it is inportant that as one | ooks at the
individuals, not only to consider ethnicity and age when
one consi ders enpl oynent, and when one considers the
surveys and the response, but al so even anong the people
who take jobs, renmenber that of the people who didn’t
apply, a given percentage — we’ve gone over this parish
council presidents — didn't apply because they felt they
woul d have a positive screen for marijuana, and of those
who did apply, there were a significant percentage, and |
amaware of it, | don’t know that we should be citing — but

it was quite high, who were turned down because of testing
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positive for marijuana when they didn't think they would
test positive for marijuana or other drugs. They thought
it was out of their system

Soif we're taking a | ook at conparison groups,
what are maybe sone of the differences in the conparison
groups? O the individuals who cone to work from ot her
states, are there differences in education or in
notivation, or what do they do during the nonths that
they’'re stranded in a small conmmunity where there is very
l[ittle outlet for recreation and certainly not for famly?

The disparities that existed before the oil spil
- we don’t have as nuch baseline data on sone popul ati ons
as we wanted. There’'s sone data, but the disparities that
exi sted before certainly have been magnifi ed.

We take a |l ook, in mental health, at the direct
contributions to health, or health synptons, that the
heal th synptons have contributed to nental health synptons,
the issue of toxicology, but also the perceptions — the
perceptions of health synptons, the perceptions of
t oxi col ogy, the perceptions of their environnent and their
future and how these contribute to nental health synptons,
and the opposite being true of the patients who are seen
for health synptons.

As | was saying, | would enphasize what Marina
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did, if there is any way of doing it, and it may not be
possi bl e here, of doing a collaboration that involves sonme
of the local people, who are seen as experts nationally and
internationally too, but also who have the trust of the

i ndividuals in these regions of the country.

| would also state, and | nentioned this, this
nmorning briefly, that we’'re having the opposite of what’s
been referred to here when we have comunities asking for
hel p, and as we do try and take a | ook, for exanple, with
the Vi etnanmese conmmunity, is the K-6 appropriate, should we
be going back to the Center for Epidem ol ogi cal Studies
depression scales, is there a way of nodifying it to nmake
t hi ngs appropriate, and trying to | ook at each neasure in
t he conpl ex group of neasures that we have involved and
trying to see what is nost appropriate, realizing that in
sonme communities it’s not just Vietnanese.

O der people don't talk to their sons or
daughter. They don’'t talk to their w ves about synptons.
It may be nore |likely to occur over a drink or two, and
even then, it may be around the worries or sonething that
isn't going right or wong, and it nmay be above what we
traditionally consider nental health.

But how do we build all of these in? | know ny

time is up. | want to thank you again. |It’'s funny, when
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| eave this weekend, together with Dr. Galloway and Dr.
Pal i nkas, we’'re putting together an editorial for the
Journal of Disaster Health. | know Dr. Goldstein and Dr.
Li chtveld are working to conplete another article, but

what ever assi stance we can provide we will. [In any case, |
t hank you for what’s going to be an extraordi nary study.

DR. SANTCS: | want to thank all of our panelists
for clearly the chall enge of addressing such a wi de area
with such a rich and diverse | evel of expertise, and having
that in such a tiny amunt of tine. So | appreciate that
difficulty.

| just want to touch on one or two things that
have been rai sed, again, under the thene of this panel this
afternoon, and then open it up to questions. The first is
that the issue of trust has been raised several tines, and
just a question as to whether or not there has been any
explicit work done around assessing how trusted NIHS w ||
be in ternms of conducting this study in the conmunity. Has
any of that been done at this point? | would direct that
to —

DR MLLER | amgoing to start. First off,
want to thank the panel for their excellent coments.
Fortunately, we also had the benefit of sone of your

coments fromthe previous 1OMneeting, and it goes to sone
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of the efforts that we have already started, and | think we
really did take it to heart, this issue of both trust and
comuni ty engagenent, and to nove beyond involvenent into a
col | aborative node, and so in that vein, and |let ne just
outline what we’ve kind of started and kind of getting us
to this point — and | really appreciate kind of taking it
to the next level and noving this forward —

In terns of our understanding fromthe previous
| OM and sone of our own personal experiences in the past,
was to try to — while we were al so devel opi ng and
everyt hing was kind of noving and parallel to each other,
devel opi ng the protocol and ideas for how we were going to
do the study, but the concerns about inplenentation and
getting the comunity’ s understanding with respect to what
we are going to try to do, and in terns of their
participation, their retention, their understanding,
engagenent and hopefully, support. And also in terns of
the local public health infrastructure and state health
infrastructures, and also including nental health in that
di scussi on.

So we have started actually going and having
meetings now with state health departnents and | ocal health
departnents, and NGOs, community representatives, both

faith-based and worker representatives fromthe Gulf, and
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there was nore planned, but we’ ve done M ssissippi and

Al abama at this point, we're starting Louisiana in about
two weeks. The end of this week we’re going to Florida and
we'll continue working along these lines, and really
getting sone very good feedback, both in terns of having
them | ook through the study and get their kind of personal
feel in terms of their communities, their cultural
sensitivities and issues of concern that are unique to the
specific states and localities.

Certain states work on a countyw de ki nd of
system sone have district-w de systens, but really
thinking it through a little bit what m ght work and may
not, and the nore |ocal dinensions, both in terns of
flexibility of what we’'re going to try and inplenent, and
how we m ght use multinodalities. So as Dale has outlined,
both in terns of trying to focus on having the tel ephone
system but that may not work for all groups — it was
really stressed that a lot of the workers nmay have phones,
but they change their nunbers fairly frequently. O the
fact that they have phone cards and they pay for those
m nutes, and they are not going to give us 30 m nutes of
that tinme very easily, so we’ll have to think about
strategies which will, in terns, be effective.

So in terns of sone of those elenents, we' ve
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started along those lines, and we’ve actually — you know,
part of the questions that we kind of sat down with them
was, who el se should be at the table? Wo do we not have
here, what are the other points of contact in the
communities, both in ternms of NGO and health
infrastructures that we need to be contacting, so we're
getting an expanded list of a network, and it wll continue
to grow and work with.

The other question is really for them and going
back to the referral elenments, because we recogni ze the
fact that as we go into peoples’ hones, we may identify
acut e psychosocial situations, we may identify individuals
with primary health care needs that need to be addressed
either acutely or things that we all identify subsequently
because we have taken some |ab tests, or whatever we’ve
done.

And we really want to have a network and a
referral infrastructure that nakes sense, that is
communi ty-sensitive and that will work, so in that vein, we
have been talking with the states about that, and the
communities — Who do they use? Wat m ght work? What
about fee for services or sliding scales or community
health centers, and how m ght we be able to acconplish this

in areally nmeaningful way. Wile we are not bringing
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health care, we certainly want to make it work in
coordi nated fashion with the resources that are currently
avai l able, and also, in terns of the other efforts that
will be going on, nental health efforts are going on, both
in terms of SAVMHSA, and in terns of the state level, and it
was good to hear about the effort that you re undert aking,
but how do we tie these things together? It will be a
chal l enge, | nean clearly we have to nove forward on that,
but we also want to nmake sure that - one group is referring
to one area, and we want to nmake sure that that’s not
happening, that it’'s a systemthat’s working and the
referral networks are consistent and the nessage that
peopl e get is also consistent and cl ear and hel pful.

W’ ve tal ked about, in terns of what we’ve been
hearing, in terns of having avail able contacts with your 1-
800 nunber that can be called, handing out literature that
the state wi shes to hand out about public health, so that’s
kind of a value added right there, so you go in and engage
peopl e, you can provide theminformation, whether it’s
mental health or primary care information

One thing that was brought up, | think it was
fromAl abama too — that they saw it as a real asset that if
we are going into individuals hones and measuring sone

paraneters |ike their blood pressures or getting urinary
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gl ucose, we can identify those with hypertension or
potential diabetes and get themreferred in, and that’'s a
real good asset for us, is identifying those groups and
getting the health care and the primary services that they
can get, so we saw it as a real plus. Also distribution of
some of the useful literature as well.

So we're excited about this. Cdearly this
activity has to go on, you can’'t just get in there and do
it once and then |leave. W have to really get down there
and have a consistent and focused building off of what’s
been nmentioned in these community advi sory boards, but
other types of nodalities, the nedia was one, | think. In
M ssi ssippi they offer that the | ocal health officer would
get on the nedia with us to advocate on behalf of the study
and the need for the comunity to participate and be
i nvol ved in the study, and then along with representatives
fromthe study to be doing that in concert together.

So | think those kinds of things are really
hel pful and will be really useful, and | think it behooves
us to put the tine and energy in up front before we even
make this, to start doing all this Ieg work and can be
consi stent about it. But that’'s kind of where we’'re com ng
fromright now, and | can kind of go back and address sone

of the different things that were raised.
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DR. SANDLER: | don’t know how much there is left
and | don’'t want to steal tine fromthe group who have
guestions. | just want to — | heard sone really inportant
things. Sone of the things that have cone up were sort of
general things that we thought about, sone things resonated
particul arly because we’'d used it in other studies, and why
didn"t I wite it down to use it here — other things were
new.

| think the idea of staying in touch with the
cohort nore frequent so that we don’'t lose themis a
terrific idea. W certainly wll do that. Using the nedia
—in this last study that | did we were just shaneless in
t aki ng advantage of the nedia. Now if we have sonethi ng
that would sell — and this is sonething that would sell,
think there's a lot of interest in the Gulf and what’s
happening, so | think it can be very useful.

| was interested in the coments about the
consent form and you know, when | draft a consent form
that | like, and it goes back to the NRB and they say we’ ve
got five new things you have to add. And currently, the
concern in IRB-land is how do you drop out, what are your
rights, what happens — so there it is, front and center, so
we don’t get dinged by the IRB. But |I'’mgoing to go back

and reorder this. | think that was a terrific idea,
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because it’s inforned consent that this is your — the
consent forns scare people away, so as |long as the nessages
are there, why not turnit onits head? So |I |ove that
i dea.

| wanted to conme back a little bit to — 1 was
aware of the secure consortium and |I’ve talked wth fol ks
fromthe National Center for Mnority Health and Health
Disparities. So how we can tap into those grantees as we
move forward, and Laura, you and |I had a conversation that
what we need to do has to be open, and everybody has to
have the sanme opportunities to participate and N EHS has
grantees who are doing community participatory research
and so there wll be separate grant opportunities, and then
within our context of those, we'll have a fair process.

Getting the comunity advisory board lined up is
key. One of the mandates to the teans who have been going
in and neeting with people is to figure out okay, who's the
best one? There’s so nmany people to choose from
Fortunately, we’'re not going to sign people up for a ten-
year, twenty-year commtnent, and so we’'ll be able to
rotate people on and off as things nove, but if any of you
working in the area have people who have been particularly
terrific, useful, insightful, understand research but

understand the community — W wll, of course, be | ooking
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to our grantees as well for that type of information — it’s
really inportant to choose the right people, and not the
peopl e who are going to be yes people, but the people who
get it, who understand what the give and take needs to be
in responding to the community.

The issue of who the control group is — there’s
sort of a m sunderstanding. The Federal works are a
conparison for the other Federal workers, and they
obviously do not | ook anything Iike the community. It’s
interesting to think about the inpact we m ght be having on
ot her research opportunities if we were to choose the
famly nmenbers as the conparison group, and | heard that -
we'll come up wwth something else — and in fact, we’ ve al so
been in conversations with others who are interested in
studying the famly menbers, so including themas househol d
menbers, as participants, as opposed to comnpari son group
is sonething that we’re thinking about.

The pregnancy thing is interesting, so | went to
sone very wel |l -respected reproductive epidem ol ogi sts at
t he begi nning, and they did sone calculations, if we had 5
percent of the workforce, but nowwe knowit’'s a little bit
hi gher — or 10 percent of the workforce are wonen, and how
many of them were pregnant at the tine, and would there

really be an opportunity to do a really fabul ous pregnancy
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out cone study, collecting urines fromwonen and tie themto
pregnancy-type stuff, or prospectively docunenting
pregnanci es anong wonmen who were attenpting. The answer
was, |I'mnot sure this is going to work, but it’'s stil
wort h thinking about, and in our context, | admt | was

t hi nki ng about pregnancy as a tinme that would change the
measurenents. You know, if we’'re thinking about towards
the long haul, if sonebody’s pregnant now, they weren’t
pregnant at the tine of the spill, if you get them now when
they’ re pregnant and you want to | ook at various hornones
or anything else, the values will be different, and so I'm
not really sure what the answer is to whether we coll ect
their sanples now or we collect them when they re not

pr egnant .

| f we were designing a pregnancy study,
obvi ously, we would want the sanples while they were
pregnant, so that’s going to take sone nore thought.

