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WELCOME AND INTRODUCTION

DR. CARREON-VALENCIA:

[Moment of silence

DR. DYDEK:

DR. CARREON-VALENCIA:
2. DYDEK:

L. CARREON-VALENCIA:
MR. MMIA:

DR. C, =ON VALENCIA:
MR. FLA|

DR. CARREUN-VALENCIA:

Well, good morning, everybody. My name is Tania Carr valencia, and I'm
the Designated Federal Officer for the Scientific and” . I Advisory
team. I'd like to welcome all of you today.
Sitting next to me is Dr. Elizabeth Ward, who is (e chair of this mittee.
And before | turning the mic to her, | have a few administrative
announcements that | need to make. Firs all, if there is an emerge ou
should go through those doors at the of the room, and then through
glass doors and immediately to the [©1i, the hallway. There's a stairwell thei
that will take you right out of the ding. Restrooms are on the left side of
where | am sitting, on the hallw t the end. As Know, and | hope you
please remember, food and beve! s are ne owed in this room, only
water. However, there is a break roc the left, right next to me, where
you could have them. There's also a ca a on this floor. Again, go through
the glass doors zind continue through the i v, and then to the left.
Finally, we are hau is. meeting transcribe 'ay, so | will ask you that
when you comrient, piec 2. vour hame, ari n do your comment.
Well, as you know last week v >mber 11, aindl tor us, for this
committee, it has always been a radi art with a moment of silence.
We do that to remember those kilied in the Sepiember 11 attacks. We also

>mber those responders and survivors who have died since and, also,

r others who > died or suffered from terrorist attacks around the

world.

Thank vou. | would like to a warm welcome to all of you and, of course,

our 1 c ittee members. |, also, want to welcome the members of the

p SERAOW 4 are going to make public comments. That will
gin at 10:45 a.m. | wiil ask you to come to the podium, and then do so

when | announce you. So right now | would like to start with a roll call for all of
r members. If you are here please let me know and, also, if there have

any changes, you have a new conflict of interest, or there have been

any ages on your conflict of interest since you signed your forms, please

indicale so. Thomas Dydek.

Present.

Any changes in your conflicts of interest?

No, ma'am.

Anthony Flammia?

Present.

Changes?

No, ma'am.

Mridu Gulati.
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MR.
DR.
MS.
DR.
MS.
DR.
MS.
DR.
DR.
DR.
DR.
DR.
DR.
DR.

MS.
DR.

GULATI:
CARREON-VALENCIA:
HOMISH:
CARREON-VALENCIA:
MCVAY:
CARREON-VALENCIA:
JONES:
CARREON-VALENCIA:
MARKOWITZ:
CARREON-VALENCIA:
MARTELL:
CARREON-VALENCIA:
NEWMAN:
CARREON-VALENCIA:
NEWMAN:
CARREON-VALENCIA:
NORDSTROM:
CARREON-VALENCIA:
SASSMAN:
CARREON-VALENCIA:

SIEGEL DE HERNANDEZ: Present. No chat

CARREON-VALENC

WARD:
CARREON-VAL I NCIA:
WILKENFE
CARREC! LLENCIA:
WILSON:
CARREON-VALI NCIA

. SPRING:

BILICS:

CARREON-VALEL NCIA:

Nice pronunciation. Yes, I'm here. No changes.
Greg Homish.

Present. No changes.

Catherine McVay Hughes.

Present. No changes.

Val Jones.

Present. No changes.

Steven Markowitz.

Present. No changes.

John Martell.

Present. No changes.

David Newman.

Present. No changes.

Nicholas Newman.

Present. No changes.

Lila Nordstron
Present. No che
Robin Sassman.
Present. No chang
Micki Siegel de Hel

2S.

dez.

Presel 7 changes.
Marc Wilkenfeld.
Preseri. o changes.
Leigh Wils

H No che

.ay. Also, we have nere some NIOSH staff. So | will like to ask you to
Olease introduce yourself.

ri Reissman. I'm the associate administrator (inaudible @ 00:08:21).

tina Spring, associate director for Communication and Research to

Pra
Jessica Bilics, policy coordinator and governmental affairs liaison.
Do we have Dr. Kubale back there?
We have two people that have been very helpful today, Nancy Wilson who is
around helping us with the setup and, of course, Mia Wallace which if you
don't know her, she is one of the most important persons. She works tiredly
behind the scenes to make sure that the committees and all the activities that
take place, so we can have the committee occur in a timely manner. So if
you haven't met her, please do so.
So with that, and before | turn on the mic to Liz, | would just want to go over
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briefly on the agenda for today. You have agenda on your ! s that are
sitting here in the first page after the cover of the book. vill start with Dr.
John Howard who is the administrator of the World Trade ter Health
Program and director of NIOSH who will give us o arge. y we will go
through public comments. This morning we will /5o have Travic )ale who
will provide an overview of the World Trade Center Health Prograin carch.
In the afternoon | will talk about the Developirient of the Inventory of ¢
Agents. We'll have Jessica Bilics who update on policies and procec
to add non-cancer conditions and } 19 public updates. Then | will lead yc
on a discussion on peer review
So with that, I'm turning the mi iz
DR. WARD: Thank you. And | would like to ad warm ome to Tania's, who spoke
to the new and returning staff memu th 2mbers of the public who are
here. For those of you who are new witic usually do when we get to the
question period after presentation, everyo: licates that they'd like to
speak by turning ¢ card up. | usually try 2 in order, but if | lose track
and there's a lot 0f peop vant to speak, I' etimes just go around
the table to make sure | get ev We want to i11ake sure we hear from
everyone who waiiis (o speak. And w I'l turn it over to our first
speaker who is Dr. n How
CHARGE
DR. HOWARD: u very much, And welcome everybody. This is the 11th meeting
of the Scientific Technic dvisory Committee for the World Trade Center
Health Program. | want to, certainly, thank everybody who is new to the
prograii. Dr. Thomas Dydel<. Am | pronouncing that correctly?
DR. DYDEK: Yes
DR. HOWARD: 0 Fhanky n Martell. Thank you, sir; Dr. Nicholas Newman.
ank you; and, Dr. Robin Sussman. Thank you very much; and, Dr. Leigh
Wilson. Thank you. And | want to welcome Greg and Anthony back after a
ort sabbatical they took off the committee. We're happy to have them back
ntinuity purposes. And I, also, want to say a warm goodbye to Lila who
wili njoying a new chapter in her life, and | want thank her for
represeriting an extremely important segment of our membership so well. So
thank you very much, Lila.
So today, briefly, we're going to dispense with a long drawn-out program
update. | just want to tell you that we have 99,111 members as of yesterday.
So we're nearing the 100,000 mark which is really remarkable for all of us
who started out many years ago, 18 years ago. Of those 99,111, 76,632 are
responders, both in the category of those that were grandfathered in when
the program came in 2011, and those that have been added new. And we
have 22,479 survivor members. People often ask well, what's the
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denominator here? Well, we're never really sure about that, and all we have
are some estimates which are probably as good as we'r er going to get.
That estimate for responders is somewhere around 20 0C ho knows, give
or take. We're certainly nearing a substantial amo Jf thos d the
survivor community number is estimated to be rmuch, much larg
somewhere in the three to four hundred thotisand range. Since the I of
August, in terms of responders, the total er of responders who |
come in the program as of 2011 when program was fully authorized
number is 19,932 as at the end of August, and it may indeed be closer to tit
20,000 today as we speak. The roga Act itself, the James Zadroga 9/11
Health and Compensation Act D10, requires thatl (ne Secretary of the
Department of Health and Humai rices ne congress when the
program has enrolled 80 percent of { ta y maximum enrollment limit of
25,000. So as you can see we have pro ' reached that and we're pretty
close to the 20,000 or the 80 percent. Thal ) triggered the secretarial
notification to 2ss which we did, the ‘otary wrote a letter to
various commitices of C s.on the 4th of Se aber. Okay? And | think
you have a copy o the Secreic or in your maleilals. Happy to take any
questions that you @/l have on th
For the meeting tocay, as Tania's pointed cul, first, Dr. Kubale will present an
overview of the resec activiues of the program and provide a summary of
>search findil s well as the current research activities and
availab'e resources. Aricl, certainly, this is the major issue for our for a
commitice meeting today. Ve really need guidance and your advice about

the rescarch program. Are investing in the right things? How are we
maxi no the outnut of our research that is being published and all the
th that iplex research environment that we have? We, of

urse, are very blessed to have a statute that allows us to fund research,
and this is being done competitively as you know. So Travis is going to give

1 an update on that, and we really welcome your ideas about that.

nd, Dr. Carreon, Tania, will present the inventory of 9/11 agents. This is

ap t that took us, perhaps, way too long to do, but it's done and we've
used thatterm '9/11 agents' for years without a lot of specificity, and it's
extremely helpful for us to be able to have an inventory of what those agents
are. And, certainly, if you have comments about the scope or organization of
the inventory, those comments are welcome. We think it looks pretty good,
but then you looking at it could certainly help. It's on the website. And one of
the reasons that we put things on the website as opposed to wasting paper
and ink is that they can be more easily adapted and changed through time.
The third issue, Jessica Bilics is going to update the committee on some
minor revisions to the policy and procedures for adding non-cancer
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conditions. The committee, as some of you will remember were on the
committee at that time, in 2016 did a thorough review of policy, and in
2018 the committee, again, reviewed some of the previou isions. So
today | welcome your views about the few minor, basically, i ibstantive
revisions to this just to keep you all up-to-date ¢ that.
So, again, | thank you very much for taking time from your very, ve sy
schedules and lives to be able to particip n our meeting. And hapg
answer any questions that you all ma e at this time. Liz, is that
appropriate? If not, I'll be here all d 's an amazing thing, I'll actually be
here all day. So have a great m« g, and we'll talk to you as we go on.
[Applause.]
DR. WARD: So thank you. | think we're now al for pu! somments. It's 10:45.

PUBLIC COMMENTS
DR. CARREON-VALENCIA: So we have two people that have reque t0o come and provide public

comments. So when | announce your nani rase go to the podium. You
will have five riinu Jrovide comments. |, want to make you aware,
I hope you received a ¢y he redaction polic, public comments, but if
you need them, please ask nic tocopies. So our first speaker, public
speaker is Anthony lammia.

MR. FLAMMIA: Good morning, everyone. My name is Antiicny ~lammia, and at the time of
9/11 was a police officer a {YPD Highway Patrol. Unfortunately,

1tly disabled any World Trade Center conditions because of my

expost t Ground Zero. If not for the well traits in a program, | would not
know where | would have been. In 2010 | was appointed to the Board of
Directors of the Fealgood ndation, participated in education and outreach
to vz s levels of government at both the federal, state, and local levels.
0 undation] 9/11 health bills, and most recently, in the
2uthorization, the Vicum's Compensation Fund this past July. We provided
outreach and support to many in the responder community. The foundation
30 built a memorial wall for responders who have died after 9/11. Tragically,
st added 204 names to the wall this past Saturday.
Thic v second term of being appointed to the World Trade Center STAC
commiitice as | thank Dr. Howard and the powers to be for this wonderful
opportunity to serve the 9/11 community. However, I'm speaking personally
what I'm going to speak about. | have numerous requests for the STAC
committee and program administrator to act on the following conditions as
we have numerous studies which support these conditions of many
responders, volunteers, and downtown residents.
For many they are still suffering 18 years later. These are both uniform and
non-uniform responders. | request neuropathy, autoimmune, heart disease
which recent medical journal JAMA, 44 percent more likely to develop
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2. CARREON-VALE
=I_YNN:

A

cardiovascular disease, various neurological conditions inclucing post-
traumatic stress which | feel should be compensatable. children of
responders, secondary exposure, passed onto spous ir children. |
already requested this a couple years ago. I'm rec ang it We have
numerous responders reporting significant disaiilities related tc »ndary
exposure as to when responders and voluntcers came home fromi ind
Zero. I'm clocking at several hundred pec that we have found to he¢

these conditions. Conditions range froin cpilepsy, global delays, autism,

all the other types of disabilities. It's sonally affected me and my daughtc
who was in utero at the time of © My wife was thiee months pregnant with

her. She has significant disabi! as a result. D rs from both NYU and
Stony Brook pointed my exposurc /11, cor iing my daughter's
illnesses to my exposure and bringii m ¢ dust to both our home and
family cars.

The VCF was passed; 10.2 billion for the i 10 years. Additional funding in
2019. This cov ‘11 first responders fc ir entire lives. There
shouldn't be an issue ol »'re going to pay | Fact: 241 NYPD
officers have died i1 18 years ¢ > attack. Thal Is 10 times the number
killed in 9/11 whet lost their lives, MY members as of July, in

addition to the 343 died on that fatefui day of 9/11.
\We also need an explanation for the 22 petitions and why they are not given

"AC committe review and recommendation. And I'm referring to
the 22 ions that are cuirently on the website that were up for review. Why
were they not given to the S TAC committee? we need further transparency
as to the decision-making ~ess of the World Trade Center Health
Proo taslewhy, why? V¢ are both health care and compensation for
re ders f 5 to come, so the issue should not be a fear of

ing fund and worryirig about how you're going to pay for it, | say it again.
| respectfully request that the World Trade Center Program Administrator, Dr.
»ward, to schedule more STAC committee meetings instead of having a
gether once a year. There are many conditions that need to be
adc 2d. The charter states that the frequency of meetings shall be
deteriminied by the World Trade Center program administrator.
Thank you to both Dr. Howard and my fellow STAC committee members for
your time and consideration.
Thank you. Our next speaker is Kimberly Flynn. You have five minutes.
Thank you. I'm Kimberly Flynn, and | chair the Survivor Steering Committee. |
make these comments on behalf of the Survivor Steering Committee, and |
will start by stating the obvious. So | missed the charge, but | was told that
part of the meeting addresses research integration. So I'm going to state the
obvious which is that you cannot integrate research that does not exist. I'm
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referring to the disparities between the amount of NIOSH s ort for
research on the largely male population of responders 2 2search on the
much more diverse population of survivors. We actu . it's fair to say
that for many years NIOSH's approach to research a5, in €l heen
women and children last. We are not arguing that s is delibei Ne
understand that, in general, responders got Sickest fastest, and wc of
course, committed to research on health ditions affecting respond We
honor their service. We're permanent! (neir debt. We understand that
responder population includes a lai iumber of people whose health the
program has been monitoring o ime. We undersiand that there is
baseline data for the 9/11 infec ~DNY cohort we deeply appreciate
the leadership, the research leadic 2 of Dr id Prezant from which the
entire 9/11 community benefits.
Nonetheless, research gaps have persi wer many years that undermine
the program's ahility to meet the 9/11 healt ads of its female and young
adult population. | hoth unjust and bad ¢ ce. Through the years key
research propocals are | Fover. | will cite a » of breast cancers in
the survivor prog clinical poj 1. | will note the fact that there is no
survivor blood bar nd | will, 0 e mind the World Trade Center
Health Program about the ure need for research on those who
experienced 9/11 as dr
) g from comri i made to the STAC in 2015, although children
are especially susceptib'e to harm from environmental exposures, 18 years—
I changed that number— rears after 9/11 we still know very little about the
physical hzalth and effects of the WTC disaster on the more than 35,000
children ving or attending school or daycare in the New York City disaster
al SSC | SH to move quickly to fill these major knowledge
s by supportlng a purtfolio of studies that would investigate a range of
viologically plausible health effects, especially cardio, metabolic, endocrine,
velopmental, reproductive, autoimmune, and cancer impacts.
dition, over many years the SSC has been calling on the World Trade
Cel lealth program to fund a critical effort; to create a sufficiently large
and representative research cohort of the WTC-exposed child population.
The cohort would be drawn for more than 19,000 New York City public
school children attending disaster area schools in the 2001/2002 academic
year. This is a high-stakes effort. Why? Because creating this cohort is key to
meeting what the program and the STAC have called children's 9/11
research needs. This cohort, in fact, is the necessary foundation for the
World Trade Center Health Program to define and meet young adults 9/11
health needs into the future.
Currently, this critical project, which is called the 9/11 Millennial Study, would

-10-
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create and follow a large cohort longitudinally. It is now in a sibility phase
to work out the logistics of reaching out to former stude! snfortunately,
this project is a risk. The World Trade Center Health =gl which is

leading the project, has moved too slowly.
The Registry gained the agreement of the New Vork City Depa t of
Education in 2017 to transfer contact information for 19,000 WTC- sed
students along with a group of less exposed students. The Registry it W
accepted 1,000 contacts for a feasibili iase and worked with the SSC
others to develop a mailer. It has t= more than two years for that mailer
go out to a small sample of stud . It was sent out, I think, on Friday.
In addition, the Registry has n¢ 2n appropriat ansparent with the SSC.
One example: we have requestec protoco i the feasibility phase, most
recently, in a September 5th SSC lel V& have yet to receive those. The
SSC believes that this uniquely valuabic rt should be a priority. It needs a
full commitment from the World Trade Ce! lealth Program to the study. It
needs a faster tin and for the next stej prepare for the study to be
funded and takcin now.
Furthermore, everyihing needc i be done tc protect the 9/11 Millennial
Study and ensure moving forward actually, are proposing a
resolution where the S TAC would actually state their support for the 9/11
Millennial Study, ensuring it moves forward and protecting it, essentially,
problems, int ence, etc.
I'm hag 0 provide ev ne with language for this resolution, and I'm also
going to call for a few mc dditional steps by NIOSH. One is that the World
Trade iter Health Prog must organize a disaster science conference
simi! ) th ancer confercrice called by Dr. Prezant on some years ago.
T! onferer ng together outside experts with WTCHP experts
discuss key researcii challenges for study of disaster populations.
Pediatric environmental medicine experts must be at the table. One outcome
the conference should be a new set of instructions to study panels for
ating World Trade Center Health Program research proposals. Another
set i'd be guidelines for research on the 9/11 Millennial Study group. In
addition, the program has hired RAND...

