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EL MONTE, CALIFORNI A, FRI DAY, JULY 26, 2002

10:15 A M

PROCEEDI NGS

CHAI RMAN FRO NES: So | think we have a quorum
and can open the neeting of July 26 of the Scientific
Revi ew Panel. And the first topic for discussion is
the Air Toxics Hot Spots Program Ri sk Assessnent
Quidelines. So Mel anie, Andy.

DR MARTY: GCkay. W were going to go through
the chronic reference exposure levels that -- there's
three that we've asked the panel to reviewthat wll
be additional to all of the other ones that the panel
has appr oved.

And these reference exposure |levels --
t he panel has already had sonme discussion at the
March and Novenber neetings of last year. And now
we' re taking them back up. There were a few coments
fromthe panel that we addressed in the |atest
ver si ons.

I"mgoing to l et Andy give the
presentation.

DR SALMON. Ckay. Wll, is this -- that's
working. As the first |line here shows, we're working

on the chronic reference exposure levels. And the
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panel's done a lot of work on this in the past. So |
thought 1'd begin by just summarizi ng what's happened
to date. The main thing was -- the first thing was

t he gui dance docunents, which explain the

met hodol ogy. And we're attenpting to follow the

nmet hodol ogy laid out in that docurent.

And | think, as will come out |ater
there is a health approach to the nethodol ogy
involved a little bit. There were -- there was an
initial group with 22 chronic RELs.

And since then -- if | can have the
next slide, Jim thank you -- we have added a nunber
of additional ones. So we actually now have a tota
of, well, 76, actually, if you include the carbon
di sul fide which was adopted very recently.

So what we now have -- could | have
the next slide, please? Can | have the next slide,
pl ease, Jin? Today, we've got three chem cal s which
we are presenting today. Carbon disulfide, which we
did deal with at the last nmeeting. So what we have
today is fluorides and hydrogen fl uoride, phosphine,
and triethylamne. Can | have the next slide,
pl ease. Thank you

The fluoride one -- at this point, I'm

going to have to explain that we have a revision
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which is a |ate response to coments and di scussi on
whi ch occurred actually right up to the last few
days. And | have a revised toxicity sunmary, which
Peter has -- which he's going to hand out to you now.

What happened here was that there were
two changes that we made. The first thing was that,
in response to earlier discussion, it was agreed that
we shoul d devel op an oral REL so that, in situations
where the material was appearing as a particul ate,
this could be considered as a multinmedia problemin
the risk assessments.

And so we needed an oral REL. So the
first change, which was in the version which,
t hi nk, you saw and which went out for the public
notice, that we devel oped an oral REL using basically
the simlar nethodol ogy to what was used for the
public health goal for fluoride, which the drinking
wat er devel oped recently. So could |I have the next
slide, please, Jim

Now, this is the oral REL. This is
the basis -- essentially it's using the |arge
popul ati on-based studi es on fluoride in drinking
wat er and exam ning, on the one hand -- the studies
were exam ning the incidence of dental fluorosis at

hi gh levels of fluoride but also, of course, the
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beneficial effects in preventing and reducing

i nci dence of dental caries in people who have higher
levels of fluoride relative to those who were
relatively deficient in fluoride.

And because this is not a standard
adverse-effect-response type of relationship, we
couldn't very well use any of the benchmark dose
nmet hodol ogy, which we have been trying to nove
towards here. So basically this is a NCEL type of
calculation. |If | could have the next slide, please.

The final conclusion of this was that
this is a popul ation-based study, which includes a
| arge nunber of people, including children and
i ncl udi ng probably the nost sensitive sufferers.
Therefore, we didn't apply any additional uncertainty
factors.

And we canme up with a chronic oral REL
of 0.04 mlligranms per kilogramday. So as | say,
this is basically inline with the derivation used
for devel oping the public health goals of the
drinking-water program |f | could have the next
slide.

The ot her thing which we've been
working on is a revision to the nethod of cal cul ation

for the inhalation chronic REL. Wen we first
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presented this derivation, we were using the LOEL-
NOEL net hod, based on an epi dem ol ogi cal study of
fl uori de- exposed workers.

And it was follow ng discussion at
previous neetings with the panel that we decided that
it was appropriate, rather than using a LOEL- NCEL
ki nd of approach, that it would be better for us to
use a benchmark concentration analysis in our first
attenpt to do this and use the sane stratification as
the data in effect in five separate dose groups,
al though the data in the study is actually presented
with individual estimated exposure |evels and the
out cone.

So the first analysis used stratified
data. However, we have been continuing to discuss
this approach with Dr. @antz and with various other
peopl e who advi se us on these matters.

And one of the points which was nade
to us was that, using this stratified approach, in
fact, froma statistical point of view, it's
desirable in treating the data on an individua
basis. And we initially didn't do this because we
hadn't quite figured out how to nmake the software
package that we were using do that. W were using

group dat a.
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But recently, very recently, we were
successful in running the bit using the individua
data. And as was predicted by Dr. Aantz in his
di scussions with us, this did, in fact, inprove the
quality of the fit, lower the uncertainty.

It also goes to -- or gave us the
opportunity to correct a m stake which we had nmade in
the first version of the derivation which we sent you
earlier.

So in order to present all these
i ssues to you, |'ve prepared a revised version of the

summary which i s what you have before you now. In

fact -- could | have the next slide, please, Jim
Thank you.

The fit, as you see, is -- well,
it's -- this slide basically shows the shape of the

fitting curve. And the green dots, if you can see
those, are, in fact, the individual response and
nonresponse groups. And this is how the cal cul ation
goes in this node. And if | could have the next
slide, please, Jim

This is what happens with the
derivation. W actually cone up with a benchmark
concentration value. This is the | ower bound on the

slide, in fact, of 0.37 mlligranms of fluoride per
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nmeter cubed. And then we apply the calculation in
the usual way. |In fact, if | could have the next
slide, please

The final calculation includes an
uncertainty factor of 10, which we left in, because
this is an occupational group of certainly adult
healthy males. W're not quite sure what their
ethni ¢ conposition is.

But in any event, it's fairly clear
that this doesn't include children or, at |east from
what we can tell, any other obviously potentially
suscepti bl e subgroups. So we feel that it's
appropriate to leave in the uncertainty factor of 10
to represent diversity in the hunan popul ation

And so our final recommendation is for
a reference exposure | evel of 30 mcrogranms per neter

cubed for fluoride or it's, in fact, 40 m crograns

per neter cubed. | just noticed that somewhere on
there it says, "40 milligrans." |t should say, "40
mcrogranms."” | apol ogize for that typographic error

So 40 m crograns for hydrogen
fluoride. It obviously just reflects the nolecul ar
weight. So that's our proposal

Then | think -- sorry -- if you can go

back to that. | don't know whether the panel wants

10
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to discuss this further at this point or if there's
anything | can clarify additionally.

CHAl RVAN FRO NES: How do you want to do it?
Shal | we tal k about the chem cal by chemi cal or when
he's finished with three chenicals? Dr. Blanc?

DR BLANC. Chenical by chem cal

CHAl RVAN FRO NES: So why don't we take
comrents on the fluoride issue now?

DR ATKINSON: On the first page, you have a
typo, by the looks of it. Instead of 40 ppb, it
shoul d be 17.

DR SALMON:  Yes.

DR MARTY: That's the -- | think that
represents the ol der calculation. GCh, no.

DR SALMON. That is the -- yes. That's
right. W corrected the m crogram val ue but forgot
to change -- yes. |'msorry. | apologize. The
t ypography seens to be a little deficient here.
This, as you m ght have gathered, was done in
sonet hing of a rush.

CHAI RVAN FRO NES: Since Paul's the lead --
but why don't we start with Stan because he has, as
you say, been working with you

DR GLANTZ: Yeah. |'mhappy. | nean there

is a-- they did what |'d suggested. And | think

11
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it's better.

CHAI RMAN FRO NES: | thought the fact that you
were sitting back and quite so rel axed neant that you
were in that posture. So you have no coments?

DR GLANTZ: No. | think it's fine.

CHAI RVAN FRO NES:  Paul ?

DR BLANC. Just to start with one small
techni cal thing, nost of the changes that happened
with your estinmated reference val ue was because you
went froma .10 to a .05 --

DR SALMON:  Yes --

DR BLANC. -- not because of --

DR SALMON: -- that's correct.

DR BLANC. Just out of curiosity, what woul d
the ol d grouped-data nethod have yiel ded at .05?

DR SALMON. W had a previous estimte of, |
think, actually -- well, we quoted it as 20 at one
point. But | think actually it's about 15.

DR BLANC. So it's a very slight change.

DR SALMON.  Very slight. Wat happened with
the change in the analysis is that it didn't, in
fact, change the best estinmate of the EDO 5 very nuch
at all. There was a little shift but very slight.

The bi gger change was the inproved

confidence |l evel and slight tightening of the

12
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uncertainty bounds, which is in line with what you'd
expect .

The other thing | ought to point out
about the fit is that we still had to exclude what we
classified as the "hi gh-dose group"” fromthe data
set. W can't get a decent fit to any of the nodels
if we include those hi gh-dose val ues.

W think that that neans that there is
sonet hi ng excepti onal about those measurenents. But
that's independent of whether we do a categorized or
i ndi vidual data basis or also independent of what
kind of mathenmatical nodel we try and fit to the
dat a.

DR BLANC. Right. Now | wanted to ask sone
questions about the relationship between the
i nhal ati on and the oral issues, which we had tal ked
about at previous neetings as well.

DR SALMON:  Yes.

DR BLANC: | want to make sure | understand
your rationale. The assunption would be that, of
i nhal ed doses at an airborne concentration of chronic
exposure of .013 milligrans per cubic neter, that a
certain percentage of that woul d be absorbed?

DR SALMON:  Yes.

DR BLANC. A fairly high percentage.

13
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DR SALMON:  Yes. Wth a situation like that,
we're basically assuming it would be 100 percent
absorbed. W don't have any particular, you know --
I mean, if it's deposited -- if it's a particle and
it's deposited, you know, the chances are it's going
towind up in the systemby one route or another

DR BLANC. Right. So can you tell ne, at
this chronic airborne concentration, what the
equi val ence -- and making certain assunpti ons about
breathing rates -- what the milligrans-per-Kkilogram
dose woul d be?

DR SALMON:  Yes. | think we have that
calculation in the derivation. And where is that?
It's in here sonewhere.

DR MARTY: It's at the end.

DR SALMON. Yes. The equival ence -- what
we're actually tal king about is that breathing
fluoride at the REL woul d probably provi de about a
10 percent increnent in fluoride uptake to sonebody
who is getting the maxi mum fluoride allowed from
drinking water, according to the oral intake val ue.

In other words, if somebody was in an
area with fluoride supplenentation to the nmaxi mum
| evel or natural fluoride up to that maxi muml| eve

that's recommended by our oral REL or by the PHG

14
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then breathing this much fluoride, in addition, would
put them about 10 percent higher, which we consi dered
to be reasonabl e because we wouldn't want themto

see -- we wouldn't want to see them having a
significant increnent above that nmaxi mum oral intake
because that's actually, you know, a zero on the
safety factor value. |It's the trough of a U shaped
response curve.

So we feel, fromthis point of view,
that the chronic REL is, you know, is a safe REL in
that context. Qbviously, in order -- if you were
saying, "At what |evel would produce effects?" then
we're saying, "If you go tenfold higher than the REL,
if you take out that tenfold safety factor that we
have in there, then you do start to see effects,"
which is what was observed in the study.

There was a fair anount of variation
in the study popul ation. But basically that study
popul ation had a range of fluoride intakes which was
reflective of what people would get fromdrinking
wat er .

DR BLANC. So what you're saying is that, if
a child were exposed at the proposed REL --
DR SALMON:  I'msorry?

DR BLANC. If a child were exposed at the

15
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exposed -- or if there were airborne, chronic
airborne, levels at the REL, the revised REL val ue of
13 microgranms per neter --

DR SALMON:  Yes.

DR BLANC. -- that child would have
approxi mately, through the inhalation route, a
hundred -- and if their drinking water were
fluoridated to the standard --

DR SALMON:  Yeah

DR BLANC. -- they would have a hundred and
ten percent of the standard.

DR SALMON:  Yes.

DR BLANC. Plus another increnent that woul d
be related to the dust deposition fromthe airborne
| evel s?

DR SALMON. |'massum ng that any risk
assessnment that, you know, that considered how much
they were getting would include all the routes of
exposure. So we're not -- in calculating this
airborne level, we're not putting in an increnment
for, you know, hand-to-mouth transfer from dust.

But if sonebody were to do a
mul ti media ri sk assessnment on a situation |ike that,
then that's sonething that they should factor in as

an addi tional route of exposure but --

16
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DR MARTY: They would -- in a site-specific
ri sk assessnment, they would have to add in the
fluoride that they're getting by noninhal ati on routes
in order to estimate the risk

DR SALMON That's what we -- that's what the
oral nunber is providing for, in fact.

DR MARTY: Right. And that would be additive
to the hazard index frominhalation. So it can't be
ignored. It won't be ignored in the risk assessnent
process for the site-specific facilities.

DR BLANC. And where in the text -- you said
that this was in the text. Wuere in the text? Wat
page is it on?

DR SALMON. |'mlooking at the bottom of
Page 9. This is in the revised version, which was
handed to you separately. |It's presented in a
slightly different formof words than what | just
used, but that's basically --

DR BLANC. | think it's very difficult, from
that paragraph, to understand what you said, which is
that the inhalation REL, not the oral REL, woul d
result in approxi mately an equival ency of 10 percent
of the -- see.

The difference that -- | think what

this docunment has had trouble getting its arns

17
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around -- and | don't know whether this matters
hugel y because | don't know whether we're going to
encounter it in other situations -- is that the oral
route is not theoretical since, you know, there are
| arge nunbers of persons in the general public who
have fluori dated water.

So you can assune that the oral --

that there's an oral baseline --

DR SALMON:  Un- huh.

DR BLANC. -- exposure --

DR SALMON:  Yes.

DR BLANC. -- to which you're adding.

DR SALMON:  Yes.

DR BLANC. So in a sense, your REL has to
subtract out an assunption -- | don't knowif it "has
to" -- but froma public health point of view it's

built upon an assunption that, for a significant
subset of the popul ation, that they already have
received part of their dose intentionally.

DR SALMON:  Yes.

DR BLANC. So it's quite different than, you
know, other theoretical nodels. And | don't -- |
don't think we've actually -- nmaybe when you had your
| ead discussions, | guess, you had to deal with this.

But other than that, I'mtrying to think of sone

18



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

ot her exanpl es.

And there, it wasn't because peopl e
were, you know, intentionally being supplenented with
the material. And it's all the nore inportant
because your endpoint, as your nost sensitive
endpoi nt here, is extent and effect of absorption.

It would be different, | think, if you
were dealing with inhalational endpoints where we
were tal king about two different organ systens and
two different, you know, physiologic processes. But
all of the effects of the fluoride that you're
concerned with here is what would happen if this
i nhal ed fluoride were absorbed system cally and added
to the burden of fluoride that one has received from
ot her sources.

DR SALMON.  Yeah. Well, | think we attenpted
to address that point here. But | think it sounds as
if we need to follow your advice in rewording this
thing to make the point a little nore clearly.

DR BLANC. | guess | wouldn't put it in the
oral section. | guess | would put sonething in the
i nhal ati on section that told the reader --

And then maybe there needs to be
sonet hi ng whi ch says what you said -- Ml anie, what

you said about and what you said, Andy, about what a

19
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ri sk assessor woul d have to do, depending on what the
| ocal water situation was.

DR SALMON. | think | agree. W should
clarify that and put it in the appropriate place

DR BLANC. So that's my nain point. Now |et
me just go through some other things.

CHAI RVAN FRO NES: Can | nake one conment ?

DR BLANC. Yes.

CHAI RMAN FRAO NES:  The issue of fluoride,
hydrogen fluoride, is extrenely controversial, as you
know, in Southern California. There are suits
underway right now because of the refineries' use of
hydr ogen fl uori de.

And so given that, that in a sense,
the use of hydrogen fluoride in the petrol eum
refineries represents kind of a hot spot, the
question | would have in relation to what Paul's
asking is "Do you have a sense of what the hot spot
air concentrations are with hydrogen fluoride and
what inplications that has for fluoridated water in
t hose surroundi ng areas?"

DR MARTY: Wen any of the facilities subject
to the programare releasing HF, they have to do air-
di spersion nodelling and report the concentrations in

their risk assessnents. That is what gets

20
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conpared -- they have to do two things: The one-hour
maxi mum concentration and then the annualized
aver age.

Those are what get conpared in the
hazar d-i ndex approach with the inhalation reference
exposure level. In addition, they have to do
deposition nmodelling and run it through our exposure
algorithmto come up with an estinated dose by
noni nhal ati on route.

And that gets conpared to our ora
chronic REL. And then the hazard indices get added
toget her because it's a systemc effect.

The one thing |'mthinking about,
though, in all of this discussion, is that we're
really only tal king about the contribution of the
facility. There's nothing in the programthat
requires themto | ook at contributions from other
sources, which would be, in this case, the ngjor
source -- drinking water

So I'mrethinking that maybe what we
need to do is assunme that people are, in their
drinking water, getting what is the public health
goal and back off a little bit on our inhalation REL.

DR BLANC. If you subtract this REL --

DR MARTY: Right. Exactly. Wich is what

21
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you were getting at earlier. The one thing | need to
check is nmost of the public health goals make an
assunption about exposure from other routes. |
honestly don't know if they do that for fluoride.

DR SALMON:  There's another source.

DR MARTY: Right.

DR BLANC. So | think what you need to --

DR MARTY: So | need to figure that out.

DR BLANC. | think you need to see whether
their assunptions were appropriate. That is to say,
did they assune a very trivial source from airborne
| evel s when they did that --

DR SALMON:  Yes.

DR BLANC. -- or not? Because, if they
assunmed a level that is an order or magnitude higher
than what you're doing here, then it would be very
conservative. On the other hand, if they assunmed an
order of magnitude |ower or |evel |ower --

DR COLLINS: The PHG assunmed a hundred
percent for fluoride for PHG

DR MARTY: Oh, thank you --

DR BLANC: So they didn't --

DR MARTY: -- Jim

DR BLANC. -- assune there would be any --
DR

SALMON:  They didn't assunme any

22
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i nhal ati on.

DR MARTY: Right. So that tells nme we need
to ratchet down our allowable by other routes in
order to conpensate for that.

DR SALMON. Basically what we said if -- |
mean if it's given that what we're proposing for
i nhal ation is approxi mately what woul d be the best,
we woul d need to see the all owabl e anount by that
route if we reduced it to perhaps 90 percent or --

DR MARTY: Right. So why don't we go back
and | ook at that, nake the adjustnent, and then --

DR BLANC. Resubmt.

DR MARTY: Right.

DR BLANC. But can | make mny other comments
now?

DR GLANTZ: Pl ease.

DR BLANC. That was going to be ny suggestion
anyway. @G ven the anount of change, even without
that, that probably woul d nake sense. | know that
this has been a particularly chall enging
m ni document. But | think it's because it's very
unusual in its conplicated public health nature.

So |let me nake sonme other conments.
The first comment is directly gernmane to this whol e

issue, and it has to do with a sentence. [|'m going
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to be referring to the one you distributed so -- and
I''massum ng there weren't other big edits other than
the ones you' ve highlighted.

On the very first page, there's a
sentence |'mgoing to read to you in the next-to-Iast
part of that paragraph: "A comonly recommended dose
of one mlligramfluoride ingested per day was
reported to reduce dental caries and to be associ ated
with a greatly increased rate of tooth nottling."

Now, |'m not sure what you're trying
to say there. Are you saying that a commonly but
ms -- previously comonly but now reveal ed to be
m sgui ded and no | onger valid recommended dose? What
does the "comonly recomended" nean in that
sent ence?

DR SALMON: | think -- well --

DR BLANC. | think you --

DR MARTY: | think we need to see -- let's go
back and | ook --

DR SALMON. W need to see exactly what the
original reference was -- nmeant by the words
"commonly recomrended. "

DR BLANC. Anyway, | would rewite that
sent ence --

DR SALMON:  Yes.
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DR BLANC. -- because it's not clear what
you're trying to get at.

DR SALMON:  It's not clear. The whole
argunent --

DR BLANC. And it nuddl es the whole thing
So if youread it and say, "So you're saying that the
current standard gives you tooth nodel ling al ready?"
I mean -- and it's alittle bit nmore confusing too
because 1 mlligramis not 1 part per mllion. But
it could easily be confused by a reader 'cause it's a
wq

DR MARTY: Right.

DR SALMON.  Huh

DR BLANC. In your "Mjor Uses and Sources,"
I think that it's really odd for a California
docunment on fluoride not to specifically say how
i nportant hydrogen fluoride is in chip manufacturing,
m croel ectronics. So | think that definitely has to
be added.

| also think that, since you're going

through sone detail about industries, clearly an
i nportant industrial source is a by-product of
phosphate fertilizer manufacturing. And that's why
the cohort that you use to derive all your stuff is

i n the phosphat es.
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Now, that's not a big industry in
California; but since you're going through already
and listing industries --

DR SALMON.  Yes. Yeah. |It's obviously
i nportant on a |l arger scale.

DR BLANC. Right. And, finally, | would
like -- and we've conme to this in other substances --
I think that you need to nention that hydrofluoric
acid is widely avail able as an over-the-counter
consuner rust-renmoval agent. | nean walk into any
Ace hardware store.

DR SALMON.  Well, would I --

DR BLANC. It's also -- | mean people use it

as a laundry product, even.

DR SALMON:  Yeah. W -- well, | think --
yes. | nmean obviously we will --
DR BLANC. | think you can't be an

encycl opedia. But, on the other hand, if you list so
many other specific things and then | eave out so nany
other things that are probably nore inportant --

DR SALMON:  Yeah. W nention the electronic
i ndustry --

DR BLANC. Yeah. But | don't think, for
California --

DR SALMON: -- but we need to be nore
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specific than that --

DR BLANC. | nean you're talking about
California --
DR SALMON. -- specifically, the chip-making

subset of the electronic industry, and given that
that's a high-profile activity in California, as you
say, it deserves special nention.
DR BLANC: Now, | want to cone back to --
CHAl RMAN FRONES: | think that the words

"petroleumrefinery," because it's such a hot issue
in Southern California, should be set aside, as well.

DR SALMON.  Sorry?

DR MARTY: Describe -- we could describe why
it's used in petroleumrefining, for exanple.

DR BLANC: O course. |Is it used as a
catal yst?

DR SALMON. It's a catalyst in the tracking
processes. | believe we could clarify that.

CHAIRVAN FRONES: It's on its way out. But
it's still, | think, used in some refineries.