DR. SANTOS: Great and | will open it up to
guestions, but I will ask that one question again. Any
specific research or | ooking or asking people to try to
probe on the issue of trust?

DR. SANDLER:  You know, not specifically. |
faced this in ny last study, and | did sonething that

didn’t nmake the powers that be at N H happy, is where ny



237

web site is a dot org, it’s not a dot gov, and we had a
study logo and there’'s all kinds of issues about one
governnment, and we’'re the governnent, and we shoul d be
proud — we need to balance that. | think the mstrust is
there but it’s |l ess because we’'re not a regul atory agency,
and so our ability to communicate that that’s not our world
has hel ped us.

DR. OSOFSKY: Qur sense over time, is — 1 really
want to support this — we haven’t done a formal research
study on this, but on this | would echo that | think you'll
find that there is trust in the National Institute and the
DHHS, and in the groups that are trying to provide
information — | would think that you woul d see the people
be open.

DR. MLLER And that’s sonmewhat echoed by our
conversations right now wth the state and the N&s, is
that in general, we ask that kind of question — is there a
| ot of mstrust, do we have a |l ot of resistance to overcone
because of past Federal governnent perceptions and the
current nedi a atnosphere, and they said no, in general, if
you can get out and make a good case and comruni cate
clearly and effectively with this comunity and
consistently get your nessage out, you can overcone a | ot

of that — and work closely with the |ocal networks to help
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you get your nessage out, not just conme in — but really be
down there and start worKking.

PARTI CI PANT: | would like to ask the panel a
little bit nore about how you set up an appropriate
community consultation, so that you have really achieved
your goal? |It’s already been pointed out, this is not a
monolithic community, not at all. There are rare
i nstances, | suppose, where research studies of this sort,
you have a structure that you can tap into, for instance,
in the Native American comunity, and you have a triba
council that you can work through, but that’s certainly not
the case in this situation, and the communities could be
t hought of in various collections of shared views, and you
could be either a lunper or a splitter, in ternms of how
many different communities you want to consi der on your
list that are involved in this study.

And then within each of those communities,
dependi ng on how you define them you have to figure out
who speaks for that community, and does your choice
actually resonate with the people who are there? Do they
think of that person as representing their views, or do
they think of that person as a bit of an outlier, either
too negative or too positive, conpared to where they want

to be?
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So we tal ked a | ot about how critical it is going
to be to have a community advi sory board and how to do this
ongoi ng consultation and comuni cation, but 1'd |like, from
your experience fromother studies, to hear whether you
have, in your mnd, sort of a way of decidi ng whet her
you’ ve done it right. How do you assess that? |It’s not
enough to sinply say, | have this |ist of people — How do
you deci de whether that is the appropriate list to
genuinely represent, not in a perfect way, because that’'s
probably not possible, but in a way that is at |east going
to raise confidence both in the community and in yourself,
that you are hearing the appropriate input and giving the
appropriate comrmuni cati on back?

DR. OSOFSKY: Can | just say one controversi al
thing and then I’'ll let all these — | think there’s another
part of this that if it could be thought through in a
sensitive type of way, would be worthwhile. There are sone
groups that | ook as though they’'re |ogical groups, but
since Katrina, there’'s been disappoi ntment and m strust by
the communities in which they exist, so | think that m ght
be inportant to know as well, as you're setting up either
communi ty advi sory boards, determ ning the normal chain
with which you would do things, recognizing the people felt

very let down by sonme major groups followng Katrina. |’'m
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i npressed how nuch you still hear that when you go into
comuni ties.

DR. LICHTVELD. So a few thoughts — yes, it’s not
perfect at all. This is hard, this is difficult. There
are organi zati ons who have a track record in delivering for
the community, not necessarily delivering for research, but
who are a trusted point. There are organi zati ons who have
becone the go-to in terns of touch points. The old,
guess, rubric, would be the watering holes, where people
al ways go to get things done or to nmake things happen, and
so that is — it’s kind of that needs assessnent that stays
t here.

Secondly, | personally like to refer to them nore
as comunity assistance panels, rather than comunity
advi sory panels. Advisory connotes sonething passive, and
| think here, assistance may be sonething nore active,
where community representatives cone together to assist and
have a track record of assistance.

The third, | would perhaps say criterion, if we
can use that | oosely, would be | ooking at community nenbers
and i ndividual organizations, who have a set of assets that
have proven to be used by that community, whether it’s
post - Katrina or post-sone other disaster, and so those

three efforts, conbined with people — there are also a | ot
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of volunteers who say “lI want to be on that panel just to
have ny nanme on it”, and that’s not the idea, the idea is
toreally work, and I have seen a trenendous coal esci ng and
differences within communities, and I work a lot in the

Vi et namese community, that the young people nay not
necessarily speak for the elderly, and vice versa, and so
not only do you have to be m ndful do you have the ethnic
rai nbow, so to speak, but do you have the age strategy as
well? So not an easy thing, but ny preference is a
fundanental research conponent nust be the comrunity

assi stance panel, that is assessed over tinme as part of the
research, hence ny recomrendation for it being a study

obj ective, and making sure that you do the best you can in
terms of representing those that truly have delivered in
terms of asset rather than need, so | prefer to call things
an asset assessnent rather than a needs assessnent. Just
sone thoughts.

DR. OSOFSKY: In fishing communities, something
that is striking, that quite often in our parish | eaders,
the difference between fishernen of different ages and
their attitudes, and even their attitudes about what wl|
happen if they need to find new jobs and their views
towards their current jobs. So Maureen and | woul d echo

each other on the need to have representation that connotes
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the different parts of the comunity.

DR. KASS: Nancy Kass, again. | just want to
build on what Maureen was saying a little bit, on Dr.
Kahn’s question. So | want to address both what | think
we’'re tal king about directly, which is how do you get what
you are hoping to get out of the community advisory board,
and then one step broader, which is how do you get the kind
of community invol venent you want, and underscore what |
think we all know, which is that those are not synonynous?
So the first, about a community advisory board, just | was
t hi nki ng about well, we know we have to expand our
i nvestigator team we don’t just say well, who' s a good
i nvestigator — we say, well what do we need.

Like I need a nental health person, or | need
sonmething — and then I find the people. And I think it’s
interesting to think through very specifically whenever a
study wants to develop a comunity advi sory board — what,

at least fromthe investigator side, they re hoping the

communi ty advisory board will do, and that will lead to
really different kinds of people, | think, even if one
still tries to ensure that they’ ve been effective at doing

what ever that thing is
And there’ s some groups that try very explicitly

to be advocates, and they can be really good at that, and
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it isn't even necessarily how they view their identity to
go back to their constituency in a structured way, but they
advocate for children, or they advocate for inmgrants, or
what ever, and there are other people who, because of the
way they network, and the way their personality is, are
amazingly great at truly representing the views of certain
different kinds of people. Those aren’t the sane things,
anyway. There are different purposes to which comunity
advi sory boards have been put - sone people who have done
t heoretical work on that, but you end up with different
ki nds of people, and then even ultimately, | think it’'s
really inportant to talk through with a conmunity advisory
board what you, fromthe investigator side, and what they,
fromthe CAB side, see as the purpose, and even wite a
l[ittle bit of a job description, because | think it can
hel p people to take on roles that they m ght feel
confortable with, Iike going back to people that they m ght
not otherw se have done if they thought they were there
just to represent their own expertise.

The second comment, | probably don’t have to say
much nore about than just stating it, but a CABis a
f abul ous shorthand way to get a |lot of input, but it does
represent just a handful of people, and obviously, if |

were here to represent people who were fenmal e, or people
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who are faculty nmenbers, | would do a really poor job, and
it’s inportant to think of all sorts of — even quick and
dirty — ways to —

DR. SANDLER: So as | was listening, it occurred
to me that | need nore than one, that at the l|larger study
| evel , which covers five states, and people who conme from
out of the states, and a whol e range of people, | need a
community advisory board that will cone to ne, that wll
cone and neet, however often we need, or beyond phone
calls, tracking, and those woul d be sone gatekeepers to
popul ati ons, people who have actually al ready been negated
as partners in research, and can advise on the best
recrui tnment tools.

And that’'s sort of a national study community
advi sory board, and it’s clear that | need sone other, nore
| ocal, pockets of ongoing rolling focus groups or other
ki nds of nore |ocal advisory groups to get broader input,
and so | don’'t know exactly how the structure — how we’'re
going to do this, and how we’'re going to pull it al
together, but | suspect that by adding nore | ocal partners
at the research end, it wll conme together

DR. COLLINS: |’ve had a notoriously bad record
t hrough ny years of being able to predict the outcone of

research, but there’'s at |east some distinct possibility
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that given the inherent problens with exposure,

m scl assification, starting late, given inherently the fact
that you don’t have the nost optinmumcontrol group, as good
a job as you're trying to do with it, that you' re going to
end up with at best hypothesis generation, sone
associations, nothing really definitive that you can say to
the community. At the end of that tinme, with all of the
poi nts, and excellent points, that we’ve heard, you wl|
have, by doing a good job, by saying ‘look, here’'s why you
should participate, it’'s the National Institutes of Health,
these folks are the best’, you're going to end up with a
very di sappoi nted community, unable to quite understand
whet her or not — did you really find that association

bet ween | eft-handed peopl e and prostate cancer or whatever
it is —or didn't you?

And | just wonder, as we go through this process
with the community that’s been suggested and that you
descri be, and that you also have to be able to do it in a
way that doesn’'t raise expectations that you're going to
have a definitive answer.

DR. SANDLER: | think that’s an excellent point,
and we’ ve been warned all along that we are going to need
to manage expectations. | think we could sort of say

“well, we’'re going to have a nushy study and we shoul d go
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home”, but | think there are a | ot of reasons why we | ust
have to do this, but we do need to nmake sure that it’'s

cl ear what an epidem ol ogi c observational study can do,
it’s not aclinical trial, it’s got its limts.

DR SEI FERT- MARGOLIS: H . 1'mVicki Seifert-
Margolis fromthe Comm ssioner’s Ofice at the FDA, one of
the untrusted regulatory agencies. | just wanted to share
sonme experiences that | think will be very inportant noving
forward with this effort, because we’ ve certainly been down
there, and dealing with the community at the | evel of
trying to ensure trust in their food supply.

And in trying to explain why, so far, we haven't
found anythi ng, yet people saw i nages of oil spewing out in
to the culf, and are we doi ng enough, and what are we doi ng
versus what is EPA doing versus what is NOA doi ng.

And a few key points | think we’ve | earned — one,
internms of trust, the nmedia can be your friend or they
cannot be your friend. And they certainly are gong to go
out and find detractors, and we found it very inportant to
publish all nethods, to all ow people to poke holes in them
before you go forward with sayi ng any concl usi ons or have
any di scussions about potential results.

| think one of the other things we have been

learning is that we are one governnent, and if you re out
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talking to the conmmunity, they' re going to ask you about
fish and they' ' re going to ask you about water and they're
going to ask you about closures and they're going to ask
about reopenings, so |I'd encourage you to work with us and
ot her agencies to make sure that we are one communi cati ons
team This has turned out to be incredibly inportant for
us to work closely with NOA and EPA, and in fact, we’'re
currently working with the Wiite House, on a strategy for
di splaying all the data in a map, so that there’'s fish

wat er sanples, there’'s a clear understanding of the whole
pi cture as opposed to each given agency’s role.

So | think that’s another really inportant thing
to bring to the table and to bring to the comunity, and
then I think one other point is that the town hall neetings
have really turned out to be an inportant venue for us in
terms of doing a |lot of Q%A and getting feedback fromthe
communi ty, because many people don’t have the internet, and
whil e we’ ve been posting all of our data and posting
information on the web, they aren't reading it, it’s not
sinking in, and we’ve really been trying to spend nmuch nore
time talking to people, consuners, different constituents,
different environnental groups about what’s going on and
what our efforts are.