DR. CARREON-VALL NCIA: Did you hear me? Sorry, but your time is up.

MS. FLYNN: Okay. Thank you. And | am happy at the appropriate time to provide that
resolution language. The resolution is very important. And we thank you all
for your consideration.

DK. RD: Thank you for your comments. The next topic on the agenda is a
presentation by Dr. Travis Kubale on World Trade Center Research
Evaluation and Strategic Planning.

WTC RESE/ARCH PROGRAM OVERVIEW

-11-
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DR. KUBALE:

Well, thank you, everybody. | am Travis Kubale. And | want (0 siart and
welcome all the new members. We're delighted to have involvement
and input. You're coming at a very exciting time for o > >h. And | also
want to offer my congratulations to my good friend, Tania. | ¢ are today
because, again, | was here last year. Some of you liave heard | of this,
and | will apologize ahead of time for that, bt Tania wanted me tc 2
back. So when Tania speaks, | come.
So the first thing that | want to do is a/ oit of homework for new men
I'm going to pass out—I didn't give ybody this because | didn't want you
to have to carry it home. This d¢ ient and some oiher research material is
on an FTP site for you all as y< = looking at rescaich and helping us
determine what we're doing and v > We ne J go. So it's important, we'll
be talking this morning about how yc el these two documents.
So, again, for this morning what | wante 10 is there are a couple of
things. These are meant to be sort of for y I, reference slides. There are
some of them ihat ving to sort of skip ov certainly not go and read
all of these, but there a tant pieces of inic tion that | want you to
keep in mind as you proceed, ¢ ou look at what it is we're doing and
where we are tryin go.
The important thing on this slide s that, really, what we're in the business to
do, as far as researc concerned, is to help optimize the treatment for the
r and survivc 0 that is a key component and issue for us, and it
is goirig 1o mean some or shifts in our program initiatives, away from sort
of just monitoring what we have been doing and what we are producing, to
looking &t and synthesizing the information and determining where, as you all
have ad about, the first two speakers, where are our key gaps, what does
th search and then what kinds of things do we need to be
ing to help people in ine clinics.
S0 | hope | can speed this up or you'll be here all day with the clicker. just a
uple of things that | want you to remember that our key as we're moving
rd here. Our grant cycle in the funding is on a five-year cycle, and the
sec five-year cycle is coming to an end. And what we are getting ready
for is as a program, writing the scope for both our Registry and our research
beginning in 2020. And so, we have about a year to do that. And we are
currently in an all court press. We need everybody on deck looking at what
we have compiled and put together to make it easy for people to look through
what the results are, what we've studied, what the areas are, and help us
determine and provide input on what that structure is going to look like going
forward. Now, this is not something that we'll just stop doing when we initiate
a five-year cycle. We have a review every year. And so, we want to make
sure that in the future we're positioned to make incremental changes in the

-12-




WORLD TRADE CENTER HEALTH PROGRAM
SCIENTIFIC/TECHNICAL ADVISORY COMMITTEE (STAC) MEETING
September 18, 2019

research depending on, particularly, what the needs, the tr lent needs in
the clinic are and how we inform that. Now, what we're ! ig at and sort of
our scope here is to date there have been 77 resear¢ 3. The Registry
is @ major component because out of the Registn ‘e are her probably
80 projects that are producing information as well &s surveys. # e

Registry is also a primary source for our survivor population. So it's
important component of the research.
Now, we're also looking—and all of thi in your packet. | think that you
have the 2018 version. We will be 1 wing it this year and sending that out
in the few months for the 2019 * use there are additional publications that
will go in. But, basically, what v looking at in sphere is that we're
looking at research that's producc m the daia centers, we're looking at
research that's produced from the K '\ J we're looking from research
that's produced from those 77 researcii ts and contracts that started in
2011. So that's our immediate sort of scop
Now, a couple o' that | want you to just amber about the Registry
that are important, is tic are several thing t they do for us that are
critical and are very important. “the things that we do is that when we
have, for instance, want to look at tynes of specific conditions,
poorly controlled asihima is one oi them, tricy wiil do and provide some of the
initial surveillance aricl 1es i for us that is really important as we design
nd interventic idies moving forward. There are also looking at
cancei dence and n lity, they're working with responders on one of the
large cancer studies that have, and help us understand the unmet
healthcare needs, but thei e a variety of things that they do that | want to
justimake that vou're aware of, and there is information in your packet
al that inf _they are collecting for us, and | wanted, again, for
J to be aware of that and aware of their contribution.
Now, another thing that we are starting to move into and aggressively do is
1t we are also looking at what kinds of surveillance information the data

rs have for us. Every year the data centers produce an annual report,
anc of the things that we do, and that we're starting to make sure that
we're doing, is that we're making sure that what they see, in particularly this
18-month period, is matching and tracking with the kinds of research that
we're doing. If we see something that's emerging here that we need to know
more about, then we want to make sure that we're watching and that we're
aware of it, and that we're taking appropriate and immediate action.
Now, the other thing that we do is we have to have some way of organizing
all of the information that's in that book, and the way that we do this tracks
with outcomes that the program has been seeing since the beginning, and
outcomes that have been emerging. We track not only the studies, but we
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track our cost. One of the things, for instance, that we look istas an
example, is that in our cancer research we have to be v areful that we
don't get stuck doing research or doing projects that s repeating
what we already know or maybe, perhaps, can be e betic h another
mechanism.
Now, what I will tell you here that we're lookiia at very seriously is 20
percent of our cancer budget, which the program is concerned, about
going to biobanking. And it's not the hiobariking is not important; it's not
biobanking does not have a place ! . It absolutely does. But what we hav
to be careful about is making su 1at we're not on!y aware of an
expenditure like that, but are w anding mone: ' the program for this
particular effort wisely? Is there al or way ve can do it? And we're
talking to researchers at Mount Sina t (0 see if there is maybe
another way that we can leverage invol nt so that we are not
overspending in-an area and underspendi others. So that's an example
of what we do
Now, | want to tall iust ¢ it about how we'r¢ jinning to approach
what it is we're learning. Now, | in this process and so you're getting
me at a moment v e we're puiiing inas together, but we're not
finished. But here is how we're siarting. We divide areas, as you see here on
the left, we're looking at de know, what do we know, and I've given you
amples that y in look at in the database that we'll talk about in
justai ninutes that you'll have access to. But are we learning and do we
know enough about what burden is? Do we know about comorbidity and
how important that is? Wh vould say is that, at least right now, the
indic 15 forrespiratory discase on the left side of the page is that we do
pi well th 4, fairly well.

w, where we have scme worries, and that | want to talk to you a little bit, is
over on the right column. Now, one of the things that we have started doing
th our research is that we watch very closely and we have reports every
hout who is reading the research. And this is important to us for two

rea —several reasons, actually, but two primary reasons, it's not just
reseaic!i that everybody is reading, while that is important and that's a
particular interest to us, we also watch what people aren't seeing and aren't
reading. And in the second bullet under "Poor control" is an example of a
study where we are working with our clinic physicians and synthesizing the
research and talking to them about here is what we're learning in respiratory
disease, what kind of impact is this research have in your experience with the
clinic? One of the things that they picked out in this particular study is asthma
control or the lack of asthma control, and the lack of education is really
important. That's a message that we need to be providing for people. Well,
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guess what, nobody except probably the five or six authors read that.
That's a problem for us, and we're not going to—we're ¢ to not only know
about it, but we're going to be very aggressive in our A do a couple of
things. One is to get a message out to the enrolle Jout ti Jortance
and about what we're learning. The other thing that we're going ).is that
we're going to be talking to these researchers about what else do ced to
know, are there other questions in the cli hat are coming up that &
related to this that we need to be payil l{tention to, and when we're tail
about the next round of research, t! ve're going to be putting some mone:
in that area. And, if it is, what isit” Help us understzind that. The critical thing
here is that we're going to hav« esence in the lics, and the presence in
the clinics comes through the pec 1 our group, the physicians in our
group that work there regularly, ana trying to get, desperately and
quickly, the research synthesized so the¢ v can easily talk about it and
they easily understand what it is we're leai when we're learning it, and
what impact it's ¢ in-the clinic, and what inmet needs are there.
Another example of wiic int to do here, ev ally, is in the last bullet.
And this is a progression withi ¢ ienartment, with the FDNY. And this is
a something that we use and we [ 7-to other researchers as we go
along about an exainple of what itis we waiil (o do. Basically, this particular
progression that you r about talks about a very important condition
rbody is conc U about, and one it's FEV1 sudden decline,
chronic decline. Now, t 'e been looking at this. They have described it,
and they have developed what is, basically, an intervention study looking at,
potentially, developing phe /pic characteristics, so that we can identify
individuais within the cohort with this particular issue that respond best to
m ation a don't, so that we can begin to look at are there
ier biologics that may come into play here that we can use, and what
specific pieces of information do we need to know about that.
), quickly, a snapshot of the mental health research they | want to talk
t. Basically, we're doing several things that | think are right, and then
the 2 a couple places where we really need some work. We certainly
undersiand that it is a burden and we certainly are understanding that it
complicates, particularly, certain physical health outcomes because of the
comorbidity. There's no doubt about that. We, also, are understanding,
particularly, with PTSD that there are particular symptom trajectories that are
either beneficial or less beneficial as far as people getting better. Where we
are falling down, | would say, where we are concerned is that there are, like
with respiratory disease, there are a sizable number of people that are not
only not getting better, but they seem to be getting worse. Now, that's really a
concern for us. We have been, again, aggressively talking to our clinic
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physicians and our researchers, and we are working towar )King at areas
where, in the next announcement, we need to get some racteristics and
information about our population about why these pe seem to be
responding. Is that that they're not coming to their ointme Is it that
they have some other issues that we're not awa:e of that we ne be
paying attention to, and that we need to be !0oking at? One of the s that
researchers have been telling us is to ple iook at telemedicine. An
there are some things that we're going (o potentially look at there that mc
make it easier for us to do effective reatment, but effective treatment in a
way that would fit lifestyle and is 5> that people have that are preventing
access to the care now that thi ed.
A couple of things that | would jus about the cancer, members of the
STAC have been tremendously help ‘el the years with this. There is in
the packet or the slide, a later slide that 10w you here, there is a very
nice training thatwas done by Dr. Ward ai ers about World Trade
Center cancer (ha ced to see. These a me of the primary studies.
These are the cuicomes ~'re seeing eleva and their across the
different cohorts of the World | anter. And, as you can see, there's
certainly similaritie
Now, cancer is a pe llar ouicorme that we will probably, in the next
research meeting, not November, but the next June research meeting, we'll
e exciting, | , results on a couple of three studies that we'll be
talking ut at that meciing. One is a large incidence study that updates
cancer Jence and risk using 14 different state cancer registries, and they
have been successful in g g data from all of those but one, obviously.
This icular groun is also just given an update on World Trade Center
C r resea ncer registrars from around the country. So we are
{ng to them about tiie importance of this population, of this follow-up, and
ihe challenges that we're facing with getting Registry data, and in a timely
anner. So | wanted you to be updated on that. The other thing, another
‘that is coming that is very exciting for us, it involves an FDNY study of
firs ronders of firefighters. And they are using, as a comparison
popuiction, the three city NIOSH cancer study that was completed a few
years ago of about 30,000 firefighters from three municipal fire departments.
Now, one of the things, and one of the components, that's really exciting
about this is that they are completing, and they are probably a quarter to a
third of the way through with, surveys in these departments looking at the
prevalence of certain key outcomes. Respiratory disease, for example. So
going forward one of the things that we will have for future disasters will be
some idea in responders in that group, what are some baseline
characteristics and rates for some of the outcomes that we're really
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concerned about. So some exciting information there with1ore to come.
We're, also, looking at a couple of emerging potential c¢ ons, and one of
them is cognitive aging and impairment, where there € n some initial
research from primarily Stony Brook, although, ths depai it has a new
study almost completed and the Registry is, also-—1ook at this a Il. We
have some real questions about this. We hzve some issues about
stability of the risk estimates based on th id of population, compai
population that has been used traditio and has been used in some ¢
these studies. So we have some auestions, and what we're going to do for
the first time is that we're learnirio how to bring togethiar on a certain topic an
expert group of researchers fic ‘ound the co! (0 meet with the
researchers from the World Trade wer and, most importantly, the
research leadership, so that we can 110 et an understanding of how do
we tell if we have a problem with mild ¢ ve impairment in this population,
what kinds of research do we need to do, do we need, are there other
comparison p¢ that we need to put ¢ »ads together and
determine where they al ‘ho they are, and ‘e arrangements to take
part in that? But are aggrec ning to look &t learning and bringing
people together thiat can help us anc researchers understand how
we might approach so that we learn aiid we can communicate exactly
hatis appropriate for our population.

une disorders 1 all have mentioned, | think, previously here. We
have a ple of studies, one from the Registry and, also, an interesting
analysis irom the genera ponder cohort that we're anticipating soon.

Individuals have also talked ahout the feasibility study that we are doing. | will
just ¢ le of things about this effort. Several of you, and certainly
C rine is hiave helped me over the years understand the

liculty as a survivor tiat you face as far as looking at a very different
exposure scenario than the responders. And what that means going forward

far as your fear of what could happen to you. | will say two things about

It is my responsibility to see that we are communicating to all parties

anc ticularly, the survivors, appropriately, about our efforts and
thoroug ity about our efforts. And, as you can see, | haven't done very well
with that, and we apologize. | apologize, and we're certainly going to do some
things, | think, to make that better immediately. | will say with this effort that
we are—it is working, we are on target, and I'm excited about the progress
that we're making. | will, also, say that right now we have in-house at the
Registry seven million records from the Department of Education where
we're able to look pre-9/11 all the way to 2014, we know where they live, we
can look at and create some exposure metric, and we can also look at things
like education (and tech @ 00:55:29), and we can learn some things that are
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very important to us about this cohort. And | want you to know that we hear
what you're saying and we appreciate what you're sayin
So now | need to switch gears just a little bit and tell: V > we're going to
be going and what we have to do, and we have to nis an have to
accomplish it quickly. Yesterday would have beern good, but we inly
have to have our ducks in a row by this time next year. Now, the fa asy
part is to give you the information that yo seen in the book. We al we
the comprehensive database that you'll have access to that has all the it
text research articles for World Tra ~enter. And it's organized and
segregated, and you can go and 00K at it and see what you think, and give
us your thoughts.
Now, that's great, but it doesn't te vhat th search means. It does not
tell us, really, where the gaps are. It not teil us where we need to go and
what kinds of things we need to desigri. that's what we have to put
together and that's what | want to spend ti t few slides telling you about
what we're going ¢ ining. Now, again, the ' easy part that we've
done, and is a big effoit a lot to sort of pt rlace, and those kinds
of things, but we have to know ve can make and talk intelligently to
anybody about our research, we € rwhat we've done and we have
to have it in a way where we look through it and search through it and it's
organized, and we can ha conversation with pulmonologists or we can
nversation w cardiologist or a psychiatrist about what it is we've
done. ; more imporiantly, if there are areas that we need them to look at,
we can 2 them the information so that they can quickly look at things and
give us o take on the kinds of questions that we have that we need to bet
answered: Sowe have to be e in the position where we can quickly and
ef itly cot y and a different kind—a variety of reviews, of
stematic reviews. Anu that's what we're doing right now. Now, that also
means that internally we have to have—identify the key people that are doing
nefits, the key people that are involved with pharmacy, our leadership. We
to have the research summarized so that in their very busy day they
cai a very quick, good, solid understanding of what it is we're doing so
that tiiey can then start to tell us well, it's fine that you've done A, but our
questions really relate to C, D and E. So if you're going to write a scope this
is the kind of question that | need to have answered. So we have to bring, not
only our researchers, we have to bring our clinic physicians and we have to
bring our, in-house, our division physicians. We have to get them on board
and we have to get the information in front of them in a way that they can
digest and they can help us understand how we need to write, going forward,
scopes for our research.
So another thing that | would just say is that this also means that there are
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changes that we're making in the biannual research meetirig. low, these
meetings started in 2012 and they were very good and 1 ical from sort of
a grant management, are-you-doing-everything-that- »nosed-to-be-
doing-for-your-grant, kind of thing, and that's wonc« i, but woefully
inadequate at this point for us. So we are redesigning those anc ‘e taking
a very active approach, again, with the key players that | just talkec ut, to
have people come in and to talk to us as research is being done ¢
particularly, as it's being published, what 1S the significance and what are
unanswered questions, and what a lings that we need to be thinking
about that make a difference foi people that we'ie trying to provide the
care for.
The other thing that we do, that I'l mentio that we make time in every
single one of those meetings to mak e _we're getting an update on
survivor research and survivor questior: the SSC, for instance, has a
standing invitation to come and to talk to u ut what they would like to—
us to hear. We¢ ‘@ Dr. Reibman used 1, there's certainly people
from her staff that comnic | talk to us about i ly what their research
questions and iscues are, but vwould like (0 see, certainly, is as an
agenda.
Again, we're doing specialty worlkshops | sort ol talked to you about that, but |
give you this slide to o give you an idea of where we're going with these
inds of things we want to accomplish and why are we doing it.
Again, is just sort 0 at the research calendar looks like for us, it's
busy. W we really hav do and what we're looking forward to—
positioning ourselves for is last bullet, and that we have got to be making
sure we've talked to everybody that we possibly can talk to and we have
a input f cre and everybody about what the next solicitation
cds—the scope needus to look like. So be warned, you have your
assignment.
12 other thing that I'll just end with is that they are just some resources that
i are helpful that | just want you to have. The particular slides here give
you pieces of information on the web about the various parts of the
prograin that | think are helpful. The other slide here talks about where you
can get the Registry. We also have if you want to use this particular site to
access it, where we have funding announcements, also where we have the
compendium online that's searchable, and that sort of thing. It also gives
you—the next to the last bullet was the training, that Dr. Ward and others
provided on World Trade Center cancer that | would encourage you to look
at.
The last thing is that we will have, and Tania will talk with you all about this,
everything that I've talked about today will be on an FTP site and you can go
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to it, and you can look at it. So all of the publications, everything, again, we've
talked about and we have put together as far as researc concerned, you
have it. Now, if you need any help as far as that's cor ertainly let
Tania know, and we help you with that.

