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PROCEEDI NGS

CHI EF DEPUTY DI RECTOR HI RSCH: Good norning. ' d
like to wel come everyone both in the room and on the
webcast to the first meeting in 2010 of the Scientific
Gui dance Panel for the California Environmental
Protection -- or excuse me, California Environnmental
Cont am nant Bi omonitoring Program

So I'd like to thank the members of the Panel and
the public for taking time out of your schedules to join
us. This will be a one-day neeting, in contrast to sone
of our past meetings, which have been two days, but we do
have a full day's agenda before us.

My name is Allan Hirsch. I " m Chi ef Deputy
Director for the Office of Environmental Health Hazard
Assessment. Our Director, Joan Denton, had been schedul ed
until the |l ast few days to be up here with you. And you
m ght be interested in knowing that she is in Kings county
t oday actually representing not just OEHHA, but Cal EPA at
a series of meetings on the reported cluster of birth
defects in the Kettleman City area.

Actually, all three of our departnments here
OEHHA, DTSC, and DPH are going to be involved in some
i nvestigations of those -- of that birth defect cluster.
And so Joan again is representing Cal EPA at severa

meetings there. So she's doing very inmportant worKk.
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Bef ore we get started, just some housekeeping
items. The restroonms, for those who may need them are
you would exit the back of the auditorium and then they
are over to your left. And in the unlikely event of an
emergency or a fire drill, we have the exits here are
pretty well marked both on the back and the sides, and
also exits here at the front of the auditoriumtoo.

We tend to have fire drills in the spring, so
this is not fire drill season here. And this meeting is
bei ng webcast and we have a transcriber here who is making
a transcript of this meeting.

Our last Scientific Guidance Panel neeting was
here in Sacramento on October 6th, 2009. The focus of
t hat meeting was to get the Panel's advice on several
items, which priority chemcals that the DTSC and DPH
| aboratories should devel op analytical methods for first.
We al so heard a presentation on the Maternal | nfant
Envi ronment al Exposure Project, also known as M EEP. And
al so you tal ked about coll aboration opportunities with the
Kai ser Per manent e Research Program on genes, environment,
and heal t h.

So today's neeting there will be -- we think it
will go until five o'clock. And today's agenda is focused
on program and | aboratory updates, potential designated

and priority chemcals. And you'll be |ooking at a
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proposed new format for the designated and priority
chem cal lists. And then also you'll be receiving an
update on the Maternal |nfant Environmental Exposure
Proj ect.

And there will be also, as there always is,
opportunities for panel discussion and questions and
public coment throughout today's meeting.

So basically the goals of the meeting are to
update the Panel and the public about Biomonitoring
Program activities, obtain the Panel's recommendati ons on
potenti al designated and priority chem cals, and on the
proposed format for those chemcal lists, and to obtain
the Panel's input on the Maternal Infant Environment al
Exposure Project.

So with that, 1'"lIl turn the neeting over to our
Chai r.

CHAI RPERSON MORENQO: Thank you Al l an.

Good morni ng, everybody. Good nmorning, Panel
members and staff and public. Welconme to the February 9th
meeting of the Scientific Guidance Panel to the
Bi omoni toring Program

The goals have been stated by M. Hirsch, so |
won't repeat them \Vhat |1'd like to rem nd everyone is
how we're going to be handling public comment today. I f a

member of the public would |like to make a comment, he or
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she can fill out a comment card, which you can get from
the staff table outside the room and I'd ask that you
turn in the cards to Any.

Can you raise your hand.

Thanks.

Anmy Dunn will collect those cards and hold them
for when we have public coment.

Those that are listening -- menbers of the public
who are |listening on the webcast, if you would like to
submt comments, you can send an Email to us at

bi ononi tori ng@ehha. ca.gov this nmorning during the

meeting, and our staff here will take the Email and take
the comments and they'll bring themto us here at the dais
and we will share those comments during public coment.

We want to make sure that the meeting proceeds on
schedule. And | want to make sure that everyone that
wants to provide public comment has an opportunity to
provide their coments. So we'll |ook at how many
comments -- how many people want to provide comment and
how much time we have for that time during the nmeeting,
and we'll try to divide up the time equally among peopl e
who wi sh to speak

|"d ask that if you provide public conmment
foll owing one of the topics presented today, please try to

[imt your coments to the topic that was just presented.
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Thanks.

Al so, 1'd ask everyone to please speak clearly

into the m crophone, and also introduce yourselves.

That's

for the benefit of people who are listening on the

webcast, so they know who's speaking. And also for the

transcriber so our transcriber knows who's providing the

comments.

The materials that the Panel members have are

al so avail able for the public. And we have those

avail able here in the auditorium for the public to review,

if you'
we got

around

d like. And we will be taking two breaks. Since
started at 10 o' clock, we'll taking our first break

12: 30 for lunch. And then we'll be taking a short

break m d-afternoon. And we'll be concluding at five

o' cl ock.

So that's all | have to share, before we get

started on the rest of the program Before | introduce

t he next speaker or the first speaker, which is Dr. Rupal

Das, |

really

just want to |let everyone on the Panel know that |

enjoyed serving on the Panel. And it's been a

tremendous honor to chair this distinguished group of

researchers. But | find nyself these days with

signifi

cant nunber of conpeting responsibilities statew de

and back at my county.

So I"'mjust letting you know that this will be my
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| ast Scientific Guidance Panel nmeeting. "1l be resigning
after -- well today will be ny last day. And | really
wish I could continue to work with you guys. |"ve | earned
a lot, and you've shared a lot with me. And | feel Ilike

| ' ve done nmy best to contribute to the process. And also
to Allan and all of your staff, the Departnment's and the
Agency staff have done a fantastic job. It's a real
pl easure to work with such qualified and dedi cated people
to make such progress in the current situation, the
econom c constraints that we have. It's just amazing to
work with you guys, so that's all | want to say.
And with that, | need to hand it over to Allan.
CHI EF DEPUTY DI RECTOR HI RSCH: Well, we at the
staff | evel got some advanced notice that you were going
to say this. So perhaps I'"'mnot in as much shock as
per haps some of the other people on the Panel here are.
But | just wanted to say that, you know, the first chair
of a Panel, and Dr. Moreno is our first chair, you know,
tends to have a disproportionate influence on how that
panel continues to be run. So, you know, we're very
pl eased, Ed, that you were able to set a very positive
tone for this panel. The Panel, in your meetings, has
been very productive. You've been cordial, focused on the
science. And, you know, while that's reflection of the

Panel as a whole, in particular it's a reflection, again,
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of the way that you've run the neetings.

So we have every reason to think that that
positive tone that you've set is going to continue on into
the future, and we're very appreciative of that. And we
al so appreciate the support that you've shown for the
program as we continue to deal with our fiscal chall enges
as wel .

So, you know, we're sure that you're going to be
continuing to be a great advocate for biononitoring. I
think you were a little modest to nmention it, but one
reason you're |leaving is because you're now going to be,
is it President or head of the CCLHO, the California
Conference of Local Health Officers. So congratulations
on that.

And, you know, again, in your future duties, |I'm
sure you'll be able to -- you will continue to support our
bi ononitoring efforts here.

Just one m nor order of business related to that.
We were thinking that probably at the Panel's next meeting
on May 24th that that would be a good time for you to
sel ect a new Panel chair. You've got a full agenda today.
And obviously Ed's news is just hitting you.

So our thought was that for the May 24th meeti ng,
Dr. Luderer has been vice chair in the past and has been

acting chair, so we figured we would convene -- if it's
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okay with all of you, we would convene the next meeting
with Dr. Luderer as the Acting Chair, and then, you know,
during that meeting you can select a new Chair. So if
that's okay with you, we though that would be a good way
to go.

Okay, thank you.

CHAI RPERSON MORENO: All right. Thank you,
Al | an.

Al'l right. So it's my pleasure now to introduce
our first speaker, Dr. Rupali Das who is the Chief of the
Exposure Assessnment Section with California Department of
Public Health, and | ead of the California Environnmental
Cont am nant Bi omonitoring Program and she's going to
provide us a Program update.

(Thereupon an overhead presentation was

Presented as follows.)

DR. DAS: Thank you, Dr. Moreno, and good morning
to menbers of the Panel and the audience. I'm going to

give the overview of the Bionpnitoring Program and sever al

ot her speakers today will el aborate on some of the issues
that | touch on.
--000- -
DR. DAS: So I'll be touching on a few issues
here. As we saw this morning, our full Program name takes

a lot of time and it's difficult to pronounce. So we have
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a new public name it's a little bit sinmpler. "1l be
going very briefly over some staff changes, rem nding you
of the overall program goals; the funding status and how
we are dealing with the reality of funding; and then
rem nd you of our objectives under the CDC cooperative
agreement and the progress we've made towards neeting some
of those objectives.

--000- -

DR. DAS: So our new public name is Bionmonitoring
Cal i forni a. So throughout the presentation, you nmay here
me referring to Biomonitoring California or to CECBP.

--000- -

DR. DAS: This slide shows sone of the new staff
who have been hired under the CDC cooperative agreenment.
And Dr. Jianwen She who will speak after me will actually
go over this in a little bit more detail and introduce the
staff, so | won't spend anynmore time on this slide.

--000- -

DR. DAS: In addition, we have some changes in
State staff. Robbie Welling, who is a research scienti st
with our Program moved to OEHHA. And we are in the
process of recruiting a new research scientist to repl ace
her . I n addition, Kristin Gottschalk is a research
scientist with OEHHA, who will be coordinating the

Scientific Guidance Panel meetings and will interact with
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you and is working with Sara Hoover on sone other issues
as wel | . Kristin, do you want to stand up.

Thank you.

--000- -

DR. DAS: So just to remnd the Panel of the
overall goals of the Biononitoring Program They are to
determ ne the | evels of environmental chem cals in a
representative sanple of Californians, either through a
statew de sample or through comunity studies; to
establish trends in the |levels of these chem cal s
overtime; and to assess the effectiveness of public health
efforts and regul atory progranms to reduce Californian's
exposure to these chem cal s.

In addition, we are also commtted to providing
opportunities for public participation, in a way that's
meani ngful and sensitive to the diversity of the
Cali fornia popul ati on.

--000- -

DR. DAS: The |ofty goals of that program
however, meet the fiscal realities. And the next two
slides show you the fiscal -- the nonetary aspects of the
program

Our core funding comes fromthe State and is
stable at 1.9 mllion per year for the three departments.

The funding source are the Toxic Substances Contr ol
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Account from DTSC. And funding is being maintained for
this fiscal year 2009-2010. And we anticipate that it
will remain stable for the next year 2010-11.

These funds support 13 FTEs at the State |evel.
But we really couldn't get our work done without
addi tional support from staff who are not directly funded
t hrough the TSCA funds. And we have the equival ent of
about 4 FTE State staff providing support.

I n addition, we're very lucky to have fell ows
fromthe Association of Public Health Labs, the Council of
State and Territorial Epidem ol ogists, and CDC public
heal th prevention specialists. These staff have been
i ntroduced to you in the past, and they're in the room
with us today.

And as you already know, we do have mandatory
furl oughs three days a nonth that have affected our
ability to conplete the work. Although many of the staff
do work through the furloughs, we're not able to get the
same anmount of work done. The furloughs are scheduled to
end at the end of June of this year.

--000- -

DR. DAS: Our second major source of funding is
t he CDC cooperative agreement, which | spoke about | ast
time. We were successful in obtaining that |ast year.

This is a five-year cooperative agreenent. And California
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received 2.6 mllion out of the total of five mllion
avail abl e under this grant. The other two states were New
Yor k and Washi ngton.

The grant started funding on Septenber 1st. And
we anticipate that we'll be submtting a continuing
application this spring.

Mar k Davi s, our CDC program officer, is actually
in the roomvisiting us. Mar k, could you stand up. He' s
visiting for this Scientific Guidance Panel today. And
he'll be also visiting the two | aboratories tonorrow.

--000- -

DR. DAS: To rem nd the Panel of our objectives
t hat we specified under the cooperative agreenment, we had
five objectives specified. The first two expand
| aboratory capability and capacity. We had initially
specified that we would conmplete 13,000 assays per year
for up to 14 classes of chemcals in urine or blood. W
had requested a slightly higher |evel of funding than what
we got, so that number will |ikely change.

We also stated that we would denmonstrate the
success of a quality management systemto transport,
track, inventory, process, and analyze biospecimens, and
to maintain archives.

Third, we specified that we would apply

bi ononitoring methods to assess and track exposure trends
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in selected popul ations. For exanple, you'll hear about
the Maternal Infant study in more detail this afternoon.

Next, we aimto assess exposures in a
representative group of Californians, primarily through
archived biospecimens. And finally, we plan to engage and
col | aborate with stakehol ders and communities, especially
where we'll be carrying out biomnitoring studies, and to
test methods for devel opi ng outreach met hods and
educational materials.

"Il be tal king about some of these objectives,
and you'll hear nore this afternoon as well.

--000- -

DR. DAS: Our first two objectives really have to
deal with | aboratory capability and capacity, and
denmonstrating success of the lab system And Dr. Jianwen
She and Dr. Myrto Petreas will be tal king about that after
me, so | won't dwell on that.

--000- -

DR. DAS: But there is one item | did want to
mention under the | abs, and that is method devel opment.
The first bullet describes the methods or lists the
met hods that are currently being devel oped. And again,
the two speakers after me will talk about those in a
[ittle bit more detail.

| wanted to just mention the second bullet item
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At the |ast Panel meeting, members had indicated a strong
interest in finding a little bit more about the
availability of a biomarker for diesel exposure. And
however due to conpeting work | oads and the chall enges
posed by the availability of a biomarker for diesel -
there isn't one currently - we've focused on some of the
ot her met hods, but we do plan to address this in a little
bit more detail at a future neeting.

| just wanted to |l et you know we haven't
forgotten about your request.

--000- -

DR. DAS: The third objective is to apply
bi ononitoring methods to assess and track exposure trends.
And under this, there are three different projects that
you' ve al ready heard about, but | just want to give you
some updates. Our first study under -- or first project
under the assessing and tracking exposure trends is our
col  aboration with Environmental Health Tracking, which
was specified as a requirement of the grant. And we are
| ucky to be working with the tracking folks in our branch
as wel .

There were two studies conducted under the
tracking focus. The first one in Tulare. The Tulare
study focused on participants |living near orange groves

where chl orpyrifos was sprayed. There were approxi mtely
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30 individuals involved in that project. Urine is going
to be analyzed for a metabolite of chlorpyrifos. There's
a short questionnaire that will be adm nistered, and air
moni toring was conducted | ast summer under the first set
of testing.

The urine results are not yet avail able, but the
prelimnary air monitoring suggests that the | evels that
were detected were very low. So the Tracking Programis
pl anning to do a second phase of data collection this
year, in which participants will be instructed to coll ect
urine samples when they snell chlorpyrifos being applied.

Our second col |l aboration with Tracking is in
| nperial county, where perchlorate was measured in urine
and in food sanmple -- purchased food sanples and in water
sanples. There were 31 individuals who were assayed in
| nperial county. They provided 24-hour urine sanples,
| ocally grown produce and sanples of water and al so
conpl eted a food diary.

The Tracking Program and Bionmonitoring staff are
wor ki ng on devel oping a method to comunicate the results
to individuals and to the community, and that will be done
this spring.

--000- -
DR. DAS: The second coll aboration under this

obj ective is CYGNET, the Cohort of Young G rls' Nutrition,
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Environment, and Transitions. Just to rem nd you, this is
a study | ooking at the role of environmental, genetic, and
other factors in a cohort of girls who were six to eight
years old at the time the sanmples were originally
collected, and continued to receive care at Kaiser. So
this is a collaboration with Kaiser in the Bay Area.

The girls -- the clinics rather are in Oakl and,
San Francisco, and in San Rafael. So the sanmples were
initially collected in 400 girls and they're continued to
be foll owed every year. And our labs will be analyzing
some of these sanples for chlorpyrifos. ' m sorry. I
| ost track.

|'"'m sorry. We're starting with metals. W were
suppose to do chlorpyrifos, but because we needed to
coordinate with some of the other centers in other parts
of the country, who are not planning to analyze
chlorpyrifos, that's on hol d. We're planning to analyze
metals in blood for this cohort.

The PI for this study at Kaiser is Dr. Larry
Kushi, and we are in the m ddle of almst done with
completing the MOU with Kaiser

--000- -

DR. DAS: Our third coll aboration is on the

Mat er nal and | nfant Environmental Exposure Project, which

you' | I hear about in great detail this afternoon, so |
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won't say too much about it. But just to rem nd you, this
is a collaboration with UCSF, University of California,
San Franci sco, and UC Berkel ey.

And the sample -- we're in the m ddl e of
devel oping the methods and running all the protocols and
instruments through our Institutional Review Board. The
mat eri al s have been submtted to the UCSF Institutional
Revi ew Board and will be submtted to the California
Department of Public Health in a couple of weeks. You
will be hearing a |ot nore about this this afternoon, so
"' m actually not going to say too nmuch nmore about this at
t his point.

--000- -

DR. DAS: A fourth collaboration that you haven't
actually heard about, that | wanted to update you on, is
somet hing that was related to an issue that was raised at
the |last Biononitoring meeting. The Panel menbers
expressed an interest in having the Program | ook at some
occupational cohorts.

And so we identified firefighters as a group of
wor kers who potentially could be exposed to a | ot of the
chem cals of interest to the Bionpnitoring Program And
so we had initiated conversations with Contra Costa
County. And we were very encouraged -- our relationship

was with the physician for the fire department. And we
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wer e hoping to conduct a pilot study of 50 firefighters,
| ooking at the analytes that are listed in blood and
urine. This was to coincide with their annual physical,
so it would have not involved -- the sanple collection
woul d have been pretty easy.

I n addition, we had proposed environment al

sanpling in three fire houses for flame retardants and

18

perfluorinated chem cal s. However, unfortunately over the

weekend we got news that this is on hold for right now,

because the managenment at the fire department didn't

support this going ahead. We are still trying to find out

if we can have this go forward. But unfortunately, the
news isn't as good on this particular collaboration as I

wi sh it was.

But if this one doesn't work out, we are pursuing

ot her col |l aborations, either in Contra Costa county or

with other occupational groups. | can see there are sone

guestions, but would you like to ask --
PANEL MEMBER W LSON: Keep goi ng.
--000- -
DR. DAS: You can ask them at the end.
A fourth objective is to assess exposures in a
representative group of Californians.
--000- -

DR. DAS: And under this objective, since we

J&K COURT REPORTI NG, LLC (916)476-3171




© 00 N O O b~ W N Bk

N N NN NN R R P R R P R R R R
g b~ W N P O © 0 N oo 0o O N P+ O

19

don't have the funding to collect -- actively collect
sanpl es statewi de, we have explored the feasibility of

col l aborating with researchers who have already coll ected
sanpl es and are | ooking at stored biospeci mens and trying
to perfect the storage -- |looking at the utility of

bi ospeci mens for analyses, |ooking at ways to obtain them
store them analyze them and devel oping appropriate
sanpling strategies.

Some of these coll aborations have been nmentioned
very briefly at other neetings.

--000- -

DR. DAS: Some of the ones that we're exploring
now are a col |l aboration with the Genetic Di seases Branch
of the Departnment of Public Health. W have met with
them and we | earned that | ate |ast year, the branch
actually received some stimulus funds to help automate
t heir biobanking procedures for newborn bl ood spots and
mat ernal serum

This will facilitate tracking, handling, and
retrieval of specinmens and will enabl e web-based tracking
systemto link multiple data sets, including vital
statistics, birth certificates, death certificates, et
cetera that the genetic diseases branch has been
collecting for a |ong period of time.

So our access to these specinens will require us
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to devel op methods to analyze newborn blood spots. This
is also an area that both CDC and the Association of
Public Health Labs supports, as well as maternal serum
sampl es, but those sanples are -- the sanples that we will
have access to are very small, one mlliliter samples, so
we'll have to devel op some methods to be able to analyze
smal | er aliquots.

I n addition, at the | ast meeting, you heard from
Dr. Stephen Van Den Eeden, who descri bed Kaiser's research
program on genes, environnment, and health. And we've had

some additional meetings with Dr. Van Den Eeden to push

this collaboration further. And we are very encouraged
that we'll be able to piggy-back on sonme of their new
speci men collection efforts, in addition to taking

advant age of the vast biobank repository that Kaiser is
able to maintain, because of their |arge patient
popul ati on.
--000- -
DR. DAS: Our final objective is to coll aborate
with stakehol ders and communities.
--000- -
DR. DAS: And we are acconplishing this objective
t hrough a contract with Health Research for Action in the
UC Ber kel ey School of Public Health. This has a

particul ar enmphasis on activities relevant to targeted
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bi ononitoring investigations. Most relevant is the
mat ernal i nfant project. And you'll hear actually nore
about this collaboration this afternoon.

We al so plan to have a primer brochure that's a
description of biomonitoring in general for the public,
that's not focused on any particular investigation. W
hope to have that starting to be devel oped and pil ot
tested this spring with the brochure ready for the public
hopefully in July.

I n addition, Health Research for Action wll
provide us some comments on the Program website, and
suggest ways to inprove it and post materials on the
website.

--000- -

DR. DAS: So to summarize, |'ve just gone over
our five objectives that we specified in the CDC
cooperative agreement. This shows you that this
cooperative agreenent has really allowed us to | everage
the resources that the State provides and acconplish a | ot
t hrough | aboratory collection of urine and bl ood, and also
anal yzing archived biospeci mens through col |l aborations
with nmultiple prograns.

And we hope to continue to expand our net in
terms of collaborating with researchers both who have

coll ected biospecimens, as well as to coll aborate with
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ot her groups to actively collect specimens.

And this is very encouraging, but we will also
need to continue to find resources to assi st us,
particularly with active collection of biospecinens.

I n addition, the active collection of
bi ospecimens will involve questionnaire adm nistration and
results communi cation. That also will require additiona
resources for each popul ation that we | ook at.

--000- -

DR. DAS: And at this point, |I'm happy to take
your questions.

CHAI RPERSON MORENO: Thank you, Dr. Das.
Questions fromthe Panel members?

Dr. WIlson, you had a question.

PANEL MEMBER W LSON: Thank you, Rupa. That was
really interesting and informative. And |I'mjust -- | had
a question about the firefighter study with Contra Costa
county. A couple of things, if that was initiated by --
you know, by the State Health Department or did that cone
from either the union or managenment within the county?

And I'm just, you know, curious if you could just
describe a little bit more about what happened and why
t hat was derailed, if there's anynmore information on that.

DR. DAS: The coll aboration was initiated by us.

It was -- firefighters are a popul ation that has been of
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interest for some of us in the Biomonitoring Program
because of their potential for exposure and because
occupation ties into other interests that we have in our
di vi si on.

And we knew of the physician who's the fire
department physician. W've worked with him on other
occupational issues related to firefighter screening. And
he was very supportive of the coll aboration as was the
clinic manager, and initially some of the adm nistration.
But the decision to not let this go ahead at this tinme was
one that was made at the top managenent |evel in the
management side of it. It was never actually brought to
t he uni on, because our connection was through the
physician, and the physician was sort of making the
cont act s. So that's, | guess, a summary of the course of
events.

We're not -- we're hopeful that this may go
forward, that it's not conpletely off the table. And one
of the possibilities is that it may not be possible this
year, but it's something we m ght want to revisit next
year.

This time to do this study was particularly
opportune because of availability of some extra funds that
actually are separate fromthe two funding sources |

descri bed to you, as well as the firefighter physicals, a
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| ot of them com ng at the sanme time, which would have
all owed us to get a |ot of the specimens in a short anount
of time.

So this was a good time to do this. And if it
doesn't go forward, because management doesn't support it,
it doesn't mean that it's conpletely off the table. Bot h
t he physician and the clinic manager are supportive of
pursuing this in the future, if it doesn't happen this
year.

PANEL MEMBER W LSON: If I could just follow up
briefly. I mean, you know, my experience, and al so
wor king with the San Francisco Fire Department on a
respiratory exposure project, you know, has been that the
management tends to be cautious in these kinds of
guesti ons, because it opens up potential workers'
conmpensation issues and so forth.

But | think it's -- and |I'd be actually happy to
help you with this. That if they have a good
under st andi ng of what it is that the project entails and
what its goals are and so forth, that it's not derailed
completely, | guess | would suggest.

DR. DAS: Well, we would welcome any input you
could give us and any assistance you could give us in
moving this forward.

PANEL MEMBER W LSON: Yeah. Sur e. Gr eat . Thank
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you.

CHAI RPERSON MORENO:  Dr. Qui nt.

PANEL MEMBER QUI NT: Julia Quint.

| " m also interested in the occupational cohorts
t hat you're considering and some of the criteria. You
mentioned the firefighters, and |I think they are an
interesting group to study. And you mentioned some of the
reasons, you know, ease of sanpling and the connections
you' ve made. In terms of interventions, dependi ng on what
you find, I"mnot sure if the exposures are occurring as
they're fighting fires or whether or not some of the
exposures are just from their surroundi ngs et cetera.

But I"minterested in what you've -- some of the
ot her possibilities that you're considering, because |
know that it's a group that is inmportant, if you can
manage it, to study. And the potential for interventions,
in terms of exposures and standard setting and all of that
are -- you know, offer a lot of unique possibilities. So
could you just say sonmething about some of the other
cohorts?

DR. DAS: Yeah, you raise very good questions, in
terms of firefighters. Is their exposure comng fromthe
fires or is it comng from general environmental
exposures? |'m not sure that what we had planned woul d

have been able to definitively answer that. And it really
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was a conveni ence. I mean, you know, we were particularly
interested in firefighters as an occupational group, but

t he sanple collection really was partially because of
conveni ence.

We are very limted in funds and resources. And
so whatever we choose has to sort of fit in this -- has to
be doable wi thin our resources. But the other
occupational groups that have been consi dered are hazmat
wor ker s. In addition, people have expressed an interest
in other groups of workers that would be more difficult to
reach, because they're not -- they may not be unionized
and may not have -- we may not have the connecti ons.

For exanple, janitors and cl eaners was one group
t hat was nmentioned. Foam wor kers were anot her group that
was nmentioned. Recycling, E-waste recycling workers were
ment i oned.

Those were the main groups that we have
entertained very superficially, but have not made any
overtures to reaching out to recruit those, because we're
focusing on firefighters. And as | said, we just heard
about the | atest devel opnments this weekend.

But in the future, you know, we woul d appreciate
some gui dance fromthe Panel, both where to focus on, in
terms of the groups of workers, but also how to access

wor kers. And we feel that we would |Ilike to access a
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uni oni zed wor kforce. Although, we understand that the
non-uni oni zed workers often have the highest exposures in
their jobs.

CHAI RPERSON MORENO: Dr. WIlson, you have anot her
comment ?

PANEL MEMBER W LSON: Just followi ng up on
Julia's comment. You know, from my experience working in
the fire service, there is a really inmportant question
that | think this would begin to answer, and that's the
exposures that occur at structural fires, where
firefighters have renmoved their self-contained breathing
apparatus and are inside the structure overhauling the
buil di ng, finding hidden fires and so forth. And during
t hat period, the products of conbustion are still present
and material is continuing to off gas and snolder. And
from environmental sampling data, there's evidence of, you
know, very high levels of exposure that occur during that
peri od.

And the problem has been that we haven't had good
information on firefighter exposure, and that sol utions
like air purifying respirators don't allow filtering of
carbon monoxide. And so there's been this worry that
firefighters wearing APRs during overhaul would be
overconfident in the safety of those devices, and could be

carbon monoxi de poi soned.
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And so the fire service has tended to default
back to the use of self-contained breathing apparatus
during all operations at a structural fire, but it's
i mpractical, because of just the weight and bul k of that,
you know, of that |evel of protection just comes off.