So | think, this is very conplicated, it’s very
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conplicated information, it’s conplicated to conmuni cate,
it’s conplicated to gain trust and when I'’mtalking to
peopl e, they see nme as the governnment person from

Washi ngton, they don’t see ne as NIH, they don’t see ne as
FDA, necessarily, so | think that’s just sonmething that |
woul d encourage, that we all try to work together

DR. SANTOS: Thank you. | amgoing to ask for
the |l ast question fromthe commttee, then see if there's a
qui ck response, and then it will be tine to adjourn.

PARTI CI PANT: | just have one comment, Dr. Ml er
brought up that | thought was very interesting. W spent a
| ot of time here tal ki ng about the psychosocial issues
i nvol ved and we’ ve spent tinme discussing not asking certain
questions because they’' |l require a certain degree of
fol |l ow up, but you brought up a very inportant point.

You' re going to have people in peoples’ honmes, and you're
going to find blood pressures of 240 over 160.

Now if | was doing a clinical trial in ny
hospital, we would hand wal k that person to the energency
room and unlike Manhattan in the mddle of 9/11, you can’t
go 200 feet in Manhattan without hitting a doctor’s office
or aclinic. It's true, it’s absolutely the case. But
sone of these people may be hours fromthe nearest nedical

care, and these people are in real nedical danger. W’'re
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not tal ki ng about sonething abstract or something in the
future. They could die immnently fromthings you m ght
di scover during your evaluation. How far do you go to
ensure that followup is nade? Do you just say — in the
protocol it says ‘you know you should see a doctor
i mredi atel y because you have mal i gnant hypertension, and
have a nice day, we’ll talk to you in a year’ — how do you
follow up on that and how do you ensure, how do you work
with communities to make sure that that person can actually
get care that may not be there?

DR. SANDLER: That’'s what we are working on.

DR MLLER It really is. And it is a large
concern, whether it’s a primary health care finding or a
mental health situation or just a household situation that
demands sone sort of intervention rapidly. W’re trying to
build that network. W’'re collecting what we think is that
| ocal infrastructure to be able to access that quickly, for
those things that need either urgent attention or |ater
attention. One thing, too, we’ ve been tal king about, which
was raised, is having a |local coordinator or sonething for
the state, we’'re going to see howit’'s going to play out,
but that person could then do individual followups and to
hel p make sure that this systemis working.

W' re going to have to have a | ot of oversight on
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this thing, in terns of both the identification — |
referred himto X, did he really get there — was X
responsi ve, you know — to put this together. But that’s
the chal l enge right now, and to really stay on it.

DR. SANTCOS: Thank you. | want to thank all of
our panel nenbers. W’re going to take a 15-m nute break
and we’ Il start back at 3:30. Thank you.

( Break)

Agenda Item Session 4 — |Interagency
Col | aboration on Studies of Health Effects fromthe Qulf
Gl Spil

DR. GOLDMAN. W al ready had a nice segue into
this session with one of the comments in the |ast session
about the fact that when any representative of the
government in the community, the comunity feels that they
are speaking to the entire governnment and for that and many
ot her reasons including the success of this study protocol
the issue of interagency collaboration is very inportant.

| happen to be chairing this session and | am
going to quickly run through the list of those who are
speaking. It is a |lot of speakers in a relatively short
period of tinme, but | think we really wanted to be able to
hear fromthe full array of agencies who m ght be invol ved.

We have Tracy Collier who is Advisor on Cceans
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and Human Heal th and Shel by Wal ker fromthe Ofice of
Pl anni ng, Policy, and Evaluation with NOAA. W have
M chel e Conl on who is an Assistant Laboratory Director at
t he National Exposure Research Laboratory at the USCPA
O fice of Research and Devel opnent. W have Scott
Dei tchman who is the Associate Director for Terrorism
Prepar edness and Energency Response at the National Center
for Environnmental Health at the CDC ATSDR. We have Janes
Gal loway who is with the Departnent of Heal th and Human
Services who is the Representative to the National |ncident
Command for the Deepwater Horizon G| Spill. He nust have
had an interesting summer. W have Princess Jackson who is
t he Supervisory Public Health Analyst at HRSA. W have
Erica Schwartz, Preventive Medicine Oficer and Qi nical
Epi dem ol ogi st at the Coast Guard and Jennifer Rusiecki who
is an Oficer at the US Coast Guard Reserve and also is an
Assi stant Professor of epidem ology at the USUHS. And we
have Janes Spahr who is the Associate Director for
Emer gency Preparedness and Response, the director’s office
at N OSH

| want to welcone you all and we are just going
to have you nove forward in order. Because there are a |ot
of you, | don't want to take up a lot of tine in between

each of you and then of course have a response and
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di scussion. Let’'s nove forward.

M5. WALKER. Good afternoon. M nane is Shel by
Wal ker. | amtag team ng today, NOAA representation with
Tracy Collier. M goal here really is to briefly highlight
sone of the NOAA activities and data that we have avail abl e
that would be useful to informthis study.

NOAA has been heavily engaged in the Deepwater
Hori zon event. And here is probably a bit too dense of a
slide highlighting a lot of the activities that have gone
on and | amreally going to focus on three areas here. The
first really focuses nore on seafood safety, and a couple
of things that | wanted to highlight here is working in
coordination with FDA and the states. NOAA has been
wor ki ng t hrough seafood safety protocols for testing and
using that information for reopening of closed fishery
ar eas.

And one of the things | would Iike to point out
here is that to date none of the fin fish sanples have
actually regi stered any detection | evels above the |evels
of concern that had been established through the protocol.

But one of the other things | just wanted to
hi ghl i ght here that m ght be useful for this study is in
fact you do have a pretty active survey ongoing to coll ect

all of these sanples, to bring themback to the lab. You
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have a | ot of workers exposed. And this has been ongoi ng

t hroughout the entire spill. A lot of individuals who had
been out in the mdst of areas that have had surface oi
potentially in the vicinity of in situ oil burns and that
is also true for a lot of the sub-surface sanpling that has
been goi ng on.

And while fol ks may be aware of a sub-surface
monitoring effort that really has ranped up recently, we
have had vessels out there working in coordination with the
Coast CGuard, with EPA, with BP to | ook at the extent and
magni tude of the sub-surface oil, oil in dispersant and
really try to get a handle on where this is all going. And
again this has been going on since the early days of the
spill. There has been a ot of conmtnent in terns of
peopl e power, vessel deploynents, getting out into areas
t hat have been actively burning or in close proximty to
themor areas with surface oil.

The third area that | really wanted to highlight
here is one that | had nentioned in the interagency neeting
that | was fortunate enough to attend at NIH i n August.

And this really focused on the air quality aspect of this.
Now NOAA's purview is not so nuch determ ni ng whet her or
not the air is good to breathe or be exposed to, but we do

have the capacity to provide a ot of information to those
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agenci es that can nmake that determ nation such as EPA,

OSHA. And we were able to bring to bear sone of the assets
that we have in hand including depl oynent of a P-3 aircraft
which is equipped with a lot of in situ sensors as well as

air canisters that can be conducted -- that can be anal yzed
of f site.

In addition, we used those sane canisters to
depl oy on vessels that went out at varying tines throughout
the course of the spill. One was on a charter fishing
vessel in the early days of the spill in May and then the
other two tines occurred in June; one on an academ c
research vessel and one on one of the NOAA research
vessel s.

As you can see here, we have been able to take a
| ook at a wide variety of conpounds. The P-3 was able to
do a nore extensive mx looking at in addition to
hydr ocarbons and organic material, particulate matter,
ozone, carbon nonoxi de whereas the air canisters really
focused on the hydrocarbons.

This is really just a prelimnary shot of sone of
the data that we have gathered fromthe air canisters. And
you can see that we have both the charter fishing boat, the
P-3 flights and the two research vessel s shown up there.

And maybe a little bit hard to see for the folks in the
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back, but | also wanted to direct folks to the fact that
all of the data that has been anal yzed to provide this shot
is actually avail able on the NOAA web page.

The other thing that | really want to enphasize
here is getting back to the earlier point is that this is
truly an interagency effort. Al of these efforts that
have gone; the seafood sanpling were being conducted in
coordination wth FDA and the states, the subsurface
nmonitoring certainly has been a very interagency effort,
Coast Guard, BP, academ c groups, the air quality work here
bei ng conducted in coordination with NSF, EPA, OSHA. None
of these things could be done by any one particul ar agency.
| just happened to be fortunate enough to be able to
provi de you sonme information at this point.

Just a little bit nore information about the P-3
results. | amnot going to go into a lot of detail here.
Again, we do have all of this information that may be
useful to informthis study in terns of degrees of
exposure. | think in particular one of the things that I
wasn’'t able to report on earlier but maybe of particul ar
interest is the air canister data fromthe research vessels
because those are reflective of the actual conditions in
whi ch peopl e were conducting sanpling.

Trying to keep on schedule and wwthin nmy five-
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mnute time limt | just wanted to direct folks to the web
page that is here. | amdelighted to learn that there
continues to be a larger effort to coordinate all of the
data fromthe federal agencies into one central repository.
| know this has been a particular challenge since the

begi nning of the spill. | look forward to seeing how nuch
we, NOAA, and the other federal agencies can contribute to
this particular study. Thank you.

RADM DEI TCHVAN: Hello. | am Scott Deitchman from
Centers for Disease Control and Prevention in Atlanta.
won’ t have a Power Point presentation which for sonmeone from
CDC is sonething |ike an acrobat working w thout a net.
am sure ny colleague will catch ne if | fall.

Focusi ng specifically on what CDC could
contribute to sort of an interagency collaboration to
support this study, | consider the data that we have been
collecting and those data sources. The first one, of
course, is the state-based health surveillance and t hat
woul d be in two categories. One is the specific
surveillance systens that the states have set up in
response to the oil spill and which CDC has been collecting
fromthe states aggregating and di splaying on the CDC
websi te.

That is probably not a resource that is going to
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be around nmuch I onger. W have been hearing fromthe
states that nost of themare |ooking at tinelines for
phasi ng that process out because they have not -- as they
have been conducting this, they have not been seeing trends
indicating a public health problem and the nunber of
reports that they are getting is steadily dimnishing. W
will be continuing to collect case reports fromthe
Nat i onal Poi son Center database systemas well as fromthe
Bi oSense network of hospitals: primarily federal hospitals,
Depart ment of Defense and VA hospitals in the states. And
certainly those case reports could be shared with the study
investigators to the extent that we have personal
identifiers that allow |linkage and this is going to be a
recurring theme in ny presentation. | think |inkage as we
heard earlier today is going to be a problemin making
t hese ki nds of associations.

The ot her study that we will be having ongoing is
t he standal one Behavi oral Ri sk Factor Surveillance Survey
| ooki ng specifically at nmental health needs. This is going
to be a telephonic survey. | think since the last tinme we
have net, a lot of the uncertainties have been resol ved.
It has now been decided that this will be a survey in four
states: Louisiana, M ssissippi, Al abama, and Fl orida.

Texas will not be participating. It will be 90 questions
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of which 60 have been derived either fromthe existing
BRFSS or froma few other existing survey systens. Thirty
will be new and will have to undergo cognitive testing to
ensure their validity.

It will be conducted for at |east one year if we
can obtain sufficient funding. It wll be carried on for a
second year as well. It wll not involve the use of
geographic controls conparing Gulf Coast counties with non-
coastal counties. Funding did not permt that expansive of
a survey. Instead since | nentioned that it wll use
partially existing BRFSS questions. It will allow for the
use of what you m ght call chronol ogical controls | ooking
at how t he responses conpared to responses fromthe sanme or
conparabl e areas earlier in tine.

Agai n, these data can easily be shared with the
investigators in the study that we are tal king about, but
maki ng | i nkages will be a challenge. W won't have
personal identifiers. You mght ask could we get the phone
nunbers and make |inkages that way. That would be a
possibility but the problemis that you don’t know whet her
t he respondent who answered the phone and thereby answered
the questions in the BRFSS survey is the sanme nenber of the
househol d who participated in the NIEHS study. Then one

has to ask the question whether there will be utility in
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maki ng sort of geographic Iinkages. This responded or

t hese respondents in the NI EHS study cane froman area in
whi ch the tel ephonic survey found these conclusions. And |
will leave that to the investigators to decide.