DR SALMON.  Anecdotally, | heard that there
was one refinery in Southern California still using
it.

DR BLANC: Now | would al so say that

hydrofluoric acid is a rather inportant conbustion
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by- product whenever either -- when fluorocarbons
across the board are burned. So that woul d include
propel l ants but also includes, you know, all of the
fl uorocarbons --

DR FUCALORGC Right. Hydrogen fluoride.
Yeah.

DR BLANC. | think that's pretty inportant.

DR SALMON:  Yeah. Yes. It can be a
significant occupational problemwhen you get --

DR BLANC. That's nmore of an acute issue but
still --

CHAl RVAN FRO NES: But it doesn't mean that --
it's an interesting issue because it means that
there's nore fluoride around than nost peopl e think
there is. And so that it could be -- | think these
point us back to the first issue.

DR BLANC. Yeah. It means also that the air
toxi ¢ hot spots, you know, says that there are, you
know, X-anount of hydrogen fluoride used but nobody's
tal king about fromstructural fires, you know, how
much i s rel eased.

DR MARTY: Right. This data comes fromthe
reporting of specific facilities that are subject to
the Act rather than all the other stuff.

DR BLANC. Right. Right.
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DR SALMON  Mbst of these are incidental
sources and that | think you knowit's clear that we
know little to nothing about. And | don't suppose
that the quantities are huge. But they're there.

And they could be large in response to a specific
i nci dent, |'m sure.

DR BLANC. Yeah. What | don't know and woul d
be actually interesting whether -- does the Air
Resources Board ever do sanpling in response to |arge
structural fires? D d they do sanpling in the
Cakl and fire?

DR MARTY: | think it actually it was the Bay
Area Quality Managenent District that did the
sanpl ing. They have al so done sanpling froma couple
of industrial fires. | don't know if they would have

| ooked for HF or not. But we can try to get the

dat a.
DR BLANC. That would be interesting, |
t hi nk.
CHAl RMAN FRO NES: Do you renenber ?
DR MARTY: No. Did not |look at fluoride.
DR SALMON. Basically, haven't found mnuch.
DR BLANC. GCkay. Now, | thought your -- now,
your argunents, | think, are convincing that,

particul arly because of the public health issues,
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that the endpoint of fluorosis nakes sense and not a

respiratory endpoint. So | don't want to -- |'m not

going to -- ny comment here is not to revisit that.
But | do want to call to your

attention to the "Effects of Human Exposure," first
par agraph, |ast conpound sentence there.

DR FUCALORGC Where is that? |1'msorry.

DR BLANC. Page 2. "A significant --
p-less-than-.05 -- increase in the incidence of
hi storical acute respiratory di sease was observed in
fluori de-exposed individuals -- sem colon -- however,
radi ogr aphi ¢ exam nation reveal ed a difference of
| esser significance -- in p-less-than-.10 -- for
pul nonary changes. "

Now, that's not a convincing sentence.
If you were tal king about -- you're not tal king about
a huge nunmber of workers. And you're talking about
nmeasur enent of an endpoi nt which is radi ographic,
which | think woul d be extrenely insensitive to the
| ung-function changes.

So -- and .10 -- it would depend on
the nunbers. So | guess what |'d like to see is the
nunbers in that sentence --

DR SALMON: | can't --

DR MARTY: \Wat --
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DR BLANC. -- what the radi ographi c endpoi nt
was.

DR MARTY: Uh-huh. As of the --

DR BLANC. Add a comment that, you know, "We
recogni ze that this did not neasure pul nonary
function."

DR MARTY: It's a very gross neasure of
effect.

DR BLANC. And then the very |ast sentence of
t he whol e section, which is on Page 6, which says,
"No studies regarding the chronic irritant or
respiratory effects of HF exposure in hunmans or
animal s were available.”

What you nean is that there were no
studi es -- no human studi es of pure HF exposure, not
that there are no studies of HF involving HF
exposure. And it's really referring to the paragraph
several paragraphs above where you're tal king about
the recent data in alum num snelter workers

Now, first of all, the Seixas study is
not the only study of alum numsnelter workers in
hydrogen fluoride. And |I don't know if you're going
to do a whole literature review, but | wondered if
there isn't a review article on pot room ast hrma t hat

you could refer to. But there are, you know, quite a
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nunber of international studies on pot room workers
and their respiratory health that docunent that
hydrof | uoric acid aerosols are inportant in that

i ndustry.

Now, if you want to concl ude that
paragraph with a sentence saying that there's -- |
have to say though, you know, that the reason why you
can use the phosphate study is not because they
weren't co-exposed but because we know biol ogically
that fluoride is the active substance related to it.

So the argunent itself that you can't
use the pot room because they're exposed to multiple
things -- that's not the issue. The issue is that
they' re exposed to multiple respiratory irritants --

DR. MARTY: Right.

DR BLANC. -- where you should be cl osest.
And also | don't think, since this is a section on
human exposure studies -- the point that you don't
have ot her aninal studies should be said under the
section about aninmal studies if that's you what nean
to say. So | thought that whole thing was m spl aced.

And then the -- | want to ask anot her
question about the analysis of -- there was a whol e
di scussi on here about why years of exposure wasn't

rel ated and, you know, in your nodelling, which, you
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know, it's fine if you want to include it. | wasn't,
you know -- it really wasn't that inportant to ne as
a reader.

But what | was confused by is why you
didn't look at fluoride years of exposure. Yeah
Obvi ously years of exposure is not going to be a
strong predictor if sone people are exposed to very
Iight airborne | evels and sone people are exposed to
hi gher | evels.

And you couldn't include years of
exposure and years -- and fluoride years of exposure
in the sane nodel because they would be collinear.
But if you nodelled fluoride years of exposure,
woul dn't that be a -- |I'massunming that that woul d be
a strong predictor because, if that wasn't, it would
argue agai nst the fluoride rel ationship.

Sarme way peopl e used, you know, fiber
years of exposure in asbestos, | nean --

DR MARTY: Right.

DR BLANC. Stan, do you understand what |'m
aski ng?

DR SALMON:  Yeah

DR GLANTZ: Yeah

DR BLANC. | know why you shouldn't -- | mean

there's a good argunment why you shouldn't use age in
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that kind of nodel because in that nodel it's sort of
a surrogate for exposure and not a surrogate for age.
But the other thing, | didn't really understand --

DR SALMON: | think we're, to some extent,
dependi ng on the authors' analysis of the study.

DR BLANC. | thought you were the ones who
did the logistic progression. | thought that was
all --

DR SALMON. Ch, yes. It was. Yeah

DR MARTY: |I'msorry. | think we didn't want
to include years in the dose netric, which you would
be doing if you did fluoride years, mlligrans-
cubi c- et er years.

DR. BLANC. Because?

DR MARTY: Because it woul d confound the dose
response. It's information that you don't really
need that you're throwing in. And it's going to nmake
your dose response, | think, nore uncertain,
especially since we're tal king about a bone-density
measur e.

DR BLANC. You're saying that it would
confound it because you woul d get a stronger
rel ati onshi p because there's sone change with age?

DR MARTY: Bone density changes with age

DR BLANC. Yeah. But you've already shown
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that age itself as a cohort isn't -- by itself is not
a very strong predictor. |'mnot suggesting that you
have a multivaried nodel that you include both dose
and age or both dose and years worked as two separate
predictors.

But it woul d be reasonable to | ook at
separately as a nodel where the predictor, instead of
bei ng your airborne fluoride level at one point in
tinme, would be the airborne | evel that was neasured
times the years that you were exposed, assumi ng that
you' ve been al ways exposed in a hi gh-exposure job.

O el se maybe drop the whol e di scussion

DR SALMON  Well, we could --

DR BLANC. | nean, just froman
epi dem ol ogi cal -- maybe you ot her guys have the same
take on it because it didn't --

DR MARTY: Let nme run it by our
epi dem ol ogi sts. They m ght say, "Wy do you have
that in here?"

DR BLANC: And | will nmake a public health
pitch for why it mght matter, | suppose, if your
effect -- if the age effect of exposure was really
medi ated by environnmental factors, one of which is
fluoride. | mean why do people's bones get denser

over tine?
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W know there's a | ot of environnental
fluoride. Mybe the whole reason is not age as a
phenomenon. Maybe it's age interacting with
environnental exposure of which this, maybe, is the
key exposure. So maybe it does --

DR MARTY: Also after 40, you get -- your
bones get less dense. So if -- you know, that
actually conplicates it even further.

DR BLANC. But these are all working-age
people. So they're not 70-year-ol ds.

DR MARTY: Yeah. Presunably.

DR BLANC. So nost of themare on the up --

DR SALMON. W could certainly -- we could
exam ne that and see whether it produces anything

i nteresting.

DR BLANC. |'malnpst at the end of ny
comments. |'msorry. You're looking alittle --
CHAI RVAN FRO NES:  No. |'m okay.

DR BLANC. The part about the National
testing -- the rats on Page 7.

DR SALMON:  Yeah.

DR BLANC. And you talk about the end -- the
tooth endpoint and the dysplasia of the dentine. The
previous section -- since you're tal king about, in

this very much ol der study, the 1949 study, a bunch
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of different sort of fairly crude endpoints, were
there no other endpoints | ooked at in the NTP study
other than its not being a carcinogen or whatever it
was being studied for?

DR COLLINS: No. It was -- they did | ook at
cancer. And | think it was found to be a carcinogen.
So | think that got a lot of display in the study.

DR BLANC. And were there other endpoints
t hey | ooked at?

DR COLLINS: I'msure there were a |ot of
things. Yeah. | think we just picked the things
that were relevant to --

DR BLANC: | nean | think that it would be
worth having a sentence |ike "Al though other
endpoi nts were | ooked at" --

DR MARTY: Ckay.

DR BLANC. -- "there was no consi stent
pattern.” O --

DR MARTY: Gkay. W can do that.

DR BLANC: And | think that that's where |
woul d say, "They | ooked at respiratory endpoints, and

they found no pul nonary findi ngs what soever," because
that's the inplication fromthe earlier statenent.
DR MARTY: Ckay.

DR BLANC. Because you're --
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What's that?
But actually

the way, about how there's

your ot her conment, by

no ani mal study show ng

lung effects, since your other study shows pul nonary

henorrhage in aninmals, whic
guess that's not a great ch
DR SALMON:  It's no
DR BLANC. It's a s
a little confusing.
DR SALMON:  Yes.
DR BLANC: And so't
been a decent inhalation st

DR SALMON: Not a c

his alung effect -- |
ronic study to --
t a full chronic study.

ubacute study. But it

here really ever hasn't
udy in animals --

hronic one. | mean the

is

point is that this stuff is nasty enough that people

generally don't like to han

periods of tine. They do s

dle it for extended

hort-term studies, you

know, given that the acute exposure to a hi gher dose

creates all kinds of mayhem

I think they content thenselves with

| ooking at that rather than trying to do, you know, a

long-termstudy with all th
doing a long-termstudy wit
DR BLANC: Ckay.
DR SALMON:  Most of

DR BLANC. Anyway,

e |l ogistic problens of

h material |ike that.

the inhalation --

t hose are my comment s.
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CHAIl RMAN FRA NES:  Thanks, Paul .
Roger ?

DR ATKINSON: No. | have no conments.

CHAl RMAN FRO NES: Crai g?

DR BYUS: Yeah. | have the sane coments
about it's confusing about being in the water and
being -- | nmean | would put that right up in the
front of exposure that it's in the drinking water at
this level in many places in California. 1t's added,
or it's in the water naturally and that it has a
desirable --

I nean | think |'ve | ooked for the

word "enanel," "tooth enanmel” in there. And I
haven't -- there's nothing. You don't ever say that
anywhere. And ny understanding, fromny dentist, is
that the fluoride is desirable to harden the tooth
enanel .

And that occurs nainly during
devel opnent and that it doesn't work too well after
you're an adult. And so that's why you want it in
the water when you're a child, when children are
drinking it.

I mean you need to sort of say that in

terms of the desirable aspects of why it's there

al though | guess it is -- ny other dentist, ny
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endodonti st recommended that | do apply topica
fluoride. Even in an adult, topically applied
fluoride will strengthen the enanel bel ow your
gum i ne as your guns recede. Just a little aside
But, anyway, it is confusing. And so

then the response is --

DR FUCALORGC  You're making ne feel old.

DR BYUS: -- the desirability of it versus

the toxicity. | nean it's not, you know -- it's
desirable in a dose, certainly, during devel oprnent.
And then it's undesirable in a toxic above that. |
think you just need to lay that out just clearly.

CHAI RVAN FRO NES:  Tony.

DR FUCALORG | don't really have a conment.
| have a question though. 1 part per mllion is the
goal -- correct? -- of fluoride? | assune that's

fluoride, not sodiumfluoride, because that's the

weight. So I'mlooking on Page 9.

DR SALMON:  Unh- huh

DR FUCALORO Which is the sane --

DR SALMON:  Yes.

DR FUCALORG -- as that mlligramper liter

And that cones to about 5-tinmes-10-to-the-8 noles
fluoride there, approximately speaking. M question

is that has no -- you don't expect much evaporation
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of fluoride or vaporization of fluoride fromthat |ow
concentration; is that correct?

| mean you don't expect to have an
exposure problem fromjust water hangi ng around.

DR MARTY: You nean fromtaking a shower --

DR FUCALORG Yeah. You're taking a shower.
Right. You don't drink nost of the water that flows
t hrough your house, you know.

DR. SALMON:  The fluoride will be ionized --

DR FUCALORC Wl l, yeah. But, you know,
fluoride is not a strong acid. Hydrofluoric is a
weak aci d.

DR SALMON. But at that |evel pH of regular
water, there's not going to be --

DR FUCALORG Well, the pH of regular water,
if there's not too nany dissolved mnerals init, is
very | ow because it has dissol ved carbon dioxide. So
it's acidic, which would pronote the formation of HF
fromfluoride. And | don't knowto the extent -- you
don't think it will happen nuch --

DR ATKINSON: It's not going to volatilize
out of water.

DR FUCALORO No. |It's not going to
volatilize. But it's going to have a very |low end --

DR MARTY: You nay get sone atom zed --
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DR FUCALORG Ch, atom zing is sonething
el se.

DR MARTY: -- while you're taking a shower.
It's a common problemin assessing risks of stuff in
water to try to estimate the dose that you get that
way. For volatiles, there's a nodel. For

nonvol atiles, to date, there really isn't a good

nodel .

DR FUCALORGC But that woul d have been ny
guess, | mean, that it pretty nmuch stayed in the
water. |It's not a problem But people have

obvi ousl y thought about it.

DR SALMON. | think the people who were
wor ki ng on the PHG considered a | ot of those things;
but the general consensus, as Ml anie says, is that
there isn't a particularly good nodel to describe
what ot her incidental exposure you m ght have besi des
drinki ng water.

DR FUCALORGC Because | was taking a shower
this morning. And | snelled. And | said, "Wat the
hell's in this stuff?"

DR SALMON:  You probably don't want to know.

DR FUCALORO | don't want to know.

CHAl RVAN FRO NES:  Well, | think this goes

back to Paul's first point, though, because, given
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that there is an oral dose fromfluoridated water, it
seens to nme that having sone sense of what is the
total exposure is a very reasonabl e question

DR MARTY: W did add in a paragraph at the
very -- it's the very |l ast paragraph. Because of
this issue, you know, the fluoride in water is going
to vary a lot. Sonme of it's higher than what you
woul d want, naturally.

And so we wanted to nake a statenent
that, even if you're |ower than our inhalation
reference exposure |level that, you know, you have to
be cautious, depending upon the popul ation you're
evaluating, as to what their exposures are from
water. And the only data we had about variability
cane froma German study which we quoted in here

So we do say that "Consideration
shoul d therefore be given to populations with
exceptionally high fluoride intake due to locally
el evated concentrations in the drinking water."

Do you have a real good way to handl e
that point quantitatively in a programlike this
where the risk assessnents are site specific and it
just depends on where you are?

DR BLANC. But what you do have to do -- and

| don't think you have to do your REL, assum ng that
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soneone woul d get overexposed by water through sonme
problem -- but you have to take your REL-making
assunption about what people will routinely be
exposed to.

DR MARTY: Ckay.

DR BLANC. And that's what you have to do.

DR MARTY: Right.

DR BLANC. Then | asked a question about
term nol ogy that you used throughout the docurment and
whet her you're being consistent. You're describing
hydrof l uoric -- hydrogen fluoride as a colorl ess gas
or as particul ates.

Is that the termthat you'd nornmally
use when you're tal king about things that mght exist
as a -- perhaps as a fum gant tenporarily but would
beconme an aerosol ?

DR MARTY: No. That --

DR BLANC. |Is that what you would --

DR MARTY: Right.

DR BLANC. |If that's what --

DR MARTY: W should use "aerosol" in that
case.

DR BLANC. | nean or is that how you
describe -- what termwoul d you use to describe

hydrochloric or HCL -- what did you call it? | don't
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know. Just be consi stent.

DR

MARTY:

Ri ght.

DR FUCALORO  You know |

read that as

hydrofl uoride is a colorless gas but you can get

fluorides in particul ates,

assumng salts. | think

that's what you neant. | took note of that. |

didn't wite sonething down.

you meant .
DR

under 2 --

right? --
DR
DR

DR

MARTY:

"Physi ca

Ch, okay.

| and Cheni ca

FUCALORO  Yeah.

MARTY:

FUCALORO  Yeah.

But

I think that's what

Right. In that --

Properties" --

-- for fluoride as particul ates?

what | thought you neant.

DR BLANC. Yeah.

CHAI RVAN FRO NES

DR FUCALORO  Done.

CHAI RVAN FRO NES

DR FRIEDVAN. Until |

have nothing to add.

DR FUCALORO W'l

CHAI RVAN FRO NES

not hing | ess than anecdot al

Ckay.

Mel ani e,

Thanks.

Tony,

Gary?

Yeah. Yeah. That's

are you finished?

talk to ny dentist, |

be getting an e-nmail

Thi s di scussion's been

That's for sure.

had just a couple of
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questions. First, did the people preparing this
docunment -- did they review the references that were
cited in the ATSDR docunent? Because your references
in here and the ATSDR docunent are quite different.
And there are a lot nore references that are not
cited here.

And so one's first inpression --
didn't go back and | ook at all the references -- but
one's first inpression is that there are a | ot of
studies that are mssing fromthis discussion

DR MARTY: W did |ook at the ATSDR
including the new one that's out as a draft. It
cones back to that same problemwi th the chronic REL
summaries is that we're trying to do brief sunmaries.
And so we're really only plucking descriptions of
studies that --

BLANC: Are relevant.

2

MARTY: Right.

BLANC: Yeah.

MARTY: So effectively, we are --

BLANC. The way | woul d suggest handling
that is -- for exanple, what | suggested about the
alum numindustry -- which is that you correctly
cited probably the nost recent reference that was

rel evant -- the Seixas study --
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CHAl RMAN FRO NES: " Sayshus" (phonetic).

DR BLANC. -- "Sayshus" study -- "Noah"
"Noah" study -- but citing one review article, if
there is a decent one, is a way to solve that because
then anybody who is -- who would be, you know,
tracki ng back, would get others. And | don't think
you need to cite, you know, 15 studies of the
al um num snel teries industry.

But if there's a decent one --

DR SALMON  Yes. | think -- | nean a lot of
the work which ATSDR was doi ng concentrated on the
oral RELs anyway. And we are prinmarily relying on
citing PHG review as our source for --

DR BLANC. Wiich is fine.

DR SALMON. But | think that's, you know,

clearly sonething we can --

CHAl RVAN FRO NES:  Well, | still have sone
di scontent, | guess, with the way you handl e the
alum num snelter issue. |It's sort of |ike you wave

it away as being too difficult to deal with. But
there is a very -- a fairly extensive literature on
pot room asthma and heal th-rel ated effects. And
this -- just this sentence seened a bit glib to me
about what is not an inconsequential issue.

In other words, | don't get a feeling
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that sonebody has said, "Well, what's the weight of
the evidence ook like in ternms of these respiratory
effects?" But -- so l'll leave it at that.

The other thing | was going to say is
| have ei ght papers here on -- that are not cited
that relate to fluorosis that cone from Mexico that
you undoubtedly haven't seen yet. And they're
certainly not quoted either in the ATSDR docunent or
in this docunent.

And, in fact, they have -- the one
that's nost interesting is that one entitled
"Fl uori de-1nduced Disruption of Reproductive Hornones
in Males." And this has been submtted to
"Environnental Research." And it has some rather
striking results.

And al so there is sone new data out of
Mexi co showi ng quite striking neurologic effects
And so, since you are going to be going back and
| ooking at sone of this, I'll give you these. And
you can see if, in terns of your analysis, they are
rel evant.

This particul ar paper, clearly, is not
peer reviewed at this point. But you might -- we can
followup and see if it's accepted. Because if it is

accepted, then it would actually affect the risk
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assessnent -- | nean this docunment -- because it is
at relatively -- it seens to me relatively |ow |l evels
with rather striking results.

So I'I'l give you this. And you can
take a look at this. But there are a whole series of
ot her papers. There is a journal called "Fluoride."
And, not surprisingly, there's a |ot of papers about
fluorine init. So that's all

DR COLLINS: Sone of these studies, |like the
TEA study used by ATSDR -- we nentioned it in
passing. But it was an oral study where they | ooked
at 66 wonen. And we -- in our study, we have
inhal ation with 77 men.
And then our oral nunber was based on

hundreds of people, not just --

CHAl RMAN FRO NES: Yeah. | think the point
you're nmaking is well taken. [|'mnot suggesting that
things are missing. |'msuggesting that, when | went
t hrough the ATSDR docunent, | just noticed vast

differences. And | just don't know what the source
of it is. [I'mnot asking you to go back and put them
in. |I'mjust saying --

DR SALMON:  So | think one of the issues is
that quite a lot of the ATSDR was related to possible

sources of information about oral, inhalation and
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oral, intake; whereas we were concentrating on the
i nhal ation --

DR COLLINS: And they're also |ooking at
acute. W've already handl ed acute.

CHAIRVAN FRONES: No. | didn't nmean --

DR MARTY: It does bring up an issue, though
that we wanted to discuss a little nore with the
panel. And that is expanding our chronic toxicity
summari es nore because this issue comes up every
neeting that, you know, you guys see papers that
aren't in here and "Wiy aren't they in here?"

So we, at OEHHA nmanagenent, have been
havi ng di scussi ons about goi ng sl ower and havi ng nore
per chemical. So having said that, you may expect to
see a little bit bigger docunents in the future.

CHAl RVAN FRO NES: Wl |, the problemwth
t hese conpounds, as opposed to diesel exhaust or to
lead, is that you don't spend a lot of tinme in
feedback with the | ead person. So you and Paul
didn't spend hours tal king about fluoride.