And so | think this -- you know, for that
popul ation, this is an important project that could
be -- that could lead to an inportant intervention. And
the second, | think, sort of source of exposure that's
important in the fire service is diesel exhaust fromthe
stations and fromall, you know, various operations around
t he equi pment.

DR. DAS: Ri ght . Regardi ng di esel, the physician
was i nterested, and actually expressed an interest in
havi ng a bi omarker for diesel. So | think there is a | ot
of interest and awareness that that's an exposure that
coul d occur.

And as you nmentioned, the time when firefighters
aren't wearing their equipment, it was one of the reasons
we felt that they m ght be exposed to products of
combusti on.

PANEL MEMBER W LSON: Ri ght . Thank you

CHAI RPERSON MORENQO: Al'l right, if it's okay with
the Panel, | want to open it up to public coment and then

we can bring it back to the Panel after that for any
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So is there any -- Any, were there any coments?

And were there any Emails sent in?

Our first speaker is Davis Baltz with Commonweal

Good nor ni ng.

MR. BALTZ: Good morning, Dr. Moreno, menbers of
t he Panel. Davis Baltz with Commonweal in Bolinas,

Cal i forni a.

|"d like to just start out, Dr. Moreno, and thank

you for your service as Chair of this Panel. | didn't

know t hat you were going to be stepping down. But in ny

experience of nmonitoring this Panel as well as experience

with a number of other scientific review boards, 1'd |ike

to just make the observation that this Panel has really

wor ked very well together, been very cooperative

environment, and you've gotten a | ot done, and you deserve

a lot of credit for that. So wish you all the best in
your future endeavors.

And 1'd like to thank Dr. Das for the staff

presentation, current updates on the Program and |I'd |ike

to extend ny thanks to the staff as well for the

acconplishments that the Program has been able to make in

this difficult economc environment, with the limtations

of State funding to have been able to marshal additi onal

fundi ng and keep the Program nmoving forward on multiple
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fronts. It is a job very well done. As a nember of the
public, 1'd like to thank you for that. Wrking through
furl oughs and | anding the CDC cooperative agreement is a
real acconplishment too. And Mark Davis | know was

i ntroduced.

And so as sonmeone who supports biomonitoring and
its value for public health, here in California we're very
grateful to CDC for their support.

Dr. Das mentioned, | was glad to see, sort of a
reaffirmati on of a nunmber of the key objectives and goals
of the Program And the first couple ones related to the
scientific integrity of the data that you will be
producing. And that's very inportant. I think we've all
understood that biomonitoring data can be very val uabl e,
but it nust be unassailable. And this Programis taking
the steps through devel opment of the | aboratory capacity
and the data management -- quality data managenent to
ensure that when data is produced everyone will have
confidence that it does reflect accurate exposures that
Cali fornians are being exposed too, which will then, as we
know, enable subsequent conversations on what we should do
with this data which we have confidence in.

| was also pleased to see the rem nder that
anot her set of activities that is inportant for this

programis the comunity participation. And, as you know,
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|*ve tracked this programfromits beginning. And because
of funding constraints, we haven't necessarily gotten to a
poi nt where there's a lot of opportunity for the public to
wei gh in. But | can tell you frommy own work that people
are watching this programcarefully and are very eager to
see and use the data when it does become avail able, and to
start to provide input at appropriate tines.

Your community studies in Tulare county and
| nperial county, for example, one of the requirenments of
the programis to provide the opportunity for people to
receive their results. And as someone who's been
bi ononitored myself, as well as my coll eagues at
Comonweal , | think, you know, we and other civil society
actors would be happy to provide some comments on nmaki ng
results communication effective.

Simlarly, the occupational cohorts, which were
touched on, | was di sappointed to hear this recent
devel opment with the firefighters, and glad to hear that
Panel menbers would |Iike to see the program continue to
nmove ahead with that.

Ot her occupational cohorts were mentioned. I
t hi nk, you know, the foam workers certainly could be one
that | would be interested to see pursued. And simlarly
with the firefighters, one of the reasons is to tackle

this thorny issue of exposure to fire retardants. We have
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this sort of bizarre and unique situation in California
where the Technical Bulletin 117 is |likely exposing
Californians to far higher |levels of these substances than
el sewhere in the country. At the same time, we have no
evi dence that we're preventing fire deaths by using these
chemcals. So this is an activity of the Biomonitoring
Program we'd really Iike to see move ahead, again on top
of fire retardant exposure in California, and how it
differs from national exposures.

So | expect I'Il have a chance to comment again.
And t hanks again for the chance.

CHAI RPERSON MORENO: Thank you. We have --
that's it for the public conmment, the people who are
present. We have one Email that was sent in, and it's a
gquesti on. This is from Tim Shest ek, Senior Director,
State Affairs, American Chem stry Council in Sacranmento.

The question is, "lIs there an update on the
Program Report to the legislature that is required by the
enacting statute?” And | understand that he may be
referring to the legislation -- or the statue requires
t hat the Bionmonitoring Programissue a report to the
| egi sl ature. So if you wouldn't m nd providing an update.

Thank you.

DR. DAS: The report has been del ayed, partly

because of the furloughs. And we expect that it will be
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rel eased shortly, but it was supposed to be out to the

| egi sl ature on January 1st with a requirement that it be
rel ease to the public 30 days after released to the

| egi sl ature. So it hasn't yet gone to the |egislature.
We woul d expect that that will happen soon, and then 30
days after that released to the public.

CHAI RPERSON MORENO: Thank you. ' m sure you're
wor ki ng hard on that, so thank you for the update.

Okay. That's it for the public coment. | want
to bring it back to the Panel members. This is again the
presentation by Dr. Das. Any further discussion or
reconmendations to Dr. Das?

Dr. Luderer.

PANEL MEMBER LUDERER: Can everyone hear me?

| also wanted to actually thank Dr. Moreno for
his excellent | eadership of the Panel since its inception.
And | think you've done a really amazing job of making
sure, you know, that all opinions are heard, and al so at

the same time keeping us on task and noving through the

schedul ed -- through the schedule. So thank you very
much. We'll m ss you. | think I speak for most of the
Panel .

And then | also wanted to applaud the idea that
you have been pursuing the occupational cohort study. And

| was also very sorry to hear that there are some issues
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with it noving forward with the Contra Costa firefighters.
And | really agree that there are many questions kind of
remai ni ng regarding firefighter exposures, some of the
t hi ngs that were tal ked about, exposures during knockdown,
when | ess respiratory protection is often used, and al so
the potential in California for firefighters having
greater exposures to flame retardants, which is a class of
chem cals that's of great interest to the Panel as we've
di scussed at other meetings.

| wanted to suggest maybe whet her you've
considered the possibility of exploring collaborations
with other firefighter cohorts. Just one suggestion m ght
be the, that I'mfamliar with, the Orange County Fire
Aut hority, which is the fire authority that provides fire
fighting services for nmost of Orange County in southern
California. Actually, it already has a relationship with
the University of California, Irvine, where every three
years, 700 to 800 firefighters undergo wellness fitness
exam nations. And so this m ght be an opportunity to
explore the possibility of a collaboration. So if you are
interested, | can put you in touch with a physician whose
t he medical director for that.

DR. DAS: Yeah, we'd be interested in finding out
about other potential collaborations and at | east

initiating the conversation, so that when sonme -- when is
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an opportune time and sonme funds become avail able, then we
are ready to nove and study the -- or, you know,

col l aborate with that departnent. So | think that would
be very hel pful.

And just to let you know in terms of other fire
departnments, we had considered also the San Francisco Fire
Department and didn't pursue it at the time. So we're not
tied to Contra Costa county. We're willing to coll aborate
with other departments as well.

CHAI RPERSON MORENQO: Dr. W son.

PANEL MEMBER W LSON: M ke W | son. | guess |
woul d just say that | think we appreciate the probl em of
accessing groups of workers that are not wunionized, and
t hat, you know, this issue came up is that are there other
cohorts that we m ght -- that would be of interest. And |
t hi nk, you know, there certainly are. And, you know, our
experience at COEH has been essentially -- you know, it's
just been -- the choke point has been access. As they're,
you know, a non-unionized group of workers, it's just
extremely difficult to gain access to those work pl aces
for these kinds of purposes in particular.

And, you know, you nentioned that -- and | guess
"' m just stating that |I'm synmpathetic to that chall enge,
and that the fire department has a |long tradition of

uni oni zati on and, you know, fairly constructive | abor
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management relations as a consequence over many years.
And so it's a stable cohort in that way, and a

stable -- sort of -- there's a means of access that's
accessi ble there that's not accessible in many ot her
pl aces of enpl oynment.

DR. DAS: Yeah, | appreciate those conmments. And
al so because this programis in its infancy and we really
want to denmonstrate success and pilot test methods that
can be applied to wi der popul ation, given our resources to
reiterate what you said, |I think it's really inmportant for
us to initially at |east access all populations, including
wor ker popul ati ons, where things are in our favor and
they're easy to access and then to broaden it out to
harder to reach non-unionized work forces, so that we can
denonstrate success in all the different ways that |
di scussed.

CHAI RPERSON MORENO: Okay. Are there any other
comments, recommendations by -- yes, Dr. Quint.

PANEL MEMBER QUI NT: This is just a comment. I
wanted to echo -- Julia Quint -- echo M. Baltz's conments
about the programin general and the great success that
you've managed in spite of work furloughs and, you know,
getting the extra funding from CDC, you've really kept
this program alive and relevant. And | just congratul ate

the staff and the departments on the excellent work that
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you' ve done. | think it's been, you know, tremendous. So

| just wanted to make sure that you knew that the Panel --

"' m sure you know this -- appreciates all of the effort.
Thank you.
DR. DAS: Thank you, Dr. Quint. | really
appreciate that. And | want to say that |I'mjust a

representative of the program here. But we have many
great staff who are actually doing the work and the credit
goes to all of them And | also want to say too just

to -- especially for Mark, since he's our program officer
that the CDC staff are not subject to furloughs.

(Laughter.)

DR. DAS: Don't worry, Mark.

(Laughter.)

CHAI RPERSON MORENO: All right. If there are no
further comments or recommendations, Dr. Das | just want
to maybe add two things. One is that | believe it's
appropriate -- it would be appropriate for Panel menbers
to continue to think of ideas and contacts for
occupational cohorts and share with you.

And the other is just to et the Panel know if
there's anything that we can do to assist you in further
di scussions with the Contra Costa Fire Department.

DR. DAS: We really appreciate that.

Thank you.
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CHAI RPERSON MORENO: Al'l right. Thanks.

Woul d you be so kind as to introduce the next
speaker.

DR. DAS: Yes, we have two speakers fromthe
| aboratories. The first speak is Dr. Jianwen She. He's
the Chief of the Biochem stry Section of the Environment al
Heal t h Laboratory Branch in the California Department of
Public Health. And I will also introduce the speaker who
will follow him Dr. Myrto Petreas who's the Chief of the
Environmental Chem stry Branch in the Environmental
Chem stry Lab in the Department of Toxic Substances
Control .

(Thereupon an overhead presentation was

Presented as follows.)

DR. SHE: Thank you very much, Rupa for your kind
i ntroduction.

Good mor ni ng, Panel members. | "' m happy to be
here to report on our progress. Two major events happened
during the last six months after | reported in July in
2009.

As you know, CECBP was awarded by CDC for $2.65
mllion to expand the | aboratory capability and the
capacity. And at the same time, CDC released a fourth
report on human exposure to environmental chem cals.

--000- -
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DR. SHE: Today, my update will focus on four
areas. First, new staff and training; |ab set up and the
met hod devel opnent. As you heard before, everyone is
concerned about quality, so quality assurance, of course,
and al so our coll aboration with other partners.

--000- -

DR. SHE: Wth the CDC grant, we are able to hire
four new staff. And also we plan to hire two nore
scientists and one | aboratory informtion managenent
speci al i st. " mexcited to introduce our new staff.

As | say your name, please stand up.

Shirley Cao. She's our new hired Quality
Assurance Manager. She has nmore than nine years
experience in quality assurance.

Yangzhu Long. Yangzhu is a Clinical Laboratory
Scienti st. She will be responsible for biorepository, set
up, and sanpling, and logging the materials.

And Dr. Sen. And Dr. Sen just graduated from UC
Santa Cruz got Ph.D. in Biochem stry. He has been working
in the inorganic section for the metal analysis.

We al so hired Josephine, and she's busy in the
| ab. She's not here today. And she got her BS one year
ago from San Francisco State University. She will also
work in the inorganic section for the metal analysis.

Ri ght now, she's helped to develop a nmethod to do
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creatinine anal ysis.
--000- -

DR. SHE: All the newly hired staff we are
sending to CDC for the trainings. For exanmple, Shirley
will be trained in the quality managenent areas. Yangzhu
will be trained for biorepository, sanple and standard
handl i ng, and materials screenings. And Dr. Sen and
Josephine will be trained for method devel opment. Of
course, all of the new hires will get extensive in-house
extensive training.

--000- -

DR. SHE: Last year, EHRB was able to establish
organic |lab from al nost enpty space, so you can see from
t he photograph. Actually, that's only a portion of the
lab. So this actually is really a functional |abs right
now. We use it to develop the method for organic
anal ysi s.

Currently, with the CDC grant, we are expanding
into two new | aboratories. At the same time, we also are
in the process of purchasing new equi pment and sendi ng
people for further trainings.

--000- -

DR. SHE: CDC released its number four report.

Ri ght now, CDC s capacity can cover 212 analytes. As you

can see fromthe graph, CDC grew from 2001, the first
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report, 27 up to right now they can do eight times nore.
So the State programis still at its very beginning stage
compared with CDC.

--000- -

DR. SHE: So come to the method devel opment. W
are able to finish two methods in the |ast year's
timeframes. We finished the metabolite analysis
trichloropyridinol for the chlorpyrifos, and
3-phenoxybenzoic acid for permethrin metabolite. We al so
finish a high throughput for metal panel analysis. W are
able to analyze six elements right now.

Al'l of the methods are through very strict
gual ity assurance, quality control procedures. We run 20
runs as are required by CLIA.

Our nunber three method is phthal ate metabolite.
Ri ght now we finished 13 batch of a run. W hope the
met hod will be ready in April.

The | ast method we encountered some difficulty.
This is also a method, conpared to the other three,
required more sensitivity. That's in PPT range. Other
met hod occurred in PPB range.

So right now, we are collecting the validation
data. And | hope the method will be ready in May this

year.
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DR. SHE: What happened to Toyota we do not want
to happen here.

(Laughter.)

DR. SHE: We don't want to have our data
recalled. So those events rem nded us of the inportance
of the quality assurance. So quality assurance include
guality control and quality assessment. So my focus will
be nore focused on the quality assessnent.

For exanple, we have three levels of QC run with
each batch of sanples. So we construct quality control
charts over the long times to see the trend or the spike
in our quality.

We al so participate in an External Quality
Control Performance Assessment Program  And we purchase
reference materials, if it's avail able, to assess our
qualities.

We are very happy to have from CDC M. Mark
Davi s. He give us a |lot of sanples in the |last few
nmonths. We're able to run what CDC runs. And al so, we
get sonme samples from New York State to do
i nter-1laboratory validations.

--000- -

DR. SHE: This is one exanple of our quality

control chart on the |Iower level. W have three |evels of

gquality control materials. This is QC low on the TCPy in
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urine. For the 24 runs, you can see our quality control
chart denmonstrated we're able to get the accurate numbers
which is the mean, and also how nuch we expect. And t hen
also on the variations, that's a standard devi ation there.

This simple graph took us al most three or four
mont hs, because that includes many sanmples running, 24
bat ches. Each batch can run |ike two, three days. Each
batch included calibration standards, and then bl anks,
under the quality control materials. Each batch will go
t hrough a very detailed sanmple preparation and anal ysi s
procedure.

--000- -

DR. SHE: This is not good graph.

This is our inter-|laboratory calibration graph.
It's dark. You can see conpared with the CDC, this X axis
Is a CDC result. Y is our lab result. The two | abs'
correlation is excellent on the |ead, blood | ead anal ysis.
We al so did other analyses. This is one exanple.

--000- -

DR. SHE: So now we are ready to use our methods.
The first two methods we used for the -- one is for the
study Rupa already mentioned for Tulare county. W're
able to analyze some sanples for the TCPy's. W are not
finished, because we still need to finish creatinine and

then further cross checking with CDC on our dat a.
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We also finished the 30 pilot sanmples for the
CYGNET, which was shown in the previous graph.

Wth the coll aborations, we're able to sign one
MOU wi th the CHAMACOS studies, and then another two MOUs,
one CYGNET and with UC Davis is still under review.

| want to thank Robin and Diana for the draft of
these MOUs and al so your hard work on them

Thank you very much.

--000- -
DR. SHE: l"mready to answer questions if you
have any.
CHAlI RPERSON MORENO: Wbul d the Panel |ike to ask

guestions now or hear from Dr. Petreas first?

PANEL MEMBER W LSON: | have a question.
CHAlI RPERSON MORENO: We'|l take sonme questions.
Dr. W son.

PANEL MEMBER W LSON: Thanks very much for that
presentation. And congratulations on your R squared of
.99 with 30 sanmples. That's an accomplishment in itself.

And I'm just curious if you could describe the three

quality control measures. | think you described one
being -- or maybe they're all blanks. And nmy question is
if there's -- if you're running reagent blanks to ensure

that there is not contam nation from | aboratory material s?

DR. SHE: Yes. And for the alternative analysis
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at so |low levels, background contam nations from | ab
environmental is very inmportant issue we needed to avoid.
For exanple, for some chem cals we do have the reagent

bl ank, especially like the phthal ate, because industry
used it so much. And BPA, these are two chem cal s

| aboratory have analyzed, heavy bl ank i ssues conpared with
ot hers.

So we do need it to run all of the reagent
bl anks, chem cal blanks to see where is the source. And
on the other hand, we also tried to develop a technique
able to separate this blank contribution fromreal
sanpl es. For example, we used pre-colums on the HPRC s
bef ore we analyze the sanples. Any contribution fromthe
sol vent, you know the HPLC systemwi |l go through two
col umns. Our sanple where it goes through only the second
colum, so which means the contribution, for example, for
the BPA will elute the HPLC nmuch |ater than the real
sanples. So you get a separation.

So we run the blank to | ook at the bl ank issues,
and then we try to set up the technique to avoid the bl ank
contri bution.

PANEL MEMBER W LSON: And was that one of the
quality control measures. And were there two others?

DR. SHE: There are many quality control

measur es. For exanple, also the calibrations. There's a
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| ot of instrunment calibration. For each run, we needed to
run seven calibration points to make sure our calibration
i's good.

And quality control, as you know, is a big
assi stance. There are nmore than three points. And then
we al so needed to control our standards. Wth daily check
of the standards, we tried to, if possible, tried to
purchase at | east two standards from different sources for
the comparison. We |ook for the response factor of each
standard, and then we also | ook for relative response of
t he standards.

For this method, we'd like to see the relative
response of the standards goes through the clean-up
procedure. We still get relative response near two to
one.

And there are other procedures.

PANEL MEMBER W LSON: Thank you very nuch.

CHAlI RPERSON MORENO: Dr. Bradman.

PANEL MEMBER BRADMAN: | just want to comment on
a point, in terms of QA/QC. And also just to confirmthat
we signed our MOU with Jianwen She this nmorning. W
wanted to get it done by this neeting to | ook at
pht hal ates in 50 urine sanples fromchildren participating
in our study.

And also just to enphasize, and | know you're
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t hi nki ng about this, but to kind of go on the record, the
i mportance of field blanks as part of the QA/QC. And you
know, |'m sure that you've thought about this, as part of
t hese coll ection programs, including the CYGNET and Tul are
study. | think it will be important to include field

bl anks to make sure that we're not, you know, introducing
any contam nation as part of the collection process. And
| think that the conments fromthe Dow AgroSci ences people
ki nd of highlight that. And that is an inmportant

component of field research.

And | should mention in our collaboration, we'll
be able to produce, you know, field blank sanples that
were coll ected -- blank sanples that were coll ected
exactly according to the procedure that we used to coll ect
our unknowns, so we'll be able to determ ne whet her
there's any contam nation fromthe coll ection process.

But that's an inportant piece of this program and |I know
you' re thinking about it.

DR. SHE: Yeah. Thank you, Asa. That's a very
good comment. W th today's instrument you can detect very
| ow | evel s. But what's happened garbage in, garbage out.
So the field sample controlling is very inmportant to
control overall project qualities.

So | didn't run CYGNET. Dr. Frank Barley did

that. So |I'mnot sure it provided fair blank samples.

J&K COURT REPORTI NG, LLC (916)476-3171




© 00 N O O b~ W N Bk

N N NN NN R R P R R P R R R R
g b~ W N P O © 0 N oo 0o O N P+ O

48

But for Tulare county, we did collect the blank sanples
and then we run it.

CHAI RPERSON MORENO: Okay. l'd like to -- there
m ght be more questions by the Panel menmbers at this
poi nt, but we do need to nove on to a presentation by Dr.
Petreas. I'm going to | eave enough time for Panel members
to ask questions of her as well.

DR. SHE: Thanks.

CHAI RPERSON MORENQO: Thanks.

(Thereupon an overhead presentation was

Presented as follows.)

DR. PETREAS: Good norning, Panel nmembers. So
this will be the update for the DTSC | aboratory. You may
remember that | have shown this slide last time we talked
about a year ago, showi ng what was the expectation, where
woul d we be at the end of the year, 2009. And | had asked
t he question fromthe Panel to give us direction on which
way we shoul d go.

G ven our resources, we could only do either of
t he two. Ei t her continue with the persistent organic
pol l utants, the PBDEs that we were already doing and add
t he new BFRs in blood, or change course and do the
perfluorinated chem cals, which would involve new
territory for us, new instruments and new mode of action.

We had factored in the furloughs and the
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numbers -- the adjusted nunmbers in red where by the end of
t he 2009 -- Decenmber 2009, we'd be able to do either 640
odd sanples of blood for PBDEs and BFRs or a few nore,
800, of the perfluorinated chem cals.

And | didn't get any clear direction, which was
better for us, because we continued by inertia, and in a
way tried to accomplish both. So I'm happy to say that we
can tackle both methods with some adjustments. So we
continued with the POPs, but we dropped the new BFRs. We
had devel oped nmethods for two of them W encountered
some difficulties with the third one. And at that tinme,
we stopped the devel opnent for BFR methods and we focused
all our attention to the perfluorinated chem cals, and now
we basically can do both al nmost.

--000- -

DR. PETREAS: And nore specifically, the stats of
met hod validation -- and |I'm very happy that Jianwen
described all the QC issues, so | Don't have to go into
too nmuch detail here.

But for the PBDEs, we were doing this series of
chemcals in a different way before, but we
transitioned -- after having trained staff at CDC, we
transitioned and adopted the CDC met hodol ogy, which
i nvolves a high resolution mass spectrometer. So that

part i s done.
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We're having a little trouble with the automation
modul es, which are also part of the CDC method. We're not
very happy with their reliability. And given that we dea
with like one mlliliter of sanmple, we can't afford to
| ose anything. And we have some bugs. If we're working
with the vendors to inmprove that, and we're testing
agai nst our manual method, which apparently is much nore
preci se and more accurate and more reliable than the
aut omat ed one. But we have high hopes, because we need
t he automation to inprove our throughput.

In the meantime, we continue with sanmple
anal ysis, so we can produce data on PBDEs using a hybrid
of high resolution mass spec in the end, but using our
manual processing before that.

For the perfluorinated chem cals, we did adopt
fromscratch the CDC met hodol ogy, because we didn't have
any. This involves |iquid chromatography whi ch was new
for us again. So far, given what Jianwen described in
terms of quality control and charts and bl anks and
calibration, all our internal validation criteria have
been nmet.

So these are all the 20 or so batches. And we're
very happy. We' re undergoi ng external validation. In the
first round we did with a material that CDC sent us, we

underesti mated. So we want to see why. And for that we
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requested to get a standard from CDC to see whet her our
standards are off. And at the same time, we're getting
mat eri al standards and bl ood from our coll eagues in New
York State and Sweden, who are nore experienced than us in
PFC analysis -- in perfluorinated analysis. So with this
f eedback, we hope to be, you know, very soon be able to
produce dat a.

We have our standard operating procedure drafted
and in review, and we should be able to do something soon.
And | want to credit our two staff. We only have two
staff, remember, funded for this program And Yunzhu Wang
on the left has done all the work with the PBDEs. And Dr.
M aom ao Wang has done the PFCs. So we're really grateful
for their work.

--000- -

DR. PETREAS: | also want to show our Fell ow.
APHL, Associ ation of Public Health Laboratories, gave us a
Fell owship. And we hired Dr. Harwani, who's been really
val uable. You know, he's worked with the other staff on
met hod devel opnents in bl ood. He's been with us for
al nost a year and a half. And his Fellowship ends in
June. We really want to get another Fellow, because
really adding one person to the two makes a big
difference. It's very valuable, and we hope to get

anot her Fell ow after that.

J&K COURT REPORTI NG, LLC (916)476-3171




© 00 N O O b~ W N Bk

N N NN NN R R P R R P R R R R
g b~ W N P O © 0 N oo 0o O N P+ O

52

--000- -
Now, in addition to the two --
--000- -

DR. PETREAS: -- funded staff, we have other DTSC
staff working on serum not directly related with the
program but our experience in those areas gives indirect
benefits to the Program

So we have been collaborating for a long time
with extramurally funded epidem ol ogi cal studies who gave
us access to specimens from California, in particular.
And we have produced data on perfluorinated pesticides,
PCBs, PBDEs, and then the metabolites of PCBs and PBDEs,
phenol s, including triclosan. And we have data on those.

| will talk a little more about the small pil ot
funded by UCSF on pregnant women. And we have produced
data PBDEs and try to do also PFCs on those. And I'll| get
back to that now.

--000- -

DR. PETREAS: Another type of work |I want to
mention outside of serum work, at DTSC for other projects,
we have devel oped met hodol ogi es for household dust. And
we can neasure PBDEs, PCBs, and plan to do also the new
BFRs and the perfluorinated chem cals in dust. W have
some prelimnary data and are very very excited.

We al so have a pilot Cat study in collaboration
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with a veterinarian. Cats near the ground, they groom

t hemsel ves. And again, our very prelimnary data show
very, very high levels in cats, which is interesting. And
we can use them maybe as sentinels for environmental
exposures.

We al so | ook at plastics from consumer products
to even plastic debris in the ocean, because this is a
different idea of thinking how plastics serve as -- can
absorb chem cals or can deconpose and release chemcals in
t he environment, which give us a better handle on exposure
assessments.

So should the program want to go into an exposure
assessnent, these are ideas we can work and incorporate.

--000- -

DR. PETREAS: Now, as far as the UCSF pil ot
study, this is in collaboration with the Dr. Wodruff and
Zota from UCSF OBGYN. They gave us 25 sanmples from
pregnant women. We did 18 of them so far, because we
needed to catch a deadline for a proposal they wanted.

And we only reported PBDEs so far.

And as you can see, our mean PBDE |evel is nore
than twice the NHANES geometric mean. So again, it
confirms that Californians are higher than the rest of the
country.

So to put this in perspective, | have a graph I
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can show.
--000- -

DR. PETREAS: I don't have a pointer
unfortunately. So these are data from serum from
California women we have done over the | ast few years.
And if we start fromthe complete left, basically you see
not hi ng, because there was nothing measurable. These are
sanples for the 1960s. W did over, you know, severa
hundreds of them And there was no PBDEs.

"' m only showi ng BDE-47, the most prom nent of
t he PBDEs here, just as an exanple. So back in the
sixties it wasn't present. And the next tine we saw it
was sanmples collected in the late nineties. These were
Laotian imm grants to the Bay Area. These were
reproductive-age women. And this is the second bar about
40 -- 50. This is the mean and standard error show ng
here.