DR. CARREON-VALENCIA: It's on page 7 of the book, the link, the password, and how you act.

DR. KUBALE: We also have our recent publications that some of which haven't, | ise of
the addition, haven't made it into the bool, and we also, so you have 2a
of what it is we're learning at the resesr ineetings, we have the project
updates and the specific presentati irom the last meeting. So you can
look at that information as well. Those are just abbreviations if there was
anything in the slides that werc uestion.

And, again, | want to say just a cc things quickly. Everything that's
going right is really because of Admi ei an. Things that probably
aren't going so well or—well, here—she really been an incredible
resource for all of us and puts the weight © nrogram behind these
initiatives. So, as | Stave, they'll either ge 2 or | will be going back to
the farm to sit and do v probably. | don't .. So I'll either be back
in a few years or | won't and yc vwhere | ani. Sut there is a
tremendous staff (hat we have that <l 2d us put in place that helped
us put all this stuff iogether, 2 ielp us miake sense of it.
The other thing that | would just like to say is that several of you, and

all of our rese ers and our clinicians, have been outstanding
source resource information for us, as have our survivors and the groups
associa e there. So witl t, I'm finished. Thank you.

DR. WARD: Thank vou. And we have t for questions and comments for Travis. Please
remeimber to state vour narie because | may say your name, but not enough
to ture it i pt. So we sometimes do have problems identifying

> speakers in the trariscripts.

DR. MARKOWITZ: S0 thank you, Travis. That was an excellent review and | hope that Dori and

hn appreciate your work. He was trying to tell me that your job keeps
0 a more and more difficult every year because the underlying—the
pec 'ho are served are getting older, their health problems are getting
more coinplicated, there are more research products. There's almost 500
publications. You have to understand what's being done. And the scope of
the problem gets bigger. So | think your job gets a lot harder, and | just want
to recognize and congratulate you for the excellent work that you do.
I do have a couple short questions. The petitions that come in, in which the
scientific review and study internally by NIOSH leads to a conclusion that
there's insufficient information. Does that feed into the research priorities?
DR. KUB: Yes. Thank you for bringing that up. Absolutely. So when | say absolutely, |
will say that is an area that we were not pleased with as far as how the
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DR. MARKOWITZ:

DR. KUBALE:

DR. WARD:

MS. NORDSTROM:

research is being integrated. Now, we've done a couple of ys. One is to
make sure that we're looking at every possible thing we e sure that the
database that is available is also something that is part ol process that
we use. The other thing that we're going to start d ,and U e are
starting to do, is that we're looking very closely i what are the g and what
are the issues that could prevent something from being added. An here
something that we can find there within ! locumentation that we c¢

scope as far as research is concerned” =0 we do look at that and we wil
looking in that area to see if there = omponents, if there are things that v
need to potentially add and to tr ligure out a way (0 scope as far as
research.

Can | ask another quick questiori historically, bringing the research
novice to the clinicians in the World > ter Health program has been
a problem. It was a problem before Zad before the establishment of the
program, and it was just a screening progi And, | suppose, it continues to
be a problem. O« astion is for the salie! search results in any given
year, why not ack those hes to serve as ¢ aker, and go to the half-
dozen or so clinics in the New a, and spealk (0 the clinical staff, and
bring the results of that study, and il lies, so that they can hear it
directly? It would seci11 to me e minimally feasible. And Dr. Wilson here,
Dr.Wilkenfeld from wwo of clinics, and maybe they can weigh in if that's a

ray of doing | . that would bring it to them, and it may just work.
Well, i Kk that's an excellent suggestion. Absolutely. And any ideas that
any of you all have about how we can improve that, | really want to hear. It's
important. But certainly we will—I think that is certainly doable, and it's not
som i that we've done (0 this point.
S justg i@ questions this way, and then go this way just

cause otherwise I'li get confused.
Hi. This is Lila Nordstrom. | have a quick comment/question which is, so this

a program that does not just do research, but also is intended to sort of

a patient population at sort of the end of that research. So | have a

quc sort of related to that. And kind of going off the point about the
Milleriniai Study because that | have a lot of familiarity with, but I think this
would affect a lot of research priorities for a lot of the underserved
populations in the sort of larger survivor community and even responder
community. Are there any considerations that you make to, in some way,
expedite the process for research needs and for communities that have been
really underserved in the research? so for the Millennial Study the question
we always have is when does this research become meaningful to us as
patients? And that's why we're hearing sort of impatience about how it's
taking so long. This is a program that is ultimately meant to serve a
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population that was affected by a disaster. And so, specific when it comes
to needs like women's health, reproductive health that s i has a window
ultimately closes in terms of relevance, but it's affecti ] > portion of the
population. So are there any considerations that y iake w rou're
looking both at potential research and also how research he 2N
conducted, and how the approvals process it heing conducted, thc kes
that into consideration?

DR. KUBALE: Let me take, maybe, the first part of v juestion. I'm not sure | underst
quite the second part. But the first 1S, | would say, a couple of things. W
are in the process of getting beticr, Lila, and we have to get way better at
bringing people that are expeit ) particular ar i when we need them to
look at what it is we've done, and us eva! what hasn't been done. So
I will tell you that we are making prog C at continuum, but are we
where we want to be and where Dr. Re! in wants us to be? The answer
to that is no. And ! have to hurry with that.

One of the thii vou all are thinking ¢ b survivor research and that
you're thinking wihen you king about childie ‘asearch, and Catherine
and | talked abou this yesterda: itwould be heltul for us is that
sometimes on my endl, which is I ve to—part of my job is, all
right, how do we operationalize the needs and fiow do we fit that in, and how
technically does that k2 Orie of the things that would be really helpful in
t for us is any ty that you could give us about outcomes that
you're ied about. I'l you one of the things when I think of children that
scares a little. | see @ ot of the research that has been done it leads me
to believe that there are rea! mental health issues in that group and in that
pop! n I'm worriea 2bout that because I'm not sure how well we're
h 1g that ~ are other things when we're talking about the
ldren's cohort study, one of the things that we looked at is that we wanted
0 look at when we're doing feasibility, what is feasible to look at certain
tcomes that we know in the research that you all have told us that you're
arned about, one of those certainly has been asthma, and the second
one cardiovascular disease. Some of the work that came out of Dr.
Trasande's group. So when we're looking at feasibility and putting the
platform in place, one of the things that we're really interested in is what do
the numbers have to look like to look at outcomes like that. But clarity as far
as what you're concerned about, for me, would be really helpful.
I'm not sure that | got the second part of your question about, is it funding? Is
it that mechanism?

MS. N STR 4 No. | think what I'm asking is when you make considerations about the kinds
of research that you're looking to find and what you're expecting to get out of
that research, if you're considering that there are populations that have, for
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20 years, been sort of, essentially, ignored in the research because of
that face treatment needs that are pretty immediate that niean, because
we've been seeing a lot of petitions where there's be A ient data and
things like that, that that problem becomes more 1 ematic 1s on the
patient side the longer that we're ignoring the initial research. Al for
being a feasibility study for millennials that niavbe identifies reseai eds
for the future, but if in 20 years we find ot at there were terrible
reproductive health consequences to ihis disaster, it's not really relevant

us as patients anymore, but it is so iing that would have been important
for us to know and for the progr 0 know quickly. ©o that's what I'm
asking.

DR. KUBALE: Well, first of all, thank you for the nents, also, for what you bring to
the table. | would say a couple things u , where we need to improve
and where we're working on them. To i nere | think we can have an
impact as far as that is concerned, is that we to begin to work with a
little differently @i ith and understand | reople like Dr. Reissman,
for instance, what is it th > not knowing rig! v about the population
in the clinic, and )'S respoiic ‘hat and whal itis they're seeing. It
worries me, | think have some 04 that make it difficult for me to
scope something aiicl make recornmendations on scope to the program
leadership that | think addi that issue, and I'm worried about that. And

n tell you thal aoing, and if there are other individuals that you all
can recommend that | should be talking to please tell me, but we are talking

to them about how is it tt ‘e learn that, and we get that information so that
we carn then identify and address those needs.

DR. REISSM# Lila ik and | certain!y appreciate the way that you delivered that as
W 5 the cc {'you said. And you can never make up for time lost

d you can't make up ior things that aren't within our purview initially to have
gone after. But what we are doing is trying to grease the skids based on the

asibility study at this point and understand that assuming that we are able

ce the people we're able to trace, how do we quickly move forward to

the steps to not have yet another three-year runaway before we can
conduct a study. So, yes, there's expediency and there's concern about how
do we get all these bureaucracies lined up because it is herding cats and it
takes finesse. So we're working in that particular angle.
I think it's also important that when you're thinking about research, often
people have thought about the research paradigms being only the people
who are members of our health care program. And research, in and of itself,
is not limited to program membership. The question is whether research is
ever going to be proposed that involves recruiting people outside the
program. So for all the people who might not be actively engaged in
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treatment because they don't know if they have a covered lition, they
don't even know if they're eligible, all those kinds of que s, there's still a
way to conduct science with them. The question is w! [ 1sing that
research or not, too.

DR. WARD: Mridu.

DR. GULATI: Hi. Thank you. Thank you for sharing the recearch summary with ¢ 1
Mridu Gulati. I'm a pulmonologist. | have lestion about the studyiri
autoimmune disorders. And I'm glad t ¢ that it looks like there are a
couples surveys and surveillance r (s that are coming up later this year.
can imagine that this is a much 2 difficult disease-axposure disease
relationship to actually establic d so, lwas ¢ 1S what—even just going
down to what do you mean by aut aune di ers, how heterogeneous
this population is or are you already 2 ct sort of categorizing groups
into buckets.

And then the second piece of that is how about delegating some of the
diagnoses, wh 're using the bloodwa! d serologies versus clinical
diagnoses. | think in the ound of all of this a's certainly a lot of
literature establishing exposuic sthma, and Otlier exposure settings,
and | think autoiminune diseases arc ifficult whatever we mean by
that. So | was just curious to ! about how we're handling those
challenges.

DR. KUBALE: first thing the ,uld say is that, yes to all of your comments, and
we agi and those are challenges. Now—Tania and, | think, if I'm not
remembering something help me here—we are looking at the physician
review ana diagnosis in th efforts. And it is, as you know, time-consuming
and ult, and problematic. But to answer the first question, that's how
W ooking y're reviewing medical records. And | think the

\ai data center is based on that as well.
i’he other parts to your question, what we're seeing, at least, so far is that the
ajority of them we are looking at a variety of diagnostic categories within
mmune. | would say, probably from what | remember, and I'll sort of go
out limb here, the primary one is arthritis, | think. Rheumatoid arthritis.
But thiere are others that their numbers are lower and I'm not sure, ultimately,
what we're going to be able to do with it, but we're just going to have to cross
that bridge when we get to it, | think.

2. REISSMAN: Yes, and I'll add to that. If you have any input for ways to approach
autoimmune disease research that are different than us looking at monitoring
exams where people report very nonspecific symptoms, beliefs about self-
reported diagnosis, where all we've been able to do is chase medical records
to confirm cases, and then how many people release what they release, it
really stymies the research because participation isn't as high as you'd like to
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DR. KUBALE:
DR. WARD:
DR. WILKENFELD:

DR. REISSMAN:
DR. WILKENFELD:

. KUBALE:

see. So if there's other ways to go about really trying to get ie question of
autoimmune in this population we'd love to hear that fro > expertise
assembled here.
Please. Soon.
Marc.
Hi. First of all, Travis, thank you so much. |- £now how hard you wc 2d
thank you, Dr. Howard, and thank you, A al. When | first met you,
2001, you weren't an admiral yet. So congratulations.
Thank you.
You know, it struck me as | liste (0 you, and it was a very excellent
presentation. As academic, it'v r'onderful. Everyihing you say makes
sense, but here's the issue, and | ing to figure out the solution to the
issue. | listened to Anthony Flammiza 7 Anthony's point of view he's
frustrated. And we see hundreds of patl who are frustrated, and he's
right. I mean, from and academic point ot vou're right. So what do we
do? Because the ¢ ta end the suffering, the research is to end the
suffering. And the only ¢ I-can think of is c! L trials. It comes to a
point in clinical tr where you lkay, we have (0 stop the study. Now, |
know it's not analcgous, but | just fec dly, and | know how hard
everyone's working, and | feel badly for Aniiiony, and | feel badly for the
hundreds of people or the usands of people like him. And, also, I'm going
ry badly in tw s or five years, or ten years where | say, you
know v it is related. figured it out. And some people are going to say,
well, thal's great, but my ds aren't here anymore to share in the news
with you. 5o, I'm a very geod consultant. I'm asking you the question, and |
don't know answer, but aybe we need a separate workgroup to discuss
h e can s d get—because the result that you wanted is
alth, right? You want o improve health. And I'm trying to figure out, I've
Oeen trying to figure out how we can develop a process to get that done
ster. So I'm waiting for the answer.
| would say a couple of things. | have a background before | came to
NIC I worked on a oncology service. | was a clinical social worker. And |
do think often, all of this, about what Anthony and people like him tell us, and
what Catherine tells us and what Kimberly tells us, and the trauma that
people have been through, and | think about it all the time. What | can tell you
is that we absolutely are not where we want to be as far as marrying those
two things together. | am certainly not going to come here and talk to this
community and pretend that | know something that | don't. | know that we
have to get all hands on deck and on board to start to figure some of this
stuff out, and | will commit to that. And we will move as fast as we can, but |
don't have all the answers to that right now, | just don't. And we desperately
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DR. DYDEK:

DR. RFISSMAN:

would love to hear ideas or suggestions from any of you al! dt it and about
what you think, and we will entertain any and all.
| think in addition to that, Dr. Wilkenfeld, is the—I thiri vo 1sking the
question about what role does science play in pub olicy d an-making. |
think that's really what you're getting to, what leve! of evidence ¢ 11 need
in order to say that you can change a benefit and be more inclusiv« d
that's very gray area, it's a very difficult a What we've done in the
program is create public policies that illusirate, as transparently as we've
been able to do so far, how we eva = the science in order to get to the
point where you can make a public policy decision. 1t cloesn't make
everybody happy, and all of us 2 the concert «, | think, Travis really
nicely put here, and the ones that > discus oy Anthony earlier. You
know, there's real suffering, but how o] attribution? An attribution
ends up being scientific and public polic ere is a crossover there, but this
particular presentation and what we're doi the science realm has to be
looked at sepéaiaic 1 what you're asking. is is not in a position to
answer that. I'nt notina | 1 to answer that. have to follow the kinds
of procedures that we have, ai rrv for that.
Thank you.
Thomas.
Thomas Dydek. I'm @ new mernber of the committee, so these questions

) omewhat nai ut that aside, as a toxicologist we always want to
look at it the dose versus the response is. So my first question is, is there
any dec knowledge al exposure levels over time to the dust? | see
Micki disagrees. And | know that there's the issue of unraveling the mental
vers nysical aspects and comorbidities. Perhaps with better knowledge of
e ure ass could disentangle the toxicological from the mental

alth. What are your ideas about that?
Well, it's clear that you're new, and | appreciate that kind of excitement. It's

freshing. We've, unfortunately, not had great exposure assessment
1se there wasn't a lot of actual measurement done. So anything that

exic this point is basically by proxy and by the way people described
where ey were, what they were doing, and for how long, and how dirty it
looked. And there wasn't a lot more you could do to actually get at the real
science that you know. Hopefully, what that is, is a lesson for the future and
how we do response and how we measure, and how we protect. So we're
hoping that that information goes forward from the materials that have been
produced by this program and the stakeholder community. There were a lot
of efforts that tried to get at exposure assessment through alternative means,
even working with a variety of the union members trying to describe the jobs
that they did, trying to come up with an exposure matrix. There was just so
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DR. WARD:

much infighting about what anything meant that it really didii't get concrete
answers that we could use scientifically. So the best thir at we ever came

up with was, did you arrive by a certain time? Did yot é tain realm of
job? Was it really dirty? What did it look like there” And that exposure
assessment. Sad, but true.