It turns out, with fluoride, its being
so inportant, we probably should have. But that's
wat er over the dam

DR BLANC. Fluoridated water over the dam

CHAl RVMAN FRO NES:  What ?
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DR BLANC. Fluoridated water over the dam

DR FRI EDMAN: Dental dam

DR FUCALORO Dental dam

CHAl RMAN FRO NES: W're going to nove ahead
now. So | wouldn't necessarily think that you need
to necessarily expand, but it does seemto ne that
we -- on sone of these compounds, discussions with
the | eads can -- because the | ead should be the
person who knows the literature, rather than sonebody
el se. And so, hopefully, we can -- don't put nore
burden on you.

Wiy don't we go on to phosphine?

DR SALMON. Ckay. Well, phosphine -- this
one, we've had to revisit primarily because the
problems been a | ot of inconsistencies anong the
ani mal studies. And we've had to basically do the
best we can with a rather confused and confusing data
set here.

W added an additional uncertainty
factor because of the severity of the endpoint
observed in some of the studies and the relative
cl oseness of the effect levels for sone of those
severe effects in certain studies to the -- what
other studies would present as a NOEL or a relatively

safe | evel.
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So we've nodified the analysis to
reflect the uncertainty, basically, there. And we've
al so added sone information on the uses of phosphine.
Next slide, please.

This is the derivation that we're
proposing here. |It's a nouse study, respiratory
effects being the critical effects. The data are not
really suitable for a benchmark dose analysis. So
we' re using a LCEL-NCEL approach. And we derived a
NCEL -- in fact, if | could have the next slide,
pl ease.

W' ve included the usual uncertainty
factors as we usually do but also, as | nentioned
earlier, this additional uncertainty factor of 3,
reflecting the severity of sone of the effects
observed in the overall quality and uncertainty of
the data base as a whole. And we have a
recomrendati on here of chronic REL of 0.8 mcrograns
per neters cubed.

So -- okay. Thank you. The
problem-- as usual, we would Iike to be able to
assess the differential inpact on children's health,
in ternms of devel opnental studies and the data that
we have, which is not huge. But there is a

devel opnental study, and the inplication is that a
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proposed REL woul d be protective of the devel oprnenta
effects.

W don't have any information, really,
to quantify any differential effects in terns of the
i npact on respiratory systens. W can't nmake any
specific predictions. W have to rely on the
i ncluded tenfold safety factor to, in turn, give a
variation in human popul ation to provide a safety
margin to protect children

CHAl RMAN FRO NES: Thank you. The |ead just
came back in the room

DR GANTZ: 1'msorry.

CHAl RVAN FRONES: Stan -- Dr. Gantz is the
phosphi ne | ead.

DR GLANTZ: Oh, well, | read this. And it
all seened reasonable to me. | didn't realize | was
the lead. But | didn't have anything to say about
it. | read through it, and it seened pretty
strai ghtforward

DR SALMON.  The uncertainty factor --

CHAI RVAN FRO NES: Roger ?

DR ATKINSON: | was --

DR GLANTZ: What was the issue with it?

DR SALMON:  One of the issues was our use of

the additional uncertainty factor to reflect the
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i nconsi stency of the data base and the severity of

the effect seen in sone studies in doses which were

not that different

DR G.ANTZ:

DR SALMON

G];

| see --

-- fromthe allegedly safe | eve

derived in other studies. So that's the point of

contention, you know.

Everything el se is,

you know,

within the constraints of the data, pretty much, you

know, as the guidelines would tell us to do it.

DR G.ANTZ:

So actually | had m ssed that

| have to admt that --

read it -- have we ever

CHAI RVAN FRO NES

DR MARTY:

when | read this because
done that before?

Not that | know of.

| don't think so

DR SALMON: Not for the chronic RELs. No.

think --

Jim have we used a severity factor

for any of the acutes?

DR COLLINS:  Not

really. Because we had

various | evels of acute RELs -- so that woul d have

kicked it into effect.

DR SALMON: So we, in effect, have done

simlar things with acute RELs. It hasn't had qui
this effect.
DR MARTY: Yeah. W have not done that

te
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before. And the reason we did it is that the data
base on phosphine is a little strange. |f you | ook
at studies. even conducted within the sane | aboratory
in the same strain -- and in Newton's lab, there in a
subchronic study, they found transient toxicity that
they don't find in their chronic study.

And also the limted data on lethality
endpoints -- it appears that there's a very steep
dose-response curve for phosphine. So -- and when
part of this might be related to the "PMB" used to
study | ooking at pregnant fenale rats, they actually
had lethality effects at 7 ppm

Yet, in their chronic study at 3 ppm
they find no toxic effects. So that's -- | don't
know if it's related to pregnancy or it's just a
reflection of the very steep dose response for
phosphi ne.

But it nmakes you a little bit anxi ous
about using these data to develop a chronic REL. So
we wanted to throw in an additional threefold
uncertainty factor just for data base -- | don't know
want to call it "discrepancies" -- but really |ack of
good dose response information

So it cranks up our cumul ative

uncertainty factor to 300. And that's bel ow the
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NOAEL, which is 1 ppm

DR GLANTZ: And why did you pick 3 as opposed

to --
DR MARTY: As opposed to 10?
DR GLANTZ: -- 10 or pi or anything else?
DR CCLLINS: 6.

DR BLANC. For which? For the
i nterspecies --

DR GLANTZ: No. The interspecies and all
that is pretty standard.

DR BLANC. Isn't there a choice, though?
Aren't there times where you can use an interspecies
factor of 10 and have an interspecies factor of 107

DR. SALMON:  The usual choice is either an
unnodi fied interspecies factor of 10 or a use of the
RGDR cal cul ation, which is -- yeah -- the
cal cul ation, the human equi val ent cal cul ation
concentration in this case assumes a -- well, uses an
RGDR cal cul ati on.

So the default in that case would be
to use the RGDR cal culation plus an uncertainty
factor for interspecies of 3. So the assunption
being that the RGDR calculation, in effect, is
functioning as a sort of crude kinetic nodel which is

allowing a portion of the interspecies variation.
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DR BLANC. | think what |I would argue, in
this case, is that, given the uncertainties involved
and given the chall enges of the data base and the
sort of protoplasnmic toxicity of the chem ca
i nvolved in the steep dose response curve, that
rather than getting to this sort of odd circunstance
of putting in the uncertainty factor, | would be
conservative and sinply not go the human equi val ency
concentration route and use the factor of 10.

It will get you to the sane place
wi t hout having to sort of devel op a whol e new
sort-of -si de-door way of getting in the uncertainty

that you obviously feel in the data base.

DR SALMON:  Unh- huh
DR MARTY: Ckay.
DR GLANTZ: Yeah. | agree with that.

DR SALMON. Ckay.

CHAl RMAN FRO NES: Crai g°?

DR BYUS: That's fine.

DR FUCALORG On Page 3, second sentence on
the Roman 5, it says, "Noncancer toxicity endpoints
i ncl uded wei ght gain and rel ative organ wei ghts of
ki dneys, lungs, liver, heart, brain, and spleen."

Do you nmean noncancer toxicity

endpoi nts included reduction in weight gain? Am|
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readi ng that wong?

DR SALMON:  Yes. Reduction of. Yeah

DR MARTY: Yeah.

DR FUCALORO And at the -- towards the end
of that paragraph, you have a sentence whi ch begins
"This group also." |'lIl give you a second to find
t hat.

"This group al so conducted a
short-term repeated-dose experinent" -- period.
Then it has, in ny copy, after the period, a coma --
"e-d" -- and then capital "S" for 6. So obviously
sone sort of typo there, |1'd just point out.

DR SALMON:  Yeah

DR FUCALORO Now, | have one other comrent
that's nore of a general coment. And |'mnot sure
that this is the appropriate tine to bring it up.
But perhaps it's just specific with nme. 1In |ooking
on Page 1 under "Chem cal Properties Sunmaries," you
don't have the density at 25 degrees Cel sius.

If | asked you, "What is the density
of phosphi ne at 25 degrees Cel sius?" what woul d you
tell me? Do you have that data, those data?
Anywhere? Al right. You don't have 'emhere. A
right.

But let me then ask this question:
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Wiere it has, at the bottom "Conversion Factor
1.39 mcrograns per cubic neter per part per
billion," which, of course, | would nmention is the
sane as 1.39 mlligranms per cubic meter per one part
per mllion -- | would say that all your docunents
shoul d be consistent.
| mean sonetinmes you're using

m crograns and sonetines using -- where did you get
that factor? |Is that in the literature? O is it
purely conputational ?

DR SALMON. | think it's conputational

DR FUCALORO O course, it is.

DR SALMON. | think it's based upon the
assunption that it functions as an ideal gas --

DR FUCALORO  Exactly.

DR SALMON. -- as it should probably, where

it's adilute mxture inair. But as to your

question -- "Wat is the vapor density at 20
degrees?" -- which is obviously a material question
internms of its safety and how it behaves, | don't
know.

But | inmagine you could obtain that as
a --

DR FUCALORGC. You can --

DR SALMON:  Yeah
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DR FUCALORC Wwll, and it would vary, |

suppose, fromthe ideal gas equation --

DR SALMON:  Absol utely.
DR FUCALORG -- very slightly.
DR SALMON:  Well --

DR FUCALORO And so what |'m suggesting is
that those nunbers remain the sane. | mean, that is
to say, that the density of the vapor at 25 degrees
is probably 1.39 grans per liter.

DR ATKINSON: That woul d be one atnosphere of
phosphi ne.

DR FUCALORGC Maybe with factors of ten
i ntroduced. Yeah. | mean, you know, by a factor
of --

DR ATKINSON: You nean it would be just
strai ght conputational --

DR FUCALORG |I'mdoing straight ideal --

DR ATKINSON: You're assuming it's an ideal
gas.

DR FUCALORG Right. Rght. R ght. R ght.
An ideal gas at one atnosphere.

DR ATKINSON: | wouldn't have thought one
at nosphere of phosphi ne woul d be an ideal gas.

DR FUCALORO That's the difference. So

that's why there would have to be a reference.
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DR BLANC. If you were fromJupiter, it would
be an ideal gas.

DR COLLINS: It mght be an ideal poison
now.

DR FUCALORGC But if you notice, for exanple,
in the fluorides -- hydrogen fluorides -- that's
exactly what they report.

DR COLLINS: Uh-huh

DR FUCALORO So -- right? -- at one

at nosphere, that's what they report. The density is

point eight -- .83 grans per liter. That's what |'m
referring to. So the questionis -- | don't -- |
don't know what that neans. But the -- it seens to

nme that the density reported at 25 degrees Celsius is
for one atnosphere pressure.

DR ATKINSON:  Well, in fact, it |ooks as
though it's just calculated fromthe --

DR FUCALORG Well, that's ny point exactly
is that nost of this is conputational. And it makes
it seemlike it's enpirical, you see. And that's the
point | wanted to make.

And you say it doesn't act ideally.
Vel l, | suspect, if phosphine doesn't
act ideally, neither does hydrogen fluoride,

especially with hydrogen bonding and all of that. So
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| just wonder if you should renmove that density and
put only the conversion factor, indicating it's
purely conputational. Do you see ny point?

DR MARTY: Yeah. | see your point.

DR FUCALORO It's a general comrent for all
these things. Yeah

DR SALMON. So ostensibly we could attenpt to
find neasured val ues fromthe data base --

DR MARTY: Well, what we could do is --

DR FUCALORO You can neasure -- | mean the
density can be neasured by --

CHAIRVAN FRONES: In the spirit of tine, this
is not the nost crucial issue that we're facing in
ternms of finding approval on this. Wy don't we have
Tony work with you to work out the best |anguage in

general rather than taking nuch nore time on this

i ssue?

Because | think it's sonething that
can be resolved -- it's not a nmajor health-rel ated
issue; | nean it has health inplications -- but it

coul d be resolved out of the discussion
DR FUCALORO And that's it.
CHAl RVAN FRO NES: Gary.
DR FRIEDVAN: No. | have nothing

DR BLANC. Going around, | wasn't -- | had
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ot her comments.

CHAl RMAN FRO NES: Ch, pardon nme. Go ahead.

DR BLANC. Thanks.

What you presented on your slide is a
di fferent endpoint than what you have in the
docurment. So is that a revision? In the docunent,
the critical effect is decrease in body weight gain,
increase in relative organ weights.

Then you present a slide with
bronchi ect asi s.

DR SALMON. That appears to ne that, if --

DR BLANC. The nunbers were the same but --

DR SALMON. It sounds like there mght have
been -- the docunment is correct.

DR MARTY: Correct.

DR SALMON:  If sounds as if we omtted the
revision in the slide. And | didn't spot that. 1'm
sorry. But the docunent is correct. And the slide
was incorrect.

DR BLANC. But it's the sanme val ues.

DR SALMON:  Yeah.

DR BLANC. So you nust have, at sone point,
chosen a different endpoint?

DR COLLINS: | think at one point, we --

DR MARTY: Sounds |ike we took a slide and
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took it out and --

DR COLLINS: At one point, we were using the
two-year study. And | think that's where, after we
found some inconsistencies, we went back to the 90
days studying m ce.

DR BLANC: | think | need to | ook at that
slide again because | think it was the Barbosa. But

you're saying it was just a conposition error in the

slide?

DR SALMON.  Yeah. It was just a conposition
error inthe slide. I'msorry. | think that the
slide was --

DR BLANC. What study were you using, then?
Because you only tal k about two studies -- the

Barbosa and then a study which found no effect
what soever .

DR GLANTZ: This isn't the slide you want.
That's the wong slide.

DR BLANC. That's even the wong chem cal .

DR MARTY: Jim can you go back to the slide

DR SALMON. Can you go back to the slide --
DR MARTY: -- phosphine --
DR SALMON.  That nust have been one of the

ot her phosphine studies that isn't used now which
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is -- it's a conpositional error in the slide because
t he document --

DR BLANC. Well, can you renenber what that
study was? Because wouldn't that make it -- wouldn't
that be the study that woul d nmake sense as your
supportive study rather than the study that -- which
| agree you have to tal k about the Newton, 1999,
study because it shows the inconsistency in the data
bases but --

DR SALMON:  |I'mnot sure --

DR BLANC. O you do you think this was taken
from sone ot her chenical ?

DR SALMON. It m ght have been taken from
sone other chemcal. |It's clearly an error, which --

DR BLANC. Gkay. So there is no other study.

Al though | would normally say or |
woul d normally be fairly unconfortable with this sort
of body-wei ght - gai n endpoi nt because it's so nebul ous
in your support, | would say that, because of the
system c toxicity of phosphine, which is very
difficult to pin down, even nechanistically, | don't
think that, in this particular case, an unreasonable
endpoi nt .

W' re not tal king about an -- you

know, an irritant. W're tal king about a sort of
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cytoplasmc toxin with a nyriad of effects. So from
that point of view, you know, it doesn't bother me
that that's what you did.

Now | have anot her question. The
reason that you're doing this chemical at all is
because the regulatory -- you have regul atory
permi ssion to do fumgants; is that right?

DR MARTY: Well, it's not -- the reason we're
| ooking at this chemcal is because we have -- it's
one of the air toxic hot spots chemcals we're
required to devel op reference exposure |levels for.

It's comng |later, rather than sooner,
because there are, in the hot spots data base -- and
this is just the facilities that have to report --
there were 3,300 pounds enmitted in the data base.

DR BLANC. So it's not one of these things
that, because it's a structural fumgant or a
fum gant, you're allowed to do it as opposed to a | ot
of the pesticides you can't do?

DR MARTY: Yes. Exactly. R ght.

DR. BLANC. Ckay.

DR MARTY: Obviously the agricultural-slash-
fum gation uses of the phosphides result in a |ot
nore phosphine going into the air than any of the

em ssions that are coming fromstationary sources.
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But we aren't --

DR BLANC. But you -- but, in fact, don't you
have sone al | owance where you can | ook at structura
fum gants or sonething? Isn't there --

DR MARTY: It was only for nethyl brom de.

DR BLANC. ©h, okay. So that was an
exception?

DR MARTY: That's right.

DR BLANC. This is a question that the Chair
may have to address; but given what we went through
with MTC and metam sodi um should this docunent be a
docunent of phosphine or of phosphine and zinc
phosphi de and al um num phosphide in its breakdown
pr oduct s?

DR MARTY: You know, we're a little bit --

DR BLANC. O what are the inplications of
t hat ?

DR MARTY: Yeah. W're a little bit
constrai ned just tal king about the chem cals that
actually are on the air toxics hot spots list. |
don't think that the phosphides are on there. But |
wi | | doubl e- check

DR BLANC. Do you feel that there is -- and
nmean you nentioned, in the first paragraph, that you

think that the issue is that, anytinme you have zinc

67



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

phosphi de or al um num phosphide, it is going to be to
rel eased -- this substance -- in the presence of any
at nospheri ¢ noi sture what soever.

DR MARTY: Well, maybe we shoul d take what
you just said and put that in here because you have
to know that to understand those sentences -- to

understand the inplications of those sentences.

CHAI RVAN FRONES: | was out in the hall for a
second; so | mssed -- | think | mssed sonething
But | -- interestingly enough, | can't nake the

decision that Paul just said | should because | had
the sane question that | hadn't repeated since it
hadn't gotten to me yet.

So ny question is: "Does the
phosphi ne, under atnospheric conditions, go to
phosphi des or vice versa?" | nean what are we
tal ki ng about ?

DR BLANC. No. You're talking about alum num
phosphi de and zi nc phosphi de al ways break down to
gi ve you phosphi ne.

CHAI RVAN FRO NES: They do?

DR BLANC. In the presence of any -- any --
any noi sture what soever.

DR FUCALORO Water

DR MARTY: That's why they work as
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rodenti ci des.

DR BLANC. The --- you know, often the -- and
it's a grain pesticide. So the route of exposure,
the source of exposure is either in fixed silos or in
freight trains carrying grain. And some of the nore
dramatic case reports have been of -- what's the
politically correct word for "sonmebody who junps
freight trains" now?

DR FUCALORG "Freight-train junper."

CHAI RMAN FRO NES: Go ahead.

DR BLANC. Anyway, you know, they'll settle
into a car --

DR FUCALORG A hobo by any ot her name

DR BLANC. -- that was recently fumigated and
still get poisoned. So that's where some of the
case-report literature conmes from

CHAl RVAN FRO NES:  So - -

DR MARTY: Wy don't we say that sonewhere?
W could say that.

DR BLANC. Actually, this is one case where
what m ght nake sense would be to | ook at the annua
report of the American Association of Poison Contro
Centers and say how many cases of phosphi ne poi soning
there are reported or phosphi ne poi sonings reported

per year because they really are sporadic.
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Al t hough | nean again, as you say,
appropriately, it's not that -- what is the rel evance
to the chronic exposure process? It's really nore an
acute exposure. But if you want to get sone sense
that it's out there --

DR SALMON. | think that's an inportant issue
to get that statistic in.

DR MARTY: That's fine.

(Brief interruption.)

CHAI RVAN FRONES: Go on to triethylamne. |
think that there are some unresol ved questions about
this vis-a-vis the pesticide issue, but let's |eave
it for now because we can finalize this docunent and
t hi nk about the al um num phosphi de-t o- phosphi ne i ssue
subsequently. Go ahead.

DR GLANTZ: Wen you say, "finalize this
docunent, " do you nean the phosphi ne docunent we just
finished tal ki ng about or the next one?

CHAl RVAN FRO NES: The phosphi ne docunent.

DR GLANTZ: Ckay.

CHAI RMAN FRONES: W're not going to take a
vote on the --

DR GLANTZ: Fl uori de.

CHAl RVAN FRO NES:  -- fluoride. But we can

vote on the phosphine, | think, because the changes

70



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

are relatively mnor and then triethyl am ne

DR SALMON.  Well, | want nake sure |'ve got
the right information this tine.

DR BLANC. Aren't you glad people were
| ooking at the slides?

CHAI RVMAN FRONES: It's |ike Ml anie saying
that the panels keeps bringing up studies that -- and
aski ng about them That's a good sign, not a bad
si gn.

DR GLANTZ: Well, it all depends on your
per specti ve.

CHAIl RMAN FRAO NES: | understand that.

DR FUCALORGC Everybody has a perspective.

DR SALMON. Triethylamne -- the issue here
is basically irritation, especially eye irritation,
which is sonething that is consistent chenmically with
the structure of triethylam ne

W have a study in which there's a
NOEL report. And the finding is a little curious in
that they say, on the one hand, they didn't observe
any | esions but, on the other hand, they describe
synptons which are pretty clearly associated with
severe irritation. So we've chosen to interpret the
study as providing a LOEL at 247 parts per mllion

and a NCEL at 25 parts per nmillion. Can | have the
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next slide, please.

DR GLANTZ: Wiit.

DR SALMON:  I'msorry?

DR GLANTZ: Can you go back to the previous
slide? Wen you' re saying there were no gross
| esions at the exposure -- with the exposure of 25 or
2477

DR SALMON:  That was what the authors said.
But we read their narrative, and basically they do
report behavi oral changes which are associated with
severe irritation.

DR GANTZ: At 25 or 2477

DR SALMON At 247 but not at 25. So we're
saying --

DR GLANTZ: kay. That's sort of -- your
slide isn't very clear

DR SALMON:  Yeah. There would be --

DR GLANTZ: So there were no --

DR SALMON:  The issue is that the authors
asserted that there were no changes in either dose
| evel . But their subsequent narrative identified
evidence that, in fact, there were quite severe
irritant responses to the high dose |evel.

DR GLANTZ: Ch, okay.

DR COLLINS: W don't just read the
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abstracts.

DR SALMON:  Sonetines --

CHAl RMAN FRO NES:  Andy, | had -- | think
there's a separate issue which is, as you look at --
you define the 25 as a NCEL and the 247 as a LCEL;
but the study also was a study of 30, 60, and 120
days.

And so ny question is: "Wat did they
see at 30 days?" In other words, are we tal king here
about an acute effect? O are we tal king about a
chronic effect? They may have done a 120-day st udy;
but if they're finding the sane effect at 30 days,
then it seens to ne that they're finding -- you're
finding a consistent acute response rather than a
chroni c response.

I mean, if that's your chronic
response, the question is: "Wuat do you find over
short periods of time? And is it appropriate, then
to consider that a chronic response?"

DR SALMON:  Yeah. | think we have a
general -- | nean, as far as the different necropsy
times are concerned, the authors basically report no
findings at any of the time slots. They're not
specific about the tinme of onset or the durability of

the irritant response.
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But this is a general problemthat,
you know, how -- when the critical effect is
basically an irritant response and we're | ooking at a
desirability of setting a chronic reference exposure
level with that as a critical effect, we basically
had to take it that, you know, that their continuing
response, which is noticeable at the end of a
| ong-termstudy or a longer-termstudy, is sonething
which is appropriate to use as a basis for a chronic
ref erence exposure | evel

I think we don't necessarily have al
the information as to what the tinme-response
relationship of that response is. It's certainly
sonet hi ng whi ch we' ve been | ooki ng at independently.
It's a question of whether, for instance, it's
appropriate to apply Haber's lawto irritant
responses.