The thick line around 20, 19.6 to be exact, is a
geometric mean from NHANES 2003/4. That was the first
ti me NHANES reported BDE-47.

So back in the sixties it wasn't present. And

then every time after that, we are above the NHANES dat a.

The third bar are the 18 sanples from UCSF | | ust
mentioned. So again they're very high. I nterestingly,
the very | ast graph, the bar, is blood from adult fenales
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taken at the same tinme as the pregnant women, but they're
not pregnant. And we can talk a little bit nore about
what this may mean.

| added here to the same graph the dotted |ine
comes fromthe Zota paper of a year ago, show ng when they
were able to extract Californian data out of the NHANES
and showed that the NHANES -- the geometric mean for
California participants of NHANES was much higher, in
fact, 36.2 versus 19.6.

And our contenmporary data are clearly above the
NHANES and some of them are above the California NHANES,
but the older women, which is my point here, are not. And
this is an interesting point. The |ast -- again, the | ast
bar shows it's only nine of course, so there may be a
change. There are nine woman who are not of reproductive
age, a little older as a group. And these were coll ected
as part of our method devel opnent. So this is part of our
pilot to collect -- one of them -- blood for people to
devel op met hods.

And so we see |lower |evels than the younger and
al so pregnant wonmen. So that's something to keep in m nd.
We know it has been reported that younger people have
hi gher | evels of PBDEs than ol der people. This may be an
expl anation. Also, the fact that these are pregnant

women, maybe different reason.
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And |I'm showing here in blue -- it's again the
same graph. These are not California -- these are Mexican
women, pregnant Mexi can women, sanmples we collected in
1998. This was a study with UC Berkeley women from
Chi apas, as part of a DDT kind of exposure, malaria
control. But we measured PBDEs in them and they were nmuch
| ower than the contemporary at the time, 1998,
Laotian-born immgrants in the state. So you see a
di fference between Californian and, you know, Mexicans
over the time there.

And goi ng back to the UC -- we've very excited
about the UCSF data, so | want to share that with you.

--000- -

DR. PETREAS: This is another way to present the
data. This is from unpublished work from Zota and
Woodruff, where they were again able to extract
pregnant -- results from pregnant women from the NHANES.
And that's the -- there were 75 pregnant women, | guess,
from NHANES t hat they could identify. And their medi an
was above the 50th percentile of the NHANES.

So even within NHANES, pregnant women were higher
t han the average, but then the UCSF group was even higher
t han t hat. So this is interesting, and it gives us an
i dea of probably what to expect when we do the Maternal

and | nfant Exposure study. So these are high |levels and
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we should be able to measure them pretty well.
--000- -

DR. PETREAS: So what's com ng up?

Hopefully, we'll have a method with the
perfluorinated chem cals validated very soon. And we'l/l
apply the method to analyze contenporary and archived
serum  They are not California data, as far as | know.
So these are badly needed and will give us a base |ine on
where we are.

And once we finish the PFCs, we plan to go back
and revisit their methodol ogies for brom nated fl ame
retardants and try to expand our repertoire there. W are
funded to do a small study in collaboration with the
Occupational Health Branch of DPH, on measuring PBDEs and
other BFRs in flight attendants. And we're again waiting
to get going with our analysis of contemporary California
men, PBDEs in those as part of the response to the Request
For Information that we had issued two years ago. And
we're working with Col onbia University on that. So this
is what we're supposed to be doing next.

--000- -

DR. PETREAS: And just in ending, | want to take
this opportunity to invite you, if you're interested, we
have these series of sem nars, twice a month. And

tonmorrow s speakers is a Derek Muir for Environment
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Canada. And Canadi ans have been really in the forefront
of identifying chem cals of concern. And he's going to
tal k about how to identify the next generation of
persistent bioaccunul ative chemcals. So | think this my
be something that the Program would be interested in. It
will be in our building at 2 o'cl ock. Unfortunately, it
cannot be tel ecast.

And al so the next day we have anot her out-of-town
speaker on bionmonitoring of perfluorinated chemcals in
M nnesot a. That's 3M country. So she's going to talk
about her study on PFCs, and it may be of interest. It's
mostly a | aboratory issue. So if anyone is interested in
comng or if you want to be part of our mailing list, you
know, |et me know.

So that's my update.

CHAI RPERSON MORENQO: Thank you, Mrto.

So we'll take questions from Panel members now
for this presentation or either presentation.

Dr. Bradman.

PANEL MEMBER BRADMAN: Just a comment. One, your
PBDE results are very interesting, and very simlar to
what we're finding in our cohort in the Salinas valley.

| just want to underscore and highlight your
comment about measurenments during pregnancy may be

different than measurements at ot her tinmes. | n our
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studi es, | ooking at urinary netabolites in pregnant wonen,
we' ve seen substantial differences during pregnancy and in
t he days just after.

And interestingly, in the samples collected in
t he days just after birth, the urinary metabolites were
much hi gher than the |evels during pregnancy. W don't
guite know what that means from a pharmacokinetic point of
view, but clearly there's a |Iot of changes going on
physi ol ogically during pregnancy and in the period after
as well. We also tend to see a trend with slightly | ower
| evel s of persistent organic conpounds over pregnancy,
over time. It's very slight, but there seens to be a
decline that nmay be related to changes in body fat and the
equilibriumwith |evels in blood.

We al so have had to deal with issues about
changes in i munogl obulin binding proteins during
pregnancy, changing during the course of pregnancy, and
possi bly changi ng some measurements related to either
xenobi otics or thyroid or other factors.

So again, just to highlight, when we're doing
measurenments during pregnancy like, in a way, when we're
doi ng measurenents in children, we can't -- we have to
understand there's a | ot of changes going on, and the
interpretation of those may not be so straightforward, and

we have to be careful in our comparisons. And | think

J&K COURT REPORTI NG, LLC (916)476-3171




© 00 N O O b~ W N Bk

N N NN NN R R P R R P R R R R
g b~ W N P O © 0 N oo 0o O N P+ O

60

that's an inmportant point you raise and sonmething that all
bi ononitoring projects should consider as they go forward
when they're | ooking at that popul ation.

DR. PETREAS: Yeah. | think it will be useful

when we start the maternal infant study to know what to

expect.

CHAI RPERSON MORENO: Dr. Sol onon.

PANEL MEMBER SOLOMON: Yes, | just wanted to say
that I'm very inmpressed that you managed to, within pretty

much the original timeline, nove forward with both
met hods, which | think, since our Panel was having
difficulty picking one, you gauged correctly that we were
hopi ng that there would be some way to move forward with
both. That's fantastic.

And |I'm also very glad to hear that you're still
| ooking at the newer flame retardants, because those are
still -- 1 mean, | think from our previous discussions,
that there was a lot of interest in the Panel on | ooking
at the newer ones as well. And | understand your deci sion
to put those aside for awhile. And now if those are
pi cked up again, that would be fantastic.

My question actually is for Jianwen She about the
pht hal ates, because | noticed that they're in progress,
and four phthalate metabolites are listed. And | remenber

at the previous neeting there were some di scussion about
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difficulties with some of the phthalates. And I was
wondering if you could update us on that.

DR. SHE: And four phthal ate. VEP, MBP, NMBZP,
MCCP. Ri ght now, within the four of them we are able to
run all of the 13 batches. For two of them and MEP and
we're able to get the standard reference materials from
our German program We're able to match their qualities,
so our results match with them

And MBP, we're able to match the result sanples
t hat Mark sent to us. So for these two, we don't think we
have any further problem but we needed to watch our
stabilities.

For MCPP and MBZP. | think for MCPP the sinple
i ssue we cannot match relative response factors between
the isotope | abeled standard and the target compound.
That's three times off there. W've tried to troubl eshoot
what's happening. W talked with Cambridge |sotope, and
then I think that's where it will be a very easy issue, if
they're able to have a different batch of standards for us
to test. So we will overcome that issue.

For MBZP, it's looking Iike there's nore issues
there. The sample is not so stable after you extract out
fromthe urine. So we still needed to work on much nore
on MBZP to figure out what happened.

And so that's a lot of the quality issues right
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now to | ook at. So, you know, in summary, we solved two
of them and then we also solved the |ike Mark nmentioned
of this solvent contam nation problem Wth all of them
to some extent, they all have the contribution fromthe
solvent, even fromthe system We're able to use
pre-colum to separate the different peaks fromthe

sol vent and from the sanpl es. But it's the other part
that we still need to work on.

CHAI RPERSON MORENO: Okay, why don't we take one
more question and then we'll go to public comment.

Anyone el se, Panel nembers?

Dr. W son.

PANEL MEMBER W LSON: Yeah, thank you. Myrto, |
had a question about the graphic comparing the 1960 cohort
to the nmore recent ones.

And it's interesting that the doubling time would
be consistent with what we've seen in Sweden in their
breast m |k study, of flanme retardants over the | ast
several decades, where they've seen this doubling time
every five years. That trend would be consistent with the

U.S. based -- the U. S. based finding, which I

think that's -- is that adult female for the NHANES?
Let's see. Your adult female in the far right, is that
Us.?

DR. PETREAS: Yes.
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PANEL MEMBER W LSON: Okay. And, you know, then,
of course, we're obviously much nore rapid doubling time
for California. And |I'm just curious how confident you
are in looking at the findings from 1960 in their -- in
just sort of the technol ogy of detecting these substances,
if you feel confident in that as a baseline val ue.

DR. PETREAS: All of these sanples were done in
our | ab.

PANEL MEMBER W LSON: | can't quite hear you
Thanks, Myrto.

DR. PETREAS: All these sanples were analyzed in
our | aboratory the |last few years. So it hasn't been
reported el sewhere. This is our data with our system
And we had done, in fact, the sixties in the 1998 at the
same time. So same exact technol ogy same staff person
doing it, we saw this difference.

| didn't get exactly what you meant about -- |
want to point that both of the |last bars, the adult female
in the UCSF are the same year, 2009 from California.

And the only possible reason we see this
difference, aside from chance, because you have very small
nunbers, may be the age or being pregnant. So | don't see
a decline. It's the same time period, both of them were
done in 2009, collected 2009.

PANEL MEMBER W LSON: Ri ght, that's --
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DR. PETREAS: So | don't see a decline that you

see.
PANEL MEMBER W LSON: No, | don't think -- |1

probably m sstat ed. | wasn't | ooking at a decline or

tal king about a decline. I was just struck by the -- just

t he high numbers that we're seeing for California. And
it's an important finding. And thank you for clearing up
t hat question fromthe 1960' s dat a.

CHAI RPERSON MORENO: Okay.

PANEL MEMBER BRADMAN: M chael , you understand
t he CHDS sanpl es have been stored since the sixties in a
deep freeze.

PANEL MEMBER W LSON: Ri ght . | hadn't understood
t hat .

CHAI RPERSON MORENO: Okay.

PANEL MEMBER W LSON: Thank you.

CHAI RPERSON MORENO: Okay, thank you. | ' m goi ng
to go head and open up for public comment before bringing
it back to the Panel. Amy, are there any -- did anyone
submt requests to speak?

MS. DUNN: There's no Email.

CHAI RPERSON MORENO: Okay, that's fine. Thank
you.

And any Emails com ng in?

Okay, so we'll bring it right back now to the
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Panel. This is the opportunity for further discussion.
And any recommendations that you m ght want to make to
staff?

Okay, | don't see any. So | want to thank our
presenters again. W do have a -- oh, yes, go ahead.

PANEL MEMBER LUDERER: This is for Dr. Petreas.

| do actually have a question about the same
graph that we just were |ooking at related to the PBDEs in
gener al . So, in general, are the PBDEs, if the samples
are stored appropriately, you know -- | don't know if
they're stored at m nus seventy, then they are consi dered
to be stable for that |ong period of tinme. I mean, five
decades, if we're tal king about fromthe sixties. | mean,
do we have information about that?

DR. PETREAS: We don't have -- | don't have
informati on for the PBDEs, but NIHS, Longnecker, had done
wor k on organochl orine pesticides, and PCB stability. And
there was no problem So we assume it's the same. I
mean, we had thought when we first saw the Swedi sh datum
on mlk, that was data from archiving fromthe seventies
all the way to eighty sonmething. And there was an
i ncrease.

So the question was did something happen to the
old specimens and they degraded? | mean, | think data

since then have shown that |evels are increasing anyway.
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So we believe that nothing had happened to those sanples
ei t her. But nobody has -- | mean, it takes a long tine to
do this, so we have to keep our sanples, analyze them 10
years from now, but this involves nmore handling every
time.

PANEL MEMBER LUDERER: Yeah. And then the other
guestion was about the adult females in the | ast borrow.
Were those women in the same popul ation as the pregnant
women, so they were from or was --

DR. PETREAS: No, we can't say they represent
anything. These are convenience sanples that we did for
our met hod devel opment, but they weren't pregnant and they
wer e ol der.

PANEL MEMBER LUDERER: Thank you.

CHAI RPERSON MORENO: Okay. Any further comments
or recommendati ons?

It doesn't appear that there are anymore. Okay,
well then thank you again. And at this point we're going
to go ahead and nove on to our next presenter, Dr. Gail
Krowech with OEHHA tal king about potential designated
chem cal s.

Good nor ni ng.

(Thereupon an overhead presentation was

Presented as follows.)

DR. KROWECH: Good norning. Okay, there is one
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potenti al designated pesticide today. Pendi met hal i n.

MS. DUNN: | can advance the slides from here.

DR. KROWECH: Okay, that would be fine.

--000- -

DR. KROWECH: This slide shows the criteria for
recommendi ng additional designated chem cals, so I'Ill just
list them here. Exposure or potential exposure to the
public or specific subgroups, known or suspected health
effects, need to assess the efficacy of public health
actions, the availability of a biomonitoring analytical
met hod, the availability of adequate biospeci men sanpl es,
and incremental analytical costs.

These criteria, just to review, are not joined by

ands.
Next slide.
--000- -
DR. KROWECH: This is the structure of
Pendi met hal i n. It's a dinitroaniline herbicide. [t's one

of the top 100 pesticides in California. And over one

mllion pounds were applied in California in 2008.
--000- -
DR. KROWECH: In terms of use and exposure,

Pendi methalin is used on agricultural crops, golf courses,
| andscape mai ntenance, residential |awn care.

The California Department of Pesticide Regul ation
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reported in its pesticide use report that over 1.4 mllion
pounds were applied in 2008 in California. Uses nearly
tripled within the |last five years, and increased 29
percent between 2007 and 2008.

Pendi methalin was found in rainfall samples in
four agricultural watersheds across the country in a U. S.
Geol ogi cal Survey study. And in ternms of the California
sanpl es, Pendi methalin was found in 78 percent of the
sampl es.

--000- -

DR. KROWECH: This slide shows a table of use in
California from 2002 to 2008. You can see the | arge
i ncrease, particularly in certain crops alfalfa and
al monds, oranges, and a decrease in cotton.

--000- -

DR. KROWECH: Pendimethalin is classified as a
possi bl e human carci nogen by the U. S. Environment al
Protection Agency. Group C. This designation is based on
thyroid tumors in rat cancer studies. And U S. EPA
considered this to be a high-dose effect. In a 1997
review, U.S. EPA concluded that Pendi methalin was not
mut agenic in mammlian cells.

However, recent studi es suggest that
Pendi met halin may be genotoxic. There are knew studies

t hat show chronmosomal aberrations in muse bone marrow
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cells, and DNA strand breaks in Chinese hanster ovary
cells.

There's also a study reported -- an in vitro
study finding Pendimethalin is both estrogenic and
anti-androgenic.

There are three epidem ologic studies fromthe
agricultural health study cohort of studies of pesticide
applicators, which suggests an associ ati on between
Pendi met halin and certain cancers.

--000- -

DR. KROWECH: This slide shows the physical and
chem cal properties of Pendinmethalin. And Pendi methalin
has been identified as persistent, bioaccumul ative, and
toxi c under the U. S. EPA Emergency Planning and Conmunity
Ri ght to Know Act of 1986 or EPCR.

No past biononitoring studies have been
identified. In terms of analytical methods, the Program
woul d need to devel op nmethods. The |ikely biological
matri x would be urine. And when methods are devel oped,

t hey could be bundled with other dinitroanilines, such as
trifluralin.
--000- -

DR. KROWECH: In terms of the need to assess

efficacy of public health actions, this is a wi dely used

pesti ci de. Recent findings suggesting potenti al

J&K COURT REPORTI NG, LLC (916)476-3171




© 00 N O O b~ W N Bk

N N NN NN R R P R R P R R R R
g b~ W N P O © 0 N oo 0o O N P+ O

70

genotoxicity and endocrine disruption and findings from
t he epi dem ol ogi cal studies highlight the need for further
studi es. Bi omoni tori ng woul d hel p assess the extent of
exposure in California.

--000- -

DR. KROWECH: Are there any questions?

CHAI RPERSON MORENO: Thank you.

Questions for Dr. Krowech?

Yes, Dr. Quint and then Dr. Sol omon.

PANEL MEMBER QUI NT: Thank you, Gail. Juli a
Qui nt . I was very struck by the marked increase on
certain crops. And |I'm wondering is that related to nore
production of these particular al mnds or whatever that
we're producing or switched to a different -- you know,
that switch to a different use? | mean, were we using
something different on these crops before? Do you have
any clue as to why we're using so much nore?

DR. KROWECH: | think the difference m ght be --
the increase m ght be different in different cases. And
so | think the difference in alfalfa has to actually do
with a court case against something that had been used
previously. And so this was replacenent. I know with
carrots, which are not even on this list, but it turns out
t hat Pendi met halin was better -- you know, |ess damagi ng

to their roots than what had been previously used. So |
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think there m ght be differences depending on the crop.

PANEL MEMBER QUI NT: Great, thanks.

PANEL MEMBER SOLOMON: This is G na Sol onon.

| was interested in some of the pharmacokinetics
on this chem cal. | did alittle bit of digging, but not
much. And one of the things that struck me is that, at
| east the couple studies that I saw, you know, ninety plus
percent of adm nistered dose was excreted within the first
24 hours, and was excreted largely in feces, which inplies
fairly poor bioavailability.

But that was -- | can't even remenber what the
ani mal model was. |'"m sure a rat. And so then that made
me wonder, you know, how likely it is that this chem ca
woul d be absorbed especially since herbicides are often
not a maj or residue issue on food.

But then there was some recovered in urine. And
so it suggested the potential to biomonitor for it in
urine. | was just -- my concern was not so much about the
feasibility of biomonitoring in urine as the, you know,
sort of relative |ikelihood of exposure based on the
phar macoki neti cs. So | was just wondering if you had
| ooked at any of that and could comment on that?

DR. KROWECH: | didn't do a thorough search. W
don't generally do that. | didn't conme across that. | do

know t hat some of the suspected toxicity was thought to be
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due to metabolism So | really can't say nore than that.
PANEL MEMBER W LSON: Thank you, Gail. M ke

Wl son. And also, thank you for the briefing document.

It was really concise and well put together, very useful.
And | had the same question that Julia Quint has

rai sed about, you know, the sort of the second piece of

that is, it's striking to me that a substance that is

classified by U S. EPA as a PBT would be approved for use

in California. That classification is a fairly high bar

under U.S. EPA., and it's not a large |list of substances.
So |"mjust curious if you had any comuni cati on

with the Department of Pesticide Regul ation and what

their -- if they had an exposure justification or sone

ot her justification, perhaps as Dr. Solomon is raising for

granting the approval for this substance in California.
DR. KROWECH: No, | haven't, so | don't know.
PANEL MEMBER W LSON: Do we have access to that

process in DPR as far as you know?

DR. KROWECH: I think that we can ask and
communi cat e. I do know that they consider -- actually,
the only thing that | have communi cated with them and know

is that they really consider the carcinogen identification
as a high-dose effect, as does U. S. EPA So | think that
was -- but in terms of PBT status, | don't know.

PANEL MEMBER W LSON: Okay, thank you.
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DR. KROWECH: Yes. And someone from DPR did
review the document.

CHAI RPERSON MORENO: Okay. Any other questions
from the Panel before we open it up for public comnment?

Okay. So, Amy, do we have anyone submtting a
request to speak?

MS. DUNN: There are no via Email.

In the room Davis Baltz.

73

CHAI RPERSON MORENQO: No Email s. Okay, thank you

Any ot her speakers?

Okay. Pl ease introduce yourself.

MR. BALTZ: Davis Baltz with Commonweal .

Thanks for that great presentation. I think
t hat, you know, Gina's question about what is the
potential for actual exposure is an inmportant one to

expl ore. But given the staggering increase in the use of

this substance, | don't think there's any reason not to at
| east designate it. So froma public interest
organi zation, | hope that you would take that step to at

| east designate it today.

Thank you.

CHAI RPERSON MORENO: Okay. Anyone else wish to
speak on this topic?

| don't see anyone el se.

Al'l right, then I'Il bring it back to the Panel
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It's the Panel's opportunity for further discussion and to
make any recomendati ons.

Dr. Sol omon.

PANEL MEMBER SOLOMON: Yeah, | think -- | mean,
in review of this docunment, there were two very good
reasons to at |east, you know, seriously consider
designating this chemcal. One is that, you know, as our
Panel has discussed in the past, we're |ooking for, you
know, sort of one of our -- not in the statute, but as a
panel priority-setting or designation-setting criteria had
to do with chem cals that are increasing or decreasing in
some significant way in California.

And here is a chem cal that's brought to our
attention that has been substantially increasing in use,
and that in and of itself is a reason to, you know,
consi der | ooking for it.

The ot her issue, obviously, as |I think Dr. W] son
poi nted out, the persistent bioaccumul ative toxicant

desi gnation al so would make it something that we would be

of -- that would be of interest.

| think I was so -- all of those certainly argue
for designating the chem cal. In terms of prioritizing
it, I have to say that | was not totally bl own away about

the idea of making this a very top priority for the

Program because of the experience with CDC and | ooki ng at
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her bi ci des, and not tending to find a lot in the NHANES
program

The fact that herbicides tend not to be as
commonly found as food residues. So we woul d be nore
| ooking for direct exposure kind of issues potentially

wat er, though | didn't see drinking water. I think it
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hasn't really been | ooked for in drinking water, but maybe

"' m wr ong.

It seems like it could get into drinking water,
so that would be a possible exposure pathway. And then
this, what seemed to be, very | ow bioavailability in the
phar macoki netic studies that | | ooked at, that nmade me

think well, you know, most of an ingested dose woul d

probably not be absorbed. Though, clearly a fraction was

bei ng absorbed, thereby meaning that it would be

bi omoni t or abl e.

So, you know, ny take in |ooking at this was that

this is probably worth having on our -- you know, being a

desi gnated chem cal for our Program maybe not being a top

priority.
CHAI RPERSON MORENO: Thank you.
Furt her discussion?
Dr. McKone.
PANEL MEMBER Mc KONE: Probably this echoes Dr

Sol omon's coments, but in a little bit different
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perspective. You know, we did agree early on that we
wanted to pick things that were on the rise, right.

That's why we picked sil oxanes, not because we believed

t hat they had any evidence currently that they were highly
toxic, but just that -- but in the case of siloxanes,
they're used in the residential environment, so there was
a lot of human contact.

And |I do think the point is important that, you
know, pesticides that show up are really in food. And
food pathways are very inmportant. And actually this is
true for a | ot of substances. I think even for many PAHSs,
t hat you see in the NHANES data, they really seemto be
comng in by food pat hway.

So | think to -- this one needs a little nore
work on the plausibility of the exposure pathways. | f
there is a water runoff pathway to nearby water systens,
the high -- I'"mlooking at the chem cal properties. It
woul d suggest a bi oaccunul ati on through food webs, aquatic
f ood webs, but, you know, that may not -- we don't get
t hat nmuch of our aquatic food in California from surface
wat er s. It would be ocean supplies. And so it would be a
limted popul ation that may be at risk, |ike people who
fish locally in the areas that would get the runoffs. So
the |ikelihood of finding those people, unless it's a very

targeted survey, would be |ow, so we probably wouldn't see
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it in the biomonitoring.

PANEL MEMBER BRADMAN: | just want to nmake a
comment on this chemcal, in terms of our experience
| ooki ng at pesticide residues and house dust in the
Sal i nas Vall ey.

From a physical chem cal point of view, this is
very simlar to another conpound we've | ooked at a bit
cal |l ed dacthal or chlorthal dimethyl, which has a fairly
high Log KOW And we're finding in general that conpounds
t hat have a fairly high Log KOW tend to persist. They
also tend to adhere to particles and end up in house dust.
And we've scene, for exanmple, dacthal. In Salinas, we
find it in alnmst every dust sanple. When we collect a
sanple from Oakl and, we don't find it in any.

And | wouldn't be surprised if this is the kind
of compound that would be showing up in residenti al
environments fromeither drift or maybe physical transport
on clothing or dust, not so nuch from vaporization and
vol atilization and resettling. But | would -- | think
it's very likely that this is showing up in residentia
environments.

And it m ght be something to consider, again, as
a designated chemcal. And perhaps with more and
different kinds of environmental data, it's sonmething to

|l ook at in nore detail in the future.
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CHAI RPERSON MORENO: Okay. Dr. Luderer.

PANEL MEMBER LUDERER: Actually, the coment that
| had was related to what Dr. Bradman just mentioned. I
also wanted to say that | agree with all of the reasons
t hat have already been given by Panel members for why it
m ght make sense to designate this chem cal, you know, the
increase in usage in California. The persistence. I
t hi nk, another reason is that it currently is not
bi ononitored by the CDC, and there really is no data. And
then the final point that | wanted to make related to what
Asa was just tal king about, is the potential for
resi dential exposure.

At least in the docunments that we were given, it
was mentioned that this is a used in residential |awn
care, and |l andscaping. And so | knowit's nore difficult
to acquire data about pesticide use through consunmer
products. And that's something that the Panel has talked
about before, that this m ght be a route of exposure of
concern, but that's nore difficult to assess, because it's
not captured in the crop pesticide use data.

And so | would, you know, add that as maybe
anot her reason why we should consider designating this
chem cal . But | also agree that assessing additional
i nformati on about potential |levels of this chem cal, for

exampl e in house dust and other environnmental nmedia, would
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help to -- help us to decide in the future whether we
m ght want to also prioritize this chem cal.

CHAI RPERSON MORENQO: Thank you.

PANEL MEMBER W LSON: M ke W | son.

In my mnd, this substance and as it has been
fl agged by OEHHA, is a, you know, perfect candidate for
desi gnation, and | would encourage the Panel to do so for
t he reasons that we've heard.

But, of course, you know, it's growi ng use, the
fact that it's persistent and bioaccumul ative, so we're
increasing the |likelihood of exposure over both time and
space. And that it has toxic properties. It's, you know,
we've |l earned in so many cases and, you know, PCBs are a
good exanpl e, substances that were intended to be used in
i nsul ating equi pment, for which there would be virtually
no possibility of human exposure, and we're still finding
themin the population with a |ot of uncertainty about
what the routes and the paths of exposure are and so
forth.

So, in my mnd at least, | would very much
support designating this substance.

CHAI RPERSON MORENQO: Dr. Quint.

PANEL MEMBER QUI NT: | just want to add to the
list of reasons to designate the fact that it's a

suspected endocrine-disrupting chemcal is really
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i mportant to me, in terms of, you know, concentrations
t hat we m ght -- people m ght be exposed to that could be
har nf ul .

And nobody mentioned -- we're tal king about, you

know, residues of these herbicides and runoffs and stuff

i ke that. | suspect -- | don't know what the tol erance
| evels, in ternms of the crops thensel ves as an al nond
eater, and a carrot eater. | suspect that that's

controlled for, but do we know anything about residua

| evel s of this herbicide on the crops thensel ves?

DR. KROWECH: | didn't see anything in this in
the residue reports. So | think if it is, it's, you know,
very, very -- well, it's not in there.