W w il be continuing to help with the
interpretation of the environnental data that EPA collects
and certainly those interpretations are public and are
avai lable to the NI EHS investigators.

And finally, although this isn't necessarily a
data sharing issue. CDC has extensive health
comruni cati ons networks, ways of reaching out to various
prof essi onal and ot her health associations, ways of
comruni cating through our partners at ASTHO and NACCHO wi th
state and | ocal public health providers. 1In fact, we had
al ready worked with the BRFSS survey because the | ocal
health officials told us they really wanted to know when
t he BRFSS survey woul d start naki ng phone calls because
people in these communities get that phone calls and they
call their local health departnent to say hey, is this rea
or is it bogus.

That is a resource that we can hel p make
connections with so that when the NIEHS fol ks begin their
surveys, all the providers on the ground who are likely to

get these sane kind of phones calls fromtheir
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constituents, fromtheir patients asking doc, what do you
know about this or calling the health departnent. W can
hel p grease those skids using our systens. And |likew se

t hi nk about how -- in this norning’s discussions there were
an enphasis on the inportance of conmuni cations thinking
about how the conmuni cati ons resources that we can help
make available to the investigators can be used to announce
when different aspects of the survey will begin when it is
time to communicate results to the |arger conmunity and
what ever ot her needs that you may think of.

Certainly when we get to the question and answer
session, | wll be available for other questions. But off
the top of ny head I think those are the CDC resources that
may facilitate your work

DR. GALLOWAY: Good afternoon. | wll be brief.
It is late in the afternoon. First of all, | should
acknowl edge ny conflict of interest as we start off and
that is as an internist and a cardi ol ogi st nmy research
experiences have really been focused on clinical
eval uations, quality neasures, and prevention nmeasures in
particul ar popul ations primarily Native Americans. And
that will influence the way | look at things. | wll just
say that up front.

Secondly, | was the senior health official as was
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stated assigned to the National Incident Comrand wor ki ng
with Thad Allen and the Coast Guard, which was indeed a
tremendous experience and a real honor to do so. And gave
me a lot of insight, but primarily gave ne insight in two
maj or areas; one being the intergovernnmental relationships
and the second being in the community governnent al
relationships. And | would like to touch on both of those
alittle bit.

Unli ke other presenters | don’t have any data to
share with you all about what we and HHS are doi ng because
many of us or nost of us up here -- many of us up here are
HHS and nmy role in this has been nore of a collaborative
function to try to work with all of our agencies and the
ot her departnents of the Federal Governnent to nake sure
that we can nove forward effectively in this effort.

| would Iike to thank everyone here for the great
wor k that has been done so far today. | would like to give
speci al thanks of course, to Dr. Collins and Dr. Fineberg
for the great efforts as well. And | would |like to thank
Dr. Nikki Lurie, as well, for the opportunities and
| eadership that she has given us.

| guess if there is one thing that | bring to
this group it is the enthusiasm and dedication to this

particular study. | think this is a trenendous
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opportunity. | have had the opportunity going around the
@Qul f Coast with Secretary Mabus, Secretary Sebelius, Teri
Manol i o, a nunber of other individuals as we have gone
around and tal ked to individuals and had town hall neetings
and really listening neetings at all various |evels
regardl ess of whether it is a local fisherman or whether it
is academ c fol ks or whether it is hospital folks. And
have found that the perspectives obviously as you all would
imagine are quite different at tinmes but there stil
remai ns a significant skepticismof governnent, but a
significant interest in the issues of health eval uation
particularly for the popul ati on thensel ves.

| have a lot of enthusiasmactually for this
study and the recruitnent in the study. | think the
retention in the study will be a major point as we nove
forward and one of trust that has al ready been di scussed
pretty significantly.

My experiences require nme to underscore the
i nportance and comments made by Drs. Parker and Kass
earlier and that is really one of -- | won’'t go into great
detail with this, but really underscores the critica
i nportance of bringing our conmunities in as |eaders, not
just as advisory boards, but as |eaders to assist us as we

nmove forward by carefully listening to their concerns and
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incorporating their concerns into our efforts.

| think the idea of a community |iaison which was
di scussed by Dr. Kass | think is a trenendous idea. Taking
a local individual to work within their community; sonebody
who is respected and has done great work and to really
guide the efforts in that community.

| think that carefully planning out our
di scussions at appropriate educational levels with a focus
on the interests of the individuals and the individuals
W thin the comunity and thoughtfully discussing what we
need and what they need are critically inportant.

And as | nentioned, ny discussions throughout the
region really strongly underscore the vital inportance of
hearing fromthe comunity the issues that they have
related to health, which are sonetinmes significantly
different than we hear both in academ cs where | have spent
much of ny life and in governnent where | have spent nuch
of ny life. | guess the power of the community is really
the greatest potential for success we have.

Wthin the Federal Governnent | think that we
have done a pretty good job over this experience and others
i n working together as collaboration. | have seen NI H
CDC, the Coast Guard, many others, OSHA, others, FDA work

together in a way that to ne was unprecedented. My hat is
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off to those in the roomwho have really done this good
work. There is still work that needs to be done and
clearly within the Federal Governnment there are
simlarities to academ cs with jeal ousi es between
departnments and so forth just like we find in every

si tuation.

But what | have found is that if we are able to
step up to the mssion as we are here and as we have done
so far that we will be able to get through that very well.
| think we have a real and a fairly rare opportunity to
further integrate the culture of community into the Federal
Governnent and into academ a by this experience
particularly if it is broad and w dely di ssem nat ed
t hroughout the governnent with wide integration of effort.

| think our President, | think our secretaries
and our cabinet certainly get the inportance of community
and | think this offers the opportunities to bring it into
the halls of the magjority of government as well. Thank
you. That is all | have.

M5. JACKSON: Good afternoon and thank you for
inviting nme today. | am Princess Jackson, the Regional
Adm ni strator for the Health Resources and Services
Adm nistration Ofice of Regional Operation Dallas Regional

Division. This is an area that is going to enconpass
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| ooking at five states and that is Arkansas, Louisiana, New
Mexi co, Ol ahoma, and Texas.

| am here today to provide you an update to the
agency’s response to the recent Gulf of Mexico oil spill
and our ongoing efforts to anticipate, nonitor, and respond
to the potential health threats to workers and the public.
And these are prepared renarks.

HRSA is commtted to ensuring access to nedical
and behavioral health care for workers and famlies
i npacted by the oil spill. The departnent is especially
concerned about the health of clean-up workers who have
been exposed to oil and chem cal dispersants and have taken
the lead in making sure that worker safety remains a top
priority. Comunity health centers |ocated throughout the
@Qul f Coast region continue to provide primary care for
communi ty nenbers who need nedi cal eval uati ons and
treatment. Today 91 health centers are providing
coordi nated nedical, nental health and other services to
al nost 300, 000 patients across the New Ol eans for parish
ar ea.

To date, HRSA has not received information
indicating a significant increase in the nunber of patients
requesting care fromHRSA grantees for health effects from

the oil spill. HRSA remains in contact wth HRSA-funded
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organi zations in the Gulf area regarding their role in
supporting efforts to help clean-up workers and ot hers
affected by the oil spill maintain their physical and
ment al heal t h.

I n addi ti on, HRSA has mai ntai ned NHSC, Nati onal
Heal th Service Corps clinicians who served its sites al ong
the Gulf Coast and use HRSA poi son control centers as part
of the departnent’s coordinated action plan to help
resi dents.

HRSA supports conti nued operation of the five
poi son control centers currently taking calls fromthe
public. W expect there will be a continuation to the high
nunmber of calls over the next six nonths to expand access
to health care and attract primary care physicians and
clinicians to the Gulf Coast regions. The National Health
Service Corps | oan repaynent program al ready provides |oan
repaynent to eligible clinicians to work in underserved
areas |like those along the coast.

I n conclusion, the agency remains in contact with
HRSA supported organi zations located in the Gulf area
regarding their role supporting efforts to provide health
services to those inpacted by the oil spill. Thank you.

M5. RUSI ECKI: Good afternoon. | amJennifer

Rusiecki and | amwth the US Coast Guard Reserve and
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j oined today with Commander Erica Schwartz with the US
Coast CGuard. And the first thing we would like to say is
Adm ral Tedesco who is our Chief of Health, Safety and
Wor k- Li fe apol ogi zes that he couldn’t be here today, but he
has expressed very strong support for this study and that
is why we are here today to discuss what the Coast Guard
coul d provide to support this study.

Probably one of the nore val uable that we can
provide is a sort of roster of Coast Guard Deepwater
Horizon oil spill responders. This is sonmething that was
devi sed after Katrina to provide a tool whereby people
coul d request assets in the Coast Guard. |If you are in the
Coast Guard, you can say we need this particular asset and
t hen sonebody who has the asset can respond and say okay,
wel |, we have soneone that can fill that. And this thing
is called the Mbilization Readi ness Tracki ng Tool .

And basically what it has that is of value to
this effort is a start and end date of people who were
deployed to the Gulf. It does not include very detailed
i nformati on about job tasks that people are involved in.
Probably the nost detailed information it includes is the
general office where people were working or under which
peopl e were working if they are working in the field.

Not all Coast CGuard personnel who responded to
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the oil spill are included in this tracking system which
we call the MRTT, the Mbilization Readi ness Tracking Tool,
and that includes people who may have been on cutters who
wer e respondi ng, aviators who were responding and aircraft.
We have been trying to put together a list of all of the
peopl e who have responded. That would be conprised of this
MRTT roster, the list of people who were assigned to
cutters and we are getting pretty specific information from
the cutters. W are getting exact crew lists of people who
were on the cutter during the period of interest from Apri
20'" to the present. That would potentially be avail abl e.
That is with respect to the exposed popul ati on.

Wth regard to the non-exposed popul ati on we
basically have information on all of the other people in
the Coast CGuard. This is sonething that would have to be
determ ned | ater on. Because all personnel in the Coast
Guard are supposed to be nobilization ready, they have gone
t hrough an annual physical -- not a physical exam but it
is called a personal health assessnent, periodic health
assessnment and that is an annual thing. Everyone in the
Coast Guard should be ready for deploynment. O course that
is not the case for every single person, but in general it
is. W could provide the entire Coast Guard who is not

involved in a response as a non-exposed part of the cohort.
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Now trying to get at sone way to identify those
who were ready to go and ended up not getting depl oyed may
be a little bit nore chall enging, but we can certainly
di scuss how we can go about doing that.

We also are gathering data froma survey that we
adm nistered to all of the responders. This was filled out
upon denvobilization by all reservists and at check out by
all active duty personnel and civilians who responded.

This survey contains information on location. It is
general information on |ocation of the response efforts and
the m ssions perfornmed as well as self-reported exposure.

The weaknesses that the current data that exists
does not distinguish between the place and m ssion. For
exanpl e, soneone can list nmultiple places and nmultiple
m ssions. W wouldn’t know what people were doi ng where
exactly.

And then finally we also have -- since we are
part of the arned forces, we are part of the Defense
Medi cal Surveillance System There are sone |inkable
medi cal data that exists on Coast CGuard personnel as well
as was nentioned previously, the Serum Repository. And I
just nmention one thing about that. The rules of the Serum
Repository of that you can only access .5 mls of serum per

person per blood draw, and those serunms havi ng kept at
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m nus 30 degree Fahrenheit. One limtation is that we
really don’t know anything about their processing. They
conme fromall over the world. They are whatever is left
over fromthe HV testing.

|s there anything you would |ike to add? Ckay.
Thank you.

DR, SPAHR: | am Jim Spahr with NTOSH. | help
| ead our response in the Gulf in this particular event. M
job was the primary energency coordi nator for our agency to
get our experts and subject nmatter people into the field
and | hel ped |l ead the surveillance work collecting all the
information and gathering the rostering information from
t he various responders.

NI OSH recogni zes that this is a conplex event.
There were conpl ex exposures. There were m xed popul ati ons
of workers whether they were response workers, renedi ation
wor kers or just other occupational workers in the | ocal
community as well as the conmmunity residents and their
extended famlies. It is a conplex event and it deserves a
better understanding of the potential |onger termhealth
effects. NGOSH is very supportive of having nultiple
public health research nodes cone forward and | ook at this
issue. As was earlier stated there is just not much good

research out there on the long-termhealth effects from
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|arge oil spills.