And we don't have any data, really,
for the extrapolation of |onger periods. But we're
|l ooking at that in terms of shorter, you know, and
nmore acute types of exposure independently.

DR MARTY: You know, this is the same
di scussion we've had before with other irritants, you
know. Are we tal king about repeated acute effects

that then go away when they aren't being exposed, in
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this case? And in other cases, where we ended up
using irritation as the endpoint for chronic RELs, it
was really because that is the nost sensitive
endpoi nt of toxicity for those chem cal s.

But it's a valid point. And we still
haven't resol ved whether, you know, it nakes any
sense to do a chronic REL for sonething like this
that clearly the -- well, according to the avail able

studi es, the endpoint that is consistently seen is

irritation.

DR SALMON:. | think also -- sorry. Excuse
me -- on that point, |ooking at the other studies
whi ch we describe, we're seeing -- in those other

studies, we are seeing, if you like, progressive
appear ance of hi stopathol ogical |esions which are
consistent with a general irritant chem cal type of
exposure.

And so | think our belief is that
there is an ongoing and progressive phenonenon of
irritation and at hi gher doses.

DR COLLINS: These same authors did a study
at a thousand ppmfor 10 days. 2 of themof 5 nales
and 1 of the 5 fenales died. So the information they
| ooked at is netaplasia, first. And so 2.7's not a

bad guess for a LCEL.
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DR BLANC. Probably the nore rel evant support
study is the one that you cite -- the rabbit study.

DR SALMON.  Yeah. Absolutely.

DR BLANC. Now, when you -- but you don't do
a section, a broken-out section, where you do the
cal cul ati ons based on the supportive study. |s that
because it's only 6 weeks?

DR SALMON:. It's very qualitative.

DR COLLINS: |'ve got that study, if you want
tolook at it. It's very qualitative.

DR BLANC. The rabbit study?

DR COLLINS: Reger -- Brieger and Hodes,

1951.

DR BLANC. No. I'mtalking -- oh, yeah.
Ri ght.

DR SALMON. So it's just too --

DR COLLINS: |It's very qualitative. | can
show it to you if you want. It's not enough to nake
this a good -- oh, |'msorry.

It's a very qualitative study. So it
woul d be hard to figure out whether it's all the
aninmals or a fraction of the aninmals. Just that |
saw this at 50, but it was once at a hundred. So
it's just its consistence --

DR BLANC. So it's not enough for you to spin
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out the whole thing but --

DR COLLINS: It also shows that 50 ppm-- 48
ppm | ooks |ike a LCEL

DR BLANC. Right. What happens when you
do -- would you rem nd ne, again, when you -- you're
ideally looking for a chronic for at |east 3 nonths
or more, not 6 weeks? Chronic --

DR MARTY: |t depends on the species.
think rodents, it's generally defined --

DR COLLINS: 6 nonths.

DR BLANC. 6 nonths.

DR COLLINS: If we had 3 nmonths, we'd use a
subchroni ¢ REL.

DR BLANC. So for 6 nonths, you say it's
chronic? So if you spun out this 48 parts per
mllion as a |l ow effect |evel, even though you don't
have wel | defined what the effect was, you would
| ook --

DR COLLINS: The equivalent of 16 ppmfor a
chronic study if you divided by 3, which would then
be somewhat bel ow this NCEL --

DR MARTY: |I'msorry. |'mgoing to junp in
here and just correct one thing. And that is, in our
chronic REL docunents for rodents, we cut chronic off

at 13 weeks.
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DR COLLINS: That would be a -- that woul d
get a subchronic of 3 rather than 10.

DR SALMON:.  Yeah. The Lynch study, being 28,
counts as a full chronic; whereas, the Brieger and
Hodes, being 6 weeks, would definitely be a, you
know - -

CHAl RMAN FRO NES:  Andy, | want to, in a
sense, follow up on what Paul said and go back to
where | started. The rabbit study -- one finds --

| understand, Ml anie, that ongoi ng
i ssue about irritation and that. That's not -- |'m
not really raising that. | mean we're doing research
on capsaicin receptors right nowin terns of acute
and irritative effects. And we argue that there are
chronic effects that derive fromit.

But here you have an endpoint which is

that the rats kept their eyes closed. That's your

definition of a chronic effect. It's not eye
irritation. |It's that the rats kept their eyes
closed. That -- | findit alittle difficult to hang

nmy hat on a sentence like that because | think that's
the sentence that you're using.

In the rabbit study, one -- and
think that's why Paul is bringing it up -- one finds

concentrati on-dependent pathol ogy, according to your
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docurment. That seenms to ne to be -- have a better
evidentiary feel to it, than that sentence, in terns
of defining a chronic effect.

DR BLANC. Well, no. | think there's a
linguistic solutionto it. Basically, you have a
25-part-per-mllion no-effect level that you fee
confident with because there were no pathol ogic
findings and the aninmal s were exposed.

The reason why you di sregard,
appropriately, the 247 parts per mllion and say,

"That's not a no-effect level," is because the
aninmals didn't have reliabl e exposure because they
kept their eyes closed and their faces buried in
their -- their nose buried in their fur
Sort of |ike what we do in academ c
life, day to day; right? So --
DR MARTY: But, no. Because even that is a
behavi oral response to irritation
DR BLANC. | understand that's a sort of
secondary issue. But the real reason why you're not
saying, "247 is a no-effect level" -- there's two
reasons.
One is that they weren't really

exposed -- no idea what their exposure was because

they closed their eyes. So how are you going to
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neasure, you know, what their eye exposure was if
their eyes were closed? So | nean that's a nore
pot ent ar gunent.

Wiereas, it is fairly believable that
25 parts per mllion was a no-effect |evel since they
seemto have been exposed reliably and there weren't
any effects. So you can sol ve this probl em about
whet her keepi ng your eyes closed is or is not an
effect. | mean it certainly suggests that sonething
was goi ng on.

But the main thing is that the 25 is a
reliable no-effect level. And the rabbit study
suggests, certainly, that it wuldn't be reasonabl e
to make an argurment that "Well, naybe, the no-effect
| evel was a hundred parts per mllion" because you
have sonet hi ng that suggests that, if anything, 25
parts per mllion isn't overly conservative.

I think the only other question has to
do with, since rabbits are so commonly used as an
ani mal nodel for irritant effects and particularly
ocul ar effects, | think you should nmake your argunent
explicitly that you do use the 10, factor of 10,

i nterspeci es because the -- that we know that --
wel |, we have reason to believe that, you know, rats

aren't really necessarily a preferred species for
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ocul ar effects.

Anot her way of doing it would be, if
you used the rabbit data, if you used the 48 as a
| ow-effect |level and you used an interspecies factor
of 3, rather than 10, because we know the rabbits are
a good nodel for eye irritation, you probably cone
out to a very simlar nunber because instead of doing
a factor of a hundred, it would be a factor of 30,
based on a no-effect |evel of 4.8.

| nean | haven't done the arithnetic,
but it would probably cone out pretty close, woul dn't
it?

DR SALMON.  Well, basically, if we were using
that analysis on the rabbit study, we would then
reduce the interspecies factor from10 to 3 but we
woul d increase the subchronic uncertainty factor from
1 to 3 because of the shorter study.

DR BLANC: Ch, so it would all conme out the
sane. Al right. Anyway --

CHAIRVAN FRONES: Can I1? | don't agree with
Paul on this one. And | don't agree with Ml ani e,
when she says this is a behavioral change. |'m
concerned about the strength of the evidence.

And | suspect that the paper -- did

the paper say that there -- that the animals did not
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close their eyes at all during the 25-part-per-
mllion study and keep their heads buried? And is
this paper sufficient in ternms of its detail that one
can really draw that concl usion?

DR SALMON. Jim can you comment on that?

CHAl RMAN FRO NES: | mean do you --

DR COLLINS: Wwell, | don't know whether | can
quote it or not. Just a second. GCkay. "Rats of
both sexes tol erated exposure at" -- sorry.

"Rats of both sexes tolerated the
exposure at 25 ppm wi thout exhibiting overt signs of
toxicity. At 247 ppm TEA, the rats kept their eyes
cl osed and noses buried in their fur during the
entire exposure period."

DR FUCALORO Just that the chem cal made
them shy. Psychol ogi cal effect.
DR COLLINS: They realized they were naked.

I'd also like to point out that the
human study that we used as a conparative gave
approxi mately the sanme answer, and that was based on
eye irritation. However, they were exposed to ot her
things. It was a relatively small nunber of people.
But at least it was consistent with the nunber we got
inrats, for whatever that's worth.

CHAl RVAN FRO NES: Well, | think that we need
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to -- | would suggest that the path you take is to
take the two studies and wite sonme | anguage t hat
links themintellectually so that where there is
actual |y pat hol ogy being recogni zed and that the
cal cul ations be carried out the way we've just tal ked
about so that at |east we have sone strength to the
ar gunent .

Gherwise, | nust admt | find it |ess
convincing as a endpoint for a chronic finding.

What ?

DR FUCALORG It's an acute finding, isn't

DR BLANC: Can | bring up now a conpletely
different kettle of fish for this chemcal? You're
not going to be happy about this, |I know But maybe
there is a sinple answer.

Haven't there been case reports of
asthmatic sensitization fromtriethylam ne? There's
been a growi ng body of literature about pol yam nes as
occupati onal asthnogens.

DR SALMON  Well, we don't --

DR MARTY: We didn't find anything when we
| ooked for it. | know there's other amnes --
triethylamne, |'mpretty sure, has been |inked.

DR BLANC. How recently and how hard did you
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look? | nean this is a kind of a critical issue, not
because you can devel op the REL or change the REL
maybe, but | think it would certainly -- to be

consi stent, you'd have to restructure your | ast
section on children --

DR MARTY: Unh- huh.

DR BLANC. -- given the approach that you
took -- tried to take consistently with asthma in
chil dhood and things that cause asthma.

DR MARTY: Yeah. Let's --

DR BLANC. O if, at least in that paragraph,
if you can't find anything, well, | think | would
say, you know, "W did not identify any case reports.
There are case reports of related pol yam nes. This
is theoretical at this point" -- something --

DR MARTY: Yes. | actually wote a note to
nyself to put sonething just like that in there --
that other am nes are associated with occupational
asthma. So we can -- what we'll do is | ook and make
sure and, if we can't find anything on triethylam ne
or if we could and then, if we can, we'll put -- you
know, add that in.

If we can't, we'll make a statenent
that there is a concern.

DR FUCALORGO Well, ammonia woul d do the
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sanme --

DR BLANC. No. No. There's sonething
pecul i ar about these am nes --

DR FUCALORG -- is that right?

DR BLANC. -- that they act as haptens or --

DR COLLINS: The main thing we found are the
blurring of vision and, to sone extent, headaches.
Sonmebody' s al so | ooked at bl ood pressure. But |
haven't seen anyt hing on asthma yet.

CHAl RMAN FRO NES:  Yes, there is -- | have the
sane sense, the way Paul said it, that there is sone
literature that | have a feeling exists, but | don't
know it.

There obviously is a problemof, in
sone cases, conpoundi ng exposure with isocyanate
because obviously the sane anmines are used in
i socyanate. And that has asthma properties there.
That's pretty well known.

DR. BLANC. There's a review article on
pol yam nes and asthnma. And | would | ook at that
carefully. It's about -- | don't knowthe title or
the author off the top of ny head. But it's within
the last 5 years.

CHAIRVAN FRONES: |'d also look in Peter

Spencer's book on neurotoxicology. There mght be
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sonething i
DR
CHAI
DR

do it when

n there.

COLLINS: Peter who?

RVAN FRO NES: Peter Spencer.

BLANC: Were | would look is -- and |'11

| get back -- is the appendix to the

second edition of Mira Chan-Yeung and Jean-Luc

Mal o' s book where it has the table, you know, with

350 chenmicals with case reports, because it's going

to be in the case report literature. |It's not going

to be --

And then can | ask a Tony question?

Physi cal properties. | get that thisis aliquid
that vaporizes pretty easily. But since it boils at
89 degrees, it's not really a gas, is it, on the
surface of the earth, | nean?

DR GLANTZ: Unless it's hot.

DR ATKINSON: A fair anmount of it -- | mean a

certain amount of it would be present as a gas, in

t he gas phase.

DR.
DR.
DR.
DR.
DR.

bei ng consi

BLANC. Right. But | nmean --

ATKINSON: But it's a colorless gas.

BLANC: What ?

ATKINSON: But it's colorless when it's --
BLANC. | know. But | nean you're not

stent is all |I'msaying. Everywhere el se
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it could be described as a liquid. And you could
make clear that it's -- you could nake clear in your
text somewhere that it vaporizes very easily.

DR SALMON:  Should we describe it as a
vol atile --

DR BLANC. Volatile. But it's a colorless
liquid, isn't it, in its physical properties?

DR FUCALORGC Look at its vapor pressure
It's very high. It's pretty high

CHAI RVAN FRO NES: So can we -- are you
fini shed?

DR BLANC. Yes.

CHAI RMAN FRO NES: This was supposed to be one
of the quick-and-dirty parts of this nmeeting. And it
never does end up being that.

DR ATKINSON: | have one further commrent.

CHAI RVAN FRO NES:  Sorry.

DR ATKINSON: Triethylamne is presumably
emtted fromcattle feedl ots.

DR BLANC. Yeah

DR ATKINSON: There's a bunch of am nes that
are emtted fromcattle feedlots. And |I've brought a
reference along for you. | nean they're sonething
like a few percent of the amonia em ssions. So Mra

Loma shoul d be --
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CHAI RVAN FRO NES:  So there shoul d be
triethylamne in here --

DR SALMON W would do well to --

DR ATKINSON: And the other thing about them
is they react with gas -- gaseous nitric acid to form

salts, which would end up the in particle phase.

3

FUCALORO N trates.

DR ATKINSON: Yeah. Amne nitrates.
DR FUCALORO  Sure.

DR MARTY: W will add that.

DR

ATKINSON:  I'Il give you the reference

CHAI RMAN FRO NES: How does the panel want to
do this? W actually have requested changes on all
three chem cal s.

DR BLANC. | think, though, you were right.
I think that the one we have to see again is the
fluoride. | think the other two -- the changes are
not so substantive because, even if you find a case
report of occupational asthma, | wasn't suggesting
that you change all of your cal cul ati ons.

CHAl RMAN FRO NES: Well, then, | would -- if
you agree with that, then | would say that we vote to
approve the phosphine and triethyl am ne docunments,

recogni zing that small changes are going to occur.
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And you can send themto us before the
next meeting. W can take a look and see if there
are any najor problens. But basically we can approve
them And then the fluoride will come back at the
next meeting.

So | need a notion to approve the
docurments on the two chem cal s.

DR FUCALORGC  Mved.

CHAl RMAN FRO NES:  Second?

DR GLANTZ: Second.

CHAl RMAN FRONES: Al those -- discussion.

(No audi bl e response.)

CHAl RVAN FRONES: Al those in favor.

(Each panel nenber raises his hand.)

CHAl RVAN FRO NES:  Unani nous. The vote was
unani nrous. And we'll see the fluoride docunent at
the next neeting. |It's 5 mnutes after 12:00. W
can go on to the next itemon the agenda, or we can
break for lunch. Lunch is in the cafeteria, which is
next door. \What are people's pleasures?

DR FUCALORO What's the anticipated anmount
of time we have left?

CHAl RVAN FRONES: | woul d bet three hours.

DR FUCALORO  Three hours?

CHAIRVAN FRONES: It's hard to say. It's
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hard to judge because | woul d have guessed this woul d
have been an hour at nmost. And so if you ask me and
| say, "Three hours," | think -- | would guess people
are going to tire out. So things tend to speed up.
So why don't we say two hours just to cover the rest
of this?

DR BLANC. I'Ill just make the follow ng
suggestion that we -- if people woul d be anenabl e,
that we begin the discussion, assum ng we're going
in the sane order, on the air toxics hot spots
program gui dance manual and see if we can wap that
up in half an hour.

But if we're there -- if it's 12:30
and we're still going on that, we then break in the
m dst of that discussion because | think there woul d
be some symmetry to finishing Item2 and then com ng
back for what | think will be a fairly difficult
di scussion of Item 3.

CHAl RVMAN FRONES: | don't think the next --
the di scussion on the nethodol ogy is necessarily
going to be that short. But I'mwilling to do that.

DR GANTZ: Let's try.

CHAl RMAN FRO NES: Stan, you're the |lead on
the next topic so --

DR GLANTZ: Yeah.
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CHAI RVAN FRONES: -- so if you think this
di scussion's going to go --

DR GLANTZ: Yeah, | do.

CHAI RMAN FRONES: -- at length --

DR GLANTZ: | think it will be pretty quick,
unl ess | m ssed sonet hi ng.

DR FUCALCRO Not you.

CHAl RMAN FRO NES: Does everybody -- so we'll
go to about 12:30 and then decide how it | ooks.

How | ong i s your presentation,

Mel ani e, going to be?

DR MARTY: There's about 25 slides, total,
i ncluding slides on the comments which sonetines the
panel wants and sonetimes they don't, depending on if
they have issues with our responses.

CHAl RVAN FRO NES: Wl l, then, | woul d suggest

that we go through the slides and then break for

| unch.

DR GLANTZ: Ckay.

CHAI RVAN FRONES: | don't see --

DR GLANTZ: Should we bring lunch back here
and --

DR BLANC. No.
DR GLANTZ: No? Ckay.

DR. BLANC: Let's start.

91



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

DR FRI EDMAN:  Short |unch

DR MARTY: Just as an introductory, we're now
tal ki ng about the risk assessnment gui dance nmanual for
the air toxic hot spots program which is a
condensation of the four technical support docunents
that the panel has already approved.

DR BLAI SDELL: GCkay. We've had four
techni cal support docunents that you have al ready
reviewed. These describe the nethods for devel opi ng
acute and chronic reference exposure | evels, cancer
potency factors, and exposure assessnent.

These docunments have undergone public
review. They've been peer reviewed by the Scientific
Revi ew Panel. They're adopted for use by the OEHHA
director. Ckay. These formthe basis of the
gui dance manual . Next slide, please.

The Part | Techni cal Support Docunent
for the determ nation of acute reference exposure
| evel s for airborne toxicants was approved in March
of 1999 and includes the nethodol ogy for the
devel opnent of acute reference exposure |evels.

The Part || Technical Support Docunent
for describing avail abl e cancer potency factors was
adopted in April of 1999. There are about a hundred

and twenty cancer potency factors that are used to
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assess cancer risk in that program

Then, the Part |l Technical Support
Document for the determ nation of noncancer chronic
reference exposure |evels was adopted in April of
2000. And it presents a methodol ogy for devel opnent
of chronic RELs, and about 72 chronic RELs have been
adopted to date.

The Part |V Technical Support Docunent
for exposure assessnment and stochastic anal ysis was
approved in Septenber of 2000. It devel oped point
estimates and distributions for exposure variates as
well as algorithns for fate and transport and
exposure anal ysis. Next slide.

The gui dance nmanual for the
preparation of health risk assessnents -- the
docunment that we're considering today -- is a
conpi lation of the four technical support docunents
previously approved by the panel and adopted by the
CEHHA director.

The information includes that which
was needed to performa hot spots risk assessnent.
There is some limted additional information on the
ri sk assessnent nmodel that was not covered in the
Part |V Techni cal Support Docunent.

This new material includes vari ates
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for workers' exposure, KOC and KOWval ues for organic
chem cal s needed for root uptake pathway for produce
exposure. And al so we have dropped the oral cancer
potency factor for hexaval ent chromum Next slide.

The variates for worker exposure.
OEHHA is recommendi ng a point-estinmate approach only
for workers' exposure because the distributions are
not available. W have changed froma 46-year
working life to a 40-year working life to conform
with the Prop. 65 val ue, which probably represents a
hi gh-end val ue.

W' re proposing a breathing rate of
142 liters per kil ogram body wei ght per day, which
corresponds to 10 cubic meters per day with a
70- ki | ogram body weight. And this is the val ue
proposed in the US EPA' s exposure factors handbook of
1989 for workers. Next slide

And we're proposing a soil-ingestion
rate of 1.4 mlligrams per kilogram body wei ght per
day, which corresponds to the hundred mlligranms per
day that we identified as the appropriate value for
adults. We're proposing 3 weeks off per year for the
wor kers instead of 2 weeks. The dernal - exposure
variates are high end to cover outdoor workers.

Soil loading of 1 milligram per cubic
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centinmeter squared -- I'msorry. It's exposure
frequency of every day at work and body surface area
exposed to 5,800 square centinmeters, which is on the
hi gh side. The dermal pathway actually represents a
very small fraction of the risk relative to

i nhal ation and soil ingestion. Next slide.

OEHHA has devel oped a tiered approach
to this assessment, as we've discussed in the Part |V
Techni cal Support Docunent. Tier 1 is a point-
estimate approach using OEHHA- speci fi ed exposure
paraneters. Al facilities performng risk
assessnments start with this approach

Tier 2 would be a point-estinmate
approach using site-specific exposure paraneters
where scientifically defensible. Next slide.

Tier 3 is a stochastic approach using
OEHHA- devel oped- or - endor sed exposure paranet er
di stributions.

And Tier 4 would be a stochastic
approach using site-specific distributions on data
for paraneters instead of the CEHHA distributions
where scientifically defensible. Next slide.

The Air Resources Board has devel oped
a conmputer programfor the hot spots program The

hot spots anal ysis and reporting programis user
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friendly and shoul d make risk assessnents nuch easier
to perform It has the exposure al gorithns, point
estimates, distributions, cancer potency factors, and
RELs devel oped in the Techni cal Support Docurents |

t hrough 1 V.

And the software includes an
air-nodel I i ng conponent and will also perform
stochastic risk assessnent. Next slide.

In summary, again, the hot spots risk
assessnment gui dance nmanual is a conpilation of the
four previously approved technical support docunents.
The i nformation necessary to performhot spots risk
assessnment is presented. And there is a very limted
amount of new material. Thank you.

DR MARTY: | do have additional slides that
describe some key conmments that came in during the
public comrent period. W could go over those now or
not .

DR BLANC. | think you've summarized themin
the witten --

DR MARTY: Right.

DR BLANC. | nean you gave themto us.

DR MARTY: Everything -- right. W responded
to coments.

DR BLANC. And if you want to characterize
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what you've done, if there were certain of these
comments that you felt it was reasonable to el aborate
the text to better explain the position -- but none
of these coments led to a significant reversal of
your regul atory recomendati ons.