Micki.

MS. SIEGEL DE HERNANDEZ: Just a comment. | think it's more thar re wasn't group measur ts

DR. KUBALE:

MS. SIEGEL DE HERN

DR. KUBALE:

taken. There was a concerted effort tc ure the exposures that actualiy
existed, and to not characterize coi ‘tely. So, and that's why we have the
problems that we have, and the lth crisis that we have. | have two
questions. One, everybody has n talking abo: ghtly so, about emerging
conditions and speeding up some 2arch th ¢'re anxious to hear the
results of. And I'm looking at Slide 1t 0 resentation, Travis, about
awarded projects and publications. Anc 2 areas—I| mean, all of this is
important, right, but the areas where we ai king at emerging conditions,
things like cart r disease are at the « n of those publications and
awarded projecis. S0, al king about the futt I's not necessarily
speeding it up, but maybe moi cus, so that we do have more
research out there because then whc 1s are put in it's a Catch-22.
You know, there's il confirmatory studies, Lut they're also not being funded
to actually confirm what the pedtion is being submitted for.
ink that's an ¢ lent point, and | think that what would be, also,
Micki, helpful for us IS that, as you look over that, and certainly with your
experie and where th rolvement that you have, | think on those
emerging conditions and t S, again, that we need to maybe look at that we
haven't or >ots of what we've looked at that maybe we're missing, it'd be
re lice to sughts about that. | really appreciate that very
ich. Thank you.
-Z: And then just one other question. | just wanted to clarify something you
id. | just want to make sure | understand that | wrote it down correctly. In
nse to, it was either Kimberly or Lila talking about the Millennial Study, |
thii 1 said that at the Registry you have seven million records, and you
mentioned something about looking at an exposure matrix. And so, | wanted
to know if you could clarify for the—
Yes, I'm sorry. So it's a different analysis. So it comes from the same source,
but it's not tied with the feasibility. So what was unique and nice about that is
that we were able to get de-identified information from the Department of
Education that allowed us, and | think there were seven million or so records
that came through that would allow us, and they have it, it's being looked at
and analyzed right now. And, Micki, | can't remember the exact timeline on
when we're going to be reporting out on that, but the thing that was exciting
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about that, and the thing that we wanted to sort of use that 0 supplement
some of the other efforts, is that there is quite clearly a t :ndous amount

about the children's cohort or children in general, sur . 2t we don't
know. So this was an opportunity for us to bring th e de-i fied data in-
house, locate where they were, and follow both pre- and post-S. st
scores. | think those were the primary matrix that we had. Is it idec ere
are certainly limitations and those kinds ¢ ngs, but it certainly was n
ahead as far as information collected iat group. So that's what | wai

to clarify.

MS. SIEGEL DE HERNANDEZ: Okay. | think you had said th was an exposue matrix, and | just

DR. KUBALE:

DR. NEWMAN:

wanted to clarify—okay.
I'm sorry. No. Then | misspoke, Ii s what ! said. Basically, we are able—it
is crude, but you can look at locatior: <urrogate for the intensity of the
exposure, and that's what it is, where ti are located and where they were
living, and where they were going to schoc
Hi. I'm Nick N¢ 1d thanks for your pre ation. It was very
interesting. | weas lookiig h, and | have be —I was looking through
this compendiuni, and I've aisc the study seciion that reviews these
proposals in the past, and | thin! 0 things come out of this. One,
there seems to be @ need for translationai research, but when | look at the
current RFA, you know, th sitting there. It doesn't really like specifically

g s something snhould be done. There was an area where it talks
about | h services re rch, but there seems to be—you know, when you
look at are's a big en sis on, particularly, like maybe diseases or
organ £ystems or somethi and it sounds like what one of the needs that
seen 1be comina out, it's like how do we translate some of this research
to on. Al “d that the funded centers are all basically within

> a 20- mlle radius oi tne World Trade Center, and it might be helpful to try
(0 engage with other centers around the country that may have expertise, not

acifically with the—directly with the 9/11 attacks, but may have a

lementary knowledge about, perhaps, like improving medication

aaqi ce or community engagement, or other aspects of like airborne
toxicclogy that had been well-studied in other types of settings, that what they
know could it be, essentially, translatable here, and might speed up the
process a bit. And knowing a little bit about the grant process, | understand
the difficulties in trying to do any kind of like interagency type of work, but
certainly the National Institute for BioHealth Sciences has a very deep bench
in terms of like understanding how to do community-engaged research or
some of this other—layers of translational research that, perhaps, that
researchers were encouraged to work, or if there was some like program that
could jointly bring these together, we might create some synergies that will
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address some of these other needs.

DR. KUBALE: A couple comments about that. Thank you. | think that t! are, again,
excellent suggestions. | want to say a couple of thing 0 axactly right
about the announcement. So one of our issues is , as yo ) see, with
the announcement and the call that you were involved in, how il things
usually work is that in the beginning it's a broad call because you'ic iy not
sure. So what the divisions and the grant ices do is that they sort « k
at it like here are the general paramet and you really want you to mal
sure that you're not excluding anyt! right out of the chute. That's fine for
the first couple of calls that we've had. It's clearly, 25 you say, not fine moving
forward, and that's what we're > race todo b ise the call that's
coming in 20, you know, without & ;3 with a! details about how long it
takes to get ready for these kinds oi S ~oming fast, and we cannot
have the same scope. So that's one thi: it | would say.

The second is that | really want to stay in with you all about your ideas
about how we exp he nool of informatiori talent that we have. Now,
it's been a strugg'e for u io have in the Ret .. we did have, that's
one mechanism re we've | pean and rescarchers from various
parts of the countiy, but we are 1ot g where we want to be with that.
Now, one thing that we can think about, arid that Admiral Reissman has
talled to me about making e that we're doing, is that when we bring

reople for sp —s0 we have our structure together about what
our research is and what our questions are, so that we can coherently
present (hat to a group of people. Then we're in the position to broaden that
scope bring in identificc! researchers from all over the place, that not only
then nabout the researc!y, but then may be well-able to help us either in
al isory c a potentially researcher. So what would be very

lpful for me to have ior you all are ideas about individuals that you work
with, with a specific area that you think might help us, and that'll help make
re that when we're addressing these things that we have a pool of people
ou've helped with select to bring to bear.

DR. NEWMAN: The inds great. | mean, one thing that I've seen like certain funding
mechanisms, you'll get extra money to do a certain amount of things like if
you do it in a specific focus area that hasn't been—being addressed, then
you get a little bit of additional money, so that you can put a kind of traditional
project together, and then do something a little bit more of a stretch because,
ultimately, | mean, it's all money because you have to pay people to do it,
which you know already, but I'm just saying.

DR. KLU E: Well, you know, that—yes. So if I'm understand you currently, there are a
couple things that we are going to look at with this call, Nick, that are
important. So, traditionally, not to get, again, in the weeds about grants, but
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our primary funding grant mechanism has been a cooperative agreement,
and there are lots of benefits to that that | won't go into ever, if we're
talking about the need to look into the clinic that we'r hout, that's a
good mechanism, but it's not going to be the only hanisi we're
looking very seriously at, say, in R21, which thece are two-yeal s, less
money. But the focus is different, and it allows us to engage resea S just
a little differently, and that sort of thing.

The other thing that | would say is that &< we learn more, absolutely, you
point about writing in, at some poin the scope areas that we want to not
only focus on, but there's additic rnoney for those, absolutely. I'm not sure

that will be quite there, Nick, ii ar, but we're ainly going to be in a
year, we're going to have to look « ferent h of funding mechanisms
which I've already alerted the grant's e ~we need to be in the position
of putting through.

DR. WARD: Let me just interiect the time now. So we a 1st the time where we had on
the schedule plan: break for lunch. | do to make sure that we hear
from everyone \ Cuit s their tent up, bt won't be adding any
new tents at this 1t becausc aoing to have 0 come back at 1:30—
1:15. Sorry. We aie going to have © ck at 1:15 because we've got
people on the phon peop!c wiio may be coming in to hear specific
presentations. So with that, we'll go on to Val.

MS. JONES: is is Vaylatee ones. So going back to Anthony. | was very

touche what he said, and looking at, like, the—one of the conditions he
mentionecd was neurolog So my question is, basically, how are you going
to use ? Because looking at certified conditions that's not something
that's there in terms of overview, and in terms of what Micki said in terms of
emerging col 5 a very small amount at the bottom. And then |

ik one of the resporises was, you know, in terms of who you have in your
orogram, and the fact that if you don't do certain kind of research or,

sically, how would you do this if these are not the people that you presently

in your program because these are not certified conditions. So what do

you to do with the information that has come forward, say, what Anthony
has saidl, and take it into consideration and certify conditions, and what the
program has previously—the projects and publications that have previously
been awarded? How are we going to take this going forward, especially, what

he said?
L ‘UBALE: Okay. Thank you, Val. So if | understand correctly, help me if | don't.
MS IES: Okay.
DR. KLU E: So let's talk about the neurological conditions. Now, NYU has done a series

of studies that have looked at that and put that on our radar, that there is a
concern in that population. And so, we're hearing it. And the research is

-30-




WORLD TRADE CENTER HEALTH PROGRAM

SCIENTIFIC/TECHNICAL ADVISORY COMMITTEE (STAC) MEETING

September 18, 2019

MS. JONES:
DR. KUBALE:

DR. WARD:
MS. MCVAY HUC

there. Now, one of the things that | would invite you to do going forward with
this—we're going to be doing two things. One is, tell us.i i have some
ideas, you or Anthony, about this area, give us that ir The other
thing that we're going to be doing is that we're goi Jbem j sure that
those researchers that have done, in the prograi, Mike (inauai! D
01:44:49) is one of them, like | said, and have found some of thesc !s of
things. One of the things that we will be doing systematically is circlirg K
to these areas and finding out what are i next steps, you know, what i
their research telling us that would be @ next step, something that we need
do next that we can then consid 5> far as a scope. So what | want to
emphasize is that with these 11 1gs and the a les, there is a different
relationship with us and the resea 's and cveryoody, but I'm using just
now we're talking about the researci A 0, | want to say the difference
is we are going to find out and we will & ing with them, and we will do
everything that we need to do to find out sj ically from them what it is, in
their view and i perience, they think v ed to be doing, so that we
can consider...
Would you circle back and pos arding more (inaudible @ 01:46:06)?
Absolutely. Or you can, you know, ac n things the—and I think the
next point, traditionally, the arinouncement’s been static. So you do it in five
rs.and you maybe malke a few little updates, but essentially the scope
same. We c: iford to do that anymore, is what I'm saying. So
we hav have, in rea e, the capability to understand what our research
and our recearchers are 1g us and what that then means for a scope

each vear, is what I'm say!
Thar We'll have Catherine, then Anthony.
Fi fall, v the whole CDC team and the (inaudible @

.46:51) members. | just have a couple quick questions. One is for the
Millennial Study, | know the study's working with the Department of

lucation, the public school system, but there was also a lot of daycare

rs, people forget that people—I think I'm the only residential mom here

on anel, but there are people whose children did go to the local daycare
centeis, and people who worked in the area and also sent their kids to the
local daycare centers. So | know that will be probably really hard and maybe
not this round, but, for example, the World Trade Center site there was a
nursery school. There was a Trinity Church right at Wall and Broadway, had
its own nursery school on Church Street like two blocks south. And then
there was another one in Battery Park City. So | just want to add that to your
complexity for that study, not to forget about the real younger kids. Also, we
know that there has been, generally, a gap on women's health, but in terms
of the Millennial Study | want to make sure we don't forget about the
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DR.
DR.
DR.
DR.

MS.

DR.
DR.

REISSMAN:
KUBALE:
REISSMAN:
KUBALE:
REISSMAN:

MCVAY HUGHES:

KUBALE:
WARD:

MR. FLAMMIA:

-

REISSMAN:

reproductive capabilities of boys/men now as well. And the terms of
guidelines, are you going to be doing something to take {you're learning
to create more information to get out to the public in 1 c widelines?
Yes.

Thank you. Yes. | was going to answer, Catherii

Let me help you.

| was going to answer.

We're actually in conversations about Decause we recognize that sc
people may not—when they go to their private doctor and the private doctot
may not be recognizing anything thal could have a rélationship. So the

program is undertaking some | of effort here 10 really look at a
communication product and to wc ith our 1 iers and the clinical centers
of excellence, possibly the Departmc f I {n to see what we can put
together to facilitate that kind of convers 1, because you just have to go at
it in the ways that you have available, ana I« that's a good avenue.

Yes. Because | ¢ ~mber working with 2nartment of Health a very
long time ago a! the loce and | think a lot | hanged since then. So

thank you very n
Thanks, Catherine

Anthony.

Travis, | want to thank you (hat presentation, and the whole team that put
her because 5 really useful information that we can take back

to the i onder comm /. However, with Dr. Wilkenfeld, I'm going to

piggyback off what he sa lo answers. Post-traumatic stress is heightened
as itisin the 9/11 responc ommunity. If I had a responder on the phone
right tlisiening, that's not acceptable. And | know that you can only do so
m On an I'SD goes on a death certificate. It's not

'npensatable, you kriow, unlike his medical conditions also, but he kills
himself, PTSD goes on the death certificate. He doesn't get compensated.

u know, on the police department we used a patrol guide. We used it as a

you know, and it offered some flexibility. You know, your guidelines,

poil nrocedures don't offer any flexibility. It's black or it's white. You
know, you want a recommendation, you want an idea, I'll give you one.
Recommendation, make it flexible. Someone has to step up to the line and
call the shots, and give the flexibility of bringing other conditions in. Simple.
Let me just do a quick reply and completely shield Travis because he makes
none of those decisions. And | think it's important that, first of all, we clarify
since your comment was saying that coverage around PTSD, the health
program covers PTSD. The Victims Compensation Fund has made other
determinations that we don't control. So the Zadroga Act had two parts to it.
One in which Dr. Howard administers the World Trade Center Health
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MR. FLAMMIA:

DR. REISSMAN:

MR. FLAMMIA:
DR. REISSMAN:
DR. WARD:

[Lunch.]
-
DR. CARREON-\ NCIA:

MR. FLAMMIA:

DR. CARREON-VALENCIA:
2. GULATIL:

L “ARREON-VAI CIA:

MS VAY HUGHE 5!

DR. C =ON LENCIA:

MS. JONI!

DR. CARRECN-VALENCIA:

Program. That's what this Federal Advisory Committee is = L. The other
one is administered by the Department of Justice. And Dr. Howard may
work with the special administrator over there to leve ral resources
as best as possible, he doesn't make the decision er thei ) that's a
particular area that we cannot really respond to o1 our side. Aric n
appreciate the tenor of what you're raising aiid why you're raising t If
there's a specific other avenue of what v« raising in PTSD and cc! 1S
about linkage to PTSD and physical h ,, that's a different area that is
scientific concern, and there is a lot 0f scientific uncertainty, and the field is
controversial. That is an area of ‘ntific exploratiofl, and we do have that
on our radar screen.
No comment on the policy and pi ure part, making it flexible, having
someone step up to the plate and ca shots?
I think the policy and procedure part is < 1 specifically to achieve a certain
degree of rigor in scientific determination il ould then deal with the
resource quesiion v-much resource do ave to work with, how do
you determine v geis ary complex. | ac iink | could answer that
fully myself standing here, but he next section of discussion is dealing
with the policies aticl procedures arou things were included and the
methodology that was undert i to do so, and | think that we should
reserve that discussion for that policy piece. Okay? Not this part.

u for your res se.
You be
Well, thanks especially to 1ravis and to Dori for their wonderful presentations
and responses to questiol nd thanks to the members of the committee
who ed h areat questions. So we'll now break for lunch, and we all
n 0 be bz nank you.

lkay, | have 1:14, so if everyone who can hear me can start taking their
and hopefully anyone who is not in the room will join us shortly.
So ning to take a roll call to make sure we have a quorum to continue.
Thomas Dydek? Anthony Flammia?
Yes, hi.
Mridu?
Yes.
Gregory? Catherine?
Present.
Val?
Present.
Steven?
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DR. MARKOWITZ: Here.