PANEL MEMBER QUI NT: Yeah, the reason | ask that
is because if, you know, up until now, it's considered
toxic only at high doses. And it seens to me that
toxicity database is devel oping. I mean, you've talked
about genotoxicity data. We're talking about suspected
endocrine-di srupting activity. So, you know, the
tol erance | evels may be set based on old data, so it's
anot her reason for concern.

CHAI RPERSON MORENO: All right. Any other
di scussion by the Panel ?

Okay. Is there an interest among the Panel to

make a recommendation at this tinme?
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Dr. W son.

PANEL MEMBER W LSON: | would make a nmotion that
t he Panel designate Pendimethalin as a designated chem cal
under the State's Biononitoring Program

CHAI RPERSON MORENO:  Okay. Thank you.

Do we need a second on that?

CHI EF COUNSEL MONAHAN- CUMM NGS: (Nods head.)
CHAI RPERSON MORENO: |Is there a second?
PANEL MEMBER McKONE: Second.

CHAI RPERSON MORENO: Dr. McKone seconded.

Okay, further discussion by Panel menbers on the

moti on?

vot e.

And is everyone clear on the nmotion?

Okay. So I'll go ahead and take a roll cal

Dr. Kavanaugh-Lynch?

PANEL MEMBER KAVANAUGH- LYNCH: Yes.
CHAI RPERSON MORENO: Dr. Quint?
PANEL MEMBER QUI NT: Yes.

CHAI RPERSON MORENO: Dr. Bradman?
PANEL MEMBER BRADMAN: Yes.

CHAI RPERSON MORENO: Dr. Sol onmon?
PANEL MEMBER SOL OMON: Yes.

CHAI RPERSON MORENQO: Moreno yes.

Dr. Luderer?
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PANEL MEMBER LUDERER: Yes.

CHAI RPERSON MORENO: Dr. WIlson?

PANEL MEMBER W LSON: Yes.

CHAI RPERSON MORENO: Dr. MKone?

PANEL MEMBER McKONE: Yes.

CHAI RPERSON MORENO: So the recommendation is
approved unani nously.

Thank you.

At this point, that was the designation of the
chem cal. Any further discussion or guidance on
prioritizing?

And keep in mnd that the prioritization of this
chem cal was not on the agenda. My understanding is that
we can't actually make that recomendati on today as a
priority chem cal

CHI EF COUNSEL MONAHAN- CUMM NGS: That's correct.

One thing | wanted to ask the Panel though is,
and this will come up more in the subsequent discussions,
but did you also intend to designate the metabolites of
this chem cal as well as any other markers, so that the
Program could | ook for those as well?

CHAI RPERSON MORENO: Dr. WIlson, you made the
mot i on.

PANEL MEMBER W LSON: That woul d be included in

t he motion.
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CHI EF COUNSEL MONAHAN- CUMM NGS: So it's your
intent to include the --

PANEL MEMBER W LSON: The substance and its
met abol ites necessary for detection.

CHAI RPERSON MORENQO: Woul d it be nore appropriate
to have another notion to clarify, since we already voted
on that.

CHI EF COUNSEL MONAHAN- CUMM NGS: It m ght not
hurt.

CHAI RPERSON MORENO: So, Dr. W Ilson, would you
i ke to entertain another notion.

PANEL MEMBER W LSON: So to restate the notion, |
woul d move that the Panel designate Pendimethalin as a
desi gnated chem cal along with its metabolites.

CHI EF COUNSEL MONAHAN- CUMM NGS: Or ot her
mar ker s.

MS. HOOVER: Or any other relevant biomarkers or
i ndi cators for detecting this substance.

PANEL MEMBER W LSON: Or any ot her relevant
i ndi cators for detecting this substance.

(Laughter.)

CHAI RPERSON MORENO: Did you get that?

Great. All right, is there a second?

PANEL MEMBER LUDERER: Second.

CHAI RPERSON MORENO: Dr. Luderer.
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Okay, | want

the motion?

menber s?

presentation,

mor ni ng' s agenda.

Cl ear on the notion?

Any further
We' ||

No, okay.

Dr. Kavanaugh-Lynch?

PANEL MEMBER KAVANAUGH- LYNCH

CHAI RPERSON MORENO:
PANEL MEMBER QUI NT:
CHAI RPERSON MORENO:
PANEL MEMBER BRADMAN:
CHAI RPERSON MORENO:
PANEL MEMBER SOL OMON:
CHAI RPERSON MORENO:
Dr. Luderer?

PANEL MEMBER LUDERER
CHAI RPERSON MORENO:
PANEL MEMBER W LSON
CHAI RPERSON MORENO:
PANEL MEMBER McKONE
CHAI RPERSON MORENO:

|f there are no further

t hat

di scussi on on t hat

concludes this portion of

to make sure everyone is clear

Yes.

Dr. Quint?

Yes.

Dr. Bradman?
Yes.

Dr. Sol onon?
Yes.
Mor eno, yes.

Yes.

Dr. WIlson?
Yes.
And Dr. MKone?

Yes.
Wonder f ul . Okay,

this

We were scheduled to break for

84

on

among Panel

go ahead and take a vote.

t hank you.

recommendati ons on this

| unch at
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12: 30, and it's 12 -- almost 12:10. So do we -- because
of the way that the meeting was posted publicly, do we --
are we obligated to return at 1:30 or can we break early
and conme back early?

CHI EF COUNSEL MONAHAN- CUMM NGS: No, | think you
break now and come back. You can break now and conme
back --

CHAI RPERSON MORENO: Come back early?

CHI EF COUNSEL MONAHAN- CUMM NGS: Sur e.

CHAI RPERSON MORENO: Okay. So we're about 20
m nut es ahead of schedule. So if we want to take the same
amount of time, we would come back at 1:107?

MS. HOOVER: Let's do 1:15.

CHI EF COUNSEL MONAHAN- CUMM NGS: 1: 157

CHAI RPERSON MORENO: Okay, 1:15. So we're going
to break now. We have one announcement before we break
and then we'll break and come back at 1:15.

CHI EF COUNSEL MONAHAN- CUMM NGS: Okay. | just
want to rem nd the Panel menmbers also that you should not
di scuss itenms that are on the agenda with each other,
whil e you're having |unch or anybody el se. If you do, you
woul d need to come -- when you come back you need to
di scl ose that.

CHI EF DEPUTY DI RECTOR HI RSCH: Al so, | have a

pre-existing commtment from 1:30 till about 3. So ny
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chair will be empty, but if you need any guidance from
OEHHA staff, Carol, our Chief Counsel, is right up in
front, and Dr. Lauren Zeise as well.

CHAI RPERSON MORENO: Thank you.

Al'l right, let's break.

(Thereupon a lunch break was taken.)

86
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AFTERNOON SESSI ON

CHAI RPERSON MORENO: All right, good afternoon.
Ed Moreno. We're going to restart the meeting.

Okay. Welcome back, everybody. This is Ed
Moreno. At this point, |I'mgoing to reintroduce Dr
Rupal i Das, Chief of the Exposure Assessnent Section, of
the Environmental Health Investigations Branch at CDPH
and | ead of the Biomonitoring Program

Dr. Das.

(Thereupon an overhead presentation was

Presented as follows.)

DR. DAS: Thank you, Dr. Moreno and members of

t he Panel . | *'m going to be sharing the podiumthis

nmor ni ng. It'"s going to be a tag team-- | nmean this
afternoon -- a tag team presentation. "Il start. Di ana
Lee will present the bulk of the m ddle portion and then

"Il end the presentation.

And we'll be talking to you about the Maternal
| nfant Environmental Exposure Project, which we refer to
so far as M EEP, but have renamed it to give it a nore
public name, Chem cals in Our Bodies Project.

--000- -
DR. DAS: OCkay. I s that you, okay.
Al'l right, so this is just an overview of the

topics that we've divided up this presentation into.
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We'll be tal king about the status of the current project,
the design of the project. We'Il be describing some of
t he questionnaires and other materials that we've
devel oped and then going over the tinmeline.
--000- -

DR. DAS: So just to rem nd you, this is a
col | aborative project between three institutions, the
California Environmental Contam nant Bi ononitoring Program
or Bionmonitoring California, UC San Francisco,
specifically the Program for Reproductive Health and the
Environment with Tracy Wodruff and Jackie Schwartz, and
UC Ber kel ey's School of Public Health and the Health
Research for Action, which is in the School of Public
Heal t h. Rachel Morello-Frosch is with the School of
Public Health and Holly Brown-Wlliams is with Health
Research for Action.

There are three sources of funding that help us
to achieve the objectives of this particular project. The
CDC cooperative agreenment provides a bulk of the core
funding for this project. I n addition, since we |ast net,
UCSF got awarded a grant fromthe California Wellness
Foundati on, $250,000 over two years, to acconplish nostly
t he reach-back and questionnaire portions of the project.
And, of course, our State resources contribute as well.

--000- -
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DR. DAS: The ainms of the project are to measure
and conpare |evels of approximately 100 chem cals in the
bl ood and urine from maternal infant pairs. And we would
like to be able to get 100 maternal infant pairs. That's
our goal; to identify the |eading sources of exposure to a
subset of these chem cals; to develop and test the
communi cation and report-back methods and materials; and
to conduct anal yses of the associations between exposure

and pregnancy and birth outconmes.

--000- -
DR. DAS: We'Ill be going over each of these in a
little nore detail. I n addition, we are intending for

this project to be a method to test a | ot of the nmethods
we hope to apply to a |larger study that could be conducted
statew de. Specifically, we're hoping to test the
recruitment and enroll ment procedures, the data collection
met hods, this biospecimen collection, managi ng,
processing, devel oping sone of the |ab analyses, and
finally report back -- reporting back results to
partici pants.
--000- -

DR. DAS: So the chem cals of interest are shown
here, and on the next slide. This slide shows the
chem cals that will be analyzed by the Environnental

Health Lab in the Department of Public Health.
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The metals will be analyzed in whole blood. And
the remai nder of the chem cals will be analyzed in urine.
These are the non-persistent chem cals.

Next slide.

--000- -
DR. DAS: The chem cals shown on this slide wil

be anal yzed by the Environmental Chem stry Lab in the

Depart ment of Toxic Substances Control. And these are the
persistent compounds. And these will be analyzed in
serum
Next .
--000- -

DR. DAS: So the specific components of the
project include those shown here. The items shown in
green are those that are funded primarily by the CDC
cooperative agreenent. And the items in purple are
primarily funded by the California Wellness Foundati on
grant. And those in black represent contri butions,
in-kind, from project staff.

So recruitment, informed consent, and enroll ment,
exposure assessment through questionnaire adm nistration.
There will be two questionnaires. One will be
adm ni stered in person by an interviewer at the clinic,
and the other one will be a take-home questionnaire.

And then finally biospecimen collection will be
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performed, as | described before. Mat er nal urine and
bl ood will be collected as well as fetal unbilical cord
sampl es.
--000- -
DR. DAS: In addition, we hope to conduct these
conponents as well. The chem cal analyses will be

performed by the two | abs, the Environmental Health Lab
and the Environmental Chem stry Lab, as | described in a
previous slide. The data anal yses and report generation
wi Il be shared between the three different parties,
Depart ment of Public Health, UCSF, and UC Berkeley. And
the report back will be primarily funded by the California
Wel | ness Foundation, and will be done by UC Berkeley. And
that includes a prelimnary interview with the subjects, a
f eedback session using usability tests, and a results
communi cation interview. And you'll hear a |ot nmore
detail about each of these conmponents.

--000- -

DR. DAS: Next slide. You saw this slide |ast
time. This was presented by Dr. Tracy Wodruff. This
represents the population that we're targeting at San
Franci sco General Hospital. And the race is primarily --
the race of our nothers is primarily Latina, sixty
percent, 20 percent African-American, 12 percent of the

mot hers are expected to be Caucasi an, and ei ght percent
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Asi an and Pacific Islander.

Thi s popul ation tends to be low income and
uni nsured. \While they are pregnant, they are eligible for
Medi - Cal , which allows them some extra services. They
tend to be low literacy, and more than half primarily
speak Spanish or only speak Spani sh.

--000- -

DR. DAS: This timeline is a very nice
representation of the four time periods that we've divided
up the project. And the timeline was devel oped by our
Public Health Prevention Specialist, Ngozi Erondu, in the
room with us.

And Di ana was going to take you through the
different components and the different timefranes.

--000- -
MS. LEE: So starting with the first encounter

t hat we expect to have with the pregnant wonmen, at around

28 to 34 weeks gestation, is when we primarily will be
contacting them  And during this process we will be, not
only recruiting, but we will be adm nistering the informed

consent and formally enrolling her, and then doing a
prelimnary interview, and an at-home questionnaire wl
be provided. So |I'm going to explain these a little bit

more in depth.
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MS. LEE: So the inclusion criteria shown on this
slide indicate that we want to enroll women who are
obviously receiving prenatal care at the Wonen's Health
Center at San Francisco General, who plan to deliver at
t hat hospital, who have | ow medical or obstetric risk, and
are either Spanish or English speaking and equal to or
over 18 years of age.

The UCSF staff will hire a Spanish speaking
research assistant. And we've been informed that the
optimal time to approach women is actually when they're in
the waiting room So this research assistant wil
actually be reviewi ng medical charts, the appoi nt ment
| ogs, et cetera, and then have primary responsibility for
approaching the women to explain the project and
adm ni ster an informed consent.

The participant enroll ment packet will be
provided to each participant and will include a copy of
the informed consent, the patient bill of rights, as well
as an abbreviated information sheet that will describe the
vari ous conmponents of the project.

--000- -

MS. LEE: Starting with the informed consent, we
want to make sure that the informed consent is well
understood. So this is to be personally described to the

participant. And on these next few slides, we've actually
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i ncluded exanmpl es of the | anguage contained in the

i nformed consent, starting with -- so that we really are
able to set forth the expectations for both participant
and the staff adm nistering the project.

So we anticipate that we will be explaining the
purpose of the project in these terms |listed on the slide,
that we will learn if certain kinds of chem cals in our
environment are present in the bodies of pregnant women
and their newborn babies. And we hope to understand where
t hese chem cals come from and how we m ght be able to
reduce exposure to them We'll be | ooking at the ways
pregnant women come into contact with these chem cal s.

And we ultimately want to find the best way to tell women
about the types and ampounts of chem cals that we will find
in their bodies.

--000- -

MS. LEE: We clearly anticipate telling the
partici pant what we expect to be able to share with them
That we expect to find at | east some chem cals and in
everybody's bl ood and urine. W will be able to |earn
and -- that the participant will be able to | earn and
receive information about the types and anounts of
chem cals found in their body and al so that they will be
able to get some information about how to reduce their

exposures.
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--000- -

MS. LEE: We also want to be clear about what we
will not be able to tell the participant, that we will not
be able to tell you if the amounts of chem cals in your
body are harnful for your health, and we will also not be
able to tell you whether any health problems you have may
be caused by the chem cals we find in your body. Again,
setting hopefully very clear expectations on both the part

of the participant as well as the staff.

--000- -
MS. LEE: All informed consents contain
assurances, and ours certainly does as well. And we want

to assure the participant that participating or not does
not change any procedures or care during pregnancy or
delivery. Taking part in this project is entirely your
choice, and they can refuse to answer any questions or
change their mnd and stop participating at any tinme.

Al so, we want to assure them that we will keep
their informati on confidential and any identifying
information will not be used in any neetings, reports, or
articles.

--000- -

MS. LEE: There's information about the stipends.

We anticipate that we'll be informng the participants

taking part in this study where this project will take
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roughly three to four hours of their time. We will
provide a $25 stipend for the initial urine collection,
and upon conpletion of the in-person interview, as well as
$20 upon receipt of the conpleted at-home survey, and then
$20 fore the bl ood sanples.

--000- -

MS. LEE: At the end, we will ask the participant
to indicate yes or no to these three statenments. They
have to indicate they want to participate in the Chem cals
in Our Bodies Project, they want to know their own
personal biomonitoring results, and that these may not be
avail able for up to two years.

And they may indicate whether they want to donate
their | eft-over blood and urine and personal information
for use in future studies.

--000- -

MS. LEE: A subsequent part is if the participant
i ndi cates she would |like to know her persona
bi ononitoring results, she's also asked to indicate
whet her she would Iike to be contacted later to
participate in a feedback session interview, as well as a
results communi cation interview, both conponents of the
report-back conponent.

--000- -

MS. LEE: So | want to stop here for a second,
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and just ask if there are any questions in particular
about the informed consent?

CHAI RPERSON MORENO: Okay, thank you, Diana.

Dr. Sol omon.

PANEL MEMBER SOL OMON: Yeah, | just had a
guestion about -- uh-oh, | don't have ny gl asses on. I
think it's slide 16, which says what the participant can't
learn. And |I'm assum ng that you're using the |anguage
here that you're sort of planning to use with the
participants. And so | just worry a little bit about the
| anguage we will not be able to tell you, because that
could be seen in two different ways. One is, there's no
way of knowi ng and the other is well we'll know, but we
won't be somehow allowed to tell you.

And when | translated it mentally into Spanish, |
think the same problem would maybe even be more of an
i ssue in Spanish, where it could sound |like, you know,
someone -- you know, we are forbidden fromtelling you or
we are not allowed to tell you.

And so | just wanted to raise that question and
make sure you've thought about it and think about whether
there's better wording. In other words, you know, we wil
not know or no one will know. You know, it is unknown
whet her or something that doesn't sound as | oaded.

MS. LEE: That's a very good point, and we'll
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t ake that under consi deration. All these docunents have

been initially submtted to UCSF's Institutional Review

Board. And we will be submtting to our departnments
shortly. But we can al ways adjust -- | mean, continue
revising themas well. And we do plan for some revisions
to them so I think we'll take into consideration, Dr.

Sol onon.

CHAI RPERSON MORENO: Dr. Quint.

PANEL MEMBER QUI NT: I n descri bing the cohort,
you said that they were |low income and on Medi-Cal. Are
any of them working?

MS. LEE: WII be finding out. That is part of
t he questionnaire, that we will be assessing occupationa
st at us.

PANEL MEMBER QUI NT: Because it changes a little
bit the question about exposures, and rights and what they
have a right to know and what their enmployee must tell
them and all that sort of thing, you know.

So anyway - -

MS. LEE: At the time that we recruit them and

you'll see this as we go forward in the presentation,
we're actually recruiting them near the -- well, between
28 and 34 weeks. So it's starting their -- the end of

their second trinmester, the beginning part of their third

tri mester -- no, no, sorry. The end of -- it's in their
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third trimester we're starting to recruit them So we
wi Il be asking about occupational history during their
pregnancy.

PANEL MEMBER QUI NT: Ri ght . Okay. Any ot her
gquestions?

PANEL MEMBER BRADMAN: | have just a quick
comment and question about recruitment. Does the Wonen's
Heal th Center have a CPSP program and would it be
possi ble to have them hand out brochure or materials to
potential participants, so if they're approached in the
waiting room it's not a cold call so to speak, or they
could seek out -- that's sonmething that we've done in
Salinas and it really facilitates conmunicati on.

MS. LEE: Yeah, my understand -- yes, that San
Franci sco General is a conprehensive perinatal services
provi der and those are some of the health workers wil
be -- will have ultimte access to.

We've been told by both Tracy and Jacki e that
usual ly handing out written material isn't necessarily
useful for recruitment and that the nost effective way is
really to approach the women while they're in the waiting
room

We hope to have some information material in
writing that we can provide. W've also broached the idea

of creating a poster, for instance, that can be displayed
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in the waiting room And we've been di scouraged from
doing that, but | will take back this feedback from you.

PANEL MEMBER BRADMAN: | think you're right, the
poster won't be that hel pful. But it's not so much
handi ng sonebody written materials, but it's also the
ver bal contact, and a brief description. And if you want
more information, there will be somebody to talk to you.

| agree the paper itself isn't that hel pful
wi t hout the personal contact.

MS. LEE: Ri ght. And while this newly to be
hired research assistant will be very busy, during the
recrui tment phase, and then ultimtely throughout the rest
of the project as well. But that will be a prime focus of
t hat position is to actively be in the waiting roons to
recruit women.

CHAI RPERSON MORENO: Dr. W son.

PANEL MEMBER W LSON: Thank you for that and for
al so providing us with the -- | think this was the |IRB
approval docunent.

MS. LEE: | think the sheet that we provided you
is something called information for participants.

PANEL MEMBER W LSON: Ri ght .

MS. LEE: That's something that's been prepared
by the UCSF staff, that they intend to provide to the

partici pant upon enrollment, so that it's kind of a
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stepwi se description of the steps that she'll be taking --
parts of the project that she'll be taking apart in.
PANEL MEMBER W LSON: It's great. It's very

t horough. And | ended up in going through it translating
it into a schematic, sort of simlar to what was presented
for us on the study outline.

But sort of a five- or six-step tinmeline that
shows what the participant would be doing at that point.
And then at the end there's this decision place to receive
results or not, just as a suggestion for making it easy to
understand and to conmuni cate.

MS. LEE: We would love to see it.

PANEL MEMBER W LSON: ©Oh, yeah. And then the
other is just in the slide number 14, which was learn if
certain kinds of chemcals in our environment are present
in the bodies of pregnant women and their newborn babies.
"' mjust wondering if it would be hel pful to say,
“...learn if certain kinds of chemcals in our homes, work
pl aces or environment...", to make it -- or if that would
make it more concrete.

MS. LEE: That's an excell ent suggesti on. And we
will, again, propose that for a potential modification.

PANEL MEMBER W LSON: OCkay. Thank you, Di ana.

CHAI RPERSON MORENO: Di ana, Ed Moreno. | just

have one request. Could you explain to me a little bit
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mor e about what the intent is in asking if the subject
woul d all ow her sample to be stored and used for future
research.

MS. LEE: | think it's to allow us to store the
bi ospeci mens, so that, say during this two-year timeframe,
we may not have anal ytical methods, |ike cyclosil oxanes,
for instance, devel oped by the end of this project, but
they will become available in future years, that we can

t hen use those samples as a source for analysis for future

studi es.

CHAI RPERSON MORENO: Okay. Thanks.

Ot her questions by Panel menbers?

Okay. At this point --

MS. LEE: ' m not done yet, though.

CHAI RPERSON MORENO: Oh, I'msorry. | apol ogi ze.

(Laughter.)

MS. LEE: |'"m just proposing to stop periodically
during the presentation, so that | can provide

opportunities for the Panel to weigh in on other issues.
But | do want to go through in the next series of

slides more specifics about actual study adm nistration.

--000- -
MS. LEE: So at the first encounter, we wll be,
after the initial consent is signed, we will be

adm ni stering what is called the prelimnary interview.
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And this is to assess baseline knowl edge and expectations
of the participant regarding participation in the

Bi omoni toring component. This is actually a component of
the report-back phase of the project.

And Dr. Rachel Morello-Frosch has actually
drafted these questions and is proposing that this portion
of this interview be audio recorded, so that they can
listen to this and take theminto consideration when
they're doing their data anal ysis.

And | think when Dr. Morello-Frosch was here
presenting before you in last July, she gave you exanpl es
of some of those questions.

So here's exanples of those questions.

--000- -

MS. LEE: Why did you decide to participate in
this project? What do you hope to |learn? What m ght
i nformati on about your exposure to chem cals mean for you
or your famly? And where did you get information about
environmental health issues or chem cal exposures?

So again, this is prior to her actually being
bi ononitored per se. This is at the first time right
after she initially consents. And this information wl
hel p us design the report-back component, as well as
education materials that will be used in this project.

--000- -
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MS. LEE: Before | go further into discussing the
two questionnaires that we use, | want to just digress a
little bit, and descri be the process that we utilize to
devel op the two questionnaires that we have.

And as you're aware, the nmeasured | evels of these
chem cals that you see here, for instance, don't
necessarily provide informati on about the sources of these
chem cals. And as Dr. Rachel Morello-Frosch indicated
chem cals don't come necessarily with a return address, as
some of her participants have indicated. So we usually
have to get at potential sources differently.

And one way of doing that is through
guestionnaires, and possibly even through environment al
sanpling. We're not going to be able to do environment al
sampling in this study, so we did want to focus nore
heavily on the questionnaires.

And because of the constraints of time and so on,
we al so know that we're not going to be able to ask
guestions that necessarily focus on every single chem ca
that we'll be anal yzing.

The two cl asses of chem cals, in particular, that
we chose to enmphasize in the questionnaire include
pesticides and perfluorinated chem cal s. But we also wil
be including questions that get at metals, flame

retardants, phthal ates, environmental phenols.
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--000- -

MS. LEE: We again, thinking of participant
burden and the literacy |evels and | anguage issues of the
pati ent popul ati on, we wanted to have one of the
guestionnaires be adm nistered in person, and one that
woul d, again because of the kinds of questions that we
were trying to ask, we felt would be better addressed if
the participant had this -- could fill out the
guesti onnaire at hone.

And you'll see why in a mnute, but we wanted to
get at certain behaviors, products that she uses, et
cetera.

We certainly wanted to have the questionnaire
take no nore than an hour, each of them for filling out
or for personal adm nistration. And to help with the
| anguage i ssues, we also want the documents transl ated
into Spani sh.

Because with the anal ytes thenmsel ves, we al so
wanted to address things like timng of exposure to
bi ospeci men col |l ecti on. For instance, some of the
chem cals |like the pesticides, non-persistent pesticides,
we know that we -- that the point of being able to
actually capture them their half-lives for instance, we
want to get theminformation closer to the tinme of

coll ection.
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--000- -

MS. LEE: So with the questionnaire devel opment,
we have a technical work group, a small commttee,
conprised of both staff from CDPH -- California Department
of Public Health, the Office of Environmental Health
Hazard Assessment, as well as UCSF. And as with any
study, we always start with the scientific literature
| ooking at the chem cals per se, and researching the
scientific literature.

So we wanted to specifically | ook at
bi ononitoring studies health assessments, exposure
i nvestigations, et cetera, related to the chem cal s of
interest. W also then contacted the researchers, the
principal investigators to ask for sanmples of the
gquesti onnaires and their protocols. And sone of the
exampl e questionnaires that we | ooked at are listed here
on this website.

The CHAMACOS one, courtesy of Dr. Bradman, the
Nati onal Children's Study, a questionnaire devel oped by
t he Occupati onal Health Branch specifically to | ook at
occupational histories of pregnant women. Those avail abl e
from NHANES. And one from Health Canada for the Materna
| nfant Reproductive Environmental Chem cal study. And one
also fromthe University of British Columbia, some

researchers there carrying out chem cals and health in
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pregnancy.

To reduce participant burden, we also nmade a |i st
of variables available fromthe prenatal newborn medi cal
records that we could just abstract and not have to
personally ask about. We conpiled a nunmber of these
guestions. And then we really wanted to ask oursel ves how
are these going to be used in any data analysis. So kind
of an iterative process there. And then, of course, after
compiling them we have done an initial very limted field
test with just some coll eagues in our office, just to
again to assess clarity of the questions, flow of the
guestions, and get a rough sense of how much time it took
to actually adm nister these questionnaires.

And we have plans for once the questionnaires go
t hrough the individual -- the respective individual review
boards, that we will do a more formal testing with
participants with people that mrror the characteristics
of our target population, so definitely with pregnant
women, some in Spanish and some in English,

And then, as | indicated before, we expect that
there will need to be some modi fications of not only the
guestionnaires, but with your input now, possibly some of
t he | anguage in the informed consent and so on, that we'll
submt modifications to the IRBs again for final approval.

--000- -
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MS. LEE: So |I'm going to stop here and ask if
there are any questions now regarding the questionnaire
devel opment process or any considerations of the
guesti onnaire.

And before | go into the specific exanpl es of
both the in-person questionnaire and the at-home
guestionnaire.

PANEL MEMBER SOL OMON: | guess -- this is G na
Sol onmon. | have a question about the decision to focus on
t he pesticides as one of the groups of chemcals that's a
high priority, because this -- in the study you're | ooking
primarily at organophosphates, at |east that's ny
recollection, which are not used much in urban settings
anymore. And yet this is an urban popul ati on.