DR MARTY: Correct.

DR BLANC: So | don't think we need to see
the wordi ng that was used.

CHAl RVAN FRO NES: | have a question, Ml anie.
In the comrents fromthe Western States Petrol eum
Associ ation, in the docunent that we received by
e-mai |l fromyou, you delete a sentence that says, "In
our judgnent, use of the 75th percentil e breathing-
rate distribution to estimate 70-year dose and ri sk
to very small zones of inpact may be inadequate to
protect public health."

Has that del eti on been made avail abl e
to the public for coment?

DR MARTY: Actually --

CHAl RMAN FRO NES: Because you -- because
there -- because you, at sone |evel, acknow edge the
coments by WBPA as having validity. But then, by
removing this 75th percentile, you take out an actual
approach to the issue.

DR MARTY: GCkay. Let ne give you the
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chronol ogy of the response to comments. They
actually aren't out to the public. Wat we do is we
provide the panel what are essentially draft
responses to comments.

If there are issues that involve
significant changes to the docunment, then all of that
goes back out for public review. But the responses
to coments don't get posted on our web page unti
the final document is posted. So in other words, if
people want to see them they can. And we actually
had one person ask for them and he did see them
But he saw the conments after this revision was made.

So there hasn't been discussion in the
public about trying to do sonething different than
what is already in the Part |V Technical Support
Docunent .

And this comrent -- when we were
devel opi ng the response, we had |ots of discussions
with ARB and internally within CEHHA and initially
had deci ded to nake this concrete suggestion as to an
alternative. But in further discussion with ARB
managers and CEHHA and | egal staff, it becane clear
that we can't really just do this w thout reopening
Part |V.

DR GLANTZ: Now, when you say, "do this" --
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because this was the one thing | kind of zeroed in on
too -- but before we get on to this, | read through
all the -- through the docunents pretty carefully.
And | read through all the comments. And | didn't
have any probl em

I think they responded -- as you said,
Paul -- reasonably to the comments. And the docunent
itself is, other than these few things that were
mentioned today, just a recapitulation of stuff we've
already seen. And it's actually, | thought, quite a

good summary. And it put all this stuff into a

cont ext .

But that -- this question about this
sentence -- it sort of bothered me because | think
the point that WSPA made that by consistent -- and
generally, | support the use of the 95 percent,

95 percentile point as a consistent health-protective
rul e.

But they did nmake pretty vigorous
argunment that, in this one case, it mght be -- it
m ght be being overly conservative or overly
cautious. But then when | -- so | presune in the --
so nmany iterations of this sort of flew by at the
end -- this 75 -- 75th percentile is in the docunent

that went out for comment; right?
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DR MARTY: No, it is not.

2

GLANTZ: No? So you added it?

DR MARTY: It is not added anywhere. It

was - -
DR GLANTZ: Oh, thisis -- well, wait. So --
DR MARTY: This is only in the response to
comrent s.

DR GLANTZ: So what you were saying is you
are suggesting, in response to the coments, to add
the 75th percentile --

DR MARTY: Right.

DR GLANTZ: -- and then you decided not to do

DR MARTY: Exactly.

DR GLANTZ: Ckay. Well, the thing that -- |
have two problens with this, as it is. And | did
talk briefly to Mel anie about this before the
meet i ng.

One is | don't see what the
justification for this using the 75th percentile is
other than that it's less than the 95th percentile.
So that might have been one of the things that
bot hers you guys. | don't know.

And then, if you leave it the way it

was, which was to just say the statenent you had in
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here before, was to just say, "Wll, based on the
argunments that WSPA nade, the 95th percentile may be
overly conservative for facilities with a very snal

zone of inpact," which you say, which | think is not
an incorrect statenent.

But it kind of |eaves nme hanging. |If
this is something which is supposed to be a docunent
to give guidance to people in preparing risk
assessnments to sort of -- well, if you're saying,
"Well, 95th percentile is, in this case, probably
overly conservative," well, then, what should they
do?

DR MARTY: Well, that's actually --

DR GLANTZ: So this -- it's sort of a
conundrum but --

DR MARTY: It is a conundrum But we had
sonme nore discussion --

DR GLANTZ: After we tal ked?

DR MARTY: -- after | talked with you, with
our managenent. And they cane back and said, "Wll
Mel ani e, you have a tiered approach in the risk-
assessnment paradi gm where you state that you can use
site-specific information in |ieu of either point
estimates or the point-estinmate approach or

distributions that you are recomendi ng such that a
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person who is witing the risk assessment for a
facility that has this very small zone of inpact can
alternatively -- can provide an alternative

anal ysis."

So what we want to do is take this
suggestion of |anguage and add that and renind people
that this tiered approach allows themto do that.

DR GLANTZ: Well, that mght be the solution
then, is to nake that -- okay. That, | think, is a
very sensi bl e answer.

And | think that m ght be the solution
to the problem-- instead of that 75th-percentile
sentence that you put in and then took out that
bot hered everybody, is to sinply say what you just
said that, in these cases, using one of these
hi gher-tier approaches, where you're doing nore
detail ed nodel ling, would probably be nore sensible
than the point -- than just basing it on upper-bound
poi nt esti mates.

That -- | would be happy with that. |
think that's a good sol ution

CHAI RVAN FRO NES:  Paul ?
DR BLANC. Well, and | think the way --
think that one possible approach to having that

solution and | think what makes the paragraph
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sonmewhat inbal anced is that, when you del eted the
potential 75th-percentile sentence, you should sinply
have al so del eted the sentence that precedes it.

If you delete the sentence before it,
you're basically reiterating that there's the option
for |ooking because it isn't possible in all
situati ons because what happens, when you keep the
one sentence and delete the other, is you' re saying,
"Ckay. So the 95th doesn't work." And then you
shoul d say, "Well, what does work?"

DR FUCALORO  Yeah.

DR MARTY: ©Ch, okay.

DR BLANC. And that's why you would put in
the sentence in the first place -- the 75th
percentile. But if you delete both sentences,
think you sol ve the probl em

DR FUCALORO  Yeah.

CHAI RMAN FRONES: No. | don't think they
have, have they?

DR BLANC. Yeah

CHAl RMAN FRO NES: Wl |, because they're
saying that they are willing to consider other
approaches --

DR BLANC. Wich is what they're saying here.

DR GLANTZ: This is what they're addi ng here.
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CHAl RMAN FRO NES: W're tal king about this
docunment. We're tal king about what shoul d be
contai ned as guidance in this document. This is --
you see. The key thing is that theoretically -- if |
understand this docunent correctly, this is the
docunent that everybody's going to use

W'l come to this because -- because
I had sone problens with this as the docunent they're
going to use. But that's another subject for a few
m nutes from now.

But the point is that, if you' re going
to have -- if you are going to allow other approaches
than the 95th percentile, that needs to be explicitly
stated, not in some other docunent about the tiers,
but in the docunent that people are actually going to
use.

DR GLANTZ: No. But this docunent talks
about the four tiers. This docunent goes through and
di scusses --

CHAIl RMAN FRO NES:  But this needs to be --

DR GLANTZ: -- all the different ways to use
t hem

CHAI RVAN FRO NES: But this needs to be made
specific in this docunent.

DR GLANTZ: Well, no. Well, | don't disagree

104



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

with that. This is sonething that would go in this
docunment. And the docunent doesn't just tal k about
point estimates. It tal ks about the use of the
stochastic nodel s and these other things too.

So | think the docunment -- 1 think
that the statement Melanie's making, witten
properly, is conpletely consistent with the rest of
t he docunent.

CHAI RVAN FRONES: |'mnot objecting. |'m
just saying it really does need to be explicitly
stated in the docunent.

DR GLANTZ: Well, no. No. | agree with
that. | think with the point that, | think, Paul
made -- and this was one of the things that sort of
bothered ne too -- is, well, if you delete the
sentence -- the problemwith the 75th-percentile
nunber is it's also -- it's just pulled out of the
air, basically.

And ny concern, which was -- which
Paul had articulated -- was that, if you take that

out, then the previous sentence sort of doesn't nake

a |l ot of sense because it says, "Wll, the 95th
percentile may be too conservative." But then so
what ?

But | think if you take both sentences
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out and instead insert sonething along the line of
what Mel anie said that, "In this specific case,
you' re probably better off using a nore detail ed

nodel -- the stochastic nodel, basically," then, that
sol ves the probl em

CHAI RVAN FRO NES:  Unh- huh.

DR GLANTZ: You know, basically, they could
ei ther use the 95th percentile, if they just want to
use the point estinmates, recognizing that that's
likely to be very conservative or, if they want a
nore realistic nodel, this is a place where it's
worth, it's definitely worth the trouble to do a
st ochasti c nodel

CHAl RMAN FRONES: | think that's fine.

DR GLANTZ: Ckay. And | think that fixes the
probl em

CHAl RMAN FRO NES: | just want to nake one
comment that -- Craig and Roger know -- | testified
bef ore a pl anni ng comm ssi on on an environment a
i npact report on Wednesday in Riverside about a
facility that's going to be constructed in Mra
Loma -- our source of ammoni a.

And one of the things that's
interesting is, when you go fromthe world of risk

assessnment into the world of people actually
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preparing environmental inpact reports -- and they're
done by environnental engineers, not by

toxicologists -- you realize that their |evel of
understanding is very different than ours is.

And how they, then, apply what we do
and what OEHHA does is sonetimes problematic.

And | think one needs to be sensitive
that we lay out, with as nuch clarity as possi bl e,
what the |evel of expectation really is because |
think that it's difficult to interpret sone of the
things that the toxicologists in OEHHA or in SRP |ike
this actually adopt when you're in a very different
kind of world.

And so the level of specificity has to
be greater and the clarity has to be greater if we're
really going to have people who can apply what we do
effectively.

DR GLANTZ: Well, | agree with that. And |
think that -- but | think we fixed this problem And
| mean | don't think this report is going to be put
up for any Pulitzer prizes.

But | actually thought it was
pretty -- | mean maybe it's 'cause |'ve plowed
through the other four reports before we got to this;

but | thought it was pretty clear. And | thought it
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was sonet hing you coul d hand sonebody who is
reasonabl y know edgeabl e.

And it does sort of say, "Do" -- you
know, it's a kind of a step-by-step cookbook for how
todo this. | mean it was a little bit redundant in
pl aces. But, you know, | thought it was a good
sunmary of all that stuff we've already gone through

Obvi ously, you find sonme things that |
m ssed but --

DR MARTY: Also, if | may add, that the risk
assessnments that are produced using this docunent
have to undergo review at the air district |level and
al so by OEHHA. So we, you know -- it's an iterative
thing. W cone back and say, "Wll, we nmay have
m sunderstood this," or whatever

And the districts -- at the district
| evel, especially in the South Coast -- they have
pretty good expertise at doing these kinds of things.

CHAl RVAN FRO NES: Gary.

DR FRIEDVAN: There's sonething that, you
know, you may have covered in previous reviews that
wasn't clear to ne as someone who's done sone
epi dem ol ogy of cancer. You talk about cancer risk
as being in kilogramdays per mlligram That's

sonet hing | have never encountered before. | just
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wondered, could you -- is it kilograns of people's
wei ght ?

DR MARTY: It's the -- right. Right.

It's -- the slope factors are expressed in units of
i nverse dose. So the curve -- mlligrans of

carci nogen per kilogram body weight. And that
represents slope of the dose-response curve at the
| ow end of exposure. |It's extrapolated to the |ow
end.

So there was a confusion on the part
of one of the people reviewi ng the manual. They
didn't understand the units of inverse dose. And
t hen, when you take your dose in mlligrans-per-
kil ogramday and you multiply it by the slope of the
dose-response curve, which is the unit risk factor or
cancer potency factor, then you get a unitless
estimate of the probability of tunor formation.

DR FRIEDMAN: | coul d see that those
cancel l ed out; but | couldn't quite understand, in
Engl i sh, what that nmeant -- the cancer risk being
kilogramtinme per -- per mlligramof substance.

DR MARTY: The risk is actually a unitless
probability. The slope factor is where people were
confused. And that is expressed in units of inverse

dose. That's what you nmultiply by the estinated dose
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to get the probability of cancer.

DR FUCALORO O to take the dose that was

inverted and divide. Divide. So it's about the --

it's just --

DR MARTY: Right.

DR FUCALORO -- matheratical ly equival ent.

DR MARTY: Right.

DR FRIEDVAN: So it's kilograns of hunman

being and tines the --

DR GLANTZ: No. It's mlligrans. |It's
mlligrams of dose --

DR FRIEDVAN: | know. But --

DR GLANTZ: -- per kilogram--

DR MARTY: Tine.

DR GLANTZ: -- tine. But then there are

factors the inverse of that so --

DR FUCALORO Just divide 'em

DR FRIEDVAN: So | nean, the nore tinme, the

nore cases. |s that what you're saying?

DR GLANTZ: Yeah.

DR MARTY: Well, the doses are expressed in

units of mlligrams per kilogramday -- per kil ogram

per day.

DR FRIEDVMAN: | can understand the dose. But

it's the cancer-risk part of it that |'mnot really
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clear on.

DR MARTY: Gkay. You have to look at it as
the slope of a line between tunor incidence and dose.
So that slope is expressed as per dose, incidence per
dose.

DR FRIEDVAN: | see. It's the slope rather
than a specific rate.

DR MARTY: Right. Right. R ght.

DR FRIEDVAN: | always think of rate,
incidence rate. But it's a slope. Gay. Thank you.

DR MARTY: Right.

CHAI RVAN FRO NES:  Tony?

DR FUCALCRO  No.

CHAl RMAN FRO NES: Crai g?

DR BYUS: Fine.

DR ATKINSON: | had a question. On Table 53,
on Page 5 -- what would be 14 -- you have a list of
val ues of K octanol/water. Are those really the
right units? O should those be |log KOWs? | al ways
t hought that --

DR MARTY: It's logs. It needs to be |ogs.
ATKI NSON:  Yeah.

GLANTZ:  Yeah.

BLAI SDELL: Yeah. Ckay.

3333

ATKINSON:  And then you've got the sane
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probl em then,

on Table 5-5 on Page 526, which is

where they're listed as KOVNinstead of a | og KOW

makes a slight difference.

DR BLAI SDELL: Yeah. Yeah.

DR FUCALORO
DR ATKI NSON:

expl ai ns where those nunbers canme from

I's this the second probl en?

It's just on the table that

gives them as KOM. Mybe you just need to say --

It

And it just

DR FUCALORO "Log."

DR ATKINSON: Well, it's got KOWNequals 6.10
for dioxin. And it's obviously | og KOV

DR FUCALORO Well, or mnus.

DR ATKINSON: No. |It's 10 to the 6th.

DR FUCALORGC It's 10 to the 6th?

DR ATKI NSON:  Yeah.

CHAIRMAN FRONES: Is that it?

DR ATKINSON: That's it.

CHAI RVAN FRO NES:  Paul ?

DR BLANC. No.

CHAl RVAN FRO NES: Ckay. Melanie, | had a
coupl e of points -- nothing of any mgj or consequence.

In the, for SRP review, "Possible Additions to the

Qui dance Manual ," you tal k about "OEHHA has

presented, in this docunent, exposure variates for

estimating 9-,

30-,

and 70-year exposures."

112



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

I may have missed it in here, but |
thought that was in the Part |V docunent, not in this
docurment. At least, | couldn't find it. |If |
didn't, it's ny fault.

But | had -- but to the degree that
I"'minterested in people's use of this docunent,
is -- in your response to coments, you, at |ength,
tal k about the 70-year lifetine, although
acknow edgi ng that people don't necessarily live in
houses for 70 years and all that.

And so ny question is, as a policy
matter, on the one hand, you argue, | think
effectively and vigorously, for the 70-year-lifetine
exposure as a criteria. But then you have, as you
say -- you presented nmethods for estimating 9 and 30
years.

And ny question is: "How would one --
in what context would one use that for a popul ation-
based ri sk assessment ?"

DR MARTY: You wouldn't use it for the
popul ati on-based ri sk assessnent. | think what we
tried to do when we were devel oping Part IVis
respond to concerns expressed, by people who do risk
assessnents for these facilities, that the risk

managenent is generally based on "Wiat is the risk
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to the maxi num exposed person?"

And we have al ways assumed a 70-year-
exposure duration, in part, because the district set
acceptabl e cancer risks. And they sort of nodelled
it after Prop. 65. And those are supposed to be
l'ifetime cancer risks.

But it's true that people don't
necessarily live and stay within the zone of inpact
of a facility for their entire lives. And, to that
person, the individual risk would be less. You
can't -- so what we tried to do is say, "Ckay. Let's
take what EPA has done for their 'haz'-waste sites."”

And they use a 9-year to represent
kind of an average length of tinme that somebody |ived
at one address. And 30 years was their estimate of a
hi gh end, although it's not really based on nuch
dat a.

And you say -- oh, they can al so
present what the risk looks like for an individua
who's lived there an average length of tine and EPA' s
estimate of a higher end as well as the 70-year risk
But that really focusses just on individual risk

And froma public health perspective,
that facility is still there, whether or not the

i ndividual person is still there. There's still a
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burden on the population. It may be distributed
across nore people as people nove in and out of the
area. But we think it's inmportant, froma public
heal th perspective, to focus on lifetinme risks and
lifetime burden on the popul ation

So that's why we really want to see
that 70-year-risk estinmate. Every facility is
required to do a 70-year. |f they want to do these
ot her exposure durations, they can.

CHAl RMAN FRO NES:  Well, |, again, given what
| just did on Wednesday, where | actually had to
comment on this environnental inpact report where the
report talks at great |ength about the fact that
people don't live someplace for 70 years -- in ny
view, the EIR m sunderstands the science of why we do
the 70-year and its inplications for risk nanagenent.

And | think the danger is that, if
it's not nade clear, that people will m sunderstand
and want to go around cal culating 9-year lifetines
and saying, "See. This is what it is. So we don't
really need to do any risk managenent or to contro
exposures because people aren't living there for 70
years."

I think that the danger is that,

again, that people can read sonething in which you
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say, "Yes. You can go do this for 9 and 30," and
then they may want to use that as a justification for
a lack of action where it may be necessary.

And |'m not inpugni ng anybody's
integrity. |'msinply saying that there may be a
m sunderstanding. So it seens to me to be useful to
add a sentence or two into your docunment that really
did clarify the issue so that nobody is confused by
what the inplications of the 70-year lifetime and how
it's going to be used are.

| don't think it's nmore than two
sentences -- one, two, three at nmost. But | think it
will help. And | literally have seen this
m sinterpretation two days ago.

And so the danger is that -- and if |
hadn't testified, who knows whether that becones a
precedent and then starts to be used in other places
throughout the State. So there is a concern about
how ef fectively people can apply sone of the
docurnent s.

The only other question | was going to
raise was: "Is the conputer prograni -- unlike Stan
| found that the docunent not to be a cookbook as
much as | woul d have hoped. | would have preferred a

real cook -- a sinple-mnded cookbook where somebody
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just goes boom boom boom boom boom through it and
cones out with the nunbers they need.

And | don't think this really does
that. | think it --

DR GLANTZ: Well, | think it was nore --
actually, to be nore precise, it was |ike the manual
for the conputer program

CHAIl RMAN FRAO NES:  The cookbook? So what |'m
asking is "Is the conputer programthe cookbook in
essence?" |s that --

DR MARTY: Well, the conputer program does
everything for the entire facility, starting with
their em ssions estinmates, runs through the
di spersion and deposition nodelling, runs it through
all the exposure algorithns that are presented in the
manual in Part IV, and cones up with the risk.

There are toggles in the program You
can turn on the stochastic or turn it off, if you
don't want to do a stochastic, like, all of this
70-year cancer risk, et cetera, end up com ng up at
the end. And all of the paraneters that were
reviewed in the Parts | through IV are in that
conmput er program

DR GLANTZ: You know, one thing --

CHAIRVAN FRONES: So | think the answer to ny
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gquestion is "Yes"

DR G.ANTZ: Yes.

CHAIRVMAN FRONES: -- it is the conputer" --

DR GLANTZ: You know, one thing -- one thing
I was just thinking about that m ght nake the
docunment a little bit nore useful would be if you
were to include -- nmake up a hypothetical exanple and
just say -- and include it. You know, "Here are the
paraneters you pick. Here's why. Here's the inputs
that you put into the program And here's the output
and how you interpret it."

DR BLAI SDELL: W were actually planning on
doing that as a stand-al one docunent. The probl em
with the risk assessnment is that it was pretty
vol um nous. It would have nmade this thing maybe
twice or three tines as big.

DR GLANTZ: Ch, okay.

DR BLAISDELL: So we're definitely planning
on doing it. W're actually in the process of
producing that with the hard printouts and
ever yt hi ng.

DR MARTY: We're working with ARB and the
districts to produce that exanple. W'Ill have a rea
sinple exanple. And then the districts wanted a nore

conpl ex anal ysis to have a sanple of that.
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CHAl RVAN FRONES: | think that woul d be
useful. So basically given the fact that the -- it
sounds |ike the conputer programis exactly what |
think people need in terns of a step-by-step
procedure. | think that meets nmy concerns about this
document .

And Stan's suggestion, | think you
already are going to pursue. So | don't have any
further questions either.

DR BLANC. 1'd like to nove that we accept
this draft document with the mnor changes i ndicated.

DR FUCALORO  Second.

CHAI RVMAN FRO NES: D scussi on?

(No audi bl e response.)

CHAl RMAN FRONES: Al in favor.

(Each panel nenber raises his hand.)

CHAI RMAN FRAO NES: The vote is unani nous. So
we' || take |unch.

(The lunch recess was taken at

12:44 P.M)
A\
A\
A\
A\
N

119



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

EL MONTE, CALIFORNI A, FRI DAY, JULY 26, 2002
AFTERNOON SESSI ON

(1:29 P. M)

CHAI RMAN FRO NES: The next itemon the agenda
is the "Update on Ri sk Assessnent of
Chol i nest erase- 1 nhi biti ng Conmpounds. "

DR RICE H.

CHAI RMAN FRO NES: Hi .

DR RICEE |I'mbDave Rice. |'ma staff
toxicologist with OEHHA. And this is Keith Feifer

DR SALMON. Hi, Keith.

DR RICE: Keith has lost a |ot of weight
| ately.

DR FUCALORGC | could never see that guy.

DR RICE: Keith couldn't make it due to a
scheduling conflict. Tobi Jones was going to sit in,
in his place. And apparently she had a famly
enmergency at the last minute. And so I'mit.

Wiat |'d like to do is just take a
coupl e of mnutes to go through this update. And
hope this is one of the short and sweet presentations
for the day. But we'll see

In nmy first overhead that was just up

there, what | wanted to point out was just a brief
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update of the work group activities. And | wanted to
especially point out, particularly point out, is that
this is a collaborative project between -- what was
on the prior overhead -- collaborative project

bet ween CEHHA and DPR, which is noteworthy in its own
right.