DR. CARREON-VALENCIA: John?

MR. MARTELL: Yes.

DR. CARREON-VALENCIA: David?

MR. NEWMAN: Present. No changes in conflicts.

DR. CARREON-VALENCIA: Nicholas?

DR. NEWMAN: Here.

DR. CARREON-VALENCIA: Lila?

MS. NORDSTROM: Here.

DR. CARREON-VALENCIA: Robin?

Ms. Sassman: Here.

DR. CARREON-VALENCIA: Micki?

MS. SIEGEL DE HERNANDEZ: Present.

DR. CARREON-VALENCIA: Liz?

DR. WARD: Present.

DR. CARREON-VALENCIA: Marc?

DR. WILKENFELD: Here. Still no contlicts.

DR. CARREON-VALENCIA: And Leigh.

DR. WARD: Thank you, Tania. And Tania iswearl hats today; not only is she the
Designated Federal Officer, she s the next presenter. And she will be talking

about, giving us an update on the development of the inventory of 9/11

UPDATE ON THE DEVELOPMENT OF THE INVENTORY OF 9/11 AGENTS
DR. CARREON-VAL I NCIA: Thank and thanks for the opportunity for speaking with all of you today
from this Side of the table.
Tod:s vant to talk to you about how we did our inventory of 9/11 agents.
Y an go-c .e, Pam.
2 developed this inventory using different categories of hazard. So
considering all the potential exposures that both responders and survivors
uld have been exposed to, and we divided them into four groups: chemical
ds, physical hazards, biological hazards, and then other hazards. And
thoe ~lude, and you will see many different things, but one of those is
expericnces that might cause psychological harm.
Now these inventories, at least all the agents, we think all of the agents, and
experiences to which responders recovery workers and survivors, were
possibly exposed. It does not provide doses. It does not provide information
on the magnitude of the exposure; only the name of the agent. And we know
and recognize that not all people would have been exposed to all the agents
on this inventory, and that not all the agents present during or after the
attacks might have made it into the inventory. If you can get me the next
slide.
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To start off with this inventory, we use the definition that the program had on
9/11 agent, which basically was a chemical, physical, bi cal, or other
hazards that were reported in a published, peer-reviewed sure

assessment study of responders or survivors who e pres ) the New
York City disaster area or at the Pentagon site ¢r i1 Shanksville

Pennsylvania. However, we found that this definition was too limite scope.
So we changed the definition, modified it 1 updated it.

So again it includes chemical, physica slogical, and other hazards. Bu
those other hazards now include e lences that might cause psychologic
harm that were not considered } e. ltincludes, of course, peer-reviewed
exposure assessments of resg 2rs, recovery workers, and survivors, as
the study did before. But we expa Lit to addl (hose hazards that were not
identified in those published, peer-re 2l exposure assessments, but that
we could reasonably assume to have b resent at any of the three sites.
These include environmental risk factors ¢ 1S heat, cold, solar exposure.
If I can have the 1 ide

To start off with the inve here was a list oi ts listed on the first
periodic review G cancers. Aiic ‘2 reviewed (1iem to make sure that
they met our definition and inclu 1 ir list. Then we hired a

contractor who helped us idel 9/11 ageiils based on what we had at the
time, the original definition of 9/11 agents. So what they did is from the
f studies that 1ad from the program that Travis had put together

at that , the contracior identified any exposure assessment study or
report that had agents lisied there. And also, the contractor developed and
condur a literature search to fund any additional studies that may identify
9/11 nts. Then the progiain reviewed the methods and results and
pi ed the 1at were provided to us, and then we harmonized

d corrected results vased on the new definition.
S0 we have, and you are going to see that we have, the list of agents—next

my presentation in your book are those agents that have been identified to

This inventory is not an in-depth document. It will be updated as

adc 2l information of hazards is identified and obtained.
So I'm going to cover the different categories of hazards and how we arrived
to each one on the list. If | could have the next slide.
Using those agents that were identified in peer-reviewed literature, we used
studies that reported air and settled dust. And for those, our methods include
all the data or reports of chemical agents detected or in area dirt samples or
settled dust or wipe samples. These samples must have been collected at
one of the 9/11 disaster areas during the attack, response, or recovery
periods. And we only took studies where the concentration or the amount
identified on the sample was equal or greater than the lower limit of detection
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of the sampling and analytical method.

In this group, we excluded several studies that were not :pendently peer-
reviewed or that reported chemicals identified in othe . so a
secondary source of report. And then in those cascs, we wel =k to the
original report to get the information first-hand. And we also exc 1 one
study that reported concentrations in water 1unoff. The particular rc ) we
excluded this study was water collection {ocations were outside of the
disaster area, so it was very difficult to 2certain whether those chemical
pertained to the impact or not.

Now we, of course, in every iss! /e always come up with uncertainties. So
one of the issues is metals. W 2 chemical ha netal component, but is
identified as such—for example, « im sulfz then we listed the agent as
calcium sulfate. But sometimes ther¢ n ods that are destructive, and
all that is reported is the metal. So therc¢ nods such as ICP plasma
analyses that destroys the chemical and al get is, like, cadmium. But you
don’t know if it 52 3.a compound or it is | he metal that was found
there. So we put on the "y the informatioi we had on hand.
Unless more infcrimation was ¢ we just listed the metal.

Also, if | can have next slide e f studies that were looked at

were biological monitoring studies. And for those we took studies that most
reported on persons nsed during the impact, response, or recovery

and that have \ppropriate comparison group that were not
expose Iring the impacis. The biomarker level in the exposed group must
have becn significantly h r at the 0.05 level than in the non-exposed
group. And whenever pos: , we considered the half-life of the chemical
ager this hiomarker saniple. So for example, a specimen that has a very
s! niologic 'S obtained months after the recovery effort

shed would not be considered a result of the exposure. We excluded
studies that did not have sufficient information that a chemical was present at

2 site during the attack, response, and recovery.

we come to the other categories. What are those chemicals that

rea bly assumed to have been present? For that, we used the best
availablc evidence and professional judgment that was provided by the
program site. As such, we included chemical hazards that are typically found
at implosion and demolition sites; also those related to fires, those that are
found in rescue operations, and at disaster medical assistant team stations.
For example, common gases and vapors in fires.
If I can have the next slide, Mia. You will see on your document, this is the
table that lists all chemical hazards. | hope you can see it. We list the
chemical. We also list the chemical abstract service number, or CAS
number; the source of the study where the listing or the studies where the
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agent was; or if it was reasonably assumed to be present, we say so.
And then we know if there are other synonyms to the na ,f the agent, we
put them on the table. So we identified 349 chemica! f ‘esent or
expected to be present during the attack and reco effort.

Okay, moving on to physical hazards, if | could Tiave the next sii =o for
those that were identified within the peer-review literature, we did i d any
exposure assessment studies that identificd physical hazards that me

criteria for indication. We then have tc ume that they have been pres

And we knew, based on reports an 1at we knew and the knowledge of ti

people that had been there and professional jutigment, that there were
physical agents that people we ‘nosed to. An s includes solar
radiation, heat stress conditions, « old stre ‘onditions; also slip, trip,
fall, and noise vibration; and also ha: that are typically found at implosion

and demolition sites and also related tc
So if | can have the next slide, you can sec table that lists 14 different

physical hazai ase, as it said there, Il reasonably assumed to
have been pres

Moving on to biological hazard the literature searches did not
produce exposure assessment siudic 2Ined us identify biological

hazards that met the criteria for iriclusion. So based on the best available
evidence, and professional jucgment of the program, we concluded that

logical hazar _iude blood-borne pathogens. One the next slide,
you se sle three, you =ce blood-borne pathogens and the reason why they
were included.

Movine to the last categ if | can have the last slide, we have other
haza So forincluding those other hazards, the methods we used were
re 1 to ex| {'might cause psychological harm, and include

umatic and stresstui exposures. And those experiences must have been
significantly associated at the 0.05 level, with increased risk for a health

tcome after adjustment for other mental health exposures. And they have

‘e been compared with an appropriate control group.

The ‘e a number of exclusions on this category: studies that failed to
achieve statistical significance; studies that reported crude, unadjusted
analyses—next slide please. Metanalyses and reviews that included only
exposures reported in other published papers; and also studies that did not
differentiate between individuals who were unexposed to the 9/11 attacks
and those exposed.
And a side thing: this is a tricky category because there have been a number
of studies that report on the traumatic experiences of people that live in
California, Oregon, and other areas just because they still went with
something on television. So we excluded all those studies from those reports
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from the inventory.

So in terms of uncertainties, you will see what hazards ¢ sted. But there
were certain social support factors, such as lack of family hort, that we
addressed that are not really related directly to the exposure, can modify
an individual's post-9/11 experience. However, {ey are not cor ad
psychologically harmful 9/11 experience, ant! for that reason we e; 2d
them from the inventory.

We only use hazards that were identificd on the peer-reviewed literature
There were no other hazards reaset ly assumed to have been present tri
the science team identified. So 12 next slide, you will see Table 4, that
lists some of the 26 different i Is that we ide >d, and the sources for
that information.

If I can have the final slide—I want i< n dge the contributors, the

people that put together the inventory. | 1iddendorf was the leader on
this effort, and was assisted by Geoff Calv 2d I. And we also had a great
group of contracic twe worked with fron and ORAU.
So that’s the end of my | tation. | will be hgj 0 take questions.

DR. WARD: Thank you, Tania. his time w rt on this siae with Micki.

MS. SIEGEL DE HERNANDEZ: Thank you. | h a few que 1€ vere the additional hazards? |
saw duration of work, but shift work is not included, and considering all the

DR. CARREON-\
DR. WILKENFELD:
DR. WARD:

DR. WILKENFELD:

NCIA:

l=that NIOSH has done about extended shifts and shift work, | would
nd that that & ded.

Two, r¢ nably assun would also add to the biological hazards, mold
hazards, @nd can speak sifically to the sites such as the Verizon Building,
where ally it was like s 'tites and stalagmites because of the water
from fire department to put out the fire that was there. And | wanted to
ki fyou g :d, besides the hazards created by the collapse of

> towers, you also have the hazards created by the work that was
happening at the site. So | am wondering if you looked at any other

cupational hazards, for example, with ironworking, for the ironworkers, that

2r may not have been in other peer-reviewed studies.

We iook into that. Thank you for that suggestion.
Thank you for the presentation.
A reminder to state your name.
I'm Marc Wilkenfeld. I'm curious about the biologic hazards. How should we
translate that critically in terms of the conditions that are related to the work?
If someone comes in with Hepatitis B—in other words, if you have exposure,
it's a broad category, and you have exposure to blood-borne pathogens,
which can, theoretically, result in transmission of disease. We have never
really thought about that from a clinician point of view. So how do we deal
with that?
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DR. CARREON-VALENCIA:
DR. WILKENFELD:

DR. CARREON-VALENCIA:

DR. WILKENFELD:

DR. CARREON-VALENCIA:
DR. WILKENFELD:
DR. HOMISH:

L WILKEN!

Dk. MISH:

DR. WAR
DR. MARKCOWITZ:

Maybe I'm asking the members of the Committee also? Ancl it you're going to

list it, right, if you list the carcinogen, then it's logical to = ne that if you a
see a patient with cancer, then there’s a relationship i're listing
biological hazards, what should we do if we see s one wi lisease that
comes from biological hazards, which | haven’t ceen and also w n't look
for it?

So this is my question: you're listing a ha , but there’s no monitori: it
right?

Right.

And there’s no inclusion of it. So why are you listing 112 You're listing it but
you're not doing anything abot

We're presuming that people wei yosed te irough handling of
cadavers.

Right. So we're not screening for it, whi probably way too late. We didn'’t
screen for it. Sowhat do we tell a guy who racted Hepatitis B in 2002
with no other i 2 And he asks the e’ )ing physician whether this
could be related o the v t he did after 9/1. 1d he sees the list of
hazards, and it includes biolog| ards. there’s @ gap, is what I'm saying.

Right. | don’t know
I think the residency director.ic going to answer me, | think.
!f the person has no o factors, not just from that time period, but
ttime, and | v I'then ask if there was any breakage of the skin

doing v at ground zero, anything that plausibly could have led to
absorption of Hepatitis B, @nd in the absence of that, | wouldn't attribute it,
because you have no posi scientific evidence that that exposure
circt ance actually does |cad to hepatitis B.
I’ agreen 'sted in this inventory, because you're better off

1 a broader inventory than an ostensibly narrow one. But it doesn’t meant
that that particular agent or any agent here necessarily led to disease at

‘ound Zero.

| agree with you. So if they did have a break in the skin, they were

pui >d in some way, there’s no mechanism to deal with that in terms of
getting the condition covered. | guess it's like a black hole almost. You're
exposed to a hazard, but—it’s like saying they were exposed to a carcinogen
that we know causes a certain cancer, and therefore we're including the
cancer. I'm not saying to include it as a covered condition. I'm saying to
make a decision one way or the other.
Marc, personally, what | would say is, “maybe, maybe not; let's move forward
and see how we could help you.”
Okay, | think Steve is the next person.
Steven Markowitz. Were OSHA measurements included at all in the
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DR. CARREON-VALENCIA:

DR. MARKOWITZ:

MS. NORDSTROM:

DR. CARREON
MS. NORDST!
DR. CARREON-\

>. NORDS'
DR. GULATI:

_ENCIA:

‘NCIA:

chemical inventory? Some of them may have made it into{ review, but if
they didn’t, OSHA did a number of measurements dowr: e. | didn't see it
in the reference list, so | am just wondering how it wz . sed.
I think we excluded government reports for that re i, bece they were
not peer-reviewed. | know there were also other r¢jorts that | € alled or
contacted the main author to determine what level of peer review v here
on those documents. And since he could onfirm, they were not ad 0
the inventory. But | can certainly chec! 1 him on that part.
My guess is that most of the agent: {L OSHA measured are included in
their list, because it's very comniehensive. And | understand the problem
of—there were private entities vere doing m irements. And we don't
have really good access to the qu AsSsess { of those measures. So |
get that.
Hi, this is Lila Nordstrom. | have two qu 1s. Well, one observation and
one question. My ahservation about the ot! azards section is that it
doesn’t seem any exposure that wc 1ave resulted from
returning after the attac! > environment. Al hink that for a lot of
community members, and | riie onders as well, there were stressors
related to the clea that wouldin't 1 ssarily have been present on
the day.
Anc then, | also wanted to know in the list of chemicals, does that include

compounds vould have, if two chemicals were present but
combii o create a m dangerous chemical, like all of the combinations
of chemical compounds included in that list?
Well, you mean interactiol atween agents?
Yes
Ei fall, nc Jry only lists the agents individually. But |

derstand your poini—the interaction between exposures may cause a
nigher response. We are just listing the agents right now, and not going
vond that.
thanks.

Hi, I you. This is actually very helpful. This is Mridu Gulati.
I have & couple of questions, probably related to much of the prior
conversation. So it's helpful to have a list, although it's also helpful to have
context of the list too. | suspect it's more granular than this somewhere else.
So one question | have is—are all the hazards listed here, we should
presume that they were all there, or at least one person, that they were
exposed at enough of a level to potentially cause disease, or were they just
present?
And then my second question is do we have some sense of, or is it needed,
that some of these exposures were more prevalent at a specific place and
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DR. CARREON-VALENCIA:
DR. GULATIL:

DR. CARREON-VALENCIA:

Dk.

2REON-V

NCIA:

time and occupation? Would there need to be any sort of validaion? If
somebody says, “I'm a survivor, and this is because I'm st responder.”
That was my second question.
And then, thirdly, just a comment. | assume for so of the ¢ disease
processes, autoimmune diseases, and neurologic uiseases, the
obviously a lot of literature on these individual hazards separately. 5
we’re going through and studying to see il ificre are associations to ti
explosion at the World Trade Center, I presume that some of these stud
are, some studies external to Wor! 2de Center exposures are also being
used and weighted into evidenc liguring out if there are associations with
neurologic and autoimmune a. 2s, if that makes sense.
Yes. So let me go back to—actua an you at question one?
My first question is are we to presuri at 1 one of these chemical
hazards were in a sufficient dosage at < noint for somebody to have
disease? Or were they just in presence? A they were, were they present
for everybody ~cific populations? Al W are you going to
determine this?
We don't know. L1t we are asc that not everybody was exposed to
everything. We just know that th >nt. So we don’t know how
much that each pel was cxposed to individually. We don’t know, with
certainty, that—well, kriow that certain populations must have been
more than ot Lo certain agents as opposed to others, but we
cannot 1ally use indi al exposures to that one. But we assume that all
these agents were present there at some point or another. So that is
probably towards your sec question.
Yes > there in dificrent points in time, probably. They might all have
b present, {know. | based them on what is reported in the
entific literature, and we assume that must have been present based on
our professional judgment.
m wondering as you are trying to explore new disease exposure
anships, if you can’t necessarily find it in the cohort itself. If somebody
loc! a chemical hazard, one that is listed, and they know that there’s an
assoclation with dementia or something down the line, how does that
become a work-related, exposure-related condition? Because people can
just look up a lot, and be like, “Well, | was exposed to this and | looked this
up, and now | know | have this disease,” even if it's not necessarily a World
Trade Center-accepted condition.
Well, one of the uses of these inventories, and Jessica is going to talk more
about this on the next presentation, but once we do scientific evaluation of
the evidence to determining theories on the condition that it could be added
to the list of covered conditions. Dr. Howard may determine that there might
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be a high but not substantial evidence. And for that, direct1ic, ilie science
team to look at what has been published about all these cific agents and
health outcomes.