If this were an agricultural population, 1'd

think very differently. And so | would tend to expect

that that there -- you know, |ots of questions about what
t hey use for household pests will not end up being as
rel evant.

And so then | was curious whether that means that
you're going to be focusing on dietary history as a
potential source of exposure to organophosphates, is
t hat - -

MS. LEE: We do have a dietary conponent in the

personal |l y-adm ni stered questionnaire. The decision to
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focus on pesticides and perfluorinated chem cals was

somet hing that the technical work group made up, primarily
of the State staff and UCSF staff decided were high
priorities after kind of |ooking through a number of other
I Ssues.

And with the pesticides | think recognizing that
again, we're -- this is still a pilot for us. And we hope
to do somet hing nore expansive in other areas of the
State, where maybe it's not urban. So we're piloting a
number of the instruments and procedures with the intent
that it be more applicable, not only in urban areas, but
potential in rural areas as well.

Yeah, we're doing pyrethroids as well, not just
organophosphates sorry.

CHAI RPERSON MORENO: Okay. Ot her questions?

--000- -

MS. LEE: So with that, let's go on to the
details of the questionnaire. As | indicated, at the
first encounter, we will be providing the participant with
t he at-home questionnaire itself and instructions. The
chem cals that we particularly focus on for the at-honme
guestionnaire, include the perfluorinated chemcals, flame
retardants, parabens, and other environmental phenols, as
wel | as phthal at es.

And again, this is intended to give us
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i nformati on on potential exposure sources posed in the
home environment and focusing somewhat on cleaning and
personal care products that she uses -- the participant
uses during pregnancy.

The participant is instructed to either mail it
back to us, and we do provide postage, or return it at her
next visit.

So the next slide will give you an exanmple of the
instructions we provide specifically for personal care
products.

--000- -

MS. LEE: Because we want this to be fairly
strai ghtforward, we ask that she just gather up all these
products and then fill out a chart. And the exanpl e of
the chart is given in the next slide.

--000- -

MS. LEE: So we've given an exanple here. And
the survey adm nistrator will -- | mean, the research
assistant staff will actually go through this as an
exampl e, for instance. So here she would be instructed to
fill out the brand, any pertinent name of product, and
ot her information and kind of circle here you see where it
can be found on a particul ar container. If she doesn't
use a particular product, she's just to indicate it in the

box.
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--000- -

MS. LEE: The chart probably will be the nost
time consum ng part of the questionnaire, the at-home
guestionnaire. The balance of the questionnaire really
is -- the rest of the questions are given in this kind of
format, where they just respond yes or no, and this one is
asking specifically about stain resistance or water

resi stance.

--000- -
MS. LEE: The next question -- we've included
exampl es of pictures to be more illustrative. And here
this is asking about furniture in your house, |ike a sofa

or chair that had exposed or crunbling foam and with
pi ctures of exposed foam
--000- -
MS. LEE: Any questions regarding the at-home
guesti onnaire?
PANEL MEMBER QUI NT: Julia Quint.

Are there any questions related to possible

t ake- home exposures? | know this is the pregnant woman,
but you know there are -- they're living in a place where
somebody works and is -- you know, there may be a chance

of bringing work dust or contam nants home on clothes that
woul d be a potential exposure?

MS. LEE: Not so much on the at-honme
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guestionnaire, but in the in-person one. And I'lIl get to
that in a second, there are questions that allude to that.

PANEL MEMBER QUI NT: Okay. But it would -- the
exposure would be at home, because it's take-home
exposure, but you're seeing that as not a part of the
at - home questionnaire.

MS. LEE: Ri ght . Partly because the at-home
guestionnaire is focusing on, as Dina Dobraca, one of our
epi dem ol ogi sts, who hel ped to develop the at-hone
guestionnaire is focusing a |ot on personal care products
t hat pose potential dermal exposures, as an exanple. And
t hen ot her things that are best assessed in terns of
counting electronics and things |ike that, so that she's
actually at home able to count them and do a tally, those
ki nds of things.

But the inmportance was, you know, we're not
guaranteed. And again, this is again our piloting method
that will actually get the at-home questionnaires back.

So anything deemed of high inportance, we wanted to ask in

person.

PANEL MEMBER QUI NT: The other question | had is
about cl eaning products at hone. Is that a part of a
different --

MS. LEE: Yes.
PANEL MEMBER QUI NT: That's not the at-home
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guestionnaire.

MS. LEE: No, that's part of the at-home
guesti onnaire too.

PANEL MEMBER QUI NT: Okay. I mssed it, | guess.

MS. LEE: I didn'"t include questions -- exanples
of all the questions exanples, for brevity's sake, but
t hey are included.

PANEL MEMBER QUI NT: Okay, thanks.

CHAI RPERSON MORENQO: Dr. W son.

PANEL MEMBER W LSON: Well, you may have answered
it. | guess, you know, my question is if some piece of
this is going to try to capture occupation at that time or
prior to pregnancy. Wuld that be the in-person one?

MS. LEE: That's an in-person question.

PANEL MEMBER W LSON: OCkay. So we'll wait.

MS. LEE: Because it was deemed high enough
i mportance that it was -- we wanted to guarantee, you
know, a high rate response rate to those questions that we

want ed that asked in person, rather than rely on the

at - hone.
PANEL MEMBER W LSON: Ri ght . Thank you.
--000- -
MS. LEE: Okay. So let's go on then to the
second encounter, where -- and in between -- | just want

to conmment that we have plans to contact the woman by
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phone, in between her first encounter, which is 28 to 34
weeks, and her next encounter, which would between 34 and
38 weeks. Again, to rem nd them of their inportant, for

i nstance, for the -- and to remnd them also to bring back

t he at-home questionnaire. So that's just kind of a phone

contact we'll make in between.
But at the actual second encounter, we will be
collecting the maternal urine sanple. W'IlI| be

adm ni stering an in-person guestionnaire. We collect the

at- home questionnaire hopefully. And then we'll be going

over kind of an educational handout and providing the

sti pends for the two questionnaires plus the urine sanple.
--000- -

MS. LEE: So I'mgoing to just talk a little bit
now about the actual in-person questionnaire, what we call
t he exposure assessment interview in the Institutiona
Revi ew Board documents.

And in the in-person interview, we do focus on
occupational history, hobbies and home activities, diet,
behavi ors, use of certain products, as well as asking
guestions that get at denographic information.

--000- -

MS. LEE: So this is the first question. And I'm

not going to go through all the questions, but it's

intended to be with a research assistant with a | aptop.
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And this is on the screen of the |aptop. And she's
verbally asking the participant these questions. So the
partici pant doesn't see these questions. She' s bei ng
asked to respond to them verbally. And the research
assistant will be inputting it into the | aptop.

So the first question, since you became pregnant,
have you or anyone in -- sorry, excuse nme. Let me ask it
properly. Have you -- since you becane pregnant, have you
uphol stered furniture at any of your jobs?

So the preface to this is there are other
guestions about are you currently working now, et cetera,
et cetera.

But we decided for times really to make it fit
within this hour timeframe, to capture the pregnancy part
of exposure, not prior to pregnancy.

Any questions?

PANEL MEMBER QUI NT: Julia Quint again. " m just
wondering, | know often people in these questionnaires
will say, since your |ast menstrual period, instead of
since you became pregnant. And, you know, | understood
the distinction being as a | ot of women don't know when
t hey become pregnant. Sometimes you know. [t's m ssed
periods and that sort of thing.

So was there a decision that that was too

conplicated or -- yeah.
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MS. LEE: Yes.

PANEL MEMBER QUI NT: That's what | thought.

MS. LEE: Yeah, we wanted to use | anguage
hopefully that would just be clear. And actually | ooking
at like the National Children's Study, the CHAMACOS and so
on, | think that term nol ogy, since you became pregnant
or, you know, during your pregnancy, it seenmed to be nore
user friendly.

PANEL MEMBER QUI NT: Okay.

MS. LEE: And so if the participant responds yes,
she's asked how many hours each week or each mont h. She
does each of these activities on a job, recognizing that
she may have nore than one job al so.

CHAI RPERSON MORENO: Di ana, can you hold on one
second.

Dr. McKone.

PANEL MEMBER McKONE: We're so far away, you
can't see us.

(Laughter.)

PANEL MEMBER Mc KONE: | guess the question
have -- maybe we should save this till later, but has
someone tested this with regard to how honest people are
really going to be in responding to this? | mean, ny fear
is that these are pretty leading in the sense that

somebody is going to -- they're going to say, oh, |
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shoul dn't have done that. | don't want to admt that |
was removi ng paint. You know, the fear that the
interviewer is judgnental, even though you try not to be,
but it's sort of like they all sound |Iike things you
shouldn't be doing, when you're pregnant is the way it --
and so it's going to lead to a little bit of this sense
that well, |I'm not going to admt that | did this.

So how do you test against that?

MS. LEE: Well, that's where the issue of
guestionnaire validation comes in. And there are very few
val i dat ed questi onnaires.

So, yeah, we're relying on truth, to sonme extent.
But again, if somebody has done this habitually, whether
t hey've, you know, wel ded or soldered, you would expect
maybe to see |lead. So, again, this is tying two potential
exposures that we m ght be able to back up through the
bi ononitoring efforts thensel ves.

PANEL MEMBER Mc KONE: | just -- to give you sone
background, one of our students was working on the issue
of smoking in cars with children. And the questionnaires
really failed to match at all the level of cotinine they
were finding to correspond to it. And again, it's the
i ssue of most people -- a ot of people in this situation
have some fear of being judged by the questionnaire, so

they will say no, | never snoke in my autonobile.
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CHAI RPERSON MORENO: Dr. Sol onon.

PANEL MEMBER SOLOMON: This puts all of these
guestions in the context of a job, but sonme people may be
doi ng these either as a hobby or in their own homes or
havi ng them done by other people in their own homes. So
is that a whole other section of the questionnaire?

MS. LEE: That's the next question, the next
slide.

PANEL MEMBER SOL OMON: If so, is just sort of
makes me wonder is this the nmost efficient way of cramm ng
every into an hour, because it's a |ot of questions. And
| "' m sure you thought about alternative ways of doing this,
where you do sort of more of an open-ended job history,
and then classify potential exposures by job title and so
forth. And there's all kinds of problems with that.

But this is going to tend to get a | ot of noes
for these. And then it makes me worry about the things
that then get left off that m ght be relevant, but we
don't think of them

MS. LEE: That's a good point. W don't have a
| ot of open-ended questions, possibly because of the data
entry issue and having to recategorize and so on. | think
we do have sonme open-ended questions. W tried to capture
again the kinds of questions -- and this question in

particular, the occupati onal question, that would relate
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to the chemcals that we're trying to focus specifically
upon.

So going back to the list that was on one of the
earlier slides, we don't capture all the occupations that
m ght |lead to some chem cal exposure for instance.

PANEL MEMBER QUI NT: Julia Quint.

Al'so, I'"mnot sure if it's embedded in this
project, but the Occupational Health Branch, HESIS in
particular, had a project with Tracey in the Program on
Reproductive Health and the Environment through UC
Ber kel ey. It's kind of a convol uted process.

But part of the goal of that project was to ask a
limted nunber of occupational health and environment al
heal t h questi ons that could be perhaps inserted into an
i ntake questionnaire by a clinician. So our goal was to
see if we could get clinicians to start to begin to ask
t hese questi ons.

So, you know, the sort of model that G na is
tal king about certainly is a valid one. But, you know, if
we're trying to do both here, that would be one reason to

go this way.

And, you know, | was very struck by what Tom
said. And this would make it |onger, but | was wondering
if you could put some -- you know, m x the questions up a

little bit so it didn't sound to make them have sone
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guestions that didn't -- weren't so negative that a person
being interviewed couldn't necessarily target as being a
negative sort of action on their part, with respect to an
outcome of a pregnancy.

It would make the questionnaire |onger, but it
woul d be, not a foil question, but sonething that woul dn't
necessarily get at an adverse exposure, and maybe, you
know, so it all didn't seemlike it was directed towards
an exposure to a toxic chem cal.

It would make the questionnaire |onger, but it

per haps would mtigate sonme of what | understood Tomto be
referring to, you know, |like the tendency for somebody to
say, Oh my God, I'm not going to admt that | painted

while | was pregnant, because it probably would harm my
baby?

So that's something to think about. | don't know
if you could just stick a few in there that would not be
so directed toward the answers we were trying to get, in
terms of exposures to toxics.

MS. LEE: Do you have a particular exanmple of a
guesti on.

PANEL MEMBER QUI NT: No, |I'd have to think about
it. But it would be -- you would have to think about it a
little bit, and not make it a two-hour interview instead

of a, you know, a one-hour interview. But |I'"m just very
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struck by what he said, because | think there is a

tendency, if | were answering some of these questions and
was pregnant, |'d be maybe not so honest. Even t hough |
woul d want to be honest, | m ght not be honest.

MS. LEE: Oh, before | forget. W did actually
start with the questions that you mentioned fromthe
Occupational Health Branch, and wi ddl ed down from t hat,
but they are kind of woven in as well.

DR. DAS: | just wanted to address some of the
i ssues that were raised. We're not presenting you with
the entire questionnaire, so you don't have the benefit of
seeing what is actually here. So we do state in the
begi nning, "For the purpose of this questionnaire, please
t hi nk of your pregnancy as beginning at the time of your
| ast menstrual period."

And we do have some open-ended questions, such as
what was your occupation, or the name of your job, what do
you do at your current job, and a couple other questions
t hat are open-ended. So it's not all nultiple choice.
These are meant to, as Diana said, to really target the
chem cals of interest. And we felt that these were the
best that would represent those exposures, but there are
others that we can classify and sort of get to potenti al
ot her exposures, even though we don't get to the specific

jobs that are in this |level of detail.
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CHAI RPERSON MORENO: Any ot her questions?

PANEL MEMBER LUDERER: That was actually ny
guestion, whether there are questions included in the
guestionnaire that ask them what jobs and job titles they
had during their pregnancy? | think that's useful
information that you wouldn't want to m ss and only have
t hese kinds of very detailed specific questions.

MS. LEE: Ri ght .

CHAI RPERSON MORENO: Dr. Bradman.

PANEL MEMBER BRADMAN: | was just going to
comment . I know how -- actually, Rupa answered nmy
guestions as well, but | know how chall enging these kinds
of things are. And, you know, I'd be willing to make an

offer to review the questionnaire. And | don't know if
anyone else on the Panel would want to take the time to go
t hrough it, and we'll each have our own perspective and
experience. But, you know, if you want nmore outside eyes,
|'d be happy to do that.

MS. LEE: Thank you.

CHAI RPERSON MORENO: This is Ed Moreno. Can you

rem nd us where in the I RB application process this survey

is?

MS. LEE: All the docunments so far have been
submtted -- plus the study protocol have been submtted
to UCSF's IRB -- Institution Review Board, which is also

J&K COURT REPORTI NG, LLC (916)476-3171




© 00 N O O b~ W N Bk

N N NN NN R R P R R P R R R R
g b~ W N P O © 0 N oo 0o O N P+ O

123

going to be a joint one with UC Berkeley. And the ones
being submtted to the California Departnment of Public
Health's IRB is in the process of being put together now,
so that we -- and based |l argely on what's already been
subm tted through UCSF's.

DR. DAS: This was a comment triggered by Asa,
your very kind suggestion to review the questionnaire. | f
we give the members of the Panel -- or the entire Panel
something to review or to conment on, we do have to
release it to the public. And that is a consideration for
us, that we would -- it's just something to consider, that
what ever we give to the Panel, we have to release to the
public, if it's in draft form or not.

CHAI RPERSON MORENO: Ed Moreno again. And Di ana,
you've had a -- | mean, it sounds like there's tremendous
i nterest by Panel members to assist. How m ght, in
reviewi ng the questions, m ght we be most hel pful to you,
considering where you're at with the I RB process.

DR. DAS: | believe because of the conplicated
| RB process, it would be very difficult to accomodate
additi onal comments, because any changes we make to any
document that's submtted to the IRB has to go back to the
| RB. And UCSF's |IRB process particularly is very onerous,
in terms of marking up each change. So any change that's

made has to go back to the I RB and del ays the whol e
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i mpl ement ati on of the project.

So | woul d suggest at this point that you give us
general input, based on what the categories and the types
of questions we're presenting to you.

CHAI RPERSON MORENO: Okay. All right. Thanks.
Woul d Panel nmembers still |like to see the survey though?

PANEL MEMBER BRADMAN: If it would be of use, but
| totally synpathize with the IRB revision process.

CHAI RPERSON MORENO: Al'l right. Thanks.

Di ana, do you want to continue?

MS. LEE: Yeah. Just a couple nmore slides to
give you an exanple and you we're asking about hobbi es.

--000- -

MS. LEE: This is a question specifically again
aski ng about simlar exposures as the previous slide, but
done in a home setting, by either the pregnant woman
herself or someone else in her home, again asked in a
simlar way to capture ours per week or hours per nonth.

And acconpanyi ng sone of these questions, we do
have pictures to help illustrate the kinds of activities
we're interested in. And this is hopefully
sel f-expl anatory.

--000- -
MS. LEE: And with respect to pesticide use, this

is our questions that get at use in the last 30 days by
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either the woman or someone in -- someone else in the
home, chem cals for controlling flees, cockroaches, ants,
termtes, flies, et cetera, and in the home or control
flees on pets or to kill weeds, insects, or other pests in
their home or outside in their yards.

And again, if they answer yes in the |ast 30
days, they're asked how many tinmes, and al so whether they
used it in the last 24 hours.

--000- -

MS. LEE: We also have questions about types of
pots and pans, specifically again getting at the
perfluorinated chem cals. And we provide illustrations
about common pots and pans that can be used in the home,
with the caveat that non-stick coatings are snooth,
usual ly black or gray. And then we provide pictures of
non-stick or Teflon cookware, including appliances.

--000- -

MS. LEE: And with respect to appliances, these
guestions were put together fromthe UCSF staff. Do you
use a particular appliance like a rice cooker, electric
grille or a fry pan. If yes, how old is it? Does it have
scratches? How often do you use it? And do you wash it
by hand or by di shwasher?

--000- -

MS. LEE: Wth respect to the diet history, we're
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not asking for detailed recall, but we do ask about --
since they became pregnant, how often do they eat these
particular food categories, and they can answer either by
day, week, or by month. And we ask with the exception of
fish or shell fish, we ask -- and canned foods and dri nks,
we ask about organic, as well as nonorganic, meat,
poultry, mlk and dairy products, rice, pasta noodl es,
fruits and veget abl es.

--000- -

MS. LEE: So that was just kind of a smattering
of some of the questions, and you' ve addressed ot her
concerns about the questionnaire. But at the end, we feel
we know for a fact that the woman is |likely to have lots
of questions, so we want to take the opportunity to answer
her questions and provide and educati onal handout.

And in advance, | think we provided you with a
draft that our field investigations coordinator, Rebecca
Chung, has been working on. And the draft version is
still going through some revision, but we are also working
with our graphic artist to provide sone illustrations.

And this slide gives you an exanmple of how we m ght

i ncorporate graphics for this particular handout. And

again, it would be also translated into Spanish.
--000- -

MS. LEE: So I'll stop here and ask for any
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addi tional questions about our in-person interview or the
educational handout.

CHAI RPERSON MORENQO: Dr. W son.

PANEL MEMBER W LSON: Thank you, Ed.

So on the in-person interview, |I'mcom ng back
again to the question of occupational exposures. And for
the woman who has spent the last, you know, five or ten
years working in the building services industry of sonme
ki nd using cleaning products every day, is that going to
get captured here? Is it up -- in other words, if it
happened -- if that occurred, and she |left her job when
she became pregnant?

MS. LEE: It is captured. | didn't prepare a
slide about that, but we ask questions about before you
became pregnant did they do certain activities, like
uphol ster furniture, clean floors, w ndows, use, make or
handl e insecticides or weed killers, apply varnish, m x
t hi nner, apply paints or |lacquers, renove or strip paint,
work with glues or adhesives, degrease tools, machines, or
el ectronics, do welding or install carpet.

And then so -- but we're not asking about before
pregnancy. We're asking only during their pregnancy.

PANEL MEMBER W LSON: Ri ght . | " m just curious
about that, if that's -- or maybe it's too late to do

that, to try to capture that tinme period or maybe it
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doesn't -- maybe it's not useful information.

DR. DAS: I's the question why we're not asking
about these activities before pregnancy?

PANEL MEMBER W LSON: Yes.

DR. DAS: A couple of different reasons. This
was a col |l aborative process, and it was, sort of, the
consensus of the group and partly the |length of the
guestionnaire. And the other is for the persistent
chem cals, yes, it would be hel pful to know what they did,
but those chem cals are going to be found and probably
reflect | ong-term exposure. For the non-persistent
chem cals, we feel that the timeframe that we're capturing
is going to reflect the timeframe that the nmeasurenents
will reflect.

PANEL MEMBER W LSON: OCkay.

CHAI RPERSON MORENQO: Dr. Quint.

PANEL MEMBER QUI NT: Julia Quint.

But you are asking, | understood in that overview
guestion, about job titles or occupation or sonmething |ike
t hat, but -- and perhaps there's sone |length of time the
person that's been in the occupation? So you'll have sone
i nformation on that.

MS. LEE: We do ask about time period, yeah.

PANEL MEMBER QUI NT: " m sorry?

MS. LEE: We do ask about time period.
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PANEL MEMBER QUI NT: That's what | thought.

MS. LEE: And then other substances we ask about
include janitorial cleaners, dry-cleaning chem cals, nai
polish, hair dyes. So ot her substances as well.

CHAI RPERSON MORENO: Dr. W son.

PANEL MEMBER W LSON: Yeah, thank you.

| appreciate getting the draft of the handout

for, you know, what the women can do in a proactive Kkind

of way. And, you know, it's -- you know, typically we
don't do this kind of thing. You know, | mean we're
more -- you know, we're sort of focusing on the things

t hey should avoid, and the hazards and so forth. And so

it's -- 1 think this is great.
And the only -- and I know this is a draft, but I
did have a couple thoughts on it. One was if there was,

if you are renodeling or consider renmpodeling a room or
your home in preparation for a new nmenber of the famly
basically that -- you know, Al ameda County Lead Poi soning
Prevention Group, for exanple, and probably the State one
has some really good practical recomendati ons for dealing
with, you know, the honmeowner operated home restoration
project or repainting -- refinishing and repainting. You
know, that could be very easily put in here.

| guess that would be my main suggestion.

MS. LEE: So Rebecca will look into that.
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CHAI RPERSON MORENO: Dr. Luderer and then Dr.
Sol omon.

PANEL MEMBER LUDERER: | also really appreciated
being able to review that handout. And |I think it's
really nice to have these concrete steps that women can
take to reduce exposures.

| did have just one kind of very specific coment
about one of them which was under the in-your-kitchen
part of it, where you say, you know, "Do not use dishes or
pots made outside the U S. for food or drinks unless they
have been tested and do not have lead in them"

And |I'm wonderi ng whet her what you're really
trying to get at there is things |like ceramcs that m ght
contain lead in the glaze. And then you should be nore
specific, because | think first of all it would be very
hard probably to find very many dishes or pots that are
not made outside of the U . S. And, you know, nost dishes
and pots don't have any kind of material that comes with
t hem saying that they've been tested, you know, and don't
contain hazardous chem cal s.

So | think that's just a little too general and
probably maybe not very helpful. You m ght want to focus
on hand-made ceram cs or use sone verbiage |ike that.

MS. LEE: Be careful, I"ma potter.

(Laughter.)
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MS. LEE: So | think we have struggled with that,
and | think we'll take it back. And do you want to say
anyt hi ng about that Rebecca.

MS. CHUNG. This is Rebecca Chung. l'"'mwith the
California Biononitoring. All right, so that
recommendation is consistent with California Departnment of
Public Health, the Lead Branch -- the Chil dhood Lead
Poi soni ng Branch, but we can certainly make it | ess broad
to reflect that.

MS. LEE: \Where possible, we did | ook at
mat eri al s produced by State agencies and so on, and tried
to use simlar |anguage so that we were consistent, if
possi bl e.

PANEL MEMBER SOLOMON: This is G na Sol onon.

Maybe it was just the inmpression | got, based on
the way that the questionnaire was presented, but it
appears -- it appeared as if the dietary history was sort
of fairly broad, not super quantitative, and not a | ot of
detail there. And maybe |I'm wrong.

But if I were to put my nmoney on where |ike the
vast majority of people's exposures are going to be com ng
from | would put it on dietary factors for nmost of these
chem cals. And, you know, studies on phthal ates even,
where, you know, maybe you' d expect |less of that, it seens

like it's nostly dietary as well.
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And a | ot of these really detail ed questions
about specific job practices, you know, do you uphol ster
furniture as part of your job or do you m x and
manuf acture pesticides.

At least in a sanmple size of 100 San Franci scans
we're going to have zero saying yes to those questions.
And so | know it's kind of late to provide input
and -- but, you know, my advice would be to focus nuch
more on dietary and have nore of a broad occupati onal
hi story, but not like use time with |ots and | ots of
specific questions where everyone is going to say no.

DR. DAS: Believe it or not, the occupationa
history is pared down compared to what we had originally
in mnd, and the dietary portion has been expanded
probably for the same kind of thinking that you're
pointing out. So the questions -- | can't remenber what
was presented, but we do ask about meat, poultry, fish,
ti mes per day, per week, per month, per year, eggs, mlKk,
food in cans, drink in cans, and then organic fruits and
veget abl es.

So, you know, it's not a very extensive dietary
hi story, but those are the questions that we ask.

PANEL MEMBER SOLOMON: And so for each of those
t hi ngs, you're getting a frequency, and then -- but you're

not getting like details about what exactly what foods.
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Li ke for canned foods, for exanmple, the BPA resin |inings
are used on canned vegetabl es, but not in canned fruits.
So if they're having canned fruit, they're probably not
getting exposed to BPA. If they're eating canned beans or
tomato sauce, they probably are. So it mght be alittle
tricky without more detail to get things |ike that.

MS. LEE: Yeah. We ask a general question about
food in cans in just that general category, so that it
woul d capture, you know, neets, poultry, anything in cans
basi cal ly.

PANEL MEMBER SOL OMON: Ri ght . And then |ike some
of the studies on phthal ates have found some of the
hi ghest | evels in spices, which is probably -- | don't
know how that ends up being, in terms of exposure source,
because people tend to use themin small quantities. So
anyway, just a concern, but I"'mglad to see that that's
been beefed up and I'm getting some good frequency --
consunmption frequency will be inportant. And then | guess
the other thing is, in terms of |ike seafood, which kind
of fish gets to be pretty inportant too.

DR. DAS: Yeah, regarding the question about BPA.
BPA is not one of the chem cals we're focusing on, so we
did not focus our questions to get details about BPA. And
this is a pilot again. So we did have to sort of focus

our attention on issues that we felt we wanted to focus in
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for this popul ation.

We did have these debates in our group about how
much detail to put on each of these, including kinds of
seafood. And for various reasons this kind of genera
history is what we ended up with. Agai n, partly driven by
the focus of the chem cals that we were particularly
interested in.

CHAI RPERSON MORENO: Dr. Quint, it |ooked |ike
you had a question, and then Diana you still have sone
more to present, correct?

MS. LEE: (Nods head.)

PANEL MEMBER QUI NT: That's okay. | just -- 1
heard some tal k about remodeling or sprucing up before the
baby and concentrating on | ead. | just want to point out,
there's a solvent that's a developnental toxicant that is
used to strip paint, N-Methylpyrrolidone. So if we -- you
know, it's widely used. And think about inserting
somet hi ng about paint stripping, you know, and use of that
chem cal, because it goes through the skin, et cetera, and
| think it's a real potential hazard.