NIOSH s primary role to be collaborating in this
| onger termresearch approach would be to nmake all of our
informati on avail abl e and as transparent as we al ready
have. W have shared our roster of 54,000 response
wor kers. W have shared our access to the BP enpl oyee |i st
with the study group. W continued to anal yze and
interpret and post our HHE information on the Internet and
communi cate that to our state partners in weekly tel ephone
calls with the state health officials.

We have done a couple of unusual things that |
t hi nk have set a precedent in this event that will nost
i kely happen in future events. | think it is remarkable
that NIOSH partnered with OSHA to jointly issue interim
gui dances and other information. That wll continue into
the future. We wll continue that node of co-branding
gui dance material for the public that will hel p decrease
uncertainty in future responses.

Al so anot her unique thing that we did was our
col |l aboration with BP itself, the responsible party in this
event. Never before in such a | arge-scale event has the
Federal Governnment had access to injury and illness data as
we did in this event. W w Il continue to post that

information on the web and interpret it in a public health
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way. Those were two very unique things in this event |
just wanted to highlight.

And the last comment | would like to say is that
as far as noving forward in providing additional
information for the long-termstudy, NNOSH is stil
continuing to conduct toxicology studies. W are doing
ani mal - based research in dermal exposures and respiratory
exposures from di spersants, oil m xtures and certain
conmbustible materials that were related to in situ burning.

Al that information will soon be posted and nade
available in a very transparent manner. W w || support
the research in that way. That concludes ny remarks.

DR. CONLON: | am Mchele Conlon. | amthe
Assistant Lab Director at EPA's Ofice of Research and
Devel opment. And | serve as the |iaison for the
| aboratories for exposure and al so for health effects for
ORD to the agency for the Gulf Coast oil spill response.
It has been a fun summer.

First I want to enphasize EPA's commtnent to
this study particularly ORD, our Assistant Adm nistrator
Dr. Paul Anastas. W are very conmtted to this study.
EPA's mssion is to protect human health and the
envi ronment .

We have, you wouldn’t know it fromthe press, but
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a very l[imted role in the deep sea energency response.
think our role is limted to keeping and processing the
applicants to the National Contingency Plan Product
Schedul e and nmeking sure they do their flask test correctly
SO we can put themon the list of dispersants to use. It
doesn’t go nuch beyond that out at sea, but we have been
right there all along hel ping out and partnering with the
ot her agenci es.

As | said, our mssionis to protect human health
and the environnment. W don’t have del egated authority to
| ook at workers and we are very excited to coll aborate and
partner in this study because we woul d consi der worker
heal th and exposure and effects data to be an inval uabl e
sentinel to gain insight into the general population; the
effects of the general population and the nearby
communities will see fromthe Gulf oil spill

In our role, we have anal yzed over 2000 sanpl es
of water and sedinment for the variety of toxicants and
pollutants in the oil and dispersant as well as background
insitu levels. And we have anal yzed over 3000 air sanples
to date. W have a very good picture of what the
contam nants are that are reaching the general popul ation.

One thing that we bring as an asset here is not

just our analytical capabilities and the library of
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background data, but we al so have sone research tools that
may be uni que across the federal famlies. One of them
that I want to highlight is our exposure reconstruction
approach whereby we can -- it is a biononitoring design
where based on a current sanple we can know certain anmounts
of information about potential exposure. W can help
reconstruct the extent and the node of action and what
happened to the individual whether they were exposed and to
what extent.

| think sadly but sonewhat to the benefit of the
study we woul d know of the exposure dates to these workers
and | think that the exposure reconstruction process that
we have been devel opi ng and have at hand coul d be very
useful for this study. | look forward to that
col | aboration. Thank you.

DR MANOLIG | really just want to say how
grateful we are to the various agencies, the federal
famlies as Mchele referred to themin terns of the
opportunities that our study has to contribute to your work
and that you have to contribute to ours. | think in many
ways we can nake the response to the next effort even
better by doing that.

DR. GOLDMAN. Great. W do have a coupl e of

m nutes for questions and di scussion before we go into the
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next session.

| did have one question and what that has to do
with is that certainly we heard and we saw in the protocols
whil e sonme thought is being given to what kind of
information to give back to study participants and that
where there are clear guidelines such as the clinical
gui del i nes around bl ood pressure that sone of these things
wi |l be thought through well in advance that if you have
bl ood pressures in very high ranges, what to do with that.
And it did occur to nme, by the way, Princess Jackson, that
per haps HRSA coul d help in sone of the | ow access parts of
the region with Iinking people to nedical care. That could
be a nice help.

But it also occurred that there are a | ot of
measurenents that are going to be done such as if there is
really going to be evaluations of |evels of chem cals say
in house dust or in blood or urine that where it is very
difficult a priori to lay out the sane kind of framework
that one m ght for blood pressure, but there could be the
possibility of finding results that are unexpected for
whi ch there needs to be at |east consideration of action
that may not be action that would be taken by the N H, but
rather would fall into sonebody else’s jurisdiction whether

it is EPA's or NOAA's or NI OGSH or whonever, OSHA probably



276

nmore |i ke woul d be responsi ble. And whether there has been
any kind of consideration of having sone kind of a
nmonitoring commttee that m ght nonitor those data,
engagenent of the Federal CGovernnent, and again renmenbering
because it is the Federal Governnent there may be an
expectation that there is that kind of comrunicati on.

DR. MANOLIO That is an excellent point. And |
think we need to find ways to do that very effectively
W thout taking the tine of too many people to | ook over
data that aren’t critical and yet we may not know what are
the data that are nost critical. Qur plan at present and |
woul d | ove to hear what people would suggest the best way
forward is really to convene the group that we convened on
August 19'" periodically and probably for some key
i ndi viduals ask you to becone partners in this study as was
suggested earlier this afternoon and actually becone
investigators with us on that. But we would really love to
hear your suggestions on how best to get this information
back to you

DR. GALLOWAY: Personally, | think that is a great
plan. | think that the neeting that we had between the
federal agencies was very effective and brought a sense of
conradery that | think could be built upon and would all ow

us insight into the work that continues on. So any way,
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that we can participate and support NNHin this role
certainly very willing of course.

RADM DEI TCHVAN: | woul d echo Jinms comments.
woul d al so raise a question that | don’t answer for and
that is | agree that there are sone functions that other
agenci es may be better equi pped better to handle than NI H
For exanpl e, your exanple about how we need to establish a
mechani sm where health problens that are identified and of
course the study can be referred to providers.

At sonme point |ooking at the nunbers we are
tal ki ng about we m ght be asking HRSA to undertake a
si zabl e comm t nent mai nt ai ni ng havi ng sone peopl e engagi ng
in that as their full-time responsibility. Wen do we need
to start expanding what we think of as the funded parts of
the study? When does HRSA need to get sone noney to
support that their provision of that adjunct as oppose to
just saying okay HRSA, you got this part of it now? It is
not just HRSA. | don’'t want to put Princess Jackson on the
spot .

M5. JACKSON: No problemat all. | do want to say
that we are in the prelimnary discussions of this right
now. W are still |ooking at ways that we would be able to
provi de the assistance that is needed. At this point it

has been determ ned that nost of our community health
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centers are sonewhat away fromwhere this is actually
happeni ng and so maeki ng that connection to be able to get
them there has been sonething that we have been di scussing.
We are still in those prelimnary discussions at this point
of making that determ nation as to how we woul d best be
able to serve

DR. GOLDMAN: Questions or points that nmenbers of
the coonmttee want to raise at this point with the federa
panel ?

DR. PARKER Not to put anybody on the spot, but
let’s just say | amthere and | aman interviewer and |
have gone in and | have seen soneone and their PFTs don’'t
| ook too good and their FEV1 and their FVC are way out of
line and they are wheezing and they are short of breath and
they are a little hypertensive and | amthere for two-and-
a-half hours. | amgoing to pay $25 for their time and the
nearest health care provider that could see themis three
hours away. Wat exactly do we say and do to that
community because word will spread like fire that we are in
there and we are talking to people? It may not happen a
lot, but it doesn’'t take many. And what that does to
enroll ment and to the kind of responses that we get from
ot hers who hear about it. How do we figure this out before

we get started?
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DR. MANOLIG  You raise a good question and one
that | think keeps many of us up at night. You are
absolutely right that we may walk into a situation that we
hadn’t anticipated, and those are things that we have to
| ay out before we start as nuch as we can. But you never
know. W can’t have a protocol that says if they are
wheezing at this level or if their PFT is that level, do X
Y, and Z. W have to hire interviewers and train themin a
way that they know when they need to call for help and then
we need to have that help systemin place. And that is
going to vary fromcommunity to community and from provider
to provider and there may be community health centers and
there may not and all of those things clearly need to be
laid out. They are not laid out yet.

DR. PARKER | just have one other thought.
| ove the way you turn to themand ask their input and their
opi ni on about -- a few m nutes ago when you turned to the
panel. | amjust wondering if there is a way to turn to
the community and ask that and really get their input up
front about the fact that the intention of the study is the
followng. W are going intoit -- we know a few things,
but there is a lot nore where we don’t know, which is the
pur pose of doing the study to start with. Wat we want to

do is work wwth themto figure out how we all stay on the
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sane page about what we did.

DR. MANOLIG  You couldn’t be nore right. Aubrey
MIller is comng up behind you to tell you the efforts we
started in.

DR. MLLER And that is what have been asking
themis specifically those types of questions and actually
what woul d make sense for referral basis, what kind of
services they enploy. And even talking to sone of the
| ocal health care providers saying would this be
satisfactory. Could we refer then? W have started to
undertake that but it is going to be an extensive outreach
effort.

DR. MANOLIGO  Wul d you have any suggestions as
to how we could better do that?

DR. PARKER Yes. | would. It is a big study.
It does present enornobus opportunity and it is on a fast
track and | get all that. But it always seens to ne that
very well thought out qualitative stuff up front before we
go after the quantitative. | think a systematic
qualitative | ook at some of this mght really help with
under st andi ng sone of the themes and sone of the approaches
and really what is on the mnd of the people that we are
really trying to link with could really be insightful nore

than just pilot testing of quantitative, but really sort of
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st eppi ng back and making sure that up front when we engage
that we are all sort of on the sanme page about what the top
three to five biggest issues are and nmaking sure that from
the base all the way across and across all the
constituencies we are all speaking the sane | anguage about
t he sane topics.

It just makes nme kind of nervous. These
unexpected we are going to respond on the other side versus
we at |east are on the sanme page at the beginning. | think
sonet hing that takes advantage of the great qualitative
met hodol ogi sts and sort of social science approach to sonme
t hi ngs when you really don’t know and you want to open up
and cast a big net up front could really help informsone

of the issues that | think keep resurfacing and nmaki ng us -

DR. GOLDVMAN: As a very pragmatic suggestion to
make use of the local public health infrastructure and they
know who is practicing and caring for people in their
communities. And don’t step on her toes certainly or don't
assune there is no one there before you check because there
may be people there who are ready to receive them

DR. SANDLER: Can | have clarification -- your
comments were nore about what the participants expect. |Is

that --
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PARTI Cl PANT: -- interview ng and staff on both
si des --

DR. SANDLER: | think the idea of finding out --
if we go into the community and identify sonebody that we
think has a problemand we start making referrals and they
want us to m nd our own business, we ought to know that up
front too before we start com ng up with conplex plans and
follow up for people who don’'t want to do this.

PARTI Cl PANT: Echoing on Ruth’s comment is that |
t hi nk we should do a focus group, not just with conmmunity
| eaders, but actually comunity nmenbers because we have
been tal ki ng about community | eaders. But as we all know,
comunity | eaders have their own biases and their own
opinions in ternms of what they want for the comunity and
sonetinmes it does not really represent the scope of what
the community really wants. For exanple, if you do a study
and then you get the wong partners and there is conflict
with the partnership, what happens? Mybe the community
| eader m ght recomrend people to your study but those
menbers mght falsify the data. They m ght, okay, | wll
do it because ny priest or ny preacher or ny nonk tell ne
to do it, but | really don’t have a vested interest in it
and then it is easy to say yes to everything.