Ckay. In this overhead -- this is
just a general overview of the activities of the work
group, nost of which we presented at the |ast update.
And |'mreally presenting this to kind of refresh
your nmenories of the |ast update we gave.

The first item of business was we
identified topics for discussion papers and nade
assignments to the appropriate staff. W ended up
with 28 individual papers. W are conplete with 23
of them 3 are, in a large way, conplete. They're
under revision. And 2 are yet to be presented.

As you can tell, nost of the papers
have been presented to the work group. They've been
revised and presented to the work group again if
maj or revi sions were necessary.

From t hose papers, we identified
specific topic areas based on the questions raised in
those papers and fromthe discussions of the work

group. And basically those topic areas are just a
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reiteration of the topics of the papers thenselves,
franmed in a risk-assessnment context. And we

devel oped a list of key issue topics and issue
questions of this paper

And the last two bullets, just ignore
for now |'Il cone back to them and di scuss thema
little more or elaborate on themin a couple of
m nut es.

The next overhead is just a summary of
what nmenbers of the panel were provided within the
|ast day or two. And that is the --

Ch, thanks, Mel. That's just the
categories for cholinesterase-issue questions. And
you can see that we canme up -- if you don't have
those copies with you and you would |i ke a copy, |
have sonme extras. Okay?

W have five general areas, issue
areas, and with subareas under the five. The first
area is the "Rel evance of Cholinesterase |nhibition

to Risk Assessnent," under which we consider plasma
RBC, brain, and peripheral cholinesterase.

The "Use of Human Chol i nesterase
Data," "Quantitative Factors for Establishing
LOAEL- NQAEL, " and the "Rel ati onship of Cholinesterase

Inhibition to G her Endpoints.” And the last area is
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"Cumul ati ve R sk Assessnent of O ganophosphates.”

Now can you put that back up, again,
John? Put that one back up, please. | didn't
provide in this overhead any of the actual questions
thensel ves. They are on the handout that was
provided to you -- | think it was yesterday.

And an exanpl e of the questions woul d
be something |ike, under "Plasma Cholinesterase," the
very first question we came up with was: "Is the
evidence for a physiological function for
butyryl chol i nesterase sufficient to consider the
i nhibition of plasma cholinesterase in |aboratory
ani mal s or hunans as biologically significant?"

That was the type of questions we're
devel opi ng and provi di ng recommended answers to.

Ckay. Next one.

The process that we're following to
deal with these issues questions are -- like |
mentioned, we consolidated the discussion papers into
specific issue questions and i ssue question areas.

The lead staff for each area or each
subar ea devel ops recommendations to the -- fine-tunes
the questions, devel ops reconmrendati ons to those
gquestions, wites it up, and presents their

recomendati ons and the scientific justifications for
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t hose recomendations to the work group

The paper is discussed at the work
group. The recomendations are revised, if
necessary. And the discussion is docunented. W
attenpt to reach a consensus. And there's an issue
paper prepared fromthat discussion

And it includes that consensus
opinion, if we're able to reach it. It also includes
the magjority and mnority views, if there were any.
The idea is to take all those issue papers and that
those will serve as the basis for our recomrended
guidelines -- the answers to those questions.

And our ultimate goal is to take the
i ssue-question papers, conbine them wite an
i ntroductory chapter that summarizes them detail the
recommended gui del i nes, and have that as a
st and- al one document .

W will take the discussion papers
that we prepare at the beginning of the project and
put themall together in a group as a technica
support docunent, if you will. And that's pretty
much where we are and what we're doing.

I f you have any questions about that
or comments, suggestions, whatever, | woul d be happy

to try to answer them
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DR FUCALORG The --

DR RICE: Yeah

DR FUCALORO -- information on the
chol i nesterase work group cane to us yesterday. Somne
peopl e may have not even accessed their e-mail --

DR RICE: Unh-huh.

DR FUCALORG -- in order to get copies of
it. | happened to. So it's hard. | didn't have
time to look at it. So there are many questions
here, and |'msure there are sone here who have not
read them | actually haven't read them even though
I was able to access them because | didn't have
time.

So | guess what |'masking is, the
next time around, if you could nmaybe provide it
sooner so we could look at it to comment on it
know edgeabl y.

DR RICE Certainly. Certainly. Yeah. And
I'"msorry about getting themout to you at such a
|ate date. It was nore just for an infornmationa
purpose than a di scussion purpose. But I'l
certainly try to get themout earlier to you next
time.

DR GLANTZ: | guess ny question is: Wiuen is

this going to be done? This has been going on for a
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long tine.
DR RICE | hadn't anticipated that question.
No. That was a joke. That was something Tobi was
going to address. But I'll certainly take a stab
at -- | can talk about it froma technical |evel --
wel |, work group |evel
W, so far -- can you go back to the
prior slide, John -- on the issue questions, we have
devel oped the questions and had the di scussions and
prepared the issue -- or issue docunents for all of
Topic A Topic Cl, all of Topic D, and -- yeah.
Those are what we've done so far. W have the
remai nder to do, obviously.
W anticipate finishing those and
pul ling themtogether in a chapter and witing the
introductory chapter by the end of this year or, at
the very latest, early next year. Hopefully, this
year.
CHAl RMAN FRO NES: And that's what?
DR RICE: That's actually having these issues
papers --
CHAl RVMAN FRO NES: Al l of the issue papers?
DR RICE -- finished
Yes. Finished, pulled together with

an introductory chapter.
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CHAI RMAN FRONES: Al l? 'Cause you said --
you listed the ones that are partially finished.

DR BLANC. Those aren't the issue papers.
Those --

DR RICE: Those are background papers.

DR BLANC. Can | see if | can understand
the --

DR RICE Sure.

DR BLANC. -- structure that you're
descri bi ng?

Havi ng taken approximately two years
to wite a series of background papers, not all of
which are finalized, you re then going to use those
background papers to generate a series of policy-
rel ated questions, interpretive questions, which are
then going to generate a series of witten answers,
as a sort of witten Socratic dialogue, which will be
also, in and of itself, a |long docunent.

And bot h docurments woul d then at sone
point cone to this conmttee? So you've -- it's a
3-tiered process -- 4-tiered process, let's say --
where initially there was the workshop that this
group did together

Then you went back. And, then

working jointly with CEHHA, you wrote those
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background pi eces, which then have generated
guestions, which then will lead to witing another
set of docunents; is that right? | nean that's what
you descri bed.

DR RICE WlIl, that's pretty nmuch what
described. It's alnmpst right. | kind of m sspoke,
i nasnuch as the background docunents serve as the
basis for the answers to those questions.

The questions are questions that we
had pretty much all along. But they certainly have
cone up during the discussion of those docunents.

But the papers needed to be witten to provide the
scientific background to justify our recomendations.

DR BLANC. Well, because if | had to describe
a process which would be, in its conception, likely
to drag itself out and sort of wear out the
opposition, this would be the kind of passive-
aggressi ve managenent strategy | woul d have devi sed
nyself. And | think it's very clever in that regard

And then | would -- then | would
acconpany that by very long periods between reporting
and then providing peopl e updates which they coul dn't
possibly cope with, Iike a long list of questions
that you receive by e-mail 12 hours before a neeting.

Sol'dlike to go on the record as --
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| thought Tony was very generous in his coments. |
nean | would like you to transmt to your
superiors --

CHAIl RVAN FRAO NES:  Paul , he's w th CEHHA.

DR BLANC. -- well, to your coll eagues --
DR GLANTZ: Friends.
DR BLANC. ~-- at --
DR G.ANTZ: -- DPR
DR BLANC. -- DPR -- | would like you to

transmt, through whatever channels are nost
appropriate, the official --

DR FUCALORG  Tel ephone.

DR BLANC. -- displeasure of this -- of ne,
as a nenber of this committee. | don't know how
others feel at this process and how it's playing out,
both in formand in substance

DR RICE Wll, I'lIl certainly take that into
account for nyself, being part of the conmttee of
the work group. And also | will transmt that to the

ot her menbers of the work group verbally.

DR BYUS: Let ne -- since | amthe renaining
| ead person on this process, | have received the
various drafts of the working -- the docunent -- the
scientific docunment, if you will -- which has all the

chapters dealing with the various topics.
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And while | haven't read it, |'ve read

alot of -- sonme of it in detail. | haven't read it
all. But | have |ooked it all over. And it is --
fromnmy own point of view, it's -- the scientific

di scussions are all there. And they're laid out in a
reasonabl y conprehensive way.

So | think that document, in and of
itself, is a good one. | nean not -- |'mnot
speaking editorially. 1I1t's not editorially how
woul d necessarily have done it. And you know, |'m
not -- but the topics are laid out. They're revi ewed
wel | .

And | view that as a val uable thing
for DPR and OEHHA to have done because | think that
the issues are sonewhat conplex. There's a |lot of
hi storical reasons where various opini ons have been
held. And they -- the tenor of the docunent is a
good one. And it's objective. It attenpts to |ay
out factually what the facts are without really
getting at these questions.

So | think that was a good thing that
they did that because it provides them their
scientists, and everyone, both in DPR and CEHHA, with
sort of the up-to-date scientific consensus for these

various topics. So | think that has been very good.
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But | would reconmend, though, that
you, as part of the procedure, that you m ght,
instead of waiting for all of this, you m ght
actually send everyone -- send us that docunent --
finish that docunent and get it out and not

necessarily wait for the entire process to be

conpl et ed.

Now, we've always wanted themto focus
on these questions -- on the questions. And | just
got this too. | actually got this a couple days

before everyone else. So | had sone few extra tine
to read these questions.

And | think it's a reasonabl e
approach. And | think the questions -- | think
you' ve asked the questions three or four or five
times -- the sane question. | nean there's really --
you keep asking themover and over again --

DR RICE  True.
DR BYUS: -- which is better than not asking
themat all.

But | think this will be good. These
are a lot of the sem nal questions that they need to
answer and need to come to grips with.

And then they can use the science in

that docurment and their communal, now, know edge from
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witing that, | think, which is the main thing, to
address these docunents -- these questions with sonme
degree of, | hope, with sone degree of validity that
they' || be able to back up

And when we question them the science
shoul d be there.

And you're going to have to cone to
sone concl usions fromthese questions.

DR RICEE Right. Rght. That's the purpose
of these.

DR BYUS: So | think that -- you know,
think that is a good thing as well. How long it's
taken is another question. And | nean | do agree
with you it seens to taken considerably |onger tine
than it shoul d have

But if the product is good at the end,
| think it's well -- it will have been well worth the
time, if the product turns out to be good, because
there are 40-pl us organophosphate pestici des, nmaybe
nore, with related activity.

These are all the sort of sem na
questions and all the risk assessnents -- these are
guestions that have been not answered appropriately,
in ny opinion, for many years by EPA, by everyone.

And so hopefully, if DPR cones to the
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right conclusions -- the "right" -- well, | nean
that's the point. |f you conme to the correct
conclusions, it will be a good thing. So --

DR RICE: Thank you

DR BYUS: -- | guess that's the bottomli ne,
in ny opinion -- what the conclusion -- how you
answer these questions and how you defend your
answer, how you respond to howit would end -- and
when we read this docunent, when you read these
docunents, this docunent, you will -- the science is
laid out there in a reasonably, well, good form

DR BLANC. Well, then, why structure it as
two separate docunents? Wy not --

DR BYUS: | know.

DR BLANC. Wy -- well, no. Because it cuts
right to the point you're raising. |f you believe
that the working docunent -- working group docunent
provides all the scientific documentation that wll
be required to answer the policy questions, then why
not wite the executive sunmary of the background
docunents in the formof the questions that you're
posi ng and answer themciting chapter and verse from
your background docunents?

DR RICE Right. Rght.

DR BLANC. "As shown on Page 25, the
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correl ati on between RBC cholinesterase and brain
chol i nest erases, you know, averages between .7 and
.9; and, therefore, RBC cholinesterase is an
excel l ent surrogate."

DR BYUS: O, inreality, what they should
have done --

DR BLANC. Al | --

DR BYUS: -- which is what you wanted themto

do, is wite the questions first --

DR BLANC. | wanted these --

DR BYUS: | know. | know --

DR BLANC. | deliberately didn't --

DR BYUS: And then wite --

DR BLANC. | deliberately didn't say that --
DR BYUS: Ch, okay.

DR BLANC. -- because that is what you did;

so that is what you did.

But | don't really understand the
rationale for the two-year process it will take to
wite another -- wite and revi ew anot her docunent,
even though you say you're going to have sonething by
Decenmber. | don't think that is realistic. That's a
whol e separate docunent --

DR RICE It's putting together the pieces

that we're generating right now -- the issue-
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question discussions. It's a separate docunent in,
you know, physical formonly. |It's basically a
summary of the discussion we're having in comng up
with gui dance or comng up with the answers to the
questions that we've posed. And they're very short.
W're -- our thinking is to have a
smal | gui dance document posing the questions; giving
the answers; providing the discussion; referring to
the techni cal docunment, which will be very |ong.
| nean it could be in one docunent.

It really doesn't matter to nme. But, again, our
t hi nking was to have a short gui dance docunent and a
nore substantial scientific support docunent. That's
all. The amount of work required to do them as
separate docunents is not nuch nore

DR BLANC. So what you're saying is that you
have a six-month time line to wite an executive
sumary, essentially an executive sumary, of the
docunent you've already witten?

DR RICEE No. W have -- we have not --
we've witten 28, al nost 28 individual documents.
W' re now goi ng through and -- based on what we've
uncover ed, discussed in those original docunents --
answering the issue questions we posed.

CHAI RMAN FRO NES: But ny understandi ng was
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that -- which of the categories where there is --
where the docunments have not been witten?

DR RICE Ckay. R ght now, there is one
docunment -- there is only -- what? -- 3 docunents
that have not been witten. One of themis in the
use of cholinesterase data. It would have been
witten except the lead person witing it had a
skiing accident and was out for 3 nonths.

W have -- 2 other documents are in
the cunul ative risk assessnent for organophosphates.
These just haven't been witten 'cause the staff
doi ng those docunments hasn't had the time to do that.
They' ve been very busy with other docunents.

DR BYUS: That's the one | requested.

DR FUCALORO Yeah. That's the one that --

DR GLANTZ: Yeah. That's the npst inportant
one.

DR BYUS: Wll, I'mnot -- no. | wouldn't
say it's the nost inportant. But many of these --
the questions, as they're posed are, to nme -- again,
| am not an expert in cholinesterase. But |I'ma
bi ochem st - phar macol ogi st; so | do understand this
wel |

These are many -- for the -- they're

not all appropriate questions. There are certainly
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nost of them in ny view So |I'mbeing optimstic,
but the answers are what we're |looking for. The
answers are the key thing, obviously -- how you --
what concl usions you come to. And | think it will be
hel pful for the panel when they do, do this to have
the scientific docunent there to read --

DR RICE Sure.

DR BYUS: -- for these topics. And so then
it will be very clear whether or not they're
answering themcorrectly. | mean | think we won't
have much trouble at all comng to that |evel of
concl usi on.

DR RICE: Right.

DR BYUS: Right.

CHAl RMAN FRONES: | think we don't need to
prol ong this because he represents OEHHA.

Randy, | assune that you don't have
anything to say on this topic.

MR SEGAWA: |'msorry. No.

CHAI RMAN FRONES: And ny viewis that this

process was problematic fromits outset. |'ve never
varied in that view |If -- being the fact that I'm
froma university, | would never ever have

approached this issue by having people in

regul atory agenci es have the primary responsibility
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for devel oping what is essentially an acadenic
document .

I woul d have gone out on contract and
gotten acadeni c researchers who are used to preparing
docunents, especially within reasonable tinme franes;
and | would have had themdo it. | don't know of any
contract that |I'maware of where an agency |ike OEHHA
or DPR has ever given a three- or four-year contract
to a university to prepare a docunent on a topic.

You don't do that. |It's six nonths,
or it's a year and so on and so forth. This process
seens to me to be very akin to the rock of Sisyphus.
It may never energe at the current rate that it's
goi ng.

And | have to be quite candid and say
that | think it's, to some extent, insulting to this
panel to not have a representative fromDPR to be
here to talk about this agenda item W nade this
agenda a nonth ago. Sonebody shoul d have been here
to talk about it.

W shoul dn't put the burden on you
So that the nmessage -- this panel has to send a
nessage via the transcript to DPR | don't think
that you're the appropriate person, and you shoul dn't

be burdened with our beating up on you because of the
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time it took to get this or the process or what have
you.

But | do think we should say
sonething -- we shoul d say sonet hing about the
process because it does seemto be a never-ending
process.

And it does bother ne, to sonme extent,
to have you say in the overhead that "If we can't
reach agreenent, we'll have mnority reports." \Well,
the State has to have a policy on cholinesterase. W
don't -- this is not a debating society. It's a
regul atory policy judgnment that's bei ng nade.

You don't -- we don't get to have
mul tiple documents with multiple points of viewin
them W -- this panel wants to review a policy
docurment with the associated science

And it seems to nme that Wnston
Hi ckox, as the head of Cal EPA, needs to nake sure
that CEHHA and DPR can conme to some agreenent about
the policy of organophosphate regulation in the
State.

DR RICE Wll, | didn't nean to inply that
we woul d have mgjority and mnority opinions --
CHAl RVAN FRO NES:  You said it.

DR RICE -- on the issue reconmmendati ons
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thenselves. It will just be in the discussion behind
that recommendation. W are very clear in comng out
with recommendations to our questions that are
directed to the points, like, "Yes," "No," "Cannot be
determined.” And there's not a minority-mgjority
recomrendat i on.

DR BLANC. |'mgoing to come back to what |
sai d before.

Actually | don't think that it's an

i nconsequential matter whether or not the structure
of these policy reconmendations is a separate
docunment or the executive summary of the 28
scientific background docunments that will be united
by it -- an introduction -- because, just fromthe
review point of viewas well as the logistics of it,
it will be very hard, | think, to -- it will be much
harder to assess the strength and validity of the
vari ous answers to the questions, if that's howit's
structured -- as questions and answers -- unless the
answers, which as brief as they are, say, "As shown
on Page 128-X and as docunented on Page 425-Y;
therefore, the follow ng:"

DR RICE: | understand.

DR. BLANC. And it -- and | think it wll

force -- | think it will force that executive sumrary
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to be even heftier but will also nmake it nore

effective because essentially it's a docunment which

is usi

ng, as its support material, another docunment

but could al so be invoking things which aren't in the

ot her

document, as far as that goes.

I mean it just has to stand on its own

as even a brief docunent. For exanple, things

like -- how are you going to deal with things that

have been published in the interin? Are you going to

start suddenly referring to themin this other

docunment but they won't be in the master docunent?

CHAl RVAN FRO NES: Gary?

DR FRIEDVAN: John, | just wanted to ask if

you really think that the transcript is going to be

an effective neans of communi cati on of our concerns

because that's the way it's going to have to go. |

wonder

because |

if an additional letter would be appropriate,

transcript?

wonder: Would the people even read the

CHAl RVAN FRO NES:  Well, | think --

DR FUCALORG Can anyone read those

transcripts?

CHAI RMAN FRONES: | think it woul d be highly

appropriate for me to send a letter on behalf of the

panel

to Paul

Hel li ker with DPR and express concerns
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about the process, if you think that nakes sense

DR FRIEDVAN: | think the transcript would
not be, necessarily, an effective way to comuni cate.

DR FUCALORO WIIl we see any of these 28
docunments soon? These background scientific data?

DR RICE: WIlIl, again, we have been providing
virtually all the docunents to the SRP | eads.

DR FUCALORO To the what?

DR RICE: To the SRP | eads.

DR FUCALORGC In ny experience --

DR RICE Dr. Byus has them

DR BYUS: | mght recommend that you send
that docunment to the panel within a nonth. | nean
just --

DR FUCALORG W have nothing else to do. W

enj oy readi ng those things.

DR BYUS: | nean | really -- that would be a
recommendation. Send that to -- conplete that
docunent, which you should be able to do -- conplete

it and, except for that cunul ative, which you haven't
even started, which | don't want to get into but | --

DR RICE: You know who's working on it.

DR BYUS: | know. | know
DR BLANC. 1'd like to get sone feedback
though, fromthe group. | nmean | have ny opinion
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but if I'mway off base and nobody el se takes the
point of viewthat --

DR GLANTZ: No. | agree with you. | nean
thisis --

DR FUCALORGC  You nean getting the docunent
sooner? In other words --

DR GLANTZ: Cnh, that's a given

DR BLANC. Yeah. That's a given. But
abandoning this plan to have a whol e second-tier
docurment and - -

DR BYUS: ©Ch, | see what you're saying.

DR BLANC. -- and witing an executive
summary of the documents that they have al nost
conplete in the form if they wish, of the policy
questions but that it's actually an executive summary
of the docunments that, in its answers to these policy
questions, refers specifically to pages or sections
that are relevant.

DR FUCALORGC  You know, | think, listening to
you, it sounds good to me. However, we haven't
really deliberated on that. So | wonder about mnaking
a notion, for exanple, and including it here and
setting -- changing the course of this, whether or
not we should at least think about it alittle

longer. | think this is prudence speaking rather
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than --

DR GLANTZ: Than Tony.

DR FUCALORO |I'msaying, at first blush, it
sounds good. |'mjust not sure that it would stand
must er .

DR GLANTZ: | was just going to say, | mean,

"Way coul dn't you do what Paul's suggesting?"

Leavi ng aside the ones that haven't been drafted yet,
| mean why couldn't you just take -- you'll have your
sunmmary of the science. You've got your questions
articulated. Wy can't you just go fromone to the
other and bring back --

DR RICE: There's no -- I'msorry.

DR GLANTZ: What?

DR RICE: There's no reason we coul dn't
physically put themtogether

DR GLANTZ: kay. That |eaves out a huge
amount of work and another step. So | think Paul's
suggestion is a good idea.

DR BLANC. | don't -- that wasn't -- your
answer wasn't exactly what | -- what you said is
"There's no reason we can't put themtogether."

But what |'m suggesting is --

DR RICE: Make them one docunent.

DR BLANC. Gkay. Because what |'m suggesting
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1 is a change, a conceptual change, in how you

2 presented this second docunent.

3 DR RICE: Second docunment? As | understand
4 what you're saying is: They take the background

5 papers we've already devel oped, wite an executive
6 summary that basically will be the second -- or

7 basically takes --

8 DR BLANC. Yes.

9 DR RICE -- the place of the second

10 docunent - -

11 DR BLANC. Yeah

12 DR RICE -- that |'ve been tal king about --
13 DR BLANC: Right.

14 DR RICE -- in whatever formwe see fit --
15 DR BLANC: Right.

16 DR RICE -- be it questions --

17 DR BLANC. Yes.

18 DR RICE -- statenments, what have you

19 referring to the --

20 DR BLANC. Yes.

21 DR RICE -- scientific articles that are in
22  the background docunents.

23 DR BLANC. Yes. Yes. Exactly. Do you

24  understand that?