MS. LEE: Thank you.

--000- -

MS. LEE: All right. So going on, we're still

at -- okay, let me rearmit. So earlier | said that if a

woman asked specifically to have her results back, she is
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t hen asked a subsequent questi on about whether she's
willing to be contacted |l ater on to participate in a

f eedback session. And this feedback section is part of
the report-back conmponent.

And in this case, it would be the usability test
that the staff from Health Research for Action are
pl anni ng on doing to develop a tenplate that we can use to
actually return results. So they'll come up with exanples
of a tenmplate, for instance, and then through a
refinement, through these one-on-one kinds of usability
test situations, they'll interview women individually and
get feedback on their conprehension and then lead to the
next version that will hopefully then indicate necessary
changes to i mprove conprehensi on and usability.

So this slide is just to illustrate that between
34 and 38 weeks, roughly 16 to 20 women, not the same
women, will be asked to participate in a series of
usability tests. And there will be two done in English
and then two done in Spanish.

And so it's an iterative process again. And that
is atotally separate interview that will only happen for
these 16 to 20 women, with a separate stipend to be
provi ded.

--000- -

MS. LEE: So the next slide kind of gives you an
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exampl e of sonme of the questions that the staff would ask
t hem For instance, they'll show a hypothetical test
result in different formats, and then ask them to explain
what this figure tells them what did you Iike or not |ike
about how these results were presented, and is there
anyt hing you would |like to know about your test results
that this exanple doesn't tell you. Again, trying to get
at conmprehensi on and understand -- and user preference for
the way this information is returned.

--000- -

MS. LEE: Okay. So going onward to the bul k of
the -- all the women who follow through with delivery and
so on that we can track, we will be collecting maternal
bl ood, umbilical cord bl ood, and then providing stipends
for that during the delivery period. And then while the
woman is in the hospital, we've been told that that's the
optimal time to try to | ook at the medical records and do
data abstraction using those records.

So we'll aimfor that period and know t hat we' |l
probably have to do some catch up, if we don't finish it
all during the time the nother and the baby are in the
hospital, those initial 48 hours.

--000- -
MS. LEE: This slide here just shows, you know,

kind of a graphical format, the dispensation of the
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specimens to be collected. The urine collection wil
happen again much earlier during -- before delivery. And
t hese are the analytes to be tested for in the urine. The
urine will be frozen at UCSF and then shipped to our | ab

in Richnmond.

At delivery, the mother's blood will be collected
and again indicates the blood will be analyzed for metals.
And the serumwill be separated at UCSF and then frozen

and sent to, again, the Richnond Lab. And further
aliquots will be taken, and then sent to the Environmental
Chem stry Lab for anal ysis.

--000- -

MS. LEE: Simlarly with the fetal cord bl ood, we
will be doing some netals, as well as persistent organic
chemcals in serum

--000- -

MS. LEE: And | don't know if you caught it, but
we are hoping to get a total of at l|least 30 M.'s of whole
bl ood that -- | mean red top -- blood collected in red top
t ubes that can be centrifuged. And one of those tubes
will be stored or archived for -- and possibly used for
splits as well.

We have a comm tment from the Inorganics Lab that
they will be able to do the bl ood netals roughly every two

weeks, analyze a batch of blood metals. And this is to
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enable us to catch high |eads in maternal bloods, as soon
as we can.

We have worked out a procedure where -- well,
it's mandatory |l ead reporting in California. So if we see
that a maternal blood is greater than four and a half
m crograns per deciliter, as recommended by our
Occupational Health Branch, there will be some follow up
of those wonen.

Simlarly, for fetal cord blood, if we find
findings greater than 10 m crograns per deciliter, they
will also be referred for follow up through their
respective county system

And with mercury, we're going to be defining a
| evel probably close to the 5.8 m crograns per liter,
unl ess we have better evidence that maybe we need to go
| ower for maternal bl ood.

The rest of the -- with respect to these kind of
critical values, all the values will be reviewed by UCSF
or State staff, and then there will be some contact with
participant -- by phone and mail immediately, if needed,
and then referral with Dr. Naom Stotland at the Women's
Health Center for ultimte referral to UCSF' s Occupati onal
Environnmental Medicine Clinic for follow up as needed.

--000- -

MS. LEE: Wth respect to the other anal ytes,
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that aren't, what we call, critical value follow up, we
expect that some anal yses of these analytes will take

pl ace sooner rather than later. And so there is actually
two periods of report-back that we will be aim ng for.

Some of the test results we anticipate returning
with nine nmonths to a year of delivery. And the next
slide, I think, gives you a little bit nore details about
t hat .

--000- -

MS. LEE: So that roughly 50 women will be
contacted for a one-hour report-back interview, results
communi cation interview, that either Dr. Rachel
Mor el | o- Frosch or her staff will conduct.

And some of the results that we anticipate being
able to return back sooner include possibly the
pht hal ates, the organophosphate, pesticides, pyrethroid

pesticides, and the blood metals for instance.

The bul k of the organic -- persistent organic
pollutants will roughly take maybe up to two years to
deliver. And those will be mailed back using the agreed

upon tenplate. Actually, the tenmplate devel oped early on
in the project will be used for both report backs. So the
initial nine month one to a year after delivery wil

gat her more informati on about the understandability and so

on, and how the participant, in particular, felt about
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receiving her results, and then with direct follow up.

And then the |l ast and subsequent result
report-back at 18 nmonths to two years after. They'll just
be provided a mail ed-back notification with a name and a
contact that the participant can contact either at UCSF or
the State staff.

--000- -

MS. LEE: So this is kind of diagrammed here.
Utimtely, the data analysis for this type of report-back
component is still being defined, and will be worked out
jointly with staff at Health Research for Action, as well
as Dr. Rachel Morello-Frosch.

--000- -

MS. LEE: And | think Dr. Das is going to
continue with the balance of the data anal ysis.

DR. DAS: So we have started to define some of
the elements of data analysis that we would like to
conplete. The data analysis will be shared between al
three parties, the Department of Public Health, UCSF, and
UC Ber kel ey.

And we are establishing, through an MOU, who wil
do what. We're trying to define all that before we
actually start the study. At a mnimum we would Iike to
| ook at sone descriptive statistics. For exanple, the

presence and distribution of |evels of chemcals in

J&K COURT REPORTI NG, LLC (916)476-3171




© 00 N O O b~ W N Bk

N N NN NN R R P R R P R R R R
g b~ W N P O © 0 N oo 0o O N P+ O

141

pregnant wonmen, conpare that with national data from

NHANES. Also, the presence and distribution of |evels of
chemcals in infant cord blood. And then to conmpare the
| evel s of maternal blood chemcal |evels to infant blood.

Next slide.

--000- -

DR. DAS: In addition, we'd like to | ook at sonme
of these elements, denmographic differences on chem ca
| evel s, associations between chem cals and the exposure
sources, using the questionnaire data as a nmeasure of
exposure, the relationships between outconmes, birth
outcones and chem cal |evels.

We realize that this is a relatively small sanmple
size, and our power to detect sonme of these differences
may be pretty | ow. But since this is a pilot for a |arger
study, we hope at least to start |ooking at sonme of these
el ement s.

In addition, the last bullet here is something
that UCSF is particularly interested in devel oping a
metric to | ook at the cumul ative maternal infant exposures
to chem cals using such elements as frequency of exposure,
simlar acting chemcals, and a toxicity-weighted summary
measure of exposures is something they're hoping to
devel op.

Next slide.
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--000- -

DR. DAS: And finally, this is an estimte of the
timeframe of this project. As you' ve already heard, the
| RB protocol has been submtted to UCSF's Institutional
Revi ew Board. And it will be submtted to the Department
of Public Health's Institutional Review Board in a couple
of -- by the end of next week.

In March and April, we will be receiving comments
from both I RBs, and then responding to comments and
sending the revised protocol. And we hope to start
recruiting and begin getting the questionnaire and sanpl es
in My to June. Conplete all the data and bi ospeci men
collection by the end of the year, and then the | ab
anal yses will take most of next year to conplete, with
report generation and report back going into the end of
next year, 2011.

So at this point, are there any questions on this
| ast part or any component of the project?

CHAI RPERSON MORENO: Thank you, Rupa. Does t hat
concl ude your presentation?

DR. DAS: Yes.

CHAI RPERSON MORENQO: Furt her questions from Panel
member s?

Dr. Sol onon.

PANEL MEMBER SOL OMON: l"m sorry. | have a
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follow up frommy previous dietary question, because |

went back to rem nd nmyself what the priorities were, and
noticed -- so it's pesticides and perfluorinated
chemcals. And so | just wanted to be sure that there are
gquesti ons about non-stick coatings. And so do you eat

m crowave popcorn and Chi nese takeout and pizza and al

t hose are in there?

DR. DAS: Yes.

PANEL MEMBER McKONE: Pictures.

DR. McNEEL: Pictures.

DR. DAS: Yes, pictures -- yes, we have those
guestions in there.

PANEL MEMBER SOLOMON: Okay, that's great.
That's hel pful.

CHAI RPERSON MORENO: Dr. W son.

PANEL MEMBER W LSON: Just a coment. Thank you
for this really clear set of slides, the schematic graphic
t hat you traced fromthe very beginning of the slide set
to the end was really helpful for tracking your
presentations. So thank you.

DR. DAS: Yeah, thanks to Ngozi our CDC
prevention specialist for comng up with that.

PANEL MEMBER BRADMAN: I had a question.

CHAI RPERSON MORENO: Yes, go ahead.

PANEL MEMBER BRADMAN: On slide 49, nmy eyes are
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finally changing. On slide 45, you tal ked about critica
val ues for follow up. And you mentioned |ead and mercury,
and those particularly have some known standards. |t
sounds |i ke you were going to use a process to devel op
some criteria to evaluate high levels for other conpounds
as wel | . I know there's a | ot of challenges there. I's
there more you can say about that or is that maybe
somet hing we can talk about at another nmeeting or --

DR. DAS: That's definitely something we wil
tal k about at another meeting. That's something that's in
devel opment. And | don't think we have enough devel oped
to discuss it at this point, but it's definitely something
we will bring up at a future meeting.

PANEL MEMBER BRADMAN: | had anot her comment too.

There was some written comments that were submtted by Dow

Chem cal and Dow AgroSci ences about this project. And I'm
wondering if there's anyone -- is there going to be a
comment on that from Dow or -- okay.

CHAI RPERSON MORENO: Dr. Bradman, we'll open that

up to public comment in just a m nute.

DR. BRET: Well, | have no public coment. ' m
just here representing my coll eagues.

This is Brian Bret from Dow AgroSci ences. | have
no public comment. " m here just representing my

col | eagues who are unable to be here thenselves, and we
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appreciate the opportunity to provide some coment and

f eedback and would | ook forward to work cooperatively and
provi de whatever assistance we can, particularly on our
mol ecul es, in particular and our experience with these
type of studies.

Thank you.

CHAI RPERSON MORENO: Dr. Quint, do you have
anot her question?

PANEL MEMBER QUI NT: Julia Quint.

It's just a follow up to Asa's coment, a
questi on about follow up. Even if you can't make, you
know, quantitative -- can't do a robust comparison or to
say anything about the values, you are conmparing some of
the values to NHANES. So |I'm wondering if that's hel pful
is to say based on what the population at-|large, you know,
t he values there, that, you know, you're in the 95th
percentile or something.

| mean, that -- certainly, those types of
conpari sons could be made wi thout having to say anyt hing
about, you know, what it means for a health outcone. But
it is, sort of, an indicator that exposure should -- an
attenpt to reduce exposures, to the extent possible,
shoul d begin immediately, it would seemto ne. So |I'm
wondering if any of that is planned?

DR. DAS: Yes, that's an excell ent comment. And
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that is something we do have planned to conpare overall,
and then individual results to the NHANES i nformation. So
both in terms of presenting it to the public, as well as
communi cating back to the individual, the one thing we do
have is the national data of -- data from the Nationa

Bi omoni toring Program and the educational materials that
we can devel op, such as the exanmple that you have to start
to recommend to people some of the preventive nmeasures

t hat they can take.

MS. LEE: I think that's also the chall enge that
we'll have in trying to conme up with a, hopefully, easily
under st andabl e tenpl ate, for returning results when we're
measuring up to probably over 100 chem cals, and how to
portray that in a way that is understandable, where we
have the woman's individual results and want to also show

conpari son say, either to an NHANES popul ati on or anot her,

you know, pregnant women's study or whatever. | the
conpari sons -- and, of course, the group data, to conpare
to that will be a chall enge.

CHAI RPERSON MORENO: Dr. Quint.

PANEL MEMBER QUI NT: Julia Quint. And | Iike
your handout -- | didn't turn it on. I had my mouth there

but no power.
(Laughter.)
PANEL MEMBER QUI NT: Julia Quint. Yeah, | Iiked
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your handout. And | was wondering if there was some brief
ki nd of overview. You know, it's all about what people
can do personally. And I think that that's very

i mportant, but the context for that, in ternms of, you
know, why we want them to do these things and why we're
concerning about chemcals, even if it's a few statements,
m ght be hel pful, because we also want to raise

consci ousness wi thout -- because, you know, people are
pregnant, so they're concerned about, you know, their
babi es and what they can do to make them healthy and their
part in it.

And | think something about, you know, our
concern about chem cals in our environment and that, you
know, this is something that |ots of people are concerned
about, and these measurenments are being made or something
i ke that, so that we don't -- I"mjust always a little
concerned when there's a | ot of personal -- enmphasis on
personal actions, there should be, but also the context
for that and why it's inmportant. Because people should be
able to eat what's healthy and all this sort of stuff and
now we're overly concerned about fish and, et cetera.

MS. LEE: That's a very good point. And | think
we're trying not to go on the point of information
overl oad, but also trying to understand what can be

conveyed | ogically.
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PANEL MEMBER QUI NT: Exactly.

DR. DAS: And that is also part of the whole
effort by UC Berkeley and Health Research for Action. I
t hi nk some of those messages will be devel oped trying to
see what we can educate people on that they can
understand, in terms of the overall reason for
bi ononitoring and what it means in terms of something
beyond their personal behavi ors.

CHAI RPERSON MORENO: Okay, Panel menmbers, at this
point, there may be some nore questions, but | want to at
| east give the public an opportunity to provide any

comments. And then we can bring it back to the Panel

menbers.
So, Any, were there any Emails on this topic?
MS. DUNN: No Email s.
CHAI RPERSON MORENO: Okay. And - -
MS. DUNN: | believe we do have someone in the
audi ence.

CHAI RPERSON MORENO: At this time, anyone in the
public who's present wishing to speak now is the tinme to
come forward.

Thanks.

And it | ooks |ike we have M. Baltz. Was there
anyone else, so we can divide up the time evenly? Anyone

el se wishing to speak?
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Okay.

MR. BALTZ: Thank you. Davis Baltz Comobnweal .
Well, I'"mvery enthusiastic about this project, and have
been fromthe time that the possibility of it becanme
apparent. And | want to commend the staff for all the
wor k that they've done to bring it along. Since the | ast
time we met, the California Wellness Foundati on grant has
come in, and that is enabling this work on the
questi onnaire devel opment and the results comunication,
and that's going to be very inportant.

You' ve recruited some wonderful resources, Rachel
Mor el | o- Frosch and Holly Brown-W Il liams. And their
expertise will really contribute a |lot to this aspect of
t he project.

| wanted to just make a couple of coments on the
guestionnaire itself and some things that came to ny m nd
while | was listening to the presentation. | have done a
| ot of interviewing myself through the years, and I
conpl etely understand the need to sort of put some
parameters around how long an interview is going to |ast.
But | do think that, to the extent that resources are
avai |l able and a little more time can be devoted to tease
out some of the issues or circunstances that the study
contributors will find thenselves in and can contribute to

the interviewer, that you could conme up with some val uabl e
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i nformation, would it be possible, for example, to conduct
your in-person interview in the home? Extra expense of
cour se.

But rather than do, you know, an hour | ong
interview and have the study contributor also contribute
an hour to filling out the at-home survey. If you could
do the survey at home, you have this observational quality
to seeing the non-stick or stick cookware and how
scratched is it, as opposed to relying on someone's
recol | ection. So that can obviously be very val uabl e.

You can al so, you know, pick up whether there's
flaking paint. You can pick up whether there's a | ot of
pht hal ate toys | aying around that siblings m ght be using.

So doing an interview in the home presents a | ot

of chall enges and extra expense, but -- and it's probably
too late to even consider it, but I think you'll end with
a nore robust data set, if you can consider doing

something like that.

During the recruitment phase, when you're
actually approaching people in the waiting room or after
t hey' ve agreed, it seenms to me it m ght be helpful to also
try to explain the public health value of this study that
you're asking themto participate in to give them anot her
reason to participate, that in addition to perhaps

| earni ng somet hing useful that they can use personally,
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they are contributing to something that's broader than
their famly and even their comunities. So that in the
future all famlies that are thinking about becom ng

pregnant or even famlies that aren't thinking about

becom ng pregnant, will benefit fromtheir contribution to

t he study. It could, you know, help enable them to devote

extra attention to filling out the surveys and so forth.
In a simlar vein, | think, you know, explaining,

for example, in the exposure assessment questions, why
t hese questions are being asked. It's so that we can
really zero in on how exposure is happening to these
chem cals, so that people can kind of think a little more
deeply about their responses.

| also had a comment on the dietary questions.
To simply run down a |list of food items and ask people do
they eat this, do they eat that and how often, you may
want to zero in on that ultimately so you really feel
you' ve gotten a good idea of what their diet is. But |
think it could be a good idea to have the first question
in diet be open-ended and just have them describe to the
i nterviewer what they eat in a typical meal, a typica
day, or a typical week, and that will fill out some of the
guestions already that you have listed in bullet form but
al so gives the interviewer a chance to follow up and delve

alittle nore deeply into the exact components of the
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di et.

For the questions about, did you use X chem cal
in the last 30 days, | think for the persistent chem cal s,
you're going to |l ose some information that way. You're
concerned about chem cals that are going to be present for
| onger than 30 days, so | think you may want to think
about asking have you used -- do you use these chem cals
on an ongoi ng basis or since you became pregnant or since
before the time you becanme pregnant, as some of the
i mpacts that m ght happen woul d presumably take place
bef ore the nmother even knew she was pregnant, but m ght
have been exposed to a chem cal that could be harnful.

|'d also then echo some of the comments that were
made by the Panel members about really exploring the
occupational history, not only of the pregnant woman
during her pregnancy, but prior to pregnancy and the
t ake- home exposures that her partner or another famly
member may have experienced and brought home on their
cl othes or el sewhere.

And then finally, 1'd like to make a comment
about the Dow letter, which I saw posted on the website.
And, you know, they've pointed out a nunber of i mportant
factors to consider in biomonitoring studies.

For exanple, you know, if you could take

repetitive sanples, you would have more information to
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work with than a single sanple. Sometimes it's inmportant,
of course, to measure the metabolites, and especially if
you maybe can't measure the parent conpound. And for the
urine samples, for exanple, yes, a 24-hour sanple would be
better than a single sample. But | think the inmportant
point is that the people who are designing this study have
t hought about these things. Any responsible researcher
woul d know that. And you have to address the Iimtations
and the context of these things within the study that
you're conducting. And it should by no means prevent you
from carrying out the bionmonitoring study to begin with.

The reason we're doing this is to gather nore
i nformati on on human exposure to chemcals. And if we
could do repetitive samples, that would be great. But in
this study, in particular, we're tal king about unmbilical
cord blood and it's simply not going to be possible. So
we shouldn't downgrade the value of the data that we can
gat her just because we can't do it in a different way that
m ght yield nmore data under other circunmstances.

So sorry for being |long-wi nded, and thanks for
t he chance to coment.

CHAI RPERSON MORENO: Okay. Any other public
comment ?

Okay, so we'll close the public coment portion

and we'll bring it back to the Panel.
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This is the opportunity for the Panel to discuss
this topic and make any recommendati ons to the Progran?

Anybody?

This is Ed Moreno. So, Dr. Das, in the
di scussion portion, Panel menbers did provide quite a bit
of feedback on the survey itself. It appears to nme that
you're in the mddle of IRB review for one institution and
about to submt to the other institution. So it still
seems though that the general comments provided by -- the
comments provided by Panel members and the public could be
of use in that -- you still have to, | understand, prepare
educational material, and you'll have opportunities to
engage the subjects -- a portion of the subjects in
f eedback activities as well. So the information we shared
may be hel pful there.

And al so, you will be responding to | RB questions
at some point in this process, so having this information
may be hel pful as well.

| just want to ask if there's any other way that
t he Panel could be of assistance at this point?

DR. DAS: Yes, thank you. We've been taking
notes on the suggestions that you've provided and we wil
t ake them back for consideration and include the ones that
are possible to include, both in the revised materi al

that's submtted to our IRB, as well as the educati onal
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materials, which are still under developnent. And the
guestions for reach-back, that protocol is still to be
devel oped, so it's not too early to provide feedback in
t hat regard.

| think the information that you' ve provided and
the feedback is very helpful. And | can't think of any
ot her way you can be of assistance at this point. But |
t hi nk what you have provided is very hel pful for us to
consi der.

CHAI RPERSON MORENO: Okay. Any final coments
from Panel menbers on this topic?

Okay. Thank you, Dr. Das.

DR. DAS: Thank you.

CHAI RPERSON MORENO: At this point, we were
scheduled to go to 3:30 on this topic, and then take a
break. So | guess we could take a break early. We do
have to take a break, because our --

THE COURT REPORTER: Court reporter.

CHAI RPERSON MORENO: -- court reporter -- thank
you -- needs to take a break before we continue. So we
were going to take a 15-m nute break, so I think we can go
ahead and take a -- is 15 m nutes okay with Panel nmembers
and come back?

s that right?

Al'l right, so on that clock in the back of the
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room |'ve got 10 'til three, so about five after three
we'll come back. |l s that good?

Al'l right, thanks.

(Thereupon a recess was taken.)

CHAI RPERSON MORENO: Okay. We're going to get
started.

Wel come back. And this is Ed Moreno. |1'd |ike
to introduce the next speaker. This is a discussion of
possi ble priority chemcals, and I'd like to reintroduce
Dr. Gail Krowech.

(Thereupon an overhead presentation was

Presented as follows.)

MS. DUNN: Is it working?

DR. KROWECH: No.

--000- -

DR. KROWECH: Okay. So by way of review, the
criteria for recommending priority chemcals are |isted
here. They are the degree of potential exposure to the
public or to specific subgroups; the likelihood of a
chem cal being a carcinogen or toxicant, based on
peer-revi ewed health data, the chem cal structure, or the
t oxi col ogy of chemcally related conpounds; the Iimts of
| aboratory detection for the chem cal, including the
ability to detect the chem cal at | ow enough |evels that

coul d be expected in the general population; and other
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criteria that the Panel may agree to.

Again the criteria are not joined by an "and".
--000- -

DR. KROWECH: And the Panel does not need to nanme
additional criteria.

The potential priority chem cals for
consi deration today are polychlorinated bi phenyls PCBs,

t hose that are already designated; and benzophenone- 3,
which is 2-hydroxy-4-methoxybenzophenone, which CDC puts
in the category as an environmental phenol.

--000- -

DR. KROWECH: For PCBs, they've been banned since
the | ate seventies. Current exposure is primarily via
diet, foods with high fat content, such as neat, fish,
dairy. There are high levels in certain fish, and fish
advi sories concerning PCBs in certain areas of California.

In the State science, scientists query on
chem cals for biononitoring. PCBs were cited as among the
most i nmportant chem cal contam nants in fish. And this is
particularly inportant for the subgroup of subsistence
fisherman. There are also high levels -- high |Ievels of
PCBs were found in adi pose tissue in Californians

In terms of toxicity, PCBs are |isted under
Proposition 65 as causing both cancer and devel opment al

toxicity. And they are also endocrine disrupting
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chem cal s.
--000- -

DR. KROWECH: In terms of |aboratory analysis,
PCBs can be extracted with PBDEs fromthe same sanple, and
| aboratory methods already are inmplenmented. Data are
avai |l able fromthe 1960s, 1980s and 2000s. And PCBs can
be used as a point of reference for emerging persistent
and bi oaccunmul ative chem cals, such as PBDEs.

--000- -

DR. KROWECH: Benzophenone-3 is the second
potential priority chemcal. And this chem cal came to
our attention because high |levels of benzophenone-3 were
found by CDC. And this is a chem cal that for the first
time the results were in the 4th report.

Benzophenone-3 is a conmmon sunbl ocki ng ingredient
in sunscreen, |lotions, conditioners, and cosmetics. |It's
al so used as UV stabilizer in plastic surface coatings,

i ncluding food packagi ng.

There's likely high use of sunscreens in
California, because of the sunny climte, outdoor
lifestyle, and high rate of skin cancer.

Several studies have provided evidence that
benzophenone-3 is an endocrine di sruptor.

--000- -

DR. KROWECH: In terms of |aboratory analysis,
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the State Lab has not yet devel oped met hods. Analysis,
when met hods are devel oped, can be bundled with bisphenol
A and/ or other phenols.

--000- -

DR. KROWECH: And this last slide is sinply a
duplicate of the table that was provided to you with the
mat eri al s.

That's it. Any questions?

CHAI RPERSON MORENQO: Yes. Let's start on this

si de.

Dr. McKone.

PANEL MEMBER McKONE: Yeah, is there any toxicity
data, | mean, just briefly about benzophenone- 3?

DR. KROWECH: There's several papers, the details
of which don't escape me, but | can't remember -- | think
that it increased cell proliferation in vitro. | * m not
gquite sure which cell |ines. It m ght have been a breast
cancer cell line, but there may be three or four papers on
this?

PANEL MEMBER McKONE: So there's some hazard
characterization, right --

DR. KROWECH: Yes

PANEL MEMBER McKONE: -- that would indicate --
mean, at | east hazard indicators for the conpound.

DR. KROWECH: Yes.
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PANEL MEMBER Mc KONE: No bi oassays on
reproductive cancer or neurotoxicity?

DR. KROWECH: No.

PANEL MEMBER McKONE: Al right. Thank you.

CHAI RPERSON MORENO: Ot her questions?

Dr. Luderer.

PANEL MEMBER LUDERER: Yeah. | was | ust
wondering if you could give us a little nmore maybe insight
as to why say benzophenone-3 versus other sunscreen
ingredients? | mean, is there a particular reason for
choosi ng that one?

DR. KROWECH: Only because this is the one that
CDC -- that's designated, you know, that's in our
designated list. And CDC recently provided their data and
showed high | evel s?

CHAI RPERSON MORENO: Okay. Dr. Quint.

PANEL MEMBER QUI NT: Julia Quint. So in terns of

alternatives, chem cals used as sunscreens, there are sonme

t hat don't have -- we don't have concerns about, so there
are safer alternatives, | guess, |'m asking --

DR. KROWECH: | don't know the answer.

PANEL MEMBER QUI NT: -- to the extent that you

know t his?
DR. KROWECH: | don't know the answer to that.
PANEL MEMBER QUI NT:  Okay. Because |'m j ust
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wondering, we're tal king about, you know, use of this

chem cal to prevent skin canker. And |I'm just wonderi ng,
you know, what else we're -- what else will be used in its
stead, should we aimtoward |owering exposures to it. But

t hat's another concern, not maybe of the biomonitoring.

CHAI RPERSON MORENQ: Dr. Sol onon.

PANEL MEMBER SOL OMON: Yeah. " m not sure |I'm
totally persuaded on either of these. In the case of the
PCBs, | think that the Panel has previously signaled that

we're interested in sort of the chem cals of tomorrow, not
so much the chem cals of yesterday. And also chem cals
where we m ght expect to see something different going on
in California versus other places.

And |I'm not really persuaded that the PCBs are
where we want to be going with this program Of course,
if -- | guess there's no huge downside to prioritizing
them since they're already basically being tested for in
the | aboratory and the method is already devel oped, so it
woul dn't take much additional work. But anyway. So
that's on the PCBs.