Especially | know the Asian American conmunity
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intimately. They are very respectful. They don’'t say no
when it is comng fromtheir |eader particularly the
preachers, the religious | eaders. They won’t say no, but
internms of your results it m ght be wong results because
they are just doing it because they were asked to do it. |
think it would be really inportant to really have accurate
dat a.

Following wwth that are interviewers, bilingua
interviewers. Having information translated is not enough.
The bilingual interviewers outreach worker really needs to
know the information well. They need to be really intimate
of the questions that are being asked so it won’'t be just
where they are just reading the information or maybe the
translation is done wong. That is really inportant in
terms of translation. It is not just the idea about
translation, but it is about health literacy within the
interviewer and outreach workers.

DR. GOLDMAN. W have several people who have had
their hands up. One |ast comment, go ahead, froma
comm ttee nenber and then those of you who want to speak
can you stand up at the mkes actually so | can see how
many of you there are. W have about six mnutes left in
this session.

DR. COCHEN: | will be brief and | don’'t want to
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beat a dead horse, but we keep referring to terns |ike
unanti ci pated experiences. | think with tens of thousands
of visits | would be shocked if within the first two weeks
you don’t cone across severe hypertension, out of control
di abetes, status asthmaticus. And | think working with
M ss Jackson and when you have soneone in the community and
you are in a zip code, we should know exactly who we could
reach out to if soneone doesn’t have a primary care
physician. |If we do it by zip code or other neans, the
person there in their house wll know exactly where they
can refer soneone to instead of trying to back into that
| at er.

MR. EGGERT: Yes, Russ Eggert, again, with
Florida Departnment of Health. In ternms of the | ast
coments | would just recomend at least in Florida to be
sure to reach out to the local county health departnent.
Many of the health departnments in Florida provide primry
care services. A nunber of themare also federally
qualified health centers. | think that would be certainly
a good resource and of course you would want to work with
themup front to see what arrangenments m ght be made to
help in that regard.

DR. MASON: | am Tom Mason. | amfornerly with

the NNH and I know here at South Florida, Florida s first
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coll ege of public health. W used to be able to say we
were the only college of public health. And the one thing
just echoing on what ny coll eague here said fromthe state
departnent of health is Admral Deitchman knows. These
states are networked. W are a sister state to M ssissipp
with regards to preparedness. You have a network of

i ndividuals who are already prined to go out, to reach out,
and to provide these types of, if you will, interactions
and referrals. | would encourage all of you to think al ong
the lines in addition to all of you, many of whom | know,
and all of the good work that you are doing to | ook to sone
of the other local resources. Qur econony health officers
are extrenely well trained and we exercise them
unmercifully with regards to di saster preparedness. Just
ask us. We do that. That is why we are nunber one.

Al so, we are nunber one. W are nunber one
because we sit with the coomunities. W sit with the
communities. It is truly community engagenent. Wen we
sprayed our popul ation here with mal athion, we all canme
together, you better believe, hello, as Florida’ s then only
col l ege of public health

And | woul d encourage you when you think about
communi ty advisors, community partners that you don’t | ose

site of the fact that in addition to the county health
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officers, in addition to those particul ar groups, you have
many of us former PHS officers who are scattered to the
four winds who are out there. W are predepl oyed as

Adm ral Deitchman has heard nme give this talk before. W
are predeployed. W are ready and nore than willing and
nore than able to facilitate.

You have sel ect subpopul ations. W have plenty
right here in Tanpa. There are plenty in the four states.
Use those resources effectively. W have raised our hands
nore than once to serve and we are proud to serve again.
Thank you.

DR. OSOFSKY: | will be extrenely brief because
we could make simlar coments about the health departnents
and the clinics and the federally qualified health clinics
that are available. 1In addition, one of the things that is
going on paralleling our study is resource napping in the
nost inpacted areas. | would encourage if it is al
possible with the other states that are involved if we have
this resource mapping so that it is clear where resources
are avail able al so see where gaps are, but where resources
are available so that in addition to energency |ines or
hotli nes one can | ook at what are the nearest resources of
a quality-type nature, which I think could be very hel pful

in these visits and during these interviews.
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DR. LI CHTVELD: From a practical perspective it
takes nine nonths to do a good comruni ty-based study. W
don’t have nine nonths. That is very practical. W wll
have to do what our next best is.

Secondly, when we say the conmmunity there are
many conmunities and the parish health departnent are very
much part of that community. |In addition to the
governnental resources one resource that is region w de and
HRSA is too are the pediatric environnental health
specialty units. Then you know those. They are in region
six and that is a resource.

Also, we tend to gravitate very quickly when we
tal k about health care to physicians and nurses. There are
phar maci sts. There are ot her paraprofessionals that
provi de the kind of health care that we focus on.

And the last thing | want to say is | didn't get
toit on ny slides, but there will be people who are
hypertensive and don’t have nedi cati on because they can’t
afford to fill it or they didn't have tinme. There wll be
peopl e who are in status asthmaticus al nost who don’t have
medi cation. Just asking the question they will give you
the right answer, but that is actually not their health
st at us.

DR. GOLDMAN:.  Thank you all. That was a
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wonder ful panel and to all the audience for participating
inthis. D dyou want to nmake one |ast comment? You can.

DR MLLER -- we have the agency groups too
because there are other studies that are going on just |ike
CASPER was just done by CDC out in Alabama | believe. And
all these networks they used the referral ideas about what
their strategies were when they went and did the CASPER
about how they are going to refer people so that we could
devel op whatever is going on whether if it is BRFSS or
ot her surveys to think about unifying this so there aren’t
just referral networks. They are all over the place that
this becones really a collective strategy of how we do this
and to make sure that those assets are utilized in a
t hought ful and coherent way otherwise it is just all over
the place. | just wanted to throw that out there.

DR. GOLDMAN:  Thank you very nuch for that and
t hank you all

(Appl ause)

W are going to nove on to our next panel.

Agenda Item Sumraries of Panel D scussions

DR. FINEBERG Ladies and gentl enen, thank you
very nmuch. This has been a very rich and informative
di scussion and | amvery pleased that we have an

opportunity now to revisit -- we have an opportunity now to
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revisit wwth the chairs of each of our panels for their
reflections and points that they especially would highlight
or like to augnent fromthe earlier discussion. And I
suggest that we take themin the order that we heard each
of our panels and that neans, Dr. Goldstein, we will begin
with you on the discussion about study goals and design.

DR. GOLDSTEIN: | think we decided that nore
research is needed. And for that we have been here al
day. We have heard recurring thenmes throughout the day and
one of ny problens in trying to wite these out was trying
to think of what we said specifically in the norning that
was not repeated throughout the day. For instance, we just
heard the concept that it is a conplex study with conpl ex
popul ation and that starts off the chall enges and you heard
in the research design approaches issues having to do with
how does one set up a study of this magni tude whil e not
being able to do the things that one would normally do over
nine nonths, was it that you said? That would be for a
communi ty- based study but perhaps a year down. | don’'t
know how much tine you really like to set this study up.

PARTI Cl PANT: -- four years to design the |ast
cohort.

DR. GOLDSTEIN: W have heard over and over again

about the issues of the exposure side of it is going to be
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difficult because we are starting late. There are |ots of
dat abases that are out there that will be hel pful, but we
have just heard how they are not really very well |inked
toget her so |inkage of some of those databases.

We have heard about the need on the exposure side
to have sone opportunity to validate what the exposure was
using a couple of different approaches on the sanme
popul ati on so that you have sone subset of your popul ations
on whi ch your exposure is reasonably acceptable that that
is really what the exposure was.

We heard from our speakers about the inportance
of being sure that we have outcone data that are going to
be neaningful in relationship to the exposure data. Dale
put it very well at the beginning to say that we can’'t
really be fully predictive of what the outconme is going to
be. This is not a fully direct study. D d the agriculture
heal th study which also had |ots of potential end points
and you are comng out with all sorts of interesting
potential associations, hypothesis generation, but there
was a very strict hypothesis which guided that study which
was the fact that there is a | ot of Non-Hodgkin s |ynphoma
anong agricultural workers. There are other cancers anong
agricultural workers. That was a very specific hypothesis.

This is nmuch nore of an open ended. Wat are we
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going to find given the exposures? And even nore of a
probl em because we are not sure what the exposures are in
many ways so that it is not -- it would be alnost sinple if
it was the vol atile hydrocarbons that we knew people were
bei ng exposed to because we have a pretty good idea of what
benzene does and toluene and et cetera. |In fact, we are
not quite sure about the toxicol ogical endpoints that are
of concern for noose or tarballs or however we are going to
descri be what may be the nmj or exposures to peopl e.

It was -- in fact, Lynn, | think brought it up
about the issue of the NIEHS at the sane tine doing nore
t oxi col ogi cal studies. W heard from NIOSH that they are
doi ng toxicol ogi cal studies of some of the exposure.

Thi ngs just sort of hel ped guide the endpoints in the
st udy.

There were a nunber of suggestions that | won't
bot her repeating because again they keep on getting
repeating having to do with the specifics of being able to
determ ne what are you going to do with exposure data that
is mssing, what are you going to do with -- again, | am
repeating nyself now with the validation of the studies.

You have a design which includes a |arge group
and a smaller group. You nmade an estimte of 70 percent of

what you are going to be able to do froma large group to a
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smal | group. You have heard lots of different -- during
the day you have heard lots of different fol ks saying well
you are never going to do it or oh you will do it easily
because these people are really cooperative. You are going
to need to pretty soon get into the field and find out what
that kind of response rate is going to be if you are going
to be able to really nount this study in any organi zed way.
| very nmuch hope it is the latter that you will get lots of
cooperation very quickly, but obviously that is an
inportant thing as part of your experinental design.

Those are just sone of the issues that cane up
t hroughout not only the norning, but throughout the day.

DR. FINEBERG  Thank you very much, Bernie. Next
we wll nove on to Francesca and di scussion of the data
col l ection and cohort surveillance and mai nt enance.

DR DOMNCI: | will provide -- try todo it in
a high level summary what | have heard today nmaki ng sone
main points. First, | think I heard the inportance of try
to set the bar very high and that was a point that Harvard
Fi neberg nmade or how we will make sure that these studies
will be part breaking and of course it will not be probably
wll be hard to be part breaking in any di nensi on but what
will be the dinension where | think that this could be

really sonething that could be considered as a new
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framewor k for conducting epi dem ol ogi ¢ studies of
di sasters.

And the panel was a | ot of discussion about the
devil is in the details and the inportance of docunenting
since the beginning how the study will be run and so in
terms of defining the admnistrative core. W0 is going to
do what ?

There was a | ot of discussion and that is how
defined it and the general unbrella of the data core, which
woul d be really docunenting and deci di ng ahead several very
inportant internal issues on data quality, data |inkage,
which is comng up all the tinme, data sharing, data
managenent, how data query will be addressed. That was in
t he detail.

David Tol | erud brought up the inportance of also
trying to develop a sustainability plan as basically as
what woul d be needed so then all of these efforts would be
sust ai ned.

There was a di scussi on about how to prioritize
the specific question that will be addressed by the N EHS
investigator as a part of this study. What wll be further
studies? There is a part of a RFA

There was a discussion, | think, and it called

for the inportance of adding interdisciplinary expertise as
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well as a data collection expertise of the study team and |
think that was a team al so which was very prevalent in the
| ast section that we have.

We can | earn on sone success stories on well -
pl anned data collection for research instead of being
reactive and | think David Tollerud brought inportant I
t hi nk was a nmeani ngful and inportant exanple of the Arny
and how actually they were able to make significant
progress fromstarting frombeing in a position where they
didn’t even know who was exposed to the Agent Orange and
then ending up now with actually having a well -pl anned
nmoni tori ng sanpling.

| amjust going to conclude that with sone of the
et hical issue discussion, there was posed a question. |Is
it that -- if we can conme up with disease, is this
gui deline or how to protect personal information when we
are in the long-term studi es of environnental disaster?

Al so, there was a | ot of discussion and an
important point is that howto formalize and crystallize of
how the informati on would be collected. Wat type of
information will be disclosed? And then | think very
inportantly was to plan ahead and what type of information
we will need to ask and whether some of them are sensitive

i nformati on woul d be very needed.



295

DR. FI NEBERG  Thank you very much Francesca
Next we will turn to Susan Santos for relating to the
comunity.