25 DR RICE: | understand that. Yeah
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DR BLANC. xay.
DR RICEE And that's fine with ne. [|'m not

the only one to nake that decision

DR BLANC: No. | understand.
DR GLANTZ: Well, but | think -- | mean |
also didn't get these questions till just now But

mean they are well-articulated questions. And | nean
I could just see just sinply going through and
answering themand --

DR BYUS: | could answer themright now.

DR GLANTZ: You coul d?

DR BYUS: | nean, you know, many of them
nysel f.

DR RICE: | could too.

DR BYUS: | know you could. And I'mnot --

and that's even without the entire reading in detai
the entire docurment that they've prepared. | nean
you don't have to have all that information to answer
these questions. Sone of it -- alot of it, you
need. You don't need all of this.

Sol mean | could do it. And so |'m

sure, if | could do it, you guys can do it. |It's the
policy aspect of it that, | think, is the problem
It requires -- it's ny inpression that it requires --

that it's the policy aspects of it.
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DR GLANTZ: But, you know, it's a little bit
|ike students coming in with a final, you know. The
nore time people have, especially given the history
on this, the longer it's going to take. And | think
it would be nuch better if we could -- | nean |'m
again, agreeing with Paul, if we could see sonething
sooner rather than |ater.

CHAl RVAN FRO NES: | think that these
di scussions have an air of unreality about them --

DR GLANTZ: Yeah

CHAl RVAN FRO NES: -- because we spent --
OEHHA' s devel oped the four docunents; and we, today,
tal ked about the fifth document. And there's
enornmous detail in there about how one approaches
ri sk assessnment. And there's no question that
there's a lot of information

But that's different than defining the
basic policy questions that need to be addressed to,
then, develop all that information. | nmean it seens
to me that one could or should be able to prepare
today, a week fromnow, a 3-page docunent that
defines the broad policy-based questions that need to
be addressed.

I don't think it's rocket science

frankly. | think it is relatively straightforward,
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and | think it could have been done three years ago,
two years ago -- that the basic questions -- | think
we understand what they are. So the degree to which
we keep conplicating -- the science is conplicated.
But some of the larger questions are relatively nore
strai ghtforward

I think that docunent, which is what
Paul 's tal ki ng about as the overlying executive
sutmmary, is a relatively -- is a docunent that
shoul dn't be a major undertaking -- not at this
point, not after all the work that's gone into it
or -- and if I'mwong, sonebody needs to tell nme why
that's wrong.

DR RICEE No. |It's not a major undertaking,
inand unto itself. But it just takes time to
prepare because there's approxi mately 15 people
working on it at any given tinme. And we're trying to
reach, build a consensus on each of the issue
gquestions as we go along. There's a |lot of questions
and a lot of data to consider in support of each
questi on.

And it's not -- while it's an
i nportant part of our workload, | nean it's not our
only project. So we can't devote our entire tine on

it. So all those things considered contributes to
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the length of tine it's taking to get this finished.

CHAIRVAN FRONES: | think that -- |
understand that. That doesn't answer ny question
because ny question is: "Couldn't sonebody sit down,
person-to-person, and over a short period of tinme, in
a 3-page docunent, define the broad-based policy
i ssues that are going to be addressed?"

It seems to me that that isn't, |
nean, a -- and I'Il tell you that, in fact, the EPA
sci ence advi sory panel has been doing just that. So
you could actually go to the EPA's review -- it's
been going on for the last year -- and derive, from
what they' ve done, the questions.

Ruby Reed sits on that docunment --
sits on that conmmttee and it seems to ne that that
commttee's attenpting to deal with the same kinds of
questi ons.

DR RICE: Right.

CHAl RVAN FRO NES: And so it seens to ne that
there's an entire advisory committee, an entire
agency effort going on that could be applied within
the context of the State's activity. And that
doesn't seemto be happening.

DR BLANC. Well, John, if a consensus were to

enmerge fromthis commttee it is that the -- is that
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it would be our strong recommendation that the
approach to finalizing the document would be to take
the docunent that they have; circulate it rather
rapidly; and then soon after its circulation, create
an executive sunmmary, which would incorporate --
which, if they wi shed, could incorporate it in a
guesti on- and- answer form

I think that that should be part of

your letter to the pesticide people because they

won't do it unless -- they won't do it sinply because
you said, "That's an option." |If you say, "That's an
option," | don't think it wll happen.

DR BYUS: That would be ny recommendati on
Because | think the scientific docunent that they
prepared could be wapped up quickly. | nmean it's
going to take -- they haven't finished -- but it
coul d be wrapped up very quickly.

And | think they should put their
effort into getting sonething conpleted. And that
woul d be conpleted -- you should be able to conplete
it quickly. And then -- say, by our next neeting --
give it to us so we can -- before our next neeting,
SO We can review it.

And then by our next neeting, whenever

that woul d be, circul ate the executive sumary
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gquestions for us to review.

CHAI RVAN FRONES: Well, | think it's alittle
nore conplicated than that because, if we had a
nmeeting in Septenber and you want themto get the

docunments to us by then and we reviewit, look at it

by then, the time is kind of tight. | nean it can
happen presunmably, but spell out for me -- spell out
for the record -- and I'll use it in the letter that
| wite to Paul Helliker -- what you would like to

see happen, with some specificity.

DR BYUS: I'mjust trying to remenber which
chapters haven't been witten yet.

I think you could finish that docunent

inanmnth. Can you finish that document in a nmonth?

DR RICE | don't think so. | really do
think it will take us, given, you know --

DR BYUS: Scientific docunent now -- just the
sci ence part.

DR RICE: You nean just putting together the
chapters?

DR BYUS: Yeah
RICE: That's all it is.
BYUS: Right. That's why |I'm asking you

RICE: | don't know --

3333

BYUS: Except for the cumul ative
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organophosphate data, isn't it pretty well
finished -- the chapters?

DR RICEE Wth that exception. And the "Use
of Human Chol i nesterase Data" is not finished.

DR FUCALORG | can't hear you

DR RICE: The "Use of Human Chol i nesterase
Dat a" chapter is not finished either

DR BYUS: Couldn't you finish that in one
nonth and get it to us in a nonth?

DR RICE: You know, | hate -- it seens
reasonable that it could be. | can't speak for the
person witing the paper.

DR BYUS: So it seems --

DR RICE: Again, |I'mnot sure how our
managenent and DPR s managenent feels about sending
out a docunent that's inconplete that way, in terns
of not having all the chapters.

DR GLANTZ: Well, except what we're trying to
say is that we want them encouraged to just get it
done.

DR RICE: | understand. And | can assure you
that --

DR BYUS: This is a way to do that.

2

RI CE: Yeah

DR GLANTZ: And the longer -- and you know,
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because |I think sone of the -- and, again, we're not
beating you up personally -- but given the sort of
history of this, | think, left to their own devices,
you know, it will be a very long tine before we see
anyt hi ng.

And so | think, since it sounds like
what you have is pretty close, the -- you know, if
we're going to neet in Septenber, it would be nice if
we had the scientific docunent by a couple of weeks
before the neeting to at least at |look at it and
discuss, if it wasn't as an infornation item

And then -- and naybe the executive
sumary docunent and the policy document or executive
sumary- sl ash-pol i cy docunent that John and Paul are
tal ki ng about, maybe, for the foll ow ng neeting.

DR FUCALORGC  "Fol | owi ng neeting"?

DR GLANTZ: The follow ng nmeeting, which
woul d be Cctober, Novenber, or something. And we
woul dn't -- actually |I wouldn't anticipate taking any
formal action on the docunent that we woul d discuss
i n Sept enber.

But we could discuss it and give you
sone feedback, which could then be used, you know --
you could take that and take it into account in

preparing this nmore policy-oriented document, which
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woul d come back at the next nmeeting
What do you think about that as a
pl an?
CHAIRVAN FRONES: | think that's what the two
of you are saying.
DR GLANTZ: Yeah
CHAl RMAN FRO NES: M concern is as foll ows:
First is, this has been a major
undertaking. | nean obviously they've assigned 16
people to work onit. It's not a trivial approach
It's a major effort. And | can see why they woul d be
sonmewhat hesitant to rel ease sonmething that they
consider only partially finished.
However, it seens to me that that --

DR GLANTZ: Could encourage themto finish

CHAI RVMAN FRO NES: This woul d encourage them
to finish it.

So the second point is | think that
the schedul e you' ve proposed is a little tight to be
able to -- | think that --

DR GLANTZ: How about slipping the whole
t hi ng one neeting?
CHAl RMAN FRO NES: Wl l, | think that the

problemis going to be the adequacy of our review
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because we don't want a superficial review process
for ourselves. And this is going to be a fairly
| engt hy docurment with a ot of science in it.

And it's going to take a while. And
we have to understand our own linitations in terns of
how fast and how effectively we can review a very
maj or docunent.

So | would argue that we should ask
for the docunent -- | would put it maybe three nonths
down the line. But | would include a 2- or 3-page
docunent that |ays out the policy issues because |
think that should -- somebody should be able to sit
down and wite that out today in an hour

DR RCE Wl --

CHAl RMAN FRO NES:  And | think, sinply think
that those issues are not such that they could not be
defi ned.

DR RICE: That's what these questions are.

CHAl RVAN FRO NES: | understand. No. These
gquestions -- these are not the questions. These are
the questions -- these are the scientific questions.

These aren't the policy questions.
DR RICE Wll, our group is working on
guidelines. W're not -- we don't do policy. W're

wor king strictly on the science and the guidelines --
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the science behind the guidelines.

CHAIRVAN FRONES: So | think -- but | think
when we tal k about the policy, we are tal king about
the guidelines; right?

DR BLANC. Just a comment about -- | don't
think you were looking for a |ot of feedback on these
guestions, you know, in terns of content.

DR RICE No.

DR BLANC. But | would make a comment that
m ght be relevant, which is each -- that the working
group that's doing that question of format should
strive very carefully to have them be synmetric.

It will make it easier for us and
easier for the all other responders and reviewers.
And | think they are structured with that in mnd
but there are places where they're not symetri c.
And | woul d pay very close attention to that.

DR RICE: For exanple?

DR BLANC. For exanple, with Question
Nunber 2, you tal k about butyryl cholinesterase, and
you take butyryl cholinesterase inhibition in the
neur onuscul ar junction of adults.

But then, later on -- the next, very
next, question is: "Butyrylcholinesterase inhibition

in the neural and extraneural tissues in devel oping
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organi sns," which neans that you don't care anything
about butyryl cholinesterase inhibition in extraneural
tissue of adults because you've limted one in this
very particular way and not the other

DR RICE Right.

DR BLANC. And so it's not very symetric.
That's an exanple of --

DR RICE Wll, w did that deliberately.

DR BLANC. So even if there were any issue of
butyryl chol i nesterase inhibition in extraneural
tissues of adults, it's not sonething that should
ever be considered anyway.

DR RICE: | understand your concern on the
question but --

DR BLANC: | nean is that what that is? |Is
that --

DR RICE Exactly -- well, | don't know that
| woul d draw that concl usion

DR BLANC. But if you're going to structure
sonet hing as a questions-and-answers sort of -- as a
sort of Socratic questions and answers and if it's
going to tie into the docunent, you can't assume
that, because | haven't asked -- you know that you're
not asking the question because you believe that the

docunent denonstrates why there's no issue there; is
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that correct?

DR RICE:  Unh-huh.

DR BLANC. But you need to ask the question
so that the answer is -- as the docunent shows, that
it is not an issue in anything other than the
neuronuscul ar junction of adults, if this is how
you're going to do this.

DR RICE  Ckay.

DR BLANC. Because you're doing it with
things for which you know that the obvious answer is
"Yes"; right? Like, the brain
acetyl cholinesterase -- "lIs acetylcholinesterase
inhibition in the brain an adverse effect?" Right?

Wll, that's a no-brainer; right?

DR BYUS: So to speak.

DR RICE: Yes. It is a no-brainer.

DR BLANC. But you put it there because you
know, if you didn't ask the question --

DR RICE: Right.

DR BLANC. -- you would not have a chance to
address the data that you have that shows, that,
obviously, it is an adverse effect.

DR RICE: Right.

DR BLANC. So be cautious.

DR RICE  Ckay.
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DR BLANC. And the other thing | would be
cautious about, when you phrase these questions, if
they' re conpound questions or multiple things in the
sane question, if you perceive that one piece of the
question is far nmore controversial than all the other
pi eces of the question, then | would break that out
as a separate question.

DR RICE  Ckay.

DR BLANC. For exanple, you have a coupl e of
gquestions where -- |'Il give you an exanpl e.

A. 2, Question 2: "Should RBC
acetyl chol inesterase activity be used as a surrogate
for brain or peripheral acetylcholinesterase activity
or neurobehavi oral observations?" And then you
concl ude the question

But the one question is the sort of
strai ghtforward question. And you have its paralle
in another part where you ask the sane thing.

But the thing that woul d be very
controversial would be if you were to say, "Yes. |
have data that shows RBC cholinesterase inhibition
but when | did an observational study, | didn't see
anything wong with the aninals. And, therefore, we
shoul d di scount the RBC cholinesterase data," for

exanpl e.
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But that's an entirely different kind
of question than the question about "I saw the RBC
was down. But the acetylcholinesterase -- but the
other cholinesterase wasn't affected. And since
know that that's a better marker, I'mgoing to
di scount it."

DR RICE | -- | understand.

DR BLANC. So | would break out questions
like that if you think that there's quite a different
policy inplication

DR RICE  Ckay.

DR BYUS: Guidelines; right? Quidelines.

Gui del i nes.

I have one other possible suggestion
or question -- just an idea. You could bring the
sci ence document to us as a draft docunment which was
just for our feedback and same with the questions
so that you wouldn't have to worry about being quite
so --

DR GLANTZ: You know, that's actually what |
nmeant - -

DR BYUS: Right.

DR GLANTZ: -- to have it cone to us as a
draft rather than --

DR BYUS: As a draft. There is sone validity

160



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

to that approach in that we could hel p guide them
provi de additional feedback to them prior to the
fact that they answer these questions.

CHAl RVAN FRO NES:  Wwell, | --

DR BYUS: | nean --

CHAl RMAN FRO NES: -- just want to caution
you.

DR BYUS: | know. | know. | --

CHAI RMAN FRO NES: This is an advi sory panel.

DR BYUS: Right.

CHAIRVAN FRONES: -- that is paid $100 to
neet periodically to address these issues. W're not
enpl oyees of DPR and CEHHA. And we have to be
careful not to prom se nore than we can deliver.

It's been ny assunption that this panel would seek
out si de assi stance, when we got this docurment, in
ternms of peer review by people who are active in this
field.

There's nobody on this panel who's an
active researcher in this field. So when we ask for
themto send us a docunent by Septenber or Cctober, |
think we have to be realistic about what we're going
to do with that document. How effectively are we
going to reviewit? Are we going to seek outside

i nput at that point?
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In other words, we're -- once
you've -- once you've pushed the agencies to deliver
a docunent, you are neking some comm tnent about how
you're going to followup with it. And | think we
need to be clear on what that's going to be

| don't think it's just a question of
this panel getting this enornmous docunent and
skinmnmng it and giving sonme suggestions and calling
that quits. | don't think it's adequate. And |
don't think it would be fair to the agencies.

So that, if we're going to request the
docunment, we ought to be relatively clear on what
we're going to do with it, who's going to reviewit,
and what the tinme frane is for that review And
think that, otherwise, it's not fair to these fol ks
to push themto deliver

DR BLANC. Well, | think that's -- | don't
think it's -- | don't think that -- | think we're all
saying the sane thing in different ways.

And | think that's why people are
trying to suggest sone kind of increnental process
that will give us sonething to begin working with
because | also do not want to -- that's why | don't
l'i ke this whole other idea because | don't -- of

"We're going to do this. W're going to do that.
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And everything's going to be finished. And then on
February 1, 2004, we're going to plop 1,000 pages
down on your desk."

And then, at that point, we would
really be --

CHAl RVAN FRO NES: Ri ght.

DR BLANC. -- under sone kind of, you know,
noral obligation to do sonething rather quickly.
woul d be very happy to see the first 6 books or
what ever they are -- the first 6 parts.

Since they were all witten
i ndependently, they should all be able to be read
i ndependently. |'d be willing to ook at 6 of them
at each neeting over the next year, you know, of the
24.

DR BYUS: Right.

DR FUCALORG  You're under danger of having
just one final docunent, wi thout any information
provided in between the final docunent and now, of
coming up wth sonething which we may find
unaccept abl e.

DR BLANC: Wthin their own -- within their
own reports, aren't each of these 24 chapters at
| east as stand-al one as one of the chronic RELs

di scussions? And we get those in little batches and
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| ook at them and gi ve feedback.

DR RICE | don't know [|'mnot famliar
with the chronic RELs. They are pretty stand-al one,
each paper is --

DR BYUS: Starting the sequence with the
begi nning. You start in the beginning of the
docunments. And if you just -- you can't pull them
random y out.

DR RICE: Sone refer to other papers.

DR BYUS: Sone, you can. But if you start at
the beginning and read the first 4 chapters and then
you read the next 4, they nake their -- they're stand
alone in that regard, in ny estination.

DR BLANC: So | would say, you know, let us
start seeing sone of them just so we get a sense of
even where it's going. W're not seeing themto
approve them W' re seeing theminformationally and
then having -- you know, putting half an hour, an
hour in the agenda for the discussion of those
chapters.

CHAI RMAN FRO NES: Can | neke a suggestion?

DR RICE Certainly.

CHAl RVAN FRO NES: It seens to ne that
Category A, the "Rel evance of Cholinesterase

Inhibition in R sk Assessnent,” | think we would all
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agree, is a fundanental issue in this whole question.
And then you said that Cis finished -- "Quantitative
Factors in the Selection of LOAEL- NOAEL" is al so

fi ni shed.

DR RICEE MNo. Just ClL. "Analytical

Variability."
CHAl RVAN FRO NES:  Oh, never mind. | think
that what shoul d happen, if | can suggest, | think

that the docunment, Category A docunent, should be
made avail able to the panel

DR BYUS: Which chapters would that be?

DR RICE Principally --

DR BYUS: Not all the documents would be, but
the first 4 or 5 --

DR RICE: Ch, gosh, | don't have a list with
me either. The first 4 or 5?

DR BYUS: Right.

DR FUCALORO That's just what --

DR RICE Principally --

DR FUCALORGC This requires no special
effort; right? They're already prepared. Al it
requires is --

DR RICE: The chapters have been prepared.
Correct. And the issue questions have been

devel oped, discussed, answered, and witten up. Yes.
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DR FUCALORO  Ckay.

DR BYUS: Sort of a Catch-22, John, in that
we're going to have to -- we either wait, encourage
themfor the conplete thing or we try to do it al
along. | don't know what the answer is. The best
way --

CHAI RMAN FRO NES: | hear everybody -- there's
nobody on this panel who has said that they woul d not
like to see a draft docunent. So | take that as a
given at this point. |Is that fair?

DR FR EDVAN: Ri ght.

CHAl RVAN FRO NES: Ckay?

DR FRIEDMAN: And it doesn't have to be the
whol e thing, just a part.

CHAl RMAN FRO NES: That's why |'msaying, "A"
because | think the "Rel evance of Cholinesterase
Inhibition" is clearly one -- is probably the
fundanmental issue that we're going to be concerned
about -- is a fundamental issue.

DR BYUS: |Is a fundanental issue.

CHAl RVAN FRO NES: |Is a fundanental issue
And there's clearly a -- but that's a fundanmenta
issue. And that's where the debate has been at EPA
and beyond. So if you nake that avail able, the panel

can review it.
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Now ny question to the panel is:
"Ckay. W have the document. Who's going to review
it?"

Do you want to review -- is this a
group that wants to reviewit? O do you want to
seek outside input? Wat's the approach?

DR BLANC. | think what we should do is have
them get those 4 chapters to us. Let us discuss them
as a commttee as a whole. Craig has already been
the lead. He can |ead us through the di scussion

Let us have one of the goals of that
di scussion, based on this prelimnary phase of the
docurment, be a decision as to whether or not we need
to seek outside expertise and, if so, in what format
and what time?

DR BYUS: That's what | think

DR BLANC. And let another goal of that
review be to give feedback, generic feedback, to the
two agencies as to whether or not we think we
still -- whether we still think it nakes sense to
have an executive summary in a question-and-answer
formor whether we think there needs to be a nore
traditional executive summary because otherwise it's
a norass or whether we think there should be sone

other format in which the scientific background needs
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to be distilled.

I think that's all the argunments for
doing it early. If we do it too late in the process,
it will be conpletely unfair, | think, to the
agencies if we suddenly change the rules of the gane.

DR RICE: Again, | can't decide whether to
submt this to the conmittee or not. But | can
certainly take it back and --

CHAl RVAN FRO NES: Does everybody on the pane
agree with that statement?

DR FUCALORG They'd only be providing just 4
chapters on --

DR BYUS: 1'll just say 4 to 6 chapters.

DR RICE: WIlIl, the supporting chapters,
what ever they may be.

DR BYUS: Supporting chapters?

DR RICE: Watever they nmay be.

So what |'mhearing is that, A you
woul d i ke to see the issue questions and the
subsequent di scussion and our recommendations of
t hose questions and the supporting chapters of --
that we used for those discussions and our answers
provi ded the comm ttee when?

DR BLANC. At our next neeting.

DR RICEE WIlIl, prior to the next neeting?
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DR BLANC. For our -- so that we can discuss
it at our next neeting.

CHAI RVMAN FRO NES: I n that respect, the pane
is, at sone |level, agreeing to function as a kind of
| ead person, collective | ead person, on this round of
t he process.

DR BLANC. Wth a very focussed agenda, which
is tosay, "Is this the direction to go, both in
terns of format and is this -- and what kind of
expertise do we need to bring in and how, in order to
review it?"

DR RICE: How nuch lead tinme?

DR GLANTZ: For the panel ?

DR RICE: Before the nmeeting for the panel

DR GLANTZ: At least a couple weeks.

CHAl RMAN FRO NES: Wl l, | think you shoul d
get back to us -- oh, the lead tine for the panel?

DR RICE: To give to the panel before the
next meeting. Two weeks?

CHAI RVAN FRO NES:  No

DR RICE Two weeks?

CHAI RVAN FRO NES: No. No

DR RICE No?

CHAl RMAN FRONES: | don't think so. |

think -- we want to avoid silliness in all this whole
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process. And everybody is charging up the nountain.
But | think we've got to be realistic about it. This
panel should really have three to four weeks with
t hese docunents before they can get --

DR GLANTZ: Well, that woul d be better

CHAI RVAN FRO NES: What ?