And on the benzophenone-3, | haven't |ooked in a
| ot of detail into the sunscreen issue, but
benzophenone-3, ny recollection is, is one of the
sel ective UV blocking agents, which are tending to be

replaced more and nore by the ones that are both UVA and
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UVB bl ocki ng, which -- you know, such as the titanium
nanoparticle kind of sunscreens, which are the ones that
actually, you know, we've been sort of focused on, in
terms of potential health issues, not that -- | think that
benzophenone-3 is fantastic. There is, you know,
certainly some evidence of estrogenicity.

So | just sort of wasn't -- you know, | shared
some of Dr. Luderer's questions about why this one should
be pulled out and be particularly high priority at this
poi nt, especially -- | guess part of what's influencing me
is I'mcognizant of the fact that we already have quite a
long priority list, and | really like the things on that
prior list. And once we start putting everything on the
priority list, then nothing really feels Iike a priority.

CHAI RPERSON MORENQO: Oh, Di ana.

MS. LEE: Hi . l"d like to just coment on the
pol ychl ori nat ed bi phenyls. W' ve received quite a bit of
interest, especially fromthe UCSF staff, to include PCBs
as a chem cal analyte in the Maternal |nfant and
Envi ronment al Exposure Project, specifically because of
t he potential impact on thyroid hornone. And they do want
to look at multiple chem cals that have potential for
thyroid disruption. So PCBs is high on their list, and
it's something the State staff are also interested, in

terms of |ooking at, with respect to data anal ysis.
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So again, given that Dr. Myrto's | ab already has
these methods in place and has been analyzing them we
felt it was just kind of close the loop to include them as
one of the priority chem cals.

PANEL MEMBER BRADMAN: This is a question maybe
for Myrto, but if |I remenber correctly, the CDC Lab
met hods, which you're inmplementing, at |east | know
Andr eas Sj 6din produces PCBs, PBDEs and organochl ori ne
pesticides in the same analysis. And that the only real
extra work is data reduction.

DR. PETREAS: It's in the same sanmple, so you
save precious bl ood sample. Several steps in the
analysis. And the standards are expansive. So the
incremental costs, | mean, in my mnd, is worth it. But
it does cost to add the standards, to do the extra
injection in the instrument, the data managi ng and QC and
everyt hing.

But it's not |Iike having a new analyte. You
don't start from scratch. The first steps are comon and
then you start bifurcating and doing different procedures.

CHAI RPERSON MORENQO: Dr. W son.

PANEL MEMBER W LSON: Thank you, Chair.

| guess |I'm curious about the use of PCBs as a
poi nt of reference for these other substances, if that's

somet hing you can coment about?
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DR. PETREAS: It's very common when data on PCBs
PBDEs or other chem cals are presented, it's -- MWrto
Petreas. Sorry. So it's very commpn to use at | east PCB
153, which is the nost common PCB, as a point of
reference, saying now in this popul ation PBDEs have
exceeded PCBs. So it's something that's very useful. And
for the incremental cost of producing and generating this
data, it's traditional that people who measure them
t ogether, they always have this as a reference to see how
things are -- PCBs are slowly dropping. Ot hers are
emerging, so it's nice to know when they intersect and
where we are.

PANEL MEMBER W LSON: So if | could follow up on
t hat .

PANEL MEMBER BRADMAN: Just one nmore thing
related to that.

PANEL MEMBER W LSON: Sur e.

PANEL MEMBER BRADMAN: It's also been useful, |
know, in those working with PBDE data, for exanple, to
| ook at anot her persistent conpound and conmpare -- you
know, | ook at the correlations, also ook at potenti al
sources. And for us, it's been a way to show that the
sources of PBDE exposure are not the same as PCBs, because
they're uncorrel ated and because the PBDEs are probably

comng from diet and house dust.
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But by showi ng they're uncorrelated, you're Kkind
of just confirm ng that there's new sources out there for
t hese other compounds. That's another use.

DR. PETREAS: Yeah, that's exactly the point. In
wildlife, for example, they correlate, because the food
web for both PCBs and PBDEs. But in humans, because of
i ndoor sources or spot, you know, exposures, you canh see
no correlations with the PCBs, which is again interesting.

So | think PCB would be a good market for diet.
So other chem cals, PBDEs or the future other chem cals,
who may not be entirely fromdiet, it's a good
di stinction.

PANEL MEMBER W LSON: And by designating it as a
priority substance, that would then allow you to do that
anal ysis simultaneously or at the same run, | guess?

DR. PETREAS: For the Program We're doing it
already. So the method is there and we're doing it
al ready for other studies. So the nmethodolgy is
avai |l abl e. But as far as the Program | guess it has to
go through this approval to be part of the --

PANEL MEMBER W LSON: I mean, do we have to
prioritize it for the lab to do that work, to run those
sanpl es sinmultaneously with your PBDE sanpl es?

MS. HOOVER: That's a question for our |awyer, |

guess.
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(Laughter.)

PANEL MEMBER W LSON: | think this gets to G na's
guestions, you know, actually.

MS. HOOVER: I mean, ny feeling is if this is --
this is the way that |1've been looking at it. If they're
doing a study that involves outside coll aborators and
outside funding. This isn't just the statew de
Bi omoni toring Program  You know, they're having outside
col |l aborators. And so to nme, you know, there's outside
fundi ng. So |l think it's -- | mean, | don't know. I
think that's a | egal question, but |I think that it's
hel pful. You know, it's hel pful for the Program because
the Program for a whole bunch of reasons, Gail mentioned
State scientists have highlighted PCBs as an ongoi ng
concern. |'ve had, you know, breast cancer advocates
mention it as an ongoi ng concern.

There is also -- Gail didn't tal k about
everything, but there is also a dunp of PCBs off the
California coast that's still a problem

So, you know, | think it's -- and the reasons
that Myrto gave, we have this database of information.
And it's |like saying, okay, we're just not going to
continued that now, but it's still an inportant chem cal
lt's not down to such low levels that it's irrelevant now.

That's our view. So that would be ny -- | mean, | know we
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realize that -- you know, you've given us certain
instructions. And we really brought this to you because
of desires and needs of the program to continue to
measure the measured PCBs. Again, with benzophenone- 3,
it's just -- you know, very high levels were show ng up,
SO we're pointing things to you on the designated |i st
t hat may be of interest, you know, and that's why these
are in front of you now. And we're working through the
list that you' ve given us as well for the designated side
of things. So just to clarify that point.

| don't know, Carol, did you want to add thinking
or Lauren.

CHI EF COUNSEL MONAHAN- CUMM NGS: Well, what | --
is this on?

What | wanted to say is just to rem nd you al
t hat you are and advi sory panel, and so you're still just
recommendi ng priorities to the State agency.

MS. HOOVER: Carol, a little closer

CHI EF COUNSEL MONAHAN- CUMM NGS: So you're
recommendi ng priorities, right. And so the State agencies
can still decide which chem cals are priorities for them
And so, no, it isn't mandatory that you ldentify these
chemcals in order for themto test for themin the
Bi onmoni toring Program

But | think it does help them as they're choosing
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chem cals, if this panel has identified something as a
priority from your perspective, all right. So, you know,
the advice helps, but it is not mandatory that it be on
the priority list in order for themto study it, to make
t hat deci sion.

PANEL MEMBER LUDERER: Ulricke Luderer.

| have a coment and kind of a question maybe for
Dr. Petreas that relates to the PCBs. So one of the
t hi ngs that we've been tal king about that various people
have mentioned is this idea that, you know, one of the
reasons for continuing to measure themis also observing
kind of the trends over time, and that hopefully they're
continuing to decrease over time as we biomonitor for them
because they've been banned.

But in | ooking at the NHANES |V data that was
provided to us prior to this nmeeting, one of the things I
noticed was that for the non-dioxin-like PCBs quite a | ot
of them during the time periods that they were measured,
so 99 and then 2001, 2002, 2003, 2004 they actually went
up from'99 to 2001, and then kind of went back down to
1999 levels, so there didn't seem to be kind of a
continuing trend with time. And | was wondering whet her
there's any maybe nmeasurenent related reason for that, or
is that thought to really be, you know, a trend that's,

you know, true and how could it be explained? | was
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wondering if you had any comment on that.

DR. PETREAS: | haven't even seen that. | didn't
notice this data. I mean, generally we know -- this is
Myrto Petreas. And my coment is | haven't seen the data
you referred to. And |I never noticed that NHANES went up
and down. I mean throughout the world, |ess well-designed
studi es than NHANES, maybe it's nore small studies, show
declines, and it's expected to show declines.

Our data from California from again disparate
studi es show declines over the decades. So we expect them
to continue to drop, but they're still there, and they're
still measurable, and they give us a good point of
reference.

CHAI RPERSON MORENO: How about Dr. Quint and then
Dr. Sol onon.

PANEL MEMBER QUI NT: Julia Quint.

It's very interesting to hear from you why you
brought this issue to us, in terms of, you know, PCBs in
particular, as a priority chemcal. And I'mintrigued by
the early results, | think, that you showed, Myrto, from
the M EEP St udy. | guess, it was the -- not the -- |
don't know what study it was. It wasn't that study, but
of showi ng pregnant women having higher levels of PB --
yeah, it was one of the PBDEs, and al so what Asa said

about the |ack of correlation between those two.
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| think it's interesting the thyroid connecti on,
the fact that, you know, you get the flame retardants up
in pregnant wonmen, and, you know, to |ook at the
correlation between the PCBs and the flame retardants is
quite interesting to nme.

And I wouldn't have -- | came -- initially, | was
t hi nki ng why PCBs, you know, why are you bringing this
before us. So I just think it's -- | guess, |I'm
encouraging you to bring these issues before us even if

you could go ahead and just measure them because it's --

|*ve | earned, you know, your reasoning behind it. And,
you know, | think it would be a m ssed opportunity really
now that |'m hearing this to not measure them or to not

make them a priority or whatever we're doing here --

what ever decision we're making. And I didn't initially

start out that way. | guess that's all I'm saying.
CHAlI RPERSON MORENO: Dr. Zei se.
DR. ZEI SE: Yeah, | think this has already been

mentioned, the UCSF coll aborators are | ooking at
cunul ative risk issues, and they have special expertise on
t he thyroids. So again, | think that that was another
i mpetus for including PCBs in that study.
PANEL MEMBER SOLOMON: A coupl e things. One is
t hat some of these issues around, you know, PCBs as a

mar ker for diet and illustrating the sort of different
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exposur e pat hways have been, by now, you know, established
pretty well in a number of other studies. So |I'm not sure
t hat reestablishing themin the context of the greater
Bi omonitoring Programis necessarily a priority.

And | guess part of the thing is |'m thinking
here about trying to separate out a little bit the
ongoi ng, you know, study that's going on right now with
UCSF, which I think, you know, there's very articul ated
reasons for including PCBs in that particular study.
That's fine. | think especially the sort of cumulative
exposure to thyroid toxicants is very inportant and
i nteresting.

But in terms of sort of the overall direction of
t he Bi omonitoring Program going into the future, it just
feels -- it seems to me that it sends a signal that sort
of -- you know, about the priorities of that program that
| don't feel very confortable with, to have chem cals |ike
the PCBs be on that sort of short list of priorities for
the future.

And so what, you know, ny inclination, though I
could certainly be persuaded if there's sort of the idea
t hat we need to designate -- you know, we need to put this
on the priority list in order for the Programto be able
to neasure these chem cals, | would do that.

But it sounds |ike we don't need to. And what |
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woul d say is go for it, you know, in the context of this
UCSF maternal and child study, and in other settings where
there are specific popul ations where it makes sense,
because you already have the nmethod, especially if you
outsi de fundi ng. But as the bigger Biomonitoring Program
we hope, you know, one day it designs and gets off the
ground and does the representative sample of Californians,

| wouldn't really put my effort into putting PCBs into

t hat program as part of it. | would focus on the other
t hings that are already on our priority |ist. So that's,
| guess, where I'"'mat. And | could vote either way on

this particular issue, but, you know, that's sort of what
|'d like to see, which is, you know, include PCBs and
specific studies and specific populations where it makes

sense, and |l eave them out of the big statewi de ultimate

program that we hope will be funded.

CHAI RPERSON MORENO: Okay. If there are nore
guestions, we'll take more questions. If not, | want to
open it up to public coment. And after that, we'll bring

it back for discussion.

So, yes, we have one. Anyone else in the room
wi shing to provide coment at this tinme?

It | ooks Iike we have one person in the room
And were there any Emails com ng in?

Okay, no Emails comng in on this topic. Okay,
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go ahead introduce yourself.

MR. BALTZ: Davis Baltz, Commonweal .

You know, if we were in New York and we weren't
prioritizing PCBs, | think it would really raise some
eyebrows. " m not saying that we should do anything based
on what people in New York m ght think, but PCBs have been
with us for a long time. They are a concern, and they're
going to be fromnow on. And | think it would be prudent
to go ahead and prioritize them | don't think if we do
rai se the resources to ranmp up and do the statew de
representative sanple any time soon, that doesn't mean
t hat everything on the priority list gets biononitored.
There still has to be some sel ection process by staff.

But | think you m ght as well, if you have the
opportunity now, to prioritize it to do it, because to
come back later m ght just be a bureaucratic hurdle that
woul d be complicated and, you know, distracting.

And simlarly for the benzophenone-3, if this is
showing up in high levels in Californians, | think it's a
different set of questions you want to ask on whether you
prioritize this. But this does sound like it is a
chem cal of the future. And particularly with skin cancer
on the rise, nore and nmore people are using sunbl ocks, so
that's another one that, | think, if | were in a position

to make a decision, | would prioritize that one as well.
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So in summary, | think you have the opportunity
to prioritize these two chem cals that have been proposed
and | don't see a downside in doing so.

Thanks.

CHAI RPERSON MORENO: Okay. "1l ask again if
there's anyone in the public here at the meeting that
wants to provide any public coment?

| don't see any, so we'll close the public
comment and bring it back to the. Panel

So Panel members, further discussion on this?

Dr. Quint.

PANEL MEMBER QUI NT: | have a question. We were
tal ki ng about the inportance of diet and markers for -- |
guess ny question is, are there other chem cals, other
t han the PCBs, that would be good markers for, you know,
di etary sources of, you know, pollution, | guess for |ack
of a better word? | mean -- and also that m ght have, you
know, the cumul ative sort of thyroid risks that UCSF is
concerned about? This is not an area that I"'mreally that
fam |iar with.

MS. LEE: | think with respect to the persistent
organi c pollutants, again because they tend to bind to
fat, that they would be most prevalent in high foods that
are high on the food chain with high fat contents of the

ani mal products in particular, the dairy, dairy products
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and poultry and neets and so on.

And | think there have actually been a few
studies, and I think NHANES, in particular, |ooked at this
too, with respect to PBDE exposures, as it related to
diet, and found it most highly associated with |ike
poultry skin and things |ike that.

PANEL MEMBER QUI NT: No, I'mfamliar with those
two, but | meant, other than the PBDEs and PCBs, is there
somet hing el se on our designated |Iist that we haven't
prioritized that we would think of -- | mean, this is kind
of a broad question, but is there anything on the
designated list that hasn't been prioritized that we
woul d -- that would be the same type of -- would that
present the sanme kind of data?

MS. LEE: Yeah, the DDT -- a nunber of the
organic -- you know, the class of DDT, DDE chem cals, for
i nstance, are another exanmple of some of the persistent
ones that are old time kind of hanger-onners that we
haven't prioritized. And I think -- okay, so --

PANEL MEMBER SOLOMON: And the argument -- sorry.
| think the argument that persuaded the Panel on DDE was
t he study showi ng that Mexican-Americans had far higher
concentrations, which suggested, you know, sort of sone
i ssues that m ght be California specific that we would

want to look into in the Biomonitoring Program
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MS. LEE: I think hexachl orobenzene i s another
one. And Myrto has l|left already, but HCB and -- is that
desi gnated one?

PANEL MEMBER LUDERER: Di oxi ns.

MS. LEE: Well, dioxins, yeah, we haven't done
anything with that. Farla, is indicating acrylam de.
It's not persistent, she says.

PANEL MEMBER BRADMAN: Just a comment about the

benzophenone- 3. Honestly, | would Iike to spend a little
more time to think about that one. | don't know if we
want to delay a decision, which -- but | know, given the
tal k about the NHANES data, 1'd |like to | ook at that and

conpare it to perhaps other data or perhaps | ook nore
carefully at the papers, just so | understand what's out
t here. '"m not saying I'd go either way, but just 1'd
like to see a little bit more information.

CHAI RPERSON MORENO: Dr. Kavanaugh-Lynch.

PANEL MEMBER KAVANAUGH- LYNCH: And | think one of
the things I'd like us to consider when we're | ooking at
benzophenone-3 is not so nuch that compound by itself, but
that | could imagine wanting to biomonitor for sort of
total estrogenic |load, as a measure in biomonitoring, in
whi ch case, especially given the wi despread exposure this
m ght becone an inportant conponent of that.

PANEL MEMBER SOLOMON: And just to add to that
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comment, the other way to |l ook at this issue would be to
| ook at the sunscreens more generally, which m ght also be
interesting, to see what other -- because there are
ci nemat es and nunmerous ot her conpounds in sunscreens, sone
of -- I"mnot sure where they all stand, in terms of
bi ononitoring. And that m ght be a nuch bigger task. But
in the longer run that could be an interesting thing for
our commttee to do.

PANEL MEMBER LUDERER: U ricke Luderer.

| actually was going to also say that | think it
woul d be nore useful to | ook at sunscreens kind of as a
category potentially, especially because they're -- 1. --
think it's an area where there's a | ot of substitution
going on from-- you know, and it's in flux kind of the

way the flame retardants are that we've been talking

about .

But | also had one other coment about the PCBs,
which is that kind of before -- you know, when | initially
saw it on the list of potential priority chemcals, | had

ki nd of the sanme response of oh, you know, PCBs have been
around forever. We've been neasuring them forever and
they're declining and they're banned. And so, you know,
maybe they shouldn't be on the priority list, but actually
| ooki ng through some of the NHANES |V data that | just

mentioned a little while ago, sonme of them seemed to have
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been declining at | east over the three cycles of NHANES
that were in that report, but others really hadn't, and I
think that's interesting.

And, in fact, some of the most high-use ones. I
t hi nk somebody mentioned that PCB 153 was one of the very
most preval ent ones. And that one seemed so show this
different pattern.

And | don't know what the significance of that is
or what the cause for that pattern is, but, you know,
maybe there's nore going on with the PCBs currently still
than we think. And I think that m ght be an argunment for
putting them on the priority |ist.

PANEL MEMBER McKONE: Just a little insight on
what' s goi ng on. It was actually described in the EPA's
di oxin reassessment. And some of it's theoretical and
some of it's fairly well documented, which is that
di oxin-1i ke conmpounds, including PCBs, have accunul ated in
soils and sedi ments where they can slowly come back out.
And the initial drop is in atmospheric |levels, but as the
at nosphere drops, it starts driving out the, what they
call, the reservoir sources.

And they expected to see it drop and then start
| eveling off, and then drop, and then |evel off again,
because these things have accumul ated i n sedi ments,

soils -- the near surface soil responds quickly, the
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deeper soil takes a |lot |onger to push back into the

at nosphere, but whenever you drop the atmsphere
concentration, you get something that drives it out of the
reservoir.

So we're probably seeing that. And in a way this
woul d argue then that we probably don't want to get rid of
it, because one way to see the inpact of the reservoirs
emtting is to |l ook at the receptors, because the
at nosphere is very hard to measure. The atnmosphere is a
mechani sm of transport, but very difficult to measure, so
probably we would see -- we would understand this better
and be able to track it, if we were still tracking these
conmpounds in humans.

PANEL MEMBER W LSON: M ke W | son.

| am noving toward thinking that it's a smart
thing to do to prioritize the PCBs for some of the reasons
t hat peopl e have been describing. And | guess where
| *'m beginning to shift on this, I think I had some of the
original, sort of, feelings as the other Panel menbers did
about, you know, why are we | ooking at | egacy substances.
But as I'm thinking about it and hearing from staff and
panel members, it seems that these are | egacy substances
t hat provide important scientific information for what
we're trying to do today in three different ways. And |

think this may be is what the UCSF researchers are trying
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to convey that, number one, they provide a point of
reference, as Asa has said, for some of the emerging
persistent bioaccunul ati ve substances.

And that second, the PCB |levels are relevant to
this question of cumul ative iInmpact and sort of integrated
ri sk assessnment that we're trying to move toward, in sort
of new ways of thinking about risk, given that they're
still with us, and we're measuring emerging substances
with them

And then third, the health effects that may be
resulting fromthyroid effects -- impact on the thyroid or
thyroid devel opment or what is it, as that being an
emergi ng health issue that also, you know, gets to this
cunul ative i mpact problem

But the health problems that are specific to
thyroid disruption or, you know, maybe G na could talk
about this a little more, those are health issues of
concern. So | guess ny tendency is that we would -- that
we woul d prioritize PCBs for purposes of the program

PANEL MEMBER SOLOMON: Sounding like I"'min a
m nority at this point, which is okay, we don't always
have to be unani nous. But | guess just to summarize, |I'm
hearing a | ot of good reasons that someone should be
bi ononitoring for PCBs in some places and sone studies,

but I"mstill not hearing any good reasons why it has to
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be the California Biononitoring Program CDC | don't
think is likely to drop the PCBs any time in the near
future.

And so there will be data | ooking at atmospheric
flux and, you know, for whatever research we wanted to do
on what's com ng out of soil. And there will be data on
PCB levels in the U S. population to track ongoi ng
declines or lack of declines. And I haven't seen any data
suggesting that the concentrations of PCBs in Californians
differs. I mean, the data | have seen suggests that, you
know, pretty simlar to NHANES |evels. And so unless --

' m sorry Myrto left, because she m ght know somet hi ng
that | don't know. But the data that 1've seen from
California is pretty consistent with national data.

So I'"'m just not meeting in my own head the
criteria that 1'd kind of set out for prioritizing
chem cals, which is, you know, that it's something where
we think that there are, you know, policy actions maybe
driving current, you know, trends, either up or down, we
sort of already know what policy actions did 30 years ago
and that they are driving a trend generally downward.

And |I'm not seeing any conpelling reasons why the
situation would be different in California than anywhere
else. And | totally agree actually with the concern

rai sed by the commenter, which is, you know, if | were in
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New York State, | would for sure be biomonitoring for
PCBs. I mean, you know, with the situation |ike they have
in the Hudson River, they should be.

But in California, maybe not so much. So |I'm not
totally opposed to it, as | said, but I think I my take a
princi pled stand and vote against prioritizing them just
to sort of communicate those issues, but | also think that
it's a perfectly reasonable decision for our commttee --
our Panel to vote to prioritize them

CHAI RPERSON MORENO: Any further discussion on
this topic by Panel members?

Okay. If not, is there a reconmendation from a
Panel menmber ?

PANEL MEMBER W L SON: "Il make a motion -- M ke
W | son. Il will make a motion that the Panel prioritize
pol ychl ori nat ed bi phenyls for purposes of biomonitoring in
Cal i fornia.

CHAI RPERSON MORENGO: |s there a second?

PANEL MEMBER QUI NT: Julia Quint. | second the
nmoti on.

CHI EF COUNSEL MONAHAN- CUMM NGS: Excuse ne. Thi s
is Carol. Could you also say whether you're including

met abolites and markers and all that stuff in the nmotion,
so we don't have to do it twice.

PANEL MEMBER W LSON: My apol ogi ze. M ke W | son.
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So | would move that the Panel prioritize polychlorinated
bi phenyls and their metabolites for purposes of
bi ononitoring in California. And to the --

MS. HOOVER: Okay, so this kind of is prefacing
our next topic.

PANEL MEMBER W LSON: Yes.

MS. HOOVER: And this is really just a point of
clarity, just to be clear, because we kind of know what
you mean when you say polychlorinated biphenyls, but when
we were confronting this issue of formatti ng and what goes
where, it just is easier for us if we have -- where is it
Lauren?

We have a phrase that we created where it's, so
it would be polychlorinated biphenyls, its metabolites,
ot her biomarkers, and relevant indicator chemcals. So
that way, it essentially gives the Programthe | eeway to
measure it in whatever way we choose, and then it's just
really transparent what we're including.

PANEL MEMBER SOL OMON: | thought you could only
include the ones on the CDC |list, so wouldn't it be just
referencing prioritizing the designated PCBs as --

MS. HOOVER: Thank you, G na, yes. Those that
are already designated, yeah.

PANEL MEMBER W LSON: Okay.

CHAI RPERSON MORENO: Dr. WIlson, are you
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accepting that as your anmended notion?

PANEL MEMBER W L SON: It sounds I|ike
that's -- that we can't use the phrase of metabolites and
bi omar kers and rel evant indicators.

MS. HOOVER: Okay. Now, this is sort of a |awyer
guesti on. Because actually the instruction that the Panel
has given us in the past is that anything you put on the
priority list, we are free to measure in any way that we
so choose. And this, again, it's actually prefacing our
next topic, and how we choose to represent the priority
list. So up '"til now what we've done is on the designated
list, we've included whatever CDC had or whatever the
Panel designated, and we had it split between, what we
cal |l ed, parent chem cal and target chem cal for
measur ement .

And the reason is because in some cases, CDC --
because it's -- it's a little bit conplicated, because CDC
is a |l ab-based program So they're nam ng things that
they're interested in, which is maybe the nmetabolite. But
what the public recognizes is the parent chemcal. So we
have actually made it a practice to try to translate that
for the public, and actually show, not just this target
t hat no one has ever heard of, but include the parent if
it's known.

So we're actually trying to deal with this in a
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more systematic way now, which is what the next itemis,
and we actually had to move it to the end, because of
timng on the agenda.

So what we're proposing is that the appearance of
the priority list would match the appearances of the
desi gnated |ist. Now, | don't know, Carol, do you have a
comment on if there's any legal issue with incorporating
t hat .

CHI EF COUNSEL MONAHAN- CUMM NGS: Well, the
definition of designated chemcals in the statute,

i ncludes those substances that -- including chem cal
famlies or metabolites, that are included on the federa
list.

So one would have to | ook at the federal |ist and
see if the metabolites or related chem cals are on there.
And if they are, then you can include that in your
priority. But if they're not -- as a priority. | f
they're not, then you would have to designate those
additional ones first -- or recommend designating them
and then include them as a priority.

Does that make sense?

PANEL MEMBER W LSON: Wel |, okay. It seenms to
me, if | understand it right, that we can make this motion
t hat includes metabolites and biomarkers and rel evant

i ndi cators and then by definition you have to -- you could
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constrain that to the Iist of designated PCBs.

CHI EF COUNSEL MONAHAN- CUMM NGS: You coul d work
t hat way.

PANEL MEMBER W LSON: W Il that work?

CHI EF COUNSEL MONAHAN- CUMM NGS: Yeah.

PANEL MEMBER W LSON: So | will move that the
Panel prioritize polychlorinated biphenyls, their
met abol ites, other biomarkers and rel evant indicator
chem cal for purposes of the Bionmonitoring Program

CHAI RPERSON MORENO: Is that satisfactory?

CHI EF COUNSEL MONAHAN- CUMM NGS: Um hnm

CHAI RPERSON MORENO: So that's your -- thank you.
That's your amended noti on. Dr. Quint, are you okay with
t hat ?

PANEL MEMBER QUI NT: Yeah. Julia Quint.
second that amended nmoti on.

CHAI RPERSON MORENO: Make sure everyone is clear
on that.

Al'l right. And any further discussion on the
not i on?

If not, I"mgoing to go by roll call again and
"Il start to my right.

Dr. Kavanaugh-Lynch?