DR. SANTOCS: Geat. | wll try to put this in a
couple of categories that | heard and then sone thenes in
those categories. Cearly the first we have heard a | ot
t oday about engagi ng the community and what that really
means. We heard that it was inportant for study design
enrollment, retention, and ultimately the credibility of
results.

One of the key thenes that cane out is that
engagenent starts with listening and listening is not a
static process. W nmoved on to who should you be listening
to and there has already been efforts with the webinars and
sone sessions and focus on NGOs and conmunity | eaders, but
a nunber of tines today the recomendati on canme out about
goi ng out and doi ng focus groups, which I would again
support and endorse and that we need to think about that
with the general public, the different states, the Asian
community, the African American comunity, the Latino
community, the Korean community, all the different
communities that will make up and conprise people who are
normal Iy enployed full tinme, people who are not enpl oyed

full tine.



296

| think if you start to |look at the sanme matrix
you are going to have for who gets into the study will give
you clues also as to who you want to talk to and listen to
in ternms of focus groups.

Focus groups can al so provide an opportunity for
pretesting of materials; the consent form being one. At
| east sonme of the general |anguage that m ght be tricky.
We see this again and again that people sinply don’t
understand terns that kind of roll off of us as being
clear. That is an inportant thing to do.

There was di scussi on about novi ng beyond | ooki ng
at community to informtowards a nore coll aborative nodel
and agai n thinking about what does that really nmean in the
context of this study. Is it building community
infrastructure so that the conmmunity has an ongoing way in
network for | ooking at environnmental issues or health
issues? Is it looking at health resources? 1Is it
provi ding resources to deal wth individual health issues?
| think we have to really think about what coll aborative
means in the context of this study and what you can and
cannot do, but that clearly needs to be thought about.

Di scussi on today focused on the inportance of not
just the CAB. | think everyone endorsed the idea of a CAB

There has been research going on fromday 101 in public
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participation about community advisory boards, but really
again in terns of thinking through howto establish this
one, nmulti-state, nunmber of different popul ati ons agai n.
VWhat does that need to | ook Iike? Wo should be a nenber?
And clearly one of the | essons |earned from CABs has been
setting up the expectations of what the CAB is for, what is
its purpose, what are the expectations on nenbers. |Is this
sonething that is going to be yearly? Every two years you
rotate. There is so much richness to thinking about the
CAB that it deserves | think an in-depth discussion about
that. It is a critical conponent of it.

Again, bringing in community nmenbers as | eaders,
not just in an advisory capacity was tal ked about, and
recogni zing that the CAB is not synonynous with community
i nvol venent. There was al so a recommendation for community
Iiaisons, which I think was a wonderful recommendation and
sonet hing to be consi dered.

Move away fromthat broad category of engagi ng
the community and there is sone overlap here, but thinking
specifically about consent, enrollnent, and retention.
There were di scussions about privacy issues. A lot of
di scussi on about how do you in frane the value and the
benefit for individuals participating. And there was

| anguage in the consent form | mght have sonme specific
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t hought s about sone of that specific |anguage.

And then how do you set expectations about the
study will do and won’t do. In research that has been done
| ooki ng at how peopl e perceive and renenber conmmunity
health studies, kind of epi-studies versus risk assessnents
versus what they think it is going to give them It is
very clear that there is not a great understandi ng even
when peopl e say they have been given infornmed consent about
there is still this expectation that it wll answer
i ndi vi dual health questions and not just the popul ation.
And | think that will be one of the richest areas where
i npact can be nade here about how do we bridge that,

t hi nki ng broadly about that, and creatively about that.
But clearly setting expectations for people in terns of
t hat .

The issue of incentives has been discussed. |
think there were comments that you have obviously already
taken strides in terns of -- gift cards are great. And
don't wait three weeks. Gve it to people now But
think one of the things that still hasn’t been fully
per haps di scussed is the notion of how nmuch and is it the
sanme anmount to everybody and again thinking about this
popul ation clearly sonething. Wen you are |ooking at the

length at tinme for both getting people -- it says sonething
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about how nuch people are valued. That is a big part. |If
we are telling people your participation is inportant then
sonetimes how we renunerate people is a sign of that val ue.
| think we have to think about the nessage that says.

The issue of training consenters and interviewers
| think was inportant. Training themand what we call
RTQs, answering tough questions, the ones that may be about
fish levels or water quality. The ones that aren't just
about the purview of the study, but a broader set of Q and
A and resources that can be provided to peopl e because they
are the frontline. |If you can't score there, the ability
for people to want to stay in the study is going to be
greatly di m ni shed.

G ven the constraints in consent |anguage that
you might have froma legality. There are ways of doing
suppl enmental materials that are really high | evel and easy
that don’t undercut the legality of making sure soneone
under stands, but really get at that dial ogue that was
tal ked about before which is what did peopl e understand
this study to be involved and what will it do and what wl|
it not do. There are sone creative ways | think that that
can be built into the consent process.

The last thing and | don’t |ike saying the | ast

t hing because it always is the last thing is the notion of
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communi cating clear results. | think everyone agrees how
critical it is: clear nessages, concise nessages. Reality
often is is that is usually the last thing to get done in
part because we are waiting. W are busy doing the work of
enrolling and updating and we don’t have the results. But
| think there are a nunber of things that can be thought
about up front in ternms of comrunication. W know issues
of uncertainty. W know i ssues about how you expl ain
associ ations versus cause and effect. There are a nunber
of things that could be | ooked at, again, relative to the
study of design that will give us the lead to what are

t hose key commruni cation chall enges that are going to be
faced and can we start working through those now. Again,
that is sonething | think there has to be focus on.

Making referrals was tal ked about; the need to
have that referral. If you find the high blood pressure,
if you find somebody who has gl ucose | evels. Think about
the use of social workers who are experts in being able to
triage resources within the community and what role they
m ght be able to play as part of that.

| can’t stress enough about the issue of
comuni cati ng househol d sanple results. There has been
sonme interesting work done by Silent Spring Institute and

ot hers were | ooking at environnental household sanpl es
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where there are no standards. You can’'t conpare and say it
is below the threshold or it is above this. And again
referrals m ght be what people do if they find they have
high | evels of PAH or high | evels of pesticides in their
home. Having to think again what are the resources that we
gi ve people for those things and not just for blood
pressure. Some of those things there.

In pointing out that -- people have pointed out
that health literacy is nore than a matter of |anguage and
so cultural sensitivities and a nunber of things into
health literacy. WII| that be a part of the design in
terms of thinking again about the health |iteracy aspects
of this?

Comruni cations plan. That was nentioned. There
was note of a comunications plan. Probably |ooking for
sone nore depth on that again. Channels is clear when we
tal k about newsletter or web 2.0 or just websites, but
really the heart and soul of segnmenting it. Wat are the
i ssues? Thinking through nore thoroughly a comuni cations
plan. And then again |ast but not |east what is the plan
for sustaining conmunity engagenent invol venent throughout
the long period of tine?

DR. FINEBERG  Thank you very much, Susan. And

Lynn, your reflections for the interagency participation.
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DR. GOLDVAN:  Well, it seenmed to ne that given
t he unusual nature of this study and that is that it is
basically a disaster epidem ology study. It is a very
different kind of piece of research than what the NIH is
usual ly involved with. And also that there is therefore
great urgency in trying to nove things forward that there
seens to be an opportunity that a nunber of the other
agencies have the ability to help contribute to noving
things forward in a way that is nuch nore coll aborative
anong the agencies and we woul d usually see for research.

We had heard that there is a lot of nonitoring
data both on the environnment and on human health, a |ot of
the human health data collected fromthe states that there
is effort underway to quality assure sone of that. It al
hasn’t been assured. And there is effort underway to bring
the data together into some kind of a single tool and that
woul d seemto be potentially very useful thing for the
peopl e involved in designing the study if that can happen
sooner rather than |ater obviously.

That there seened to sone unique skills that are
avai l abl e in sonme of the agencies that m ght be hel pful,
such as one exanple that was given this exposure
reconstruction capability that m ght be useful.

That ot her agencies or others within the NIH, us,
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could help us with the toxicology and perhaps helping to a
priori conme up with alert levels or ways to interpret data.

And nore of a personal reflection on ny part but
post the Katrina episode and all of the issues that
occurred with the formal dehyde and the trailers. | think
that one thing that we sawis in the context of having gone
t hrough a di saster that people have a view that data should
be provided to themimedi ately and the interpretation
i mredi ately. And that is going to be very challenging. It
is not the usual way that epidemology is done. But I
think that is a case worth looking at carefully in ternms of
a process.

Qoviously that the timng of such collaborations
is going to be inportant if those resources are to be
brought to bear that they need to brought to bear in a
timeframe that makes sense in terns of progress noving
forward for the study. Although it actually occurred to nme
again in editorial coment that the passive phase may be
doesn’t need to be as infornmed by sone of this information
as the active phase when actual neasurenents are being
taken on people and even nore input is needed for the
bi onedi cal studies and so that nmaybe there is a way of
timng all of this so that it could be reasonably brought

t oget her.



304

We heard about the potential for making a mapping
of clinical resources that could be very useful not only
for the study but perhaps for other purposes.

And not |ast but not |east certainly that the
federal agencies seemto have a nultitude of various
partners and rel ationshi ps and people that they are working
with in these communities already and everything fromthe
public health agencies. It is the CDC seens to connect
wi th. HRSA connecting with the federally funded clinics
and | am sure that you could tick off a nunber of others
where there are these preexisting relationships that
perhaps could be utilized to kind of anplify the ability to
reach people in the community.

There seened to be a very conplex web actually of
federal agencies involved with this and it | ooks very
challenging to nme. | noticed on the slides the way that
the agencies not only wear different uniforns, which were
ki nd of obvious, but also speak different |anguages. | saw
words on sone of the slides that | have never seen before
and | consider nyself to be pretty literate. But | think
fromthe standpoint of the public, it is one face and that
is part of the challenge here wwth the vets(?).

DR. FINEBERG  Thank you very much, Lynn. Let ne

thank all of the panelists for your concise and informative
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summaries. W really appreciate it very, very nmuch. Thank
you all very nuch.

(Appl ause)

| would just |like to make a coupl e of
observations fromny vantage point observing through the
day. | think it is notable that the only reason we are
able to have such a rich discussion is because of the
incredibly intense work that has al ready been acconpli shed
mai nly at the NIEHS, but surely with the support and
engagenent of all of the agencies, the partners, the
participants fromevery side who have contributed to the
devel opnent of the protocol that we had with us and it was
a remarkabl e, remarkable start and | want to give tribute
to Dale, all your colleagues at the NIEHS and el sewhere for
doi ng such an incredible job getting it up to this point.

| can only imgine know ng Francis as | do that
he gave the usual instruction which is do it fast, do it
right, and do it economcally to which the only | ogical
reply is which two do you want. W can do it fast and
economcally, but it won’'t necessarily be right, or we can
do it right and economcally, but it won't be fast, or we
can do it fast and right, but it is going to cost a |ot.

The truth is we are asking you to do all three.

And we are asking you to do it in a way that is path
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breaki ng because this is a type of study which has never
been assenbled in the timefrane that you are being asked to
assenble it and is being conducted under circunstances,
whi ch unli ke the unusual Washington political inperative of
time. This is actually scientifically driven by tinme
urgency because the availability, the recall, and the
consequences of this bill will deteriorate over tine and
therefore every week’s delay before you can actually get
started neans a nore difficult tinme of discovery.

| was rem nded as we went through this day and
particularly, Lynn, your |ast coment about |anguage of a
meeting | recently attended hosted by the Federal Reserve
Board and the purpose of this neeting was bringing together
for the first time they believe urban planning and public
health to tal k about cities of the future that would not
only function well, but be healthy. And both sides were
tal ki ng about the inportance of the CDC and it was
wonderful to hear both sides talk about that until we
realized that one side was tal king about the Centers for
D sease Control and Prevention and the other side was
t al ki ng about community devel opnent cor porati ons.
(Laughter)

And | was thinking about that when we tal ked

about the inportance of the CAB, what is the A and you are
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going to have to think about this A Is it advisory which
is the standard nane? |Is it assistance? |Is it advocacy?
s it anbassador? What exactly are we asking the conmunity
to beconme in joining with us in partnership? And this
brings ne really to one of the key points. It may be very
uncertain. Truly it is uncertain whether this study even
if ideally launched will ultimately discover disease and
heal th consequences. It is uncertain whether that wll be
an out cone.