So | believe now we have a list that we can start v tnat we use to look
at that information. So that’'s one of the uses of (/1c5e inventorie

DR. WARD: David?

MR. NEWMAN: This is David Newman. Thank you for that presentation. This is an arc at |

have a great and longstanding interes professionally and personally.
have a number of comments to mz
| think the most minor one, first: able 4, Other Hazards, there is a lack of
precision in the terminology. It !d not be liste , hazards, or other
hazards, at all. It should be listed isk Faciors for Exposure Scenarios in
which you might be exposed to haza These are not the hazards
themselves. But that's pretty minor, anc jreat to see the beginnings of a
list like that defined as factors.
The reliance ¢ ¢ iewed and other stuc 3, of course, absolutely
essential for obiaining U mation, but it is & )articularly in the context
of 9/11 and its aitermath, extic rited. So | would suggest that you
might want to consider to becomiing i n to an examination of the data
as distinguished froim the stu . Not to tric exclusion of one or the other,
but the addition of daia; th are, at a minimum, hundreds of thousands,
> the low end ¢ estimate, of sampling results of 9/11 and its

afterm the vast maj: of which are reassuring or non-detect, and a
small minority of which are identifying both contaminants of concern, or
conceriirations of concern
This o1 a!ler hody of cvidence is the body of evidence that is most
C tent wi outcomes that we are dealing with today. And the

ger body of data, whnich was reassuring at the time, is obviously less
relevant in many cases. So | would suggest that a renewed effort to obtain

d examine these data would be likely to be at least somewhat helpful in

efforts.
To nd, the organization from which | am retired, the New York
Comriurity for Occupational Safety and Health, collected thousands, and

maybe tens of thousands of pages of data for either an independent sample
of results which the organization hopefully still has, and I’'m sure would be
glad to make available for examination. The EPA panel for which | served, as
did Micki and Catherine, EPA World Trade Center expert technical review
panel, had a subgroup which | chaired, called the Subgroup on Other
Sources of World Trade Center Data. And our efforts might be of interest to
your efforts.

Let me just quote from what we attempted to do, but did not accomplish. The
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objectives were issue humber one: the many thousands of Jits of Lower
Manhattan environmental sampling efforts that were coi ted by and for
private organizations and individuals comprised—thi< 1=, & > way, to put it
in perspective, May 2004. The many thousands of results oi =14
Manhattan environmental sampling efforts that were conductec nd for
private organizations and individuals compriced a potentially impoi yart of
post-9/11 environmental data, yet have n zen collected for public ¢ S
or scientific evaluation.
Issue number two: the additional th ands of results of environmental
sampling efforts conducted in th wn guarters by government agencies
also comprise a potentially img 1t part of post-9/11 environmental data
that had not been collected for pu 1CCess sientific evaluation. So our
efforts should be made to capture, ¢ li ind evaluate this data, to make
it accessible. And there were reasons i« t, which | don’t have to go into
now.
We propose that & ‘hich is the operative nization in this effort,
should solicit voluntary ¢ ian of the enviro! tal sampling data from
building owners, ding maniac yartment owilers, tenants, tenant
organizations, privaie employers, priv or workers, unions, government
agencies, and public sector works and unict
We also propose thal EPA seck the assistance of the following organizations
aging their m ers, clients, or constituencies to voluntarily submit
enviroi atal sampling data: insurance companies, AIHA, metro AIHA,
ACGIH oratories, env mental consultants and cleanup companies,

community boards and co Inity organizations, physicians and other
healthcare professionals.
A e note organizations are required by law to share

Jironmental sampling results. These include government agencies subject
i0 the Freedom of Information requests, public and private sector employers

on request by their employees or unions. We propose that such—I won't

to the proposals.

We tify the limitations, the likely limitations of such efforts which, again,
were 1oL undertaken. But the limitations, and you note some of them in your
presentation. We noted that in most cases, submission of data would be
voluntary. If there would be difficulties of outreach; that there may be
insurance and liability issues; that in some cases, confidentiality would have
be surrendered if data were to be of use; if the quality of data could not be
assured in all cases; that the sampling methods varied and results could not
always be compared, and there would be project, cost, and staffing issues.
Nevertheless, we believe that these data would be relevant and | suggest we
recommend and consider some of these efforts.
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DR. WARD:

Also, | will share this you if you don’t have it. But it lists the icipants in the
panel that | would suggest that you might want to talk to add on your
subgroup. This included folks from the EPA and OS} ) document.
Thank you.

Thank you. Micki, did you want to speak?

MS. SIEGEL DE HERNANDEZ: Micki Siegel de Hernandez. So | second what Dave said. Ther« Iso

DR. CARREON _ENCIA:

MS. SIEGEL DE HE

DR. CARREON-VALE
S. MCVAY HUGHES

publicly available data on both buildings that for whom that data had t
made public, like the Deutsche Bank « isively sampled. And again, ni
of the contaminants may already b the lists that you have, but | think it
just adds to the body of knowled
| also wanted to respond to Mi question. On (ne things that we do
know from looking at lots of samg Jata is that it was not homogenous. So
not only wasn'’t every person expose 2\ one of those contaminants,
but it varied. It varied by location; it varic the work that people were
doing. It varied by people who were outsia ide, there were so many
differences. SO it | hard, now, to make ¢ ind of determination. That's
why we're in this posiuct
The one part—tvo fuestions i I have you looked at any differences
between the sites” | know we talk 2 V'orld Trade Center site;
Pentagon; Shanksv and tt I don’t kiiow It there’s been any...it wouldn'’t
have heen identical.. i the been any separation of data. And the second
l is have you & larted to talk about your potential uses of this list
beside ribution in addition to contaminant attribution for a particular
disease
To ans your second question, no. We haven't looked at it other than for
petiti lwas explaining before, in case there was relatively strong but
n fficiently might review available information, and also to
sist in the evaluation of submissions. But in that respect, no, we haven't
looked at other potential uses. Now, the inventory is available on our website
- anybody to see and use. So we are hoping it can also serve as a resource
searchers.
Ang r first question?

ANDEZ: ' sorry, you want me to remember it? Oh, | asked if you had looked at

A:

data, separated it out for different sites?

For the different sites. No, we didn’t. But that is something | can look into.
Hi, Catherine McVay Hughes. I'm just following up on Micki and Dave. In
terms of the buildings, as Micki says, it's different depending on the location.
It was also different depending on what floor you were on, and how far away
you were from the site. And it also depended on the size that could get
through the window, whether it was closed or open. So | just wanted to
emphasize the complexity of it. Thank you.
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DR. DYDEK:

Thomas Dydek. When there is such variability, what is son ies done is to
construct a worst-case scenario, and then to compare f« rst-case
exposure to known levels that would cause various diseac ates. And it
goes back to the question | had addressed this m 1g abo ing to
separate out the physical manifestations from tiie miental. This | ittle off
the topic of your presentation, but | am wondering if anybody has ic 1 at
other very traumatic events? The Las Ve shooting comes to mind; e
people would have suffered the psychological problems without the chei
exposures. And do you know if any y has looked at that to see what thei
ongoing health concerns are fro 4s Vegas versus what we have here?

DR. CARREON-VALENCIA: No, | haven't looked at it. But il certainly son ing | could look into.
MS. SIEGEL DE HERNANDEZ: Can | just make a brief follow mmen (hat just to help out? In

MR. FLAMMIA:

DR. CARREON-\
MR. FLAMMIA:

2. WARD:

NCIA:

part, the 9/11 agent, we dealt with ti /C gical components of that. The
traumas of exposure were not necessai! ist, chemical and others, even
though they can have psychological effecic nselves. A number of the
psychological pare s had to do with traut loss; traumatic injury;
witnessing horror; trauii anges in one’s b ss, or home, or
community; things like that tha ta being a 9/1 L agent, as we think of
agents, here.

Trying to characterize psychological agents i1 the way we are used to

characterizing chemi and physical and fibers and things like that, the
nesn’t quite v Jut we try to marry it in this document.
Anthoi ammia. | hav support Dave Newman on this for the third one.

Of the sources of the World Trade Center data, similar to a data share and
fusion ter type of netwaorl, or an information sharing type network, to
shar > conditions and everything within one type of data base or a data
m gement s just like 9/11: failure to connect the dots, and

{'s what was in the 9/11 report. Failure to connect the dots; you read it
often in the report. If we don’t connect the dots, we're going to have a more

a health crisis and more deaths.

re an information share mechanism within the organization?

Int of...
Just within the program itself, the World Trade Center monitoring program. Is
there an information sharing type network with the World Trade Center
Program that shares information similar to what Dave is saying?
Yes, there is, if I'm understanding you correctly. When it comes to the
medical monitoring and claims from healthcare, claims from pharmacy, that
information goes into a data center that is managed by cohort, meaning
firefighter, general responder, or survivor. So that information is part of what
is made available to researchers who then request information in order to
refine hypotheses or proposing their funding.

-45-




WORLD TRADE CENTER HEALTH PROGRAM
SCIENTIFIC/TECHNICAL ADVISORY COMMITTEE (STAC) MEETING
September 18, 2019

What this started at, which was the 9/11 agent thing, and do we have a

fusion or a centralization of that data? Our program doe ., that wasn't
really our centralizing function for what we were auth : 0. It doesn’t
mean we can'’t think about it, but it just wasn'’t thei

MR. FLAMMIA: Thank you.

DR. MARKOWITZ: Steven Markowitz. So I'm not going to argue against collecting mc
exposure data. But | do think some consi wle thought should be g o]

the purpose of collecting additional da )ecause what we have here is
literally hundreds of chemicals that lectively, if you sort them by class, it
could explain most diseases tha kKnow to be relaied to environmental
exposures, whether it is asthmni ronic obstrue pulmonary disease,
cancer, neurotoxicity and the like. can fin (nis list agents that would
cause any of those, and frankly, wit n 1g the exposure levels, you
would be very hard pressed, epidemioic ly, to relate these to given
outcomes.

So I'm not against ting more data. But il bing to take considerable
effort. And the guestion I's the gain, besic more comprehensive
list? In terms of predicting wiia happen to people at or near Ground
Zero, that visional king shou!t! be fore considerable effort is taken
to look at private delabases and all that.

DR. WARD: Yes, Nicholas.

DR. NEWMAN: king at other rds. And when you talked about social support
factors » lack of fami Ipport, I'm guessing that that is relating to the
respon( to the 9/11 a ¢s, and not necessarily the survivors. Because
certainly thiere could be survivors who lost some family support because of

the # k It dan’t know how that would be thought about, really. But | just
W d to jus U's really who that was meant for?
DR. CARREON-VAL SIA on’'t know but | certainly can look into that. Probably, it meant both. That is
oossible.
DF lcay, that's fine, thanks.
. WARD: I had one comment. There may be a middle ground with respect to how

mu “fort to put into the collecting or centralizing the exposure data. | think
it woulc certainly be good to look at the OSHA data, look at data from a
couple of organizations where you have some documentation and the
methods that were used. That would seem to be a minimal thing, if you're
coming up with a list like this, to expand it a little bit beyond the published
literature.

| agree with David to an extent. Maybe not everything that is done may not be
super valuable, especially where that data might give some, there might be
some quantitative data that might be useful in evaluating particular exposure,
like silica for example, where I'm pretty sure OSHA had some quantitative
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data that would be valuable.

DR. CARREON-VALENCIA: | get your point.

DR. WARD: Thank you, Tania. So we're ready to move on to our and we'll be
having a presentation from Jessica Bilics, from th orld T Center
Program, on an update on policy and procedures ‘or adding not cer
conditions.

UPDATE ON POLICY AND PROCEDURES FOR ADDING NON-CANCER CONDITIONS

MS. BILICS: Good afternoon. As we've stated, I'm sica Bilics. I'm the policy
coordinator and the governmental I's person for the World Trade Cente
Health Program.

Let me look at the first slide. S purpose of n resenting today is to talk
through the non-substantive chaii hat we 2 made through the policy
and procedures for adding non-canc o} st of World Trade Center-
related health conditions.
As I'm sure all of you know this, but just to rer it quickly: here are our
definitions of what \'arld Trade Center-re ! health condition. And
these were giver (0 us 0y ‘2ss and then the froga Act. Soin
essence, it's essentially healtit ns, including imiental health conditions,
for which an individual’'s 9/11 exposu substantially likely to be a
significant factor in ravating, contributirig, or causing the condition.
This next slide talks about categories that are covered under the Zadroga
e Zadroga A e us a list of conditions to cover, and also gave
the adi strative authority to add conditions. So the three at the time of
passing (e Zadroga Act, three top categories on your slide here, were
the ones that Congress includad. So the aerodigestive disorders, mental
hea!i nditions, and muscuioskeletal disorders; however, the third, the
n uloskele , was only for World Trade Center responders in
'w York. It was not 1or survivors and it was not for Pentagon and
Shanksville. And that was a Congressional note, that's not a program
cision that was in the law.

won't read through all these, but this is essentially the list that we have.
As entioned on the last slide, the administrator was given the authority
to add conditions to the list, and has done so by adding cancers and acute
traumatic injuries.
So there are two pathways that the administrator can add a health condition
to the list of World Trade Center-related health conditions. First, he can do it
at his own discretion; and second, through the petition process. And there’s
been a lot of discussion about that already today.
Of the lists that | showed you on the last slide, there have been two
conditions that have been added via the administrator’s discretion: the new-
onset COPD, and acute traumatic injury. And the cancer was added through
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the petition process back in 2012. Now regardless of whick hway is taken,
the process of actually adding a condition has to be don ough a
rulemaking process.
Just going into the petition process a little bit more; we did ci a petition
form. It's not required, but it is out there if anybcdy wants to coil > the
form, to talk about what condition they want ©idded, and then subri 1 the
program. | won't focus too much on how secide on what is a valid ion,
but I will go through a couple slides he
This is a screenshot of our policy that taiks through how the program deciac
what is a valid petition. There ar rtain things, and we've gone through
rulemaking, to communicate w s required in id petition. There has to
be a clear intent, that the intent is stition the addition of the condition to
the list. There has to the signature by p sner, and also they have to
state the medical basis for the addition. asically, connecting the 9/11
exposure to the reauested health conditioi
We see here ¢ le, it gives some exari of how somebody can
present that medical bas Iwhat we would ¢ ler valid. We look at
peer-reviewed, published, epid ical studies armongst 9/11 responders
and survivors, anc also look = reports as well. We do
receive a lot of subinissions that state, “I aidn't have this condition before
9/11. ! have it now; therefe think this condition should be added.” Such
accounts, ari tally, though, we do not accept as a valid petition.
We wo communicate the decision of what is a valid petition to the
submitt
| won't read through all these, but here is a list of all the conditions of the
petiti that we have deteiniined are valid, to date. And we have published
0l except , which should be out in about a month or so. So
5 is 23 of, | think, 13U submissions that we have received, have been
determined to be valid petitions. There’s a lot of overlap in some of those
hers that were not determined to be valid. We have seen a lot that have
ted the same medical basis for autoimmune conditions, for neurology,
etc. vell as, like | said, some of the people were just stating, “I didn’t have
this conaition pre-9/11, | have it now; and therefore...” We do not consider
that a valid petition.
The next slide here is just a screenshot of our actual policy on how we go
through a valid petition to make a decision on whether to add a non-cancer
condition. And | believe the last time there was a presentation here, and this
is impossible to see—it’s even hard to see on my printout, but impossible to
see on the screen here—but there is a flowchart in your books, | believe, that
talks through this whole process about what can happen once we get it; what
happens in the scientific review process; and then all the different functions
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for how the program makes decisions: whether or not to acic, whether or not
to go to the STAC, etc. That is a good flowchart to refer < to as you go
through slides.
So here—this talks about once we’'ve made a decision that il is a valid
petition, or the discretion of the administrator weiiis to go to the 1ce
team, we look for a scientific literature review from the science tea ad
after the scientific literature review in 9/11 populations, so it's looking
scientific studies done on survivors an sponders, and then the scienc
team does an evaluation of the scit . So they are looking at the science
quality evaluation—and this is o I the first changes that was made since
the last time you reviewed—is this used to b lied, “Limitations” and
we've reclassified it a bit to think ¢ hore broadly as an evaluation instead
of a limitation. So in essence, did the¢ Iy ort address the confounding
issues and the exposure assessment IS blinding, etc. And it gives a little
list of those there
The evaluatioil al< les at the application ¢ Bradford Hill criteria. And
while the Bradford Hili ¢ as in the policy U saw previously, we
added the citations and a littie explanation 0! what those criteria
were that we look @t So the stre 1 sociation, the precision of the
risk estimate, consisiency of JCiation, Liological gradient, and plausibility
anc coherence.
lastly, the ev lon considers whether or not—like, if a study was

justin 'DNY popula does the evidence of that study apply to other
responder populations aindl the survivor populations? So can it be expanded
to the population as a whele, the 9/11 population?
So a th ience team goes through the review and makes the
re mende liministrator, there are basically four options. And |