PANEL MEMBER KAVANAUGH- LYNCH: ' ve been

convinced by Gina, so |I'mgoing to vote no.
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CHAI RPERSON MORENO:
PANEL MEMBER QUI NT:
CHAI RPERSON MORENO:
PANEL MEMBER BRADMAN:
CHAI RPERSON MORENO:
PANEL MEMBER SOL OMON:
CHAI RPERSON MORENO:
Dr. Luderer?
PANEL MEMBER LUDERER
CHAI RPERSON MORENO:
PANEL MEMBER W LSON
CHAI RPERSON MORENO:
PANEL MEMBER McKONE
CHAI RPERSON MORENO:
Six to two.
Thank you.
And at this point,
di scussion -- presentation, di
PANEL MEMBER BRADMAN:
we hol d off

earlier that

motion or is that

CHAI RPERSON MORENO:

formal j ust
make a recommendati on wi thout
prioritizing this chem cal.

DR. ZEIl SE

on that.

We can bring back to you,

187

Dr. Quint?

Yes.

Dr. Bradman?
Yes.

Dr. Sol onon?
No.

Moreno yes.

Yes.

Dr. WIlson?
Yes.

Dr. MKone?
Yes.

Al | so that

ri ght, passes

there was a second

scussi on on benzophenone- 3.
I made a suggestion

Does that have to be a

a decision on the --

No, | think you can give --

-- that doesn't involve

as a group,
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sunscreens and do some additiona

with | ooking across the various chem cals that

sunscreens.
PANEL MEMBER BRADMAN:
CHAI RPERSON MORENQO:

Panel menbers have

t hat ot her

ot her comments or suggestions
fromthe Panel.
PANEL MEMBER W LSON
CHAI RPERSON MORENO:
PANEL MEMBER W LSON
proposal
CHAI RPERSON MORENO:
So we have consensus
Thank you.
Al |

right, thank you

presentation. Thank you for

t he Panel's attention.

bringing that

188

anal yses to help you

are used in

Okay,
And |

t hat woul d be great.

just want to make sure
an opportunity to add any

to this general direction
You mean with benzophenone?

Yes.
Yeah, |

support Asa's

Any ot her comments?
agreement on that.
very much for the

information to

So now we're going to move forward with the

agenda,

di scussion on designated and priority chem ca

Chi ef of

Sara Hoover,
Assessment

this presentation.

and Biomonitoring Section of

and we're going to have a presentation and

lists.
Al ternatives

OEHHA wi | |

the Safer

mak e

(Thereupon an overhead presentation was
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Presented as follows.)

MS. HOOVER: So you had a preview just now of
what this is about. Like I said, we had originally done
some translation of the CDC list in order to bring clarity
to the public. W've nowrevisited that and |I'm going to
tal k about that.

Can you go to the next slide.

--000- -

MS. HOOVER: So the goals of this agenda item are
first to just informyou of some additions to the
designated list, and to just go over sonme of these things
t hat we've been struggling with in order to create a
clearer format for the designated and priority lists. And
we just want to discuss it at this meeting, get your input
fromthe Panel and the public on the proposed format, and
wrestle with some of these issues. And then there m ght
be some substantive issues that we would need to bring
back to you in order to inplenment the format, which would
happen at a | ater neeting.

--000- -

MS. HOOVER: So keep going. Just put them all on
t here.

So if chemcals are included in the CDC studies
under the National Report on Human Exposure to

Environmental Chem cals Program then they're
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automatically designated under the California program
And there's a couple additions under this criteria.

Carbaryl is a slightly special case. This
chem cal was actually overl ooked. And the reason that
t hat happened is because it was originally reported --
1-naphthol is the same as 1-hydroxynapht hal ene.

In the second report, CDC actually reported
results on 1l-naphthol as a metabolite of carbaryl under

pesticides. In later reports, they only reported on

190

1- hydroxynapht hal ene, but did reference both naphthal ene

and carbaryl as parent chemcals. So carbaryl actually

has been included all along, it just was overl ooked,

because it was under PAHs. So we're moving forward to put

t hat on the designated |ist.

In terms of parabens, there's a new CDC
publication on butyl, ethyl, methyl, and propyl paraben.
And so that is being biomonitored by CDC under this
program and so it falls under the designated
classification, so we'll be adding those to the list as
wel | .

--000- -
MS. HOOVER: So this is also partially what

pronpted this item was the fact that the CDC issued thei

r

fourth report. And they have a very nice -- they've now

ki nd of taken the same approach in their table of
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contents, where they're actually trying to list parent
conmpounds in the nmetabolites or other biomarkers that
they're using underneath that.

So we decided to try to adopt a simlar format
with some variation. Now, in some cases the Panel have
added things to the list that CDC is not monitoring. So
obviously we're going to retain the Panel designation for
t hose. And other categories or titles of categories that
CDC dr opped, we felt |ike actually provided information,
so we didn't drop them

Now, as | nentioned -- and this may be -- we
di scussed this with our | awyer ahead of time, but we may
need more discussion about this. W're proposing to
format the designated and priority chemcal lists in the
same way. So as | nmentioned previously, the designated
list showed parent and target. The priority list just
showed the chem cals. W noticed in some cases, and [|"'|
show you an exanple of this, things got moved over based
on a Panel discussion, and it may present some | ack of
clarity down the |ine.

So we were thinking that it would be sinpler and
clearer if sonething was designated -- or something was
moved to priority that we would nmove it over as it
appeared on the designated |list and show it in the sanme

way on the priority |ist. But there's issues -- there's
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potential issues with that, so |I'm going to get into that.

And so, as | said, we would show both parent
chem cals and the metabolites or other indicators, other
bi omarkers on both |ists.

Next slide.

--000- -

MS. HOOVER: So this is just a sanple format,
which isn't real clear on the slide, but you have it in
your packet. And this is just a sanple portion of the
designated list. And the feature is that it's presented
in a single colum instead of double colums, and you
have -- this one doesn't -- actually to go the next slide
with the priority list.

--000- -

MS. HOOVER: And you have, for example, if
there's a metabolite or other biomarker that's been
identified, it's on the |list, indented. Now, per the
Panel's recommendati ons repeatedly, this doesn't mean that
this the only thing that we could | ook at. It's just --
so the idea, the way that |I'm | ooking at these lists is
it's supposed to be providing useful information, and it's
supposed to be providing as nuch informati on as we have.

If, in the future, we change methods or we find
actual this is an excellent biomarker for diesel, that

seenms |i ke an inmportant thing to be on the list for
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i nformati onal purposes.

Next slide.

--000- -

MS. HOOVER: So again, the changes under the new
format is that things would be in one colum instead of
two. The netabolites or other biomarkers and ot her
i ndi cator-chem cals would be indented under the parent.
The organi zation would generally follow the CDC Fourth
report. So they've now regrouped and moved chem cal s
around. They have a category called Disinfection
Byproducts, where they've noved the trihal omethanes. They
moved p-Di chl orobenzene under VOCs instead of other
pesticides.

So some of these issues you m ght want -- you
m ght say actually that is a decrease in information and
we woul dn't want to do that, and that's the kind of input
we'd |ike to hear.

Next slide.

--000- -

MS. HOOVER: Sone exceptions, as | mentioned.
CDC has PBDEs |isted differently in their index. And we
woul d retain the way that we have it under the SGP
desi gnation for brom nated and chl ori nated organic
conpounds used as flame retardants. And then there's

ot her categories that were never included by CDC. So, of
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course, those are retained.

A few other exceptions that we decided on.

Again, this is just proposed. We thought it was useful to
retain tobacco snoke as a heading to give clarity about
why cotinine is important, for exanple.

DEET. They moved DEET out of pesticides and
listed it singly. And we felt that it was nore
informative to keep it in the pesticides category. And if
you've had a chance to peruses the new format, we actually
have a | arge section where all the different pesticides
are groups, and there's -- all the different pesticides
are grouped and categories underneath that are retained.

We al so thought that given the type of lists it
was, it would be useful to retain certain conmon nanes
that are really wi dely used, |ike carbon tetrachloride.
They changed it tetrachl oromethane with carbon tet in
par ent heti cal .

You know, these are m nor issues, but that's some
of the things we've been | ooking at.

Next slide.

--000- -

MS. HOOVER: So there's a bunch of things that
come up, when we started to try to do that. So one of the
exampl es | showed on the previous slide - | actually had

t hat section - was PAHs. So in the discussion of PAHs
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that the Panel had in prioritizing certain PAHs, you were
referencing a table that the | aboratory had provided about
ot her chem cals that the |aboratory can measure. And so
the chem cals that were actually named were the

met abolites and not the parents. And that's what got put
on the priority list.

However, if you look at the designated list, for
exampl e hydroxybenzo[ a] pyrene is |listed under
benzo[ a] pyrene as the parent, which seens |ike useful
information to me. Now, this is an exanple of a
substantive issue that we'd have to bring back to you and
get clarification about what you meant when you said we
want you to put hydroxybenzo[a] pyrene on the |ist.

Anot her question that we're wrestling with a

little bit is what if the metabolite itself is really the

chem cal of concern to highlight. And we had discussions
about this with you before. For exanple -- and this is
hypot heti cal, because this is not on the |ist. But for
example if you had a chem cal l|ike 3,4-dichloroaniline

that you're interested in, as a metabolite of other
chem cals, how should that be represented in this new
format?

We couldn't just have a hanging indent with
not hi ng above it. Wuld we have to create a category? Or

should we show it aligned left and just footnote it as an
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exception?

We al so confronted this with some non-specific
met abol ites. CDC has, in their long list, in some cases,
just non-specific metabolites that they haven't linked to
a specific parent.

There was a time when we were devoting tremendous
resources to trying to |look at all of these things and
figure out all the relevant parents and |link them And we
don't feel like that's a profitable activity for a
non-specific metabolite. So how should that be shown?

At the moment, we just have them aligned |eft,
and | believe they're noted or footnoted. But if they're
not, we could do that.

Next slide.

--000- -

MS. HOOVER: There's also things that are
measured that are actually parent conpounds thensel ves,
but are grouped under a broader category |ike
Hexachl orocycl ohexanes, including beta-HCH and gamma- HCH.
So that, you know, should those be indented, even though
they're not really metabolites or biomarkers, they're just
anot her isonmer. In the exanple we showed you, we put
t hose in parenthesis, but maybe that's not really handy if
you were searching the list. So that's another issue.

Simlarly with various metal species, the way
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t hat CDC shows it is they indented under the overal
headi ng and that's how we showed it.

Next slide.

--000- -

MS. HOOVER: So as | said, in terms of follow up,
we just wanted to get your thoughts. Do you |like the new
format? | think it's cleaner, but it does present other
problems. We would take back your input and try to cone
back with something. And if there's some substantive
change that would actually make a change to the priority
list, we'd have to bring that back to you and get
clarification fromyou

That's it.

CHAI RPERSON MORENO: Thank you, Sara.

Questions for Sara?

PANEL MEMBER McKONE: Can you go back to your
first slide, there's something there. l"m sorry, | guess
it's the next one.

Oh, yeabh. I knew it was on one of the slides.

So in the naphthol -- or the hydroxynaphthal ene that's
associ ated both with naphthal ene and carbamate, has CDC - -

MS. HOOVER: Car baryl .

PANEL MEMBER McKONE: I''m sorry, carbaryl. Have
ei ther your group or CDC assessed what relative fraction

is attributable to each one in maybe |Ii ke the medi an
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range. I know it's highly vari able. But how big of a

contributor is either one to the 1-naphthol?

MS. HOOVER: | don't know the answer to that
guesti on. | don't know if anyone else in the audience
does.

It would be interesting to know whether it's |ike

only one or two percent additional amount or if when you
add carbaryl you may actually be half and half.

PANEL MEMBER BRADMAN: Tom |'m sorry, could you
phrase that again, because | m ght have an answer to that.

PANEL MEMBER McKONE: So the question is when you
| ook at a bionmonitoring sample and a range of them and you
see 1- hydroxynapht hal ene, and you know it's comng from
two, do we have any sense of what the relative
contributions are, | mean, particularly in the md-range?

PANEL MEMBER BRADMAN: The answer is yes. [f 1
remenmber correctly, we have a paper submtted on this
ri ght now actually. Basically, there's 1-naphthol and
2-naphthol. And 1-naphthol and 2-naphthol come from
napht hal ene i n approxi mately equal proportions. And
1-napht hol comes from carbaryl also.

So if you look at the ratio of 1-naphthol to
2-naphthol, You get some indication of the source. And
there's an occupati onal setting that defined a ratio

greater than two as indicating, at |east in that case, an
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occupational or some external source of carbaryl.

So | apol ogi ze, but to give an exanple from
Sal i nas, you know, we found, in our popul ation, we | ooked
at the ratio of 1-naphthol to 2-naphthol in our
popul ation, also in the NHANES data, and we found an
el evated frequency of ratios over two, for exanple, in our
popul ati on, where carbaryl is used.

So you can gain some insight on exposure to
carbaryl by | ooking at that ratio. And, you know, it may
be specific to agricultural areas or maybe even within
agricultural areas depending on the crop use. For
exampl e, we found that ratio higher when people were
wor ki ng on certain crops.

So there is some information there, but it has to
be teased out of the data. Does that --

PANEL MEMBER Mc KONE: But there is a way to do

it?

PANEL MEMBER BRADMAN: Yes.

PANEL MEMBER McKONE: So in other words, if | see
20 nanograns or whatever per liter of urine of 1-naphthol
and 10 of 2-naphthol, probably the -- you would expect it

to be closer to one.
PANEL MEMBER BRADMAN: Ri ght . Or you could I ook
at California and say, you know, 30 percent of the

popul ation has a ratio over two. MWhereas, in NHANES it's
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10 percent. So that suggests and additional source. Or
you can | ook at an individual popul ation.

PANEL MEMBER McKONE: Thank you.

PANEL MEMBER QUI NT: Julia Quint.

That seems to bring up another interesting
guestion though, is that are the data useful, in terms of,
you know, trying to get at exposure, if you don't measure
bot h?

MS. HOOVER: Yeah. No, | didn't tal k about that,
but they specifically talk about you need to measure both.
You know, they talk about them together and they talk
about 1- and 2-hydroxynapht hal ene.

PANEL MEMBER QUI NT: So we list one, but it's --

MS. HOOVER: Well, it's actually -- that actually
is a question that I didn't ask, but it kind of is an
i nteresting question under carbaryl. 1- hydroxynapht hal ene

is the metabolite, but you kind of need
2- hydroxynapht hal ene. We didn't actually -- on your
exampl e, we show just 1-hydroxynaphthal ene indented under
car baryl. But could that be m sl eading, you know, because
you kind of need 2-hydroxynapht hal ene.
PANEL MEMBER QUI NT: Exactly, that's my question.
MS. HOOVER: So that my fall in the other
bi omar ker or relevant indicator chem cal category.

PANEL MEMBER QUI NT: Exactly.
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MS. HOOVER: So we could include it.

PANEL MEMBER W LSON: I's there anything, you
know, related to this that we need to solve today?

MS. HOOVER: Rel ated to this?

PANEL MEMBER W LSON: Yes.

MS. HOOVER: No, this is just interesting side
conversation.

(Laughter.)

PANEL MEMBER W LSON: Oh, no, not what they're
tal ki ng about, but your question.

(Laughter.)

MS. HOOVER: Okay, the Il arger questions of

format ?

PANEL MEMBER W LSON: Yes.

MS. HOOVER: | mean, | guess | want to hear your
opi nion about -- | mean, you' ve seen the old -- | didn't

actually provide you copies of the old Iist, but you've

seen the old lists. And there's sonme real problenms with

the formatting and |ack of clarity and lots of |ines and
white space. And it's just not -- it's not a really handy
formt. So | guess that's one question is, do you like

the new format? Is it worth it to pursue some of these
picky little issues?
Now, in terms of the picky little issues, what I

was going to propose, unless -- if you have a specific
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preference, you know, like |I think you should do X, Y, or
Z about metabolites. I mean, that's one of my interesting
points is, you know, what do you do if you want to

hi ghli ght the nmetabolite as being of concern? Or do you
want to include benzo[a] pyrene, if you've |isted

hydr oxybenzo[ a] pyr ene. | would |like to hear your opinions
on that today. That would be very hel pful.

In terms of the picky little issues, |'ve nmade a
certain proposal in the attached. You could take a | ook
at it, and we could come back with, you know, any
substantive things that you really need to solve.

PANEL MEMBER SOLOMON: Okay. Gi na Sol omon.

| like the new list. | like the new format.
think this is going to be much nore user-friendly and just
easier for non-chem sts to understand. So | think it is
worth dealing with these probl ens.

| think it's a little tricky to sort of run
t hrough all the answers to all of these things. But |
t hink that when a metabolite has been named, for exanple,
t he, you know, benzo[a] pyrene nmetabolite, | think it is
worth listing the parent chemcal. And if that requires
bringing a bunch of these back to the Panel, sobeit, |
think it's something that we could address fairly quickly,
because it appears that that would have been just an

oversi ght.
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And when the metabolite is the chem cal of

concern, | think actually that's the case with a | ot of
chemcals, is that the metabolite is the active -- the

bi ol ogically active chem cal. | don't think that that
precludes listing the parent chem cal. I woul d, you know,
in this hypothetical 3,4-dichloroaniline exanple, | would
suggest listing the parents, you know, even if it's

several different parent chem cals, and you, know noting
that they all are metabolite -- you know, the reason that
they -- you know, a necessary footnote, that the reason
that they are listed is because they are metabolized to
this active metabolite of concern.

The nonspecific nmetabolites are tricky, and I
can't think really of a better way of dealing with them
t han just sort of lunping theminto some kind of
non-specific metabolite category.

MS. HOOVER: I mean, actually we started -- you
know, Gail started to do a bunch of research in certain
sections. And, you know, it's possible to parse them out.
It can be conplicated. And that's part of the problemis
t hat we don't -- and even with this hypothetical exanple.
The only reason | raise this is that typically we would be
bringing you forward somet hi ng where we would know t he
parents. But if just the metabolite was sort of divorced

from the parents and consi dered, because we tal ked about
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doing that. That was at a previous SGP nmeeting, where we
woul dn't be bringing the parents. We would be bringing

the metabolite, so that's why | was focusing on that.

| think, in general -- | mean, | agree with you.
| think that it's inportant to have the parent, if known
and easily accessible. | *'m wondering, and this may be is
a | egal question, but we could also indicate -- it's
al nost |ike parents including, but not l[imted to. You
know, it's -- because we're not necessarily going to have

pi cked themall up. So that's my point is that if it's
the metabolite that's of concern, you don't really want a
subset of the parents, you want the parents that lead to
t hat . But we m ght not have sufficient resources to
figure that out completely. That's all |I'm saying.

But maybe we could just take care of that in a
f oot note, you know, just indicate that these are the
parents we've identified and their may be more, something
l'i ke that.

CHAI RPERSON MORENO: Dr. Quint.

PANEL MEMBER QUI NT: Julia Quint.

| was just actually going to say exactly what

G na sai d. | think this is much inproved. Il like it.
It's informative. It's educational even. | think the
isomers present a little bit of -- you know, you have to

f oot note that or sonmething, because they need maybe to be
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i ndented, but then it kind of --

MS. HOOVER: It doesn't fit our schene.

PANEL MEMBER QUI NT: It's not a metabolite, so
t hat - -

MS. HOOVER: Well, that m ght be anot her way of
dealing with it, because |I mean it makes more sense to nme
froma logical user-friendly point of view to just have
t hem i ndent ed.

PANEL MEMBER QUI NT: Exactly.

MS. HOOVER: And maybe we just need to footnote
it, and say these are isoners. You know, these are
rel ated i somers.

PANEL MEMBER QUI NT: Right.

MS. HOOVER: And so then our indent may have
mul ti ple means. We were trying to avoid that, but that
woul d probably be the nost practical solution.

PANEL MEMBER QUI NT: Yeah. And | also |Iike where
you differed from CDC with the tobacco snoke, because
t hi nk, you know, your instincts are right. W want this
to be accessible information for the public, and not, you
know, a bunch of weird names of chem cals that nobody
understands. You know, as nuch educati on as we can confer
onto this process, | think the better off we are, and it's
appropriate. So I like the decisions you' ve made where

they didn't exactly fit what CDC was doi ng.
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CHAlI RPERSON MORENO: Dr. Luderer or Dr. W/ son.

PANEL MEMBER W LSON: | would concur with that.
| think the way you're going about it is exactly right,
that making it information rich and useful to the public
and to, you know, comunity-based organizations and to
busi nesses and so forth that are interested in this
i nformati on, and, you know, providing the taxonomy back to
t he parent conmpound, and that m ght be the more common
name, as Julia is, you know, stating.

And maybe -- and | think it makes sense, as
you' re saying, that there may be other parent conmpounds.
And that could go in a footnote. And, you know maybe the
specific metabolites -- well, | guess that's -- | think
t hat would answer it for me. And | think that would be
the direction we would want to go.

So | think the direction is right. | think it's
a smart approach. I like it.

CHAI RPERSON MORENO: This is Ed Moreno.

| want to take this opportunity to open it up to
the public, and then we'll conclude this after public
comment with final recommendati ons from the Panel.

So, Any, were there any Emails comng in from
people on the webcast?

MS. DUNN: No email .

CHAI RPERSON MORENO: And anyone in the public
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here today wi shing to coment?

Okay. | don't see any. So |I'll close the public
comment -- here's someone from the public.

(Laughter.)

MS. HOOVER: | have actually one other question.
You guys considered p-Di chl orobenzene as a pesticide, |
believe, is that right Gail? Yeah. And now they noved it
under VOCs. Do you have a problemwith that? Should it
be retained under pesticides? Any opinions on that
specific one, because you actually discussed it as a
pesticide and prioritized it in that -- was it prioritized
or designated it? Prioritized.

Any comments on that one or do you have -- |
mean, we could also footnote this is also used as a
pesticide. You know we could do something |ike that.

CHAI RPERSON MORENQO: Dr. Quint.

PANEL MEMBER QUI NT: This is truly personal.
Julia Quint. | don't think of it -- 1 mean, volatile
doesn't do much for me. \Whereas, | think of it nore as a
pesticide, you know. But that's just any orientation. I
mean, there are lots of volatile organics, and | don't
t hink of -- you know, so it is volatile and it could be
there, but | think it's nmore useful, in ternms of what we
know about it as a pesticide, just personally.

CHAI RPERSON MORENO: Okay, | just want to
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comment. We have cl osed public coment, so we'll continue
with the Panel discussion.

Dr. Sol onon.

PANEL MEMBER SOL OMON: I think, in general, the
category VOCs doesn't mean a |lot to many people, and it's
a whole sort of garbage bag of different chem cals. And
this would be a nuch bigger project, but it would be
actually very interesting to sort of divide those up by
end-use, cleaning products, you know, products in, you
know, other cosmetics, products in chemcals in gasoline,
degreasers, blah, blah, blah.

Short of doing that and of putting
p- Di chl orobenzene into a sort of disinfectant category or
somet hing al ong those lines, |I would tend to advocate
leaving it in with pesticides, even though a | ot of people
don't think of toilet bowel deodorizers or
mot hball -- well, | guess nothballs people think of as
pesticides. But people wouldn't think that a toilet bowl
deodori zer is a pesticide so much, but it is.

MS. HOOVER: Okay, so based on that, I'll move it
back to other pesticides in the next list for now, and
consider the idea of adding nore richness of information
to sonme of the other categories.

CHAI RPERSON MORENO: Okay. Any ot her conmments or

recommendations? |t sounds |ike the Panel |ikes the
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format. You' ve gotten some recommendati ons on this.

Anyone el se?

No.

Okay. Thank you for that presentation. Thank
you for trying to help us clean up and better representing
the list to the public and making it nore useful.

Okay, we're going to move on to -- actually, I'm
going to introduce Dr. Lauren Zeise, who is Chief of
Reproductive and Cancer Hazard Assessnent Branch, Office
of Environmental Health Hazard Assessment, who is going to
summari ze the Panel's recommendation from Today.

DR. ZEI SE: Hi. So we started off the morning
getting an update on the budget, the coll aborations, |ab
progress for the Program And we heard back fromthe
Panel continued support and encouragenent for our
col | aborations with the Environnmental Health Tracking
cohorts, CYGNET, the M EEP cohorts. W also heard
conti nued encouragement and interest for an occupati onal
cohort, particularly for firefighters. And there was sonme
di scussion of the advantages of using a unionized
wor kf orce.

We heard an offer of assistance from M ke W I son
and Ul ricke Luderer to help |locate a cohort. And we al so
heard of the useful -- again, fromthe Panel, of the

useful ness of a diesel marker for firefighters and for
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truckers. So again, reinforcing the idea of focusing on
getting a good marker for diesel.

Wth regard to the |lab reports, we heard very
positive feedback for the current path of effort. Various
suggestions and comments were made, including the
i mportance of QA/ QC for QA/ QC of getting blanks in the
field. The inmportance of considering pregnancy status.
And, of course, we talked a | ot about that in the
afternoon. The conti nued encouragement to devel op met hods
to analyze newer flame retardants.

And then the Commttee by unani nous vote
desi gnated Pendi methalin, its metabolites, and other
bi omar kers and rel evant indicator chem cals.

And then there was deliberation -- oh, so as
we think about this particular conpound, there's a | ot of
di scussion on what would be important in considering the
priority status of it. And that would include
consi deration of bioavailability, plausible exposure
pat hways, that would include things |ike the aquatic food
web, food residues, potential residential exposure,

i ncluding through dust.

So we had an extensive discussion of the M EEP
study, in progress on the M EEP study, and we received a
vari ety of suggestions on the study, on recruitment,

guestionnaire, in-person interview, educational materials,
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and report-back. Sonme of the materials are a |ot further

along. And so the Programwill take under advisement the

comments and probably make |limted changes to those things
that are in the |IRB process.

For the other items, there's nuch nore
opportunity for nore extensive taking into account of the
Comm ttee's conments.

At a future meeting, we again agreed and
reiterated that we would discuss clinical reference
val ues. And that would include both methodol ogi es as
potentially some exanples. Don't know if it will be as
early as May, but that will be com ng back to the
Comm ttee.

The Comm ttee voted to add PCBs to the priority

chem cal list by a vote of six yes and two no. The
program wi ||l bring chem cals and sunscreen back to the
Panel for consideration. Benzophenone-3 will come back,

along with possibly other chem cals and sunscreen and | ook
at the whole issue of chem cals and sunscreen in a nore
holistic way.

And in bringing back benzophenone, we'll try to
address this overall issue of estrogenic |oad, but it wil
take some thinking to see how we m ght go about doing
t hat .

And regarding the list and its new format, we
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heard that the Panel |iked the new format. And so we'l
proceed along with that. The direction is right,
par a- Di chl orobenzene went back to the pesticides. And in
bringing the new format back and inmplementing, we'll
probably have to conme back to the Panel with a variety of
substantive changes. So we'll go through the process of
approaching the list one nore tinme before finalizing it.

And so I'd like to thank the Panel for all their
hard work, and Dr. Moreno for your good | eadership, and
wish you well. And I'd like to thank the staff for al
their hard work as well.

CHAI RPERSON MORENO: Thank you, Dr. Zeise. So
with that, that concludes the agenda.

Bef ore we adjourn, | want to |let the public know
t hat the meeting presentations, the transcript, and the
summary of our Panel recomendations will be avail able on
t he biomonitoring website as soon as staff has them
available. And a notice will be sent to the biomonitoring
listserv when those materials are available for public
Vi ewi ng.

| al so want to announce that the next meeting is
pl anned for May 24th, 2010 from 10 a.m to 5 p.m And
that will be scheduled in the Bay Area, |ocation to be
determ ned. And that is it, so this meeting is adjourned.

Thanks.
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(Thereupon the California Environmental
Cont am nant Bi omonitoring Program Scientific

Gui dance Panel meeting adjourned at 4:31 p.m)
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