But what can be certain is that from nethodol ogy,
t he processes, and the manner in which you conduct this
study, you have the opportunity to set new standards. You
have an opportunity to engage with a community in a way
t hat has never quite been acconplished at every level in
pre-pl anning, in conduct, and in analysis in the past. You
have an opportunity to bring the various agencies nore than
eager to participate into new engagenent on research and
di scovery for public health. You have an opportunity to
put in place a new nodel that conbi nes the protection of
data privacy and access to data, which Francis started us
off wwth this norning, in a way that has never quite been
acconplished jointly in the past.

You have an opportunity, | would submt, to

engage in a kind of active, pretesting that wll informthe
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study and not just give guess work about whether an
incentive of this size matters or a letter framed in that
manner woul d make a difference. Test it out. GCet those
informants to have those reaction groups in the area and
actually see how many people and which group would sign up
if we did it this way or that way. How many would like it
that way versus this way? Know before you | aunch

You have the opportunity here, in other words,
with the parent study and the of fspring studies which are
al ready in process of hosting a sponsorship and funding to
have a fam |y approach to research which is very sel dom
carried out in a coherent way.

However the study is successful in the core
science to understand the health outcones, you have
si mul t aneously the opportunity virtually to guarantee that
this will be a very worthwhile initiative nmethodol ogically
and in terns of both science and relation to community-
based research

| think this has been a very rich and a very
wort hwhi |l e di scussion and I want to thank especially all of
the comentators and advi sors who gave of their tine today
to participate in our panels and to give the benefit of
their best thinking. And | want to thank again especially

the commttee and the staff who have nmade this possible and
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of fer ny congratul ations especially, Lynn, as chair to you
for work going forward. And | amgoing to turn the program
back over to you for final discussion and public
engagenent. Thank you all to the chairs very, very much
and thank you all for your participation.

Agenda Item Public Comment

DR. GOLDMAN: My understanding is that there is
no list of people signed up for public comrents, but that
we are open at this point in tinme for public comment.
There has been a | ot of comment that has al ready been nade,
but | think this is an opportunity before we close this
wor kshop if there are things that haven’t been said that
you think should be said. |If you think that there are
points that were nmade that were lost in the summaries that
were just given or just ideas that you want to nmake sure
are highlighted to cone forward and do so. And so we have
the m kes and pl ease cone forward. State your name. Thank
you.

DR. TRAPIDO H . | amEd Trapido from LSU
Heal th Sci ences Center. W all know that of all the
studi es that have been done there have been no nore than
ei ght that have | ooked at health effects and a smaller
nunber that have done long-termeffects. The | ongest one

was four years of nental health effects.
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| have heard today is howto get this going. W
all know that if we are going to look for the long-term
effects of the exposures particularly for cancer and for
ot her di seases of long |atency, how can it be built and I
know t he federal budget goes year by year, but how can it
be built so there is a structure that will allow and a
sanpl e size |large enough that will allow long-termfollow
up for diseases which are generally rare but that this one
won't be the ninth study that had a short-termfollow up
and that after five or seven years ends because there
weren’t enough people foll owed or because the
infrastructure wasn’'t being built.

DR. GOLDMAN. Dr. Collins, can | ask you to --
and that has cone up in an earlier comment as well, the
i ssue of | guess the budgetary horizon and why does it
appear so short.

DR. COLLINS: Well, it is a problemof course that
the federal budget for bionedical research gets picked
every year and you never quite know the trajectory and at
the nonent the trajectory doesn’'t | ook very encouragi ng
gi ven the concerns about deficits growi ng and the econony
struggling and so on.

| think that was the reason, therefore, why this

was scoped out as a five-year study but with the intention
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of being able to extent it beyond that and | think Dale in
the presentation nmade that clear. The extension beyond
five years, however, would be of uncertain character in
terms of whether this was record |inkages assessing
possibilities that by regular contact there were
experiences of norbidity and nortality that you didn't
expect or whether you would actually continue the process
of comng to a nore personal interaction with the

partici pants.

Sone of that, | guess, will depend upon what
happens in the first five years. Do we begin to see hints
of signals or not? There are certainly a | ot of people out
there who think this is way overkill and there is not going
to be any nedical consequences of what has happened here
and this will be a tough decision to decide because
probably in five years for a long | atency condition |ike
cancer we really won’t have very much information to know
whet her we shoul d keep going or not and that is going to be
a tough decision that wll have lots of inputs. | can
prom se you that if | amaround in any kind of role here it
will be done in a very public way trying to figure out the
bal ance between the costs and the benefits of continuing
this study. But | think right nowit would be very hard to

map beyond the five-year period exactly what we w |l want
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to do.

DR. GOLDVMAN: | would agree with that and it
occurs to ne that if | were trying to propose a study such
as this one as an R grant that I would have a very hard
time getting it funded for even a nmuch shorter period of
time because of the fact that it is in sone ways
exploratory and there are not that the hypotheses are broad
and the systemisn't really well set up for funding this
kind of research. But to go beyond five years it is very
difficult to predict whether the initial findings are going
to be of a nature that people will feel that there is
val uable information to be gained. And | think that that
is fair enough.

| guess in terns of how we discuss it in the
wor kshop report it is not that you are saying that it won't
go passed. It is just that it is very difficult to predict
the direction where the research is likely to go including
whether it will continue to be a | arge study.

DR COLLINS: | can nake one nore other coment
since | am standing at the m crophone here. The other
aspect that is really sort of stepping even outside of this
study and causing us to think as a nation going forward
shoul d we be better prepared the next tinme there is a

di saster of sone sort because there will be whet her natural
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or manmade. Natural disasters we have experienced recently
with hurricanes and earthquakes and so on. And nannade
ones there is a long list of scary things including aw ul
experiences |like dirty bonbs that perhaps are |urking out
there at least in our nightmares and maybe coul d happen in
reality.

Shoul dn’t we be better prepared to think about a
rapi d response not just a response that is immediate trying
to protect people against what are the health consequences
are as soon as it happens but the research response and how
do we have a programin place to be able in a very quick
turn around with I RB approval and all of the other aspects
of this to go forward. And does that nean we even need a
fund if it is kind of sitting there to be tapped into for
such di sasters.

Ni kki Lurie has been bringing this issue up and |
don’'t know if she wants to say anything about it as we are
sort of closing here. N kki and | have tal ked about it.
Teri Manolio has been part of that. Tony Fauci has as
well. | don’t think we would say at the present tine we
qui te have an answer to this, but it does seemlike a
| earni ng experience that we shouldn’t mss the chance to
reflect on.

DR. LURIE: Thank you, Francis. First, let ne
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just say thanks to all of you for being here today and for
the really rich and informative and provocative
conversation. | think it has been incredibly hel pful.

Wth regard to this issue, | do think it is
really inportant and | have been struck over the course of
the last year as | have been in this position that we have
had sone pretty unusual events that we have responded to.
Each hurricane is obviously a challenge, but we have had an
HIN1 pandem c. W have had a massive earthquake in Haiti
with untold kinds of injuries. And now we have had this
oil spill. Al of these things were clearly unanticipated
and left us with a lot of scientific anbiguity. | think we
had done sonme science planning with regard to planning for
a pandem c and NIH did a fabulous job in particular getting
up and figuring out what is the right dose of vaccine. Do
we need one dose or two? Are there early signals that it
is going to be safe, et cetera? And that was terrific.

But | think it is also fair to say that we were
enough wrapped up in the day-to-day dealing with all of the
chal l enges that it was harder to have the |ong view and say
what science should we be doing. Fortunately there was a
huge long history in influenza that really guided us in
day-t o-day decisions and a trenendous anount of science

t here.
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Wth this event | think and many others that we
worry about the science really isn't there and | ampretty
convinced at this point that one of the things that | think
we owe to future generations of people who deal with
disasters is to do as good a job on the science as we can
so that the next people don’t have to confront the sane
situations that we do. There will be others for sure. But
part of that may nmean in fact thinking about as Francis was
sayi ng science as part of response. That we actually have
alittle bit of concept of operations.

And when sonet hi ng happens we say do we have the
science -- what does the science tell us and then we say do
we have the science we need to manage through this acute
event and then are there scientific opportunities that we
need to take advantage of so that we will never here again.
How we organi ze that, how we fund it, how we do all those
things | think should be the topic of further conversation
and sone really good thinking. But | am personally am
convinced at this point that it is sonmething that we need
to get noving on

DR. GOLDMAN. Before you cane earlier, sonebody
mentioned an idea of actually preparing protocols ahead of
time, pre-clearing themwith IRBs, pre-clearing themwth

the OMB so that they are pre-positioned for inmediate use
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because those things take tinme to do devel opi ng, but the

cl earance processes as well. And we did not have OVB on
our panel and that takes tine too. |Is that sonething that
you guys are thinking about? | realize it is daunting

because you are not sure exactly what you are going to have
to do.

DR LURIE: | will nmake a few comments in that
regard and | think some of this about how we get the system
organi zed going forward. As we plan for a pandem c over
the last -- since 2005, there were in the national pandemc
pl an all kinds of things about protocols that were supposed
to be designed ready to pull off a shelf in case X, Y, or Z
happened. Those things didn’'t happen. Oher things
happened. O that since people thought it was a really
|l ong way of fer was sort of unthinkable or uni magi nabl e.
They didn’t devel op those protocols.

And so | think that the ideas are a really sound
one, but | think probably as inportant is to have an |IRB
mechani smthat can get noving very quickly. W mssed sone
bi g opportunities even with HINL because it took | RBs and
universities six nonths to turn around protocols. W need
sonme kind of a national maybe | RB nechani smthat can get
nmoving pretty quickly. W need sone way that we have a

systemwith OMB that if you have to collect data in the



317

context of a public health or health energency that you
don’t -- you can have a different way to deal wth a very
cunbersone cl earance process and talk to nore than nine
people, et cetera. But those are system i ssues.

VWhat | feel like our first order of business is
to identify which pieces of the infrastructure do we need
to be in place that will support the science around any
kind of event one that imagine or one that we don’t. |
certainly think we ought to have our finger on who are the
experts in the areas of the things that we are nost worried
about and know on a dinme how to contact them And then
know on a dinme that we would pull together a group and say
whil e we are respondi ng acutely and operationally, we need
you to hel p us think about the science. But to get that
infrastructure in place |I think would be a really inportant
thing for us to do and I welconme any and all suggestions
and i deas about conponents of that infrastructure or howto
make it happen.

RADM DEI TCHVAN: Just to follow up on Adm ral
Lurie’s cooments, with this event when we tal k about
scientific research, we are tal king about basic clinical
science here. What are the health effects of this? | hope
we woul d include -- expand that discussion to a sort of

heal th care operational research. Wen these disasters
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cone along, we want to know -- just to take two exanpl es
fromHaiti. Wen you have an airhead that has limted
access, are we prioritizing the right kinds of aid to get
in there as quickly as possible to save |ives?

DR. GOLDMAN. | was going to say | know peopl e
i ke that too, but I think you are tal king about sonething
el se. Wat is an airhead?

RADM | amsorry. In this case it is an
airport.

And the other is when we are sending down -- when
we are bringing in all kinds of aid to provide orthopedic
for the earthquake victins, is external fixation the right
kind of -- the best type of clinical nodality for |ow
resource health care environnent? It would have been great
if we had been prepared to do case follow up to find out
how t hose patients did. This is a raging debate in the
energency response community that we could have answer ed.
There are several types of things that are covered by this
i dea of doing research in health care during disasters.

DR. GOLDMAN. O her comments? | see no one at
the mke. There is one coment that | have which is that |
want to very nmuch extend appreciation to one of the staff
of the |OM who put a trenmendous anmount of effort into

maki ng this day happen and that is Morgan Ford. And | have
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sonmet hing for you

(Appl ause)

Alittle Florida souvenir, but thank you so nuch.
You have no idea how little tinme -- we talk about doing it
fast, doing it right, doing it with a | ow budget. Those
are the people who do that. Thank you so nmuch. And thanks
to all of you.

(Appl ause)
(Wher eupon, at 5:13 pm the neeting was

adj our ned.)
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