I'go into more detaii about each one.
i'he first option is the evidence that the science team in their lit review

pports a causal association between 9/11 exposures and the requested

ition. So in that case, the administrator would propose, through

rulc ing, a decision to add the condition to the list. I'll go into that a little bit
more here.
So here, the first thing we would do, we’d go through the rulemaking process,
is to publish a notice of proposed rulemaking, an NPRM. And that'’s in the
Federal Register, which is the government’'s newspaper. And once it's
published, there is a comment period. And we would have a comment period
of at least 45 days. And part of that is because we have, as you can see
here, the independent peer-review. That was actually added after the GAO
reviewed our addition of cancer, they decided there should be an
independent peer review of the process. And so when Congress reauthorized
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the program in late 2015, they required that there was an ir endent peer
review added to the process of adding a health conditior ) 1 will talk about
that in a little bit more detail, and | don’t know if, Tani ) going into that
more in your next conversation or not.
So the independent peer review process. We have determined ve will
look and seek, solicit, recommendations for peer reviewers. While lon’t
necessarily know the conditions that we 1 consider in the future, w e
an idea of some, so we would seek inforiation from the recommendatio
from the STAC, from you all, as we a solicitation in the Federal Registe!
from the public and any other inicrested parties to give feedback on
recommendations for specific | reviewers.
When a condition is actually goiri¢ ugh the rulemaking process, the
administrator would have to pick thrc Iiy als to be the peer reviewer for
the condition and balancing out the exp ., given the specific health
condition, whether or not the person has p 'ad peer review service, and
any conflict of tc. There is one morc 2 on this. And so in
balancing, if there are an mes in scientific s between the three
reviewers, the adiministrator we sider that and ensure that any bias in
minimized, etc.
Once the three independent ¢ reviewers are selected, they are given a
charge and 30 days (o 1l the charge. They have to write a report to the

ator, with thre .estions addressed: is the reviewer aware of any
other ¢ 2s about the dition that should be considered; have the
requirernents of the prograni’s policy procedures been fulfilled; and has the

progra interpretation of available evidence—is it appropriate, and
does ipport the conclusiori to add the condition?
T! report (0 go back to the administrator within 30 days, and

> program would pubiic those in the docket with the rulemaking docket.
And they identified the reviewer, but we don't actually assign the reviewer’s

me with the specific comments.

the same time as the peer review, so the peer review is the first 30

day the public comment. But the public comment would be at least 45
days. S0 there’s at least 15 days after the peer review process for the public
to see what the peer reviewers comments were, consider those if they want
to address those in their own comments themselves. So they could address
them before the public peer review comment period, or the 15 days after that.
And then the program itself, once the comment period has closed, considers
all the comments from the peer reviewers, as well as from the public, and
considers those in whether or not to add the conditions. So based on the
comments themselves, the program would decide whether or not to public a
final rule adding the condition, or make a decision that there was insufficient

-50-




WORLD TRADE CENTER HEALTH PROGRAM
SCIENTIFIC/TECHNICAL ADVISORY COMMITTEE (STAC) MEETING
September 18, 2019

evidence at that time.
The second outcome of the scientific evaluation would ¥ iat Tania
referred to in the last presentation as a “high likelihood " = are’s not
substantial evidence that the condition is causally SCiatec 9/11
exposures, but there’s a high likelihood. So in this case, the aai ‘rator
has three options in our policy:
First, they could ask the science team to ito another scientific rev f
non-9/11 populations. | will go into a little bit on that soon. They could alc
request a recommendation of the S1AC. Or they could publish a Notice of
Insufficient Evidence in the Fed Register. If the aicddministrator decides to
go to the science team and as review of the 9/11 health studies, you
can see here that we have—they at the s 2s that are of 9/11 agents,
which Tania just spoke about, and c« 1 10se to the health conditions.
And | won't go through the definition of s again, but that is the third
revision that we made to the policy, was b iy tying that definition of 9/11
agents to the i ) tad inventory of agei!
The body of literature i >e team looks at 1 looking at evidence
that is high likelihood! but not < ial is other government sources, such
as the toxicologica! profiles from AT C monographs from the National
Toxicology Prograni, and the hiurian healti 15k assessments from the EPA.
So itis limited to those go mental sources, and | believe it will be open to
‘ernmental sc s, but those are the three we have identified at

this tin
Basical 1is review is searching for whether or not this information fills a
gap that was in the review 1e 9/11 population research, whether or not it
supr or sirenathens the iriformation that was found in the 9/11
p tion, o y of the limitations that were identified in the 9/11

pulation. It also compares the exposures that are talked about in those
9/11 studies to the 9/11 exposures; so the route of the exposure; the

ansity, duration, physical form, etc.; and then looks to see if there were any

tions such as is that information inconclusive or outdated.

As Ztioned, if there was a high likelihood, the administrator had three
optionis. One of those other options is going to the STAC. And if the
administrator decides that the expertise of the STAC would be helpful in
making a decision, he could ask that the STAC consider making a
recommendation on whether or not to add the list. The other options are to
add the condition, or to publish a Notice of Insufficient Evidence.
I'll just go into the STAC option a little bit more here. If the administrator
decides to go to the STAC, he has to make the decision within 90 days of
getting a petition. And once the administrator writes, and it would be a letter
to the chair, there is 90 days. And he can extend the 90 days that the STAC
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has to make a recommendation up to 180 days. And the S~ nas to write a
written report to the administrator making a recommenc! i
After receiving the recommendation from the STAC 3 istrator would
then have another 90 days—this is a cumulative, ! proce: 2 make a
decision on the STAC’s recommendation. And ciie thing to poli which |
don't think is thought of a lot by most people, is that the Zadroga A
unfortunately prevents us that if we go to STAC, it no longer gives he
option to publish a notice that there is ificient evidence. It only gives
two options once you go to the STAC: [0 add the condition, or to publish ari
FRN that says there is no causal relationship. It doet not give us the authority
to publish an insufficient evide! t that time.
So the third option, after the sciei avaluati i the 9/11 population
research is that there is insufficient ¢ d 1te evidence at the time of a
causal association. So at this time, the iistrator would publish a federal
register notice citina the reasons why we i« ere is insufficient evidence,
and that we would ider future research Ii comes available.
And then fourth option i = evidence is noi sal association. Not that
there is some support, but the! sunport to acd. We have yet to do that.
Most of our FRNs have been about U ‘icient evidence, if not the adding
of the cancer.
So thase are the four options, and with each one, there’s a lot of little options.
‘here that the a point where you could reach the Notice to
Propos Rule linking 1d a condition, it reestablishes that rulemaking
process. And you can se the flowchart, we did the stoplight theory where
there is red, yellow, and gi And the reds are basically where there is no
causal relationship: the yellow is where there is insufficient evidence; and the
Qi is whe > rulemaking process.
d that's it for today. i am happy to take questions and discussion.
DR. WARD: | just have one clarification question. If something comes to the STAC, you
id there is only two options: The Federal Register Notice proposing, and
atermination not to add a condition. But if that second condition is made,

tha !d not preclude it from being nominated at a future date, or would it?
MS. BILICS: Our understanding is that that does. There would have to be new evidence,
but we couldn’t reopen the existing evidence.
DR. WARD: So if there’s new evidence, it could be reopened. Whereas, if it were

considered insufficient evidence, you could reopen it at any—without new
evidence, you would look at it.

MS ICS: You could, yes.

DR. W ; But you probably wouldn't. | would, eventually.
But | guess what I'm saying is it doesn’t—bringing to the STAC and coming
up ultimately with the conclusion that it is not going to be a covered condition
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at that time does not preclude reconsideration if there is ad nal evidence.

Yes. It's just a higher bar to come over the next time wit! : evidence.

It would have to be pretty substantial, because you're I 2 public

spectacle of what is normally a scientific discussic (nin th aram. So

you would be making everything public. So it would have to be ¢ ity

substantial study that would suddenly appezr, that we would know ing

about, ahead of time.

It's certainly possible, but it's not prob . And the issue is you're makii

big public record that you're going 1 we to reverse yourself on.

And | just wanted to clarify that ! wse | think that’s the first time | have

heard that particular nuance in rocess.

As you know, in your tour of tours ancer, we had you as the chair to help

us through that process. So in some e (ner conditions, which are

different than cancer, it's a little differen ation.

Catherine?

Looking at the ver, flowchart here on pc¢ 33, in the best case

scenario, what 1= the sfi mount of time foi rocess to go through?

So the shortest armount of tinic net a petition that has clear medical

basis, and it quick!y goes to the n That could happen in the

matter of a week or two. And i | would say, 90 days from when we got the

petition, to publishing an NF=M, would be the fastest it could happen. And

comment pel 15 days, and then the time it takes to write the final

rule or decision not ublish a final rule. So | guess that’s probably

about six months would be the shortest period of time.

Steve?

Stev Aarlcowitz. So getting pack to this issue; it's a huge disincentive to

re N issu . because the outcomes are quite limited, right? Is

( the intent by the law, or is that —
i'hat is the Zadroga Act. So that is not a public program decision.
ist have a question about when you decide to look at non-9/11 scientific

nce, and you are restricted to the scientific evidence published by the

us rnment. Does that mean that research that is conducted by

university scientists that is published in peer-reviewed literature, that is not

the government, that you don’t look at that literature?

| will defer to Tania, because she is more the expert on that.

A: Well, yes we do go through those documents. As you know, we only have 90

days from the receiving of the petition to coming to that. So we really have to
look at all these 200-something agents and at outcomes. So these sources,
authoritative sources, summarize available evidence. So it comes from
universities, and public research.

I will say, when this particular issue has been discussed at STAC meetings in
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MS. NORDSTROC

MS. BILICS:

MS. NORDE TROM:

the past, we have raised some concerns about it only beca imany of these
government documents may be outdated, or the govern { may not have
chosen to review a particular substance. And frequer i ‘e looking at a
particular condition, you could narrow it down to rr e five « ) suspect

substances and do the more traditional thing, wiicii would be tc
PubMed search and look for the most highly relevant literature.

And you know, we've debated this at lent Just wanted, especially W
STAC members, to say this issue has n discussed before and there
some different—NIOSH has made decision of how it will proceed, but
there were some concerns. And nk some of those concerns, we could
probably raise them again bec from a scientific soint of view, they are
concerning. But we understand ti > progr 1as certain limitations.
Thank you.
Anthony?
Yes, hi. Anthony F!lammia. Could you tell it hat the gist of who puts in
these petitions
Most of the subimissionic > see from are cc j from members
themselves; peop'c who were I aeither as a responder or a survivor
and have the condition themselves & sking for it to be covered. We
have seen—the cai one canme from the New York delegation. That was
from nine members of the New York Congressmen and the two Senators
rYork. The p e cancer came from one of the NYPD union

groups q the Patrolriici’'s Benevolent Association. We have seen
attorneys. But it is mostly rTom members themselves that have it.
Thank yvou very much.
Lila
Lila Nordstro quick questions. One is—is there any way for a
Jition to be under serious consideration without there having been any
‘esearch on a 9/11 closed population? Let’'s say something that's a known
fect of a certain kind of exposure that we know people have experienced at
‘orld Trade Center, but it has not been researched on World Trade
Cel >xposed populations? Because it looks like in order for the petition to
get staried, there has to be research done on the 9/11 exposed populations.
So it could be called a valid petition if the research isn’'t in the 9/11
population. So if one of the 9/11 agents that’s in the inventory is provided as
medical basis to the health condition itself, and we have seen that with
manganese and Parkinson’s, it was not in the 9/11 population. So it could be
determined a valid petition, but the first step once it is determined a valid
petition is looking in the 9/11 population. So if there isn’'t any evidence in the
9/11 population there would not be sufficient evidence to add it.
Even if it is in a population that has not really had any research done on it
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within the 9/11 population.

MS. BILICS: That is the correct policy, yes.

MS. NORDSTROM: That seems problematic. Okay, one more question. ! , received any—
you said you get a lot of submission from people that are in ¢ ‘ogram that
want their condition to be considered. Is there a way, if you get of
“illegitimate” petitions for one particular condition, does that triggei
response if there is a trend among the “i!! ate” petitions just becc it’s
people reporting some sort of illness?

MS. BILICS: It doesn’t unless there is some sort .clentific medical basis to make it a
valid petition.

DR. WARD: Any other questions or comme or Jessica? Should we take an early
break? Okay, so we will go aheac ' take ot 2ak 15 minutes early. It's
now about 2:30, so we’ll come back 45

[Break.]

PEER REVIEW UPDATE AND DISCUSSION

DR. WARD: So our next presed Tania, who will be ug 0 US 0N peer review.

DR. CARREON-VALENCIA: Thank you. So, and we | an discussing wi 2ssica presented before
issuing a final ruic, if there is € that support & causal association for
adding a conditior: (o the list of curren ions. Then the Program issues
a Notice of Proposed Rule Making, and thein we have independent peer

iew. So the peer | w needs (inaudible @ 00:22:30) to review the

that is put fo 4 by the science people.

And sc » of the projecis for the STAC is to develop a pool of potential peer
reviewers. And so one weay our program does that one, by requesting
recominendations from the S TAC, and also publishing a solicitation in the
Federal Register
S publist solicitation for peer reviewers in 2017. So | think it's

soably time to publisii a new solicitation for peer reviewers. This solicitation
was promoted on our program’s website, on NIOSH eNews, it was taken to

> steering committees, both responder and survivors, and we also

ssed this with you at the last meeting. So you, the STAC, didn't give us

nai f potential peer reviewers, but you suggested us to contact journal
editorc and to share the notification or the solicitation letter and ask them if
they could share it with their peer reviewers, and so we did, but it has been a
challenge.
| have—granted, | did this not that long ago—but | haven't received too many
responses from journal editors, although a few of them have recommended
peer reviewers. | talked to you before on that email in preparation for this
meeting.
We, the Program, would appreciate receiving comments and suggestions for
peer reviewers, so if you have any, please bring them to me or send them in
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email. | will happily take those recommendations.

And so | am opening this now for discussion and see he I’'m not going to
openly ask for names but if you have suggestions on Y >ould improve
our panel of peer reviewers, we certainly can take .

DR. WARD: Micki.

DR. SIEGEL DE HERNANDEZ: I'll go ahead. Oh—

DR. NEWMAN: This is brief. This is Nick Newman. One ¢! ili¢ organizations | belong e
Academy of Pediatrics, they have a seciion on epidemiology and | think
effectiveness and stuff, and so I'm of that group, and we get solicitatioi
for peer review for like all kinds uff. It just goes Out. It's on a listserv and
people just grab whatever. It's le variety of © le.

So I'm just wondering, there's pro ' other _ssional organizations that
have similar type systems, and that | tl 1ore effective. I'm normally
surprised at how quickly some people v ‘k up something that needs,
some massive document that needs a pec iew, but you know, it's
something thal's I area they're really int tad in. So it might—I can’t
think of any professioria izations off the tg; 1y head, but that may
be more fruitful.

DR. WARD: Micki.

DR. SIEGEL DE HERNANDEZ: Can you just reinind me, any—

[TECHNICAL ISSUE]
DR. SIEGEL DE HERNA!

DR. CARREON _ENCIA:

Dr = HERNAN

DR. WARD:
2. HOMISH:

Can you jus lind me, are any, are all of the physicians or
researt s associated with the World Trade Center Health Program, are
they not, would they not be considered?

Yes, they wouldn't. They v in’t. They would not be considered because
they have a conflict of intcrest as well, and you as members of the STAC,
Ve so hav interest. So it has to be independent peer review
iesearchers not affiiiated with the Program, so that kind of gets to be
anyway, yes, the information.
: Okay. Then it seems that, with the direction things are going, it would
helpful to have expertise in particular diseases that are maybe close to
hav nough scientific evidence—autoimmune, cardiovascular, certainly
there's ciways the need and it's been expressed here before for pediatric,
environmental pediatric expertise.
Gregory.
Hi, just following up on what Nick had said a little bit. There's a lot of
professional listservs out there that you may not have access to but many of
us do. So if you rolled out something that said this is what we're looking for,
and | push it out to my list, and Nick pushes it out to his list, you're more likely
to get a response because those folks know us on our professional listserv.
So | think that that’s going to be kind of a key way in.
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DR. WARD:
MR. NEWMAN:

DR. CARREON-VALENCIA:
MR. NEWMAN:

DR. CARREON-VALENCIA:
DR. WARD:

MR. FLAMMIA:

DR. WARD:
DR. CARREON _ENCIA:

ADMINISTRATIV SUES
DR. WARD:
DR. CARREON-VALEI

The other thing | think you could be doing is looking across @t ilie university
network, looking—contacting department chairs, if I'm ir room with a
department chair (inaudible @ 00:27:31), | often get for stuff like
that, and a lot of the times you'll get people who a idcare Hking for a

way to kind of do some national service. So | think that that if th
prompted in the right ways and reach out to tlepartment chairs, list 3, |

think that’s going to be better, because | { read the Federal Regis

ever. So, putting something there for 1 o find it, I'm never finding it. Bu
you reach out and network with us nk that may be a way of getting wha
you want.

David.

Yes, | totally—Dave Newman. | tc agree with the comments that have
been made, especially the last comi: 5 going to say the same thing.
What we need is—not the right term—iu ob description, as well as a call
for responders’ qualifications when they're onding.

So would it hel t together a flyer with ‘aquirements?

Yes, exactly.

We can do that.
Yes. So, then Anti [.
Anthony Flammia. Looking on the 9/11 Woild Trade Center Health Program,

the Program does a great each program with a lot of great outreach
Maybe put { ut to the monitoring programs, with all the

publice s that they put out.

It looks we have no i ar comments on the peer review.

So if you have any names uggested peer reviewers, there's an email.
Tharik you

actually, the last topic we have on our agenda is administrative issues.
S0 of course | want to thank you all for being here today. | really heard our

arge from Dr. Howard, and we appreciate all your comments on the

rch part. Please reach out to Dr. Kubale if you need case contact

info ion. I'll be happy to provide it. | appreciate all your comments you
made o1 the inventory of 9/11 agents and all the other possible agents that
we could add, as well as the addition of sources of information. So we will
look into that.
And finally, | want to thank Jessica for presenting, providing you the updates
on the policies and procedures for adding non-cancer conditions to the list of
covered conditions.
| want to thank a few people, first Mia, who is invaluable. | also want to thank
Alan Katruska and Eric Brown for putting together the book, and also Kristen
Iker, who put together that flowchart that Micki suggested at the previous
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DR. WARD:

MS. NORDSTROM:

DR. WARD:
[Applause.]
DR. WARD:

MS. NORDSTROM:

DR. WARD:

DR. HOWARD:

f !/ORDSTROM:

Dk. VVARD:
MS. N STRE
DR. WAR

meeting. | hope you find it useful to follow the procedures. please, my
contact information and Mia’s contact information is at p / of the book.
So please feel free to contact me with anything you n , lia. All our
information is there.

As we mentioned before, there is an FTP site that is available i , all
research information. Everything that was or that book that was ci ting
around is available for view, as well as st \aries of the research the
Program has. So there is a username password because it's exclus
for your use. So please go ahead 2 Ise it.

One more thing. We are having ceting in Noveniber here, the research

meeting. We are exploring wa, —s0 those of that are not in New York
that wish to participate, could pait te may! iwough Adobe Connect. We
are looking into that. So you will hea! 1 wout that. And that's all | have.

And Lila, you may have a comment toc
you for your service on the committee.
Oh, thank you

It's been absoluicly deiig

iust wanted to add my thanks to

work with you.

And | personally waniad to appls
have a comment?
Yes: ! wanted to mov at the STAC consider the SSC's resolution about

i1 very much. And did you also

nial Study be we leave for the day. | think you have the copy of
the res on but | can read them. That the STAC or just the World
Trade Center Health Regisiry to move with deliberate speed to assemble the
9/11 Millerinial Study cohort and that everything needed should be done to
prote 12 Millennial Study 2nid ensure it's moving forward.
A g-term I's though, we did provide recommendations on the

portance of pediatric research and we've provided some specific
recommendations for pediatric research. And | think the question | have is

>t a procedural one.

ally, in this committee, we basically are taking—we’re answering

quc s that Dr. Howard has posed to us. And so this, so there's no
precedent for us to address a question that we haven't been asked to
address. So, Dr. Howard?
Sure. Yes, although, it's fine with me but you need to address it to me, not to
the Registry. So you can tell me to tell the Registry.
Right, yes, sorry.
I'm happy with that though, as long as you fix that.
Okay.
So from a procedural point of view, the Administrator is okay for the STAC to
address this and to vote on a recommendation if there is an agreement. Do
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members of the committee feel that they have a good enotuich grasp of the
background for this request, or is there someone who ¢ esent more
information? Nicholas?

DR. NEWMAN: | just have—I mean, other than (inaudible @ 00:3 J, othe ) what was
said this morning and those comments were cut off, I'm not—I | ike |
would just want to know a little bit more abott maybe the context. 'm not
opposed to it; | just want to be well enout¢ iormed that I can feel lik
should be behind it.

DR. WARD: So Dori, we'll let you speak.

DR. REISSMAN: Okay, sure.

DR. WARD: But first, we need a second to 1otion.

PARTICIPANT: Second.

PARTICIPANT: Second. Third.

DR. WARD: Thank you.

DR. REISSMAN: Ready to go?

DR. WARD: Yes.

DR. REISSMAN: Okay. So to provide soi ~xt, one of the di things about getting the
people who were children duii trving to reac!) them, is that there was
only a very small group that was ¢ vel 1.in the Registry, and there
were concerns about whether or ot the Kegiciry captured a representative
group that the survivor comimunity felt really would lead to the right type of

That's a long: ling problem, can’t change what happened; it's
behind

So the guestion really be es how do you reach the population to be able
to look for any further problems? If they are sick today, they can enroll in the
prog Theycan come in and be evaluated and move forward. But from
wi ve hee 2 questions are fear-based about we don’t know if

5 has caused a probiem. We don’t know if there’s issues that are related to
9/11, and there's no mechanism for us to look at that age population to put

2 associations together.

> also heard that there has been a disparity between what might come

thr¢ certain channels of parents and what might come from certain
channiels of the actual people who were the children, Lila. So it's very
interesting that there are different perspectives that way, and we are trying to
really get a better handle at what are the outcomes of concern as opposed to
gee, don't know, let’s go fishing because it's really hard to pour resources
into sort of an unfocused direction.
So the only way to really go about this was to find a mechanism by which we
could reach the people potentially at risk and through a lot of digging, it
became, we became aware that the Department of Education in New York
City had a register that they do for all public schools where, when you attend
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DR. NEWMAN:
DR. REISSMAN:

B

2. WARD:
TARKOWITZ:

school, you sign and you do all that, and that register is a ¢ ed privacy
database that the Department maintains, and they have , and rules and
things that they have to do to protect it.
Well, it took a long time to get the departments to er, the artment of
Health and the Department of Education together, (0 enable us a
feasibility study. And what that feasibility stutly means is if we look: the
public schools that were in the disaster z in New York City and we at
the sociodemographics of the people iikely attended those schooals,
we matched those sociodemograp! (0 people in outer boroughs, could w
find a sample of people who represented the likely €xposed children and a
sample of people who would & sonable cont And can we trace them
and find them, because it's 20 ye: 70 and il's 1ot so easy?
So what we're doing is tracing them, W doing it through the Registry
Award mechanism because that’s what available to us in all the federal
arsenal we had, and we have an IRB appi through the Department of
Health, and we ha Departments of the | h and the Departments of
Education in New York v closely scientific gether, which was
breaking new ground. This was and a lot of it was due to the efforts of
Ben Cheval and Dr. Jim Melius t0 rec f nush it over the edge, along
with the United Federation of Teachers. You kinow, there's just a lot of politics
in al! of this to make D
at the place | vhere, come winter, we should know whether

we're successfully able ontact a reasonable population to think that we
could actually do a study at doesn’t mean that we could just go ahead and
study. Then you've got to do the IRB for the study and you've got to move
throt ther mechanisms. So there's a whole lot of logistics that we're
W 1g on, b lency piece that | was speaking to earlier to Lila

y specifically is we're looking at that now. You know, we're saying okay,
let's assume yes, then what else needs to be ready to go? And a lot of things

tually have been put and made ready: data management systems,
[ rms, protocols. Higher-up officials have been familiarized and socialized

witl concept so there’s things that have been greased. So that's what
that’s about right now. Does that help?

Yes.

Okay.

Steve.

Steven Markowitz. So I've been involved with World Trade Center issues
since 2002, and from the beginning, this has always been, the issue of
children has always been an area of weakness in terms of attention, in terms
of clinical care and in terms of understanding what went on with them. For
those of you not familiar with the city, we are talking about Stuyvesant, which
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MS. NORDSTROM:
DR. WARD:

was a block to the Bronx from Ground Zero and right next 1o the major area
where all the debris was taken to load on barges to be r ved. So this is a
longstanding issue, a weakness and a sore point.

And to the extent that this Millennial Study actualh | begin ae if it can
address 19-20 years later and understand better whiat this grou; nt
through and whether it had any impact, | thirk it deserves our stroi pport.

| agree with you.
Thank you. Micki.

DR. SIEGEL DE HERNANDEZ: Micki Siegel de Hernandez. I'd like (0 speak in support of the resolutiori,

DR. WARD:

MS. MCVAY-HUGHES:

DR. WARD:
MR. FLAMMIA:

Dk. RD:
DR. G NN

for all the reasons Steve just ouilined and in particu!a-—I mean this, the
resolution is not calling to cut ¢ arners in the iific integrity, but just to
show the urgency with which the ¢ should begin, and | think that the
language in there about protecting ti e of the study and ensuring that
it moves forward is also very important, use there are some factors that
could affect that, and I think that the STAC 2ll, the STAC to John
Howard—to miake that that doesn't happ 0 convey that to the
Registry is very iimporia!

I'll go this way ag Catheriiic

The Community Board 1, which (o d.includes the World Trade
Center site, has alw been, vou know, asking for studies, particularly on
the children that are ' orownups. And so | just want to add that to the

at this is som d that they've supported over the years.
Anthoi
Anthony Flammia. | am 11 sirong support of this. Giving the people this
comfort of the specialized tors that are in this program that have done a
lot for the responders and everybody that was exposed to 9/11 is critical. It's
a fort for

v direction at the feaeial government is find a way. This has been a
common theme with government. It was a common theme when we were
wn in Washington D.C. educating Congress, a common thread. A question
v. We didn't question on how we would respond on that fateful day of
9/1 01. It's another way of government moving the goalposts further
away {roin us to achieve what we want. Did you ever try? Why not try?
9/11 wasn't easy. | hear things that say it's not that easy. 9/11 wasn't easy.
We need to give them the benefit of the doubt. If it's one person or a
thousand people that we help, if you help that one person, you've saved one
life. Thank you.
Mridu.
Thank you. I'm also—this is Mridu Gulati. I'm also in strong support of the
resolution. | wanted to go back to the feasibility piece of this because I think
that seems like part of the crux of this, because it seems that if it's deemed
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DR. WARD:

MR. NEWMAN:
DR. NEWMAN:
MR. NEWMAN:

.. WARD:
MR. MARTELL:

not feasible then there’ll be concerns about going forward

And just to go back, | mean it sounds like the question i v are we actually
outreaching to the children and to—they're not childr A yre—in the
feasibility study, because if it's only mail, | think it’s ngtot ind that was
what | heard earlier in the conversation that this was all by maii. relse are
we actually trying to reach those people because if the method is, 't
want to say flawed but if it's not the right i0d and then all of a sud ve
deem it not feasible, are we not going (o go forward with it? So that's my
comment/question.

David.

David Newman? Is this on?

No, just leave it on.

David Newman. | expect that the diii e noving forward in this are less

technical and more political. | was a Stt ent as well as a Stuy alumni. My

daughter was discharged on 9/11 into the cloud at 10:30 in the morning

along with several and other students, v a instruction. We didn't find

her until like 8:20 that g > was safe and s! 10t had any health

repercussions that we are awa hat's an exaitple of the kinds of

exposure or poteritial exposure that ¢ these kids had.

At the request of the parents’ ociation, i tesied for asbestos in Stuyvesant

within seven days of 9/11 (he tests were positive with elevated results. |
rm and serve i environmental health and safety committee with

the pai " association 111 Stuyvesant (inaudible @ 00:46:11) for four years.

As aresult of the efforts at committee and of the parents’ association, a

numbe other Ground Ze10 schools, of which | believe there were seven

but r e ~miaht be soiriewhat faulty, also engaged in similar kinds of

a es, hac of concern for potential for exposure and potential

adverse health effects for their kids.
5o this is a longstanding, long-known, widespread, relatively unaddressed
sue that warrants response from us.

Joi irtell, and | am a new member. Yesterday at the orientation, | did ask
this question. What are you doing for outreach? And they did explain some
things but, quite frankly, for me, it was not satisfying. And | mean, |
understand that you're looking at the Registry and maybe sending out mail,
but if we're doing RFP for peer support and that, why can’t we put an RFP
out for a public relations campaign? There's all types of new things out there
to reach out that we can get the people. Ads in the **New York Times,
whatever it is. But it seems to me that if we're spending money getting
research out for these other things, why don’'t we look at, in some way,
getting a good PR firm on board to get it out there, and do it on a national
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DR. WARD:

[Technical issue.]
DR. WARD:
MS. NORDSTROM:

DR. WARD:
[Technical issue.]
DR. WARD:

DR.

DR.
DR.
MR.
DR.
DR.
DR.
DR.
DR.
MS.
DR.
MS.

DYDEK:

FLAMMIA:
CARREON-VALENGC
GULATI:
CARREON-VA
HOMISH:
CARREC!
MCVAY HUCH S
CARREON-VAL
JONFES:

S

I.\WVALENCI!.
.. MARKOV

DR. CARREON-\
MR. MARTELL:

DR. CARREON-VALL
MR. NEWMAN:

2. CARREON-VALENCIA:

C IEWMAN:
DR. C ARREON-V
MS. N STFR
DR. CARI

DR. SASSMAN:

CARREON-VALENCIA:

CARREON-VALENCIA

({CIA:

LENCIA:

NCIA:

1A:

NCIA:

VALENCIA:

campaign. This is a national issue. It's a national issue anc ‘or ine, it affects

me. So | think we have the resources and | think we nes¢ doit, and | do
support the resolution.

Any other comments? Okay, | think we’re waiting jetting 2xt S0 you
can all see it on the screen so we can vote.

Yes, we can read it again. It's always nic see it too.

The World Trade Center STAC urges
to move with deliberate speed to as ible the 9/11 Millennial Study cohort
Furthermore, everything needed <hould be done to protect the 9/11 Millennial
Study and ensure its moving 1¢ d.

Can we vote? Do you want—

Howard to encourage the Regy

Yes, | think unless there are some conc
based on hearing it, | think we could go an
be using the r¢ ill record the vote.
Okay. So we ar on this resolutiori.
when we call you
Aye.

about that specific language
and take a vote, and Tania will

ady
xme. Thon

uld like you to say “aye”

: Anthony.

Aye.
Gregon
Aye.
Catherine

Aye.
aven.

Joi

Aye.
David.
Aye.
Nicholas.
Aye.

Lila.

Aye.
Robin.
Aye.
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DR. CARREON-VALENCIA: Micki had to leave.

MS. NORDSTROM: But she said aye.

DR. CARREON-VALENCIA: But she said aye, although she can’t vote by proxy. Li

DR. WARD: Aye.

DR. CARREON-VALENCIA: Marc.

DR. WILKENFELD: Aye.

DR. CARREON-VALENCIA: And Leigh.

DR. WILSON: Aye.

DR. CARREON-VALENCIA: So you have 13 members in favor

DR. WARD: So should we draft a letter to Dr ward to that effe

MS. NORDSTROM: Exciting.

DR. HOWARD: Aye.

DR. WARD: That's usually how we make guidanc the issues. So we'll go ahead and
draft that letter. Well, thank you, everyc think this has been a very good
meeting. | really aporeciate everybody's pc ation and look forward to

seeing you ag
[Adjourn.]
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ATSDR
CCE
CDC
CDC-INFO
CME
CUNY
DOE
DOL
EEOICPA
EPA
ERHMS
FDNY
FEMA
GERD
HHC
IRB
LHI
NHANES
NIH
NIMS
NIOSH
NPN
NYPD
ODAR
PTSD
SSC
STAC
-

2=
WTC
WTCHP

GLOSSARY

Agency for Toxic Substances and Disease Registry

Clinical Center of Excellence

United States Centers for Disease Control and Prevention

Centers for Disease Control and Prevention National Coniact Center (1-800-CL
Continuing Medical Education

City University of New York

Department of Energy

Department of Labor

Energy Employees Occupational lliness Cc
Environmental Protection Agency
Emergency Responder Health Management Sysi
Fire Department, City of New York

Federal Emergency Manageniant Agency
Gastroesophageal Reflux L
New York City Health and Hc
Institutional Review Board
Logistics Health Incorporated
National Health and Nutrition Ex:

1sation Progr \ct

itals C tion

nation vey

National Instituies of Health
National agement Sys
National lristitute fou cupational Sa'ety and Health

Na wide Provider ‘work

s York Police Department

ice of Disabilit iion.and Review
F Traumati
Surv St
Scientii
State Univ

im Compc
WA Trade Cel
Wou ‘ade Center Health Program

ig Committee
‘hnical Advisory Committee
 of New York

tion Fund
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