DR BLANC. You really faded out on that
too -- three to four weeks. | think three weeks is
okay because it is functionally -- in all of our

lives, as | say, if it came four weeks before, we

woul d --

DR BYUS: W would hold it for a week.

DR BLANC. Yeah

DR GLANTZ: Three weeks is the comonly --

DR MARTY: Can | raise a couple issues? You
know - -

DR FUCALCRO  No.

DR MARTY: | amgoing to take back the issue
that -- it was not fair to have just Dave here to try

and answer these kinds of questions. And you know
[*mactually not involved in this process. But |'m
trying to -- you know, you get inocul ated enough
times by doing dunb things and getting hit over the
head by managenent, that | don't want to put Dave in

the position of promsing to deliver anything.
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DR GLANTZ: And we'll do --

DR MARTY: So, you know, you have sent a very
strong nessage. | can take that nessage back.

DR GLANTZ: Well, why don't we -- let e
suggest this, Melanie, because | agree. W don't
want Dave to be sent back and never be seen again.

DR RICE: That nay have al ready happened.

DR GLANTZ: Yeah. | think this is sonething
for the Chair to deal with. | think -- | think that
there's a clear sense of the panel. | think we don't

need to sit here, in a conmittee as a whol e,
negotiating schedules. | think there's a sense of
what we want. | think you can go back and
comunicate it to the nanagenent.

You can conmuni cate that what's
happened in the past with this conmttee has nade it
beconme this restless. And | think we should |eave it
to the Chair to negotiate with the agency nanagenent
and to cone back with a firmschedule which is
reasonabl e from everyone's point of view or from our
poi nt of view

CHAI RVAN FRONES: | want to say one thing in
that respect. That's fine. But | think, Ml anie,
your just joining the discussion is good. It's ny

view that the decision of when a docunment cones to
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this panel is the decision of the agency.

It is not the decision of the panel
W can request it. And we can be restless, and we
can be enphatic. But we are an advisory conmttee.
And it is the decision of the agency when to bring
the docunment to us. | think that's -- the point nust
be said. W're not -- we're not demanding this
docunment. We're asking for it in order to facilitate
t he process.

DR FUCALORO  Exactly.

CHAl RMAN FRO NES: That's what we're doing.

DR FUCALORO Right.

CHAI RVAN FRONES:  And so we would like to
have thi s docunent come before us so we can hel p the
process be nore effective and nore efficient and what
have you. But it is ultimately the decision of the
agency if they want to agree or disagree with that
If they disagree, we'd |like to hear from them about
their views.

But it seems to ne that | don't want
us to act beyond the scope of our role. Qur role
ultimately is to define whether or not sonething is
scientifically adequate and when it cones to this.
And in this case, we think that the process would be

hel ped by it coming for an earlier review
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And so that's where | think we're at.
Is that fair?

DR BYUS: That's good.

DR BLANC. And then our part of the bargain
of not placing sone odious revi ew feedback is that,
the later that they wait and the nore finalized the
structure of the docunment is, particularly if it's
finalized in an unusual format for which you don't
have buy-in fromthis group, the nore likely that it
is that there will be resistance to its approval

Now, again, you're not fromthe |ead
agency, which has had the nost evidence of feet
draggi ng.

Soif | were in that agency and if ny
ultimate goal were, in fact, to delay the whole
process and perhaps never see anything conme out of it
at all, | would actually take exactly the tack of
sendi ng us an inflammatory docunment, very well
devel oped, which we would reject or demand such heavy
revision that, you know, that two nore years would go
by.

And | don't think that's what anybody
want s.

DR G.ANTZ: On, well --

DR MARTY: There's one other little issue
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that | don't know the answer to but | just have heard
through the grapevine. And that is that there was a
statute passed sone years ago now that requires
anyt hing comi ng out of Cal EPA that inpacts risk-
assessnment policy or guidance to undergo public
conmment .

| asked Dave if he knew the answer to
how t hey were going to deal with that in terns of
t hi s docunent.

And he doesn't know the answer.

And neither do|I. And just --

DR GLANTZ: Yeah. But you know -- well,
mean obviously, Ml anie, we want to obey the | aw
But there's no reason that we coul dn't be discussing
sonething as a draft, even before it went out to
publ i c comrent.

DR MARTY: Oh, | agree with that.

DR GLANTZ: If it was a final action item--

DR MARTY: Yeah. No. | didn't nean to inply
that --

DR GLANTZ: ~-- then, if the law requires
public comrent, which it probably does, then there
shoul d be an appropriate public comment. But | don't
think -- getting back to what Paul said, what we're

trying to do is get sonething that we can conment on
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before it gets | ocked down to that point.

DR MARTY: Yeah. | didn't nean to inply that
we shouldn't, therefore, give it to you. | just
wanted to |l et you know that that process night have
to take pl ace.

CHAI RVAN FRO NES: What ?

DR MARTY: That the public coment process
m ght have to take place, depending on how the
| awyers read it.

DR GLANTZ: Well, didn't we --

DR FUCALORG Just let nme say that's the
reason soneone suggested that they get in contact
with you -- to keep the pulse on it, keep your hand
on the pul se.

DR GLANTZ: I'd like -- | think we've now
pounded this into the mud. And I'd like to suggest
that we nove on with an agreenent that the Chair wll
work this out with the agencies in the spirit of this
di scussi on.

CHAI RVAN FRO NES:  Anyt hi ng el se?

DR FUCALORG That's it.

DR FRIEDVAN: One thing: Since the Chair --
| don't think we really clarified, you know -- you
had said, within an hour, they should wite the

policy. Are you going to withdraw that in terns of
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your recomendation?

CHAl RVAN FRO NES:  Cnh, | neant that
rhetorically.

DR FRIEDVAN:  No. But | mean you meant
within a nmonth or -- well, you wanted it soon. And
just wasn't clear in ny mind. And | was going to
request an exanple of what you nmean by a "policy
i ssue that wasn't covered by the questions"

CHAl RMAN FRO NES:  Ckay.

DR FRIEDMAN: -- so that it's all clear in
our m nds because | think --

CHAl RVMAN FRONES:  Well, | think, let's |eave
it to-- | think we should leave it to the docunents
that currently are prepared and not ask themto wite
additionally --

DR FRI EDVAN: Good

DR FUCALORO Mninmal. Mninmal.

CHAl RVAN FRO NES: -- because | think that the
guestions we have here can be translated into policy
statenments because they really do represent the
policy decisions in sonme respects. But let's not try
and ask themto, in a sense, take this and rewite
t he gui deli nes.

DR FRIEDMAN: Good. That nmekes sense

CHAIRVAN FRONES: No. | neant that really as
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a rhetorical issue -- that sonme of the stuff -- that
sone of the material that was going to be witten in
this third document that Paul was tal king about and
that you nmentioned earlier -- some of that should
already be, in a sense, before -- before the people
devel opi ng the docunment as the questions that they
ultinmately have to answer, | think. So that --

DR GLANTZ: Next.

DR FRIEDVAN: Are we aiming to | eave at 3:00
or shortly after? Because |I'mtold that the traffic
is terrible on the freeway. So we'll have to
| eave --

CHAl RMAN FRO NES: Randy, are you here to
di scuss the air nmonitoring of pesticides?

MR SEGAWA: | coul d answer questions, but |
have no formal presentation

DR BLANC. Are you doi ng any?

MR SEGAWA: Yes. |'m Randy Segawa with the
Depart ment of Pesticide Regulation. |'msorry.
Coul d you repeat the question?

DR BLANC. Are you doi ng any?

MR SEGAWA: Are we doi ng any what ?

DR BLANC. Any pesticide nonitoring
currently?

MR SEGAWA: Yes. W are doing pesticide
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monitoring. W -- actually | should say the Air
Resources Board is doing air nonitoring at the
request of the DPR

DR BLANC. And what are you requesting them
to do currently?

MR SEGAWA: Currently, Air Resources Board is
monitoring for the pesticides chlorothalonil, for
acephate, and met ham dophos.

DR BLANC: And in addition to those three
pesticides that are being nonitored -- well, first of
all, how many sites are they being nonitored at for
you by the ARB?

MR SEGAWA: For the anmbient air nonitoring,
where we sanple in towns and regi ons where hi gh use
occurs, | believe we are nonitoring either four or
five sites for each of those pesticides.

DR BLANC. And how many ot her pesticides have
you nonitored in the six nonths -- asked ARB to
monitor for you in the six nonths previous to that?

MR SEGAWA: Air Resources Board conducts
annual nonitoring. Let me back up and explain a
little bit about the process. Toward the beginning
of each cal endar year, DPR sends a request to the Ar
Resources Board for the specific pesticides we'd |ike

themto nonitor the follow ng year.
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So, for exanple, here in 2002, we
recently sent thema request for nonitoring in 2003.
So | ast year, we requested nmonitoring for this year

They conduct the nonitoring during the
periods and areas of high use. And so for the
nmonitoring |last year, they nonitored the fum gants
met hyl brom de; 1, 3-di chl oropropene; chloropicrin;
and the breakdown process of metam sodiumto M TC as
wel | -- methyl isothiocyanate.

DR BLANC. You're saying that, in this
cal endar year 2002, to date, those were the five in
addition to the three that you nmenti oned?

MR SEGAWA: Those four fum gants or the five
pesticides, they monitored |last fall.

DR BLANC. In the fall of 200172

MR SEGAWA: Correct.

DR BLANC. Are those aeration or anbient?

MR SEGAWA:  Anbi ent .

DR BLANC: And then three additional ones in
cal endar year 2002. And those were the only three
that you requested?

MR SEGAWA: That's what they're currently
doing if their budget holds up. W did request
nmonitoring for sulfuryl fluoride and chloropicrin

when they are used in structural fumgation
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DR BLANC. Right. And then, in terns of the
list that you're gathering for 2003, how nmany
different pesticides will appear on that list?

MR SEGAWA: We're in negotiations with Ar
Resources Board at this point. Their nmonitoring
di vision has taken some maj or budget cuts. And so
we're uncertain as to where it stands right now for
2003.

DR BLANC. Is it -- is the range of the
nunber of pesticides between three and six, did you
say?

MR SEGAWA: It has been in the past years.

DR BLANC. So is there any relationship
bet ween the discussions in ternms that we've had
previously with this panel about priority pesticides
for ARB to nonitor for your unit that has played
itself out in what you' ve actually requested and what
has been actually been nonitored? |Is there a
correl ation between your -- the prioritizations we've
tal ked about and what's actually bei ng nonitored?

MR SEGAWA: | hope so. That is our intent.

DR BLANC. Has that played itself out in this
year? Can you give us a rationale for the three
pesticides -- acephate -- |'msorry. | didn't get

t he br eakdown.
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MR SEGAWA: Right. If you recall our
previous neeting, we did discuss the prioritization
docurment. You had a nunber of comments. We're still
wor ki ng through that and revising that document. But
we did request those three -- actually five
pesticides for 2002, based on that draft docunent
that you saw | ast neeting.

And those chem cals were basically
next up in priority. Mst of those that were on the
I'ist have been previously nonitored by Air Resources
Boar d.

CHAl RMAN FRO NES: Randy -- |I'msorry -- what
are the three you're doing in 2002?

MR SEGAWA:  Those are chl orot hal oni |
acephate, and nmet ham dophos. | should say that
acephate actually occurs lower in the priority.
However, acephate breaks down into netham dophos.

And so we want to | ook at them concurrently.

CHAl RVAN FRO NES: And what happened to
chl oropicrin?

MR SEGAWA: Chloropicrin, Air Resources
nmonitored | ast year. And then, again, we've
requested nonitoring later this year for chloropicrin
as it's used as a structural fum gant.

DR BLANC: But no nore field data from
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strawberries than what you al ready did?

MR SEGAWA: Air Resources Board has done
previous nonitoring. And in addition, we've
requested additional nonitoring data fromthe
registrants for that particular --

CHAl RMAN FRO NES: O those conmpounds -- of
t hose four conpounds -- acephate, chlorothalonil,
nmet ham dophos, and chloropicrin -- how many of those
were application nonitored?

MR SEGAWA: They all were. Al five
chem cal s, we've asked for application nonitoring.
For the chlorothal onil, acephate, and net ham dophos,
we' ve al so asked for ambi ent nonitoring.

CHAI RVAN FRONES: So in the fiscal year 2002
that ends --

MR SEGAWA: Cal endar year.

CHAI RVMAN FRO NES: Cal endar year. So these
five conmpounds -- four conpounds, as | read it --

MR SEGAWA: And sul furyl fluoride.

CHAI RVAN FRONES: -- they will all be done by
the close of 2002 with application nonitoring?

MR SEGAWA: That was our request. Wether
ARB still has the resources to conplete all that, |
do not know for sure.

CHAl RMAN FRO NES: So but |ast year you did
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the metam sodium telone -- and | forget the other
ones you said -- but by -- for anbient nonitoring?

MR SEGAWA: Correct.

CHAl RMAN FRO NES:  Ckay.

DR BLANC. What about that presentation we
had about the technology that would allow multiple
pesticides to be nonitored sinultaneously, sonething
i ke, you know, 20 of themor 157

John, can you renenber what |I'm
tal ki ng about ?

DR BYUS: Yeah. | remenber. It was good.

MR SEGAWA: Yeah. W do it by analysis for
mul ti pl e pesticides whenever we can. For exanpl e,
when we requested the 4 fumigants for |ast year, we
requested that, of course, in 2000. And at that
time, we had hoped that ARB would actually be able to
monitor for all 4 using a single nethod.

That didn't turn out to be the case.
But as we can, we do request nmonitoring for severa
chem cal s si nul t aneously.

DR BLANC: No. |'masking sonething a bit
nore specific. W had a presentation to this pane
about technology that would allow quite a bit nore
si mul taneous nonitoring. Does that sound famliar to

you?
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MR SEGAWA: |t does not, unfortunately.

DR ATKINSON: Well, it depends on the
conpounds and the conpound cl asses they' re doing.

DR BLANC: Right.

MR SEGAWA: So in sone cases, we mght be
able to do it; in other cases, maybe not.

DR FUCALORGC  Some sort of chromat ography?

DR ATKINSON: No. | mean you can do,
presumabl y do, a whol e bunch of organophosphorus
conpounds at once. But if you're |ooking for
sonet hi ng which isn't an organophosphorus conpound,
you may not.

CHAI RMAN FRO NES: Paul 's aski ng about the --
when we had the session when Bob Spear spoke and the
fellow-- | forget where he was from

DR ATKINSON:  Yeah. From USGS

MR SEGAWA: (nh, yes. Thanks for jogging ny
menmory. | do recall the discussion now And that
person was M ke Majewski with the US Geol ogi ca
Survey. And, yes, he has nonitored for a nunber of
chem cal s si nmul taneously.

W' ve done so on occasion for specific
probl em areas. For exanple, the Departnent's been
working in the Gty of Lonmpoc because that's an area

wher e peopl e have been conpl ai ni ng about pesticide
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use in that area. W had to do sone air nonitoring
for sonme 25 or 30 pesticides sinultaneously, all used
within that particular area.

So where we're nonitoring on a
geogr aphi c basis, we enploy that technique. For nost
of this program though, we're focussing on
i ndi vidual chemcals. So it doesn't lend itself to
mul tiple analysis as readily.

DR BLANC. It's not exactly clear to me why
that woul d be because if ARB -- | understand why that
woul d be true for the use nonitoring. But for all of
these, you said there was general airborne nonitoring
happeni ng as wel | .

So if you have a site where you're
collecting sanples, it would nmake sense to not only
col l ect one sanple for the specific chem cal that
you're interested in but also to use a sanpling
device to collect a bulk sanple and use this other
nmet hodol ogy if it's available to you

MR SEGAWA: Yes. To sone extent. But if you
recall, both for the anbient nonitoring as well as
the application-site nonitoring, we try to target the
monitoring in areas and tine periods of high use
And a lot of cases -- that doesn't occur with several

chem cal s at one tine.
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For exanple, malathion may be used in
Fresno County; whereas, diazinon is used in Kern
County. And so the nmonitoring is nore focussed to
try and get the highest concentrations for each
i ndi vi dual pesti cide.

DR BLANC. Well, | don't want to bel abor the
point. But | think we were inpressed, the last tine
we had air-nonitoring data presented to us, at how
fragmentary and limted it was.

And it has considerabl e support from
this commttee to take a nore gl obal approach to at
| east gat her some broad-based sanpling data that
woul d si mul taneously nonitor a nunber of pesticides,
simlar to what | assune you're describing in Lonpoc,
and that those be done, even in the absence of being
clear that you would have the technical signal, so
that we get sone sense of what the sort of anbient
background was on sone of these pesticides.

I think it would be hel pful for this
group, at sone point in the next year, to have a
presentation that woul d be done jointly by you and
sonmeone fromthe ARB technical side so that we could
get a better sense because | can only cone away from
your presentation thinking that, sonetinme in the next

75 years, we nmay' ve been able to have five sanpling
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data points each for, you know, the hundred
pesticides that are used in California.

I mean it seens |ike an extrenely
limted data set.

MR SEGAWA: You're correct. And if you
recall that, that workshop where we did discuss this
topic, one of the things we did focus on was trying
to supplenment the nonitoring data with nodelling or
estimates of what air concentrations mght be in
ot her periods, other tine periods and other places.
And we are noving forward with those efforts as well.

CHAl RMAN FRO NES: Yeah. Paul, let nme say
that | had a conversation with Paul Goslin as a
result of his letter to ne on this issue. And
don't have anything really to report as a result of
that conversation. Wat he said in the letter -- |
didn't nean that negatively.

What he said -- what Paul said in the
letter was essentially what he tal ked about on the
tel ephone. And his -- he said that they were noving
forward, as Randy just said, to develop a new
nmet hodol ogy and new approaches to the nonitoring.

And so but | think that the -- there
are a range of issues that need to be discussed on

t he exposure-assessnment question that relate not only
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to the actual nonitoring that goes on but to the
nature of the determnation of the -- pardon ne -- to
the use of the information

The law -- the regulations state that
the MOE needs to be calculated, and there are
different factors that need to be appli ed.

I"'mtrying to do this hurriedly. So
I'mnot very articulate. But there are a range of
issues. And | think what we should do is to thank
Randy for his brief presentation.

And then Elinor and | will develop a
list of very specific topics on the exposure issue.
And we'll present themat the next neeting for
di scussion, if that's -- if you're willing because
made a whole list of issues and we're not going to --
Gary and Elinor are not going to be able to get out
and make planes if we take it up.

And so what I'lIl dois to lay out, in
a 1-page or 2-page docunent, a series of issues that
we need to discuss on the exposure question.

And part of it will be, Randy, to ask
Paul for a sense of the tinetable and the process for
t he new devel opments that you' re working on so that
the panel has a sense not sinply of the prom se that

t hose approaches are being followed but, you know,
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what's the -- hows it going to stage out?

And so we'll meke that -- Elinor and
will prepare that for the next neeting. W can
discuss it in nore detail because it really goes not
sinply to the notion of nmonitoring but goes to how
nonitoring data is then used to cal cul ate an MOE
And there are issues that we need to talk about, if
that's all right with you

MR SEGAWA: That's fine.

CHAl RMAN FRO NES: Thanks, Randy.

For mal dehyde. |'mtold that we have a
four-slide presentation

MR AGULA: It's down to two now.

CHAI RVAN FRO NES: Four woul d have been okay.

MR AGU LA: Well, good afternoon to the panel

DR GLANTZ: That's one slide.

MR AGU LA M nane is JimAguila. I'mwth
the California Air Resources Board. And I'm here
today to give a very brief presentation on a recent
petition that Air Resources Board had received.

This petition was received from an
industry brief -- industry group known as the
"For mal dehyde Epi dem ol ogy, Toxi col ogy, and
Envi ronnmental G oup" who have submitted an

application requesting that the ARB take a | ook at
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the original risk assessnment for fornal dehyde.

And basically what | wanted to do is
just kind of junp into a process that was devel oped
by the Scientific Review Panel back in 1989, which
basi cally established sone guidelines for taking a
| ook at these kinds of requests.

CHAI RMAN FRO NES: | think Gary Friedman was
the first user of this process.

MR AGUI LA Is that right? | went back and
took a look nyself. And | believe we don't have any
chem cals that actually have made it through the
entire process yet.

Anyhow, what |1'd like to do is naybe
wal k you through it very briefly so you can get a
sense for the flow Essentially, we did receive the
application in April. And the first stepis
basically for us to share the information with the
O fice of Environmental Health Hazard Assessment,
whi ch we have done.

The procedure basically stipul ates
that there is an initial step where CEHHA woul d take
a look at the quality of the submittal to see if it
neets certain screening criteria, which is defined in
one of the handouts that's been provided to you

Agai n, OEHHA woul d al so take a | ook at
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the evidence to see if there is a need to reopen the
original risk assessnent. Basically that finding is
summari zed and transnitted to the Air Resources Board
for evaluation. And next slide, please.
Subsequently the Air Resources Board
woul d take a | ook at the CEHHA findings and
recomendati ons and basically transmt that
information to the SRP Chairnman, who would be
requested to review not only CEHHA' s reconmendati on
but also the newly submtted information as well.
And at this point, the process does
have sone flexibility. The SRP Chairnman coul d
choose, at that point, if he feels it's warranted,
coul d assign the |ead person to take a deeper | ook
into the reconmendati on and the submittal itself.
Assumi ng that there is a | ead person
that's assigned, the | ead person would work directly
with CEHHA and ot her agencies, as required, to do
basi cally an i ndependent eval uation. And those
findings would be transmtted back to the SRP
Chai rman, and the findings would al so be di scussed at
an SRP panel neeting.
And essentially the purpose of this
review process is, Nunber 1, to save the SRP sone

tinme but also to nmake a determ nati on whet her or not
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the newy submtted informati on would warrant a
reopening of the original risk assessnment. And
basically that's the process for the initial review
And if the finding, after the process

has gone through, is to reconmend the reopeni ng of
the original risk assessnment, then the Air Resources
Board woul d nake that request formally to OEHHA to
basically initiate that process. So any questions?

CHAl RVMAN FRO NES: W -- previously we got, |
think, to this place; and it was on benzene. And
Dr. Friedman reconmended that the information did not
require a reopening of the record, | think

DR FRIEDVAN: It's been a long tinme, but that
sounds right.

DR GLANTZ: Yeah

CHAl RVAN FRO NES:  And then it went to -- then
that recomendati on would go to the ARB chai rman

And then, as far as | renenber, that's where it ended

up.
DR FRIEDMAN: It was either Kendrick or

Aldrich was the chairperson at that time. | think

they then transmitted it back to the ARB. | don't

think it was discussed very much at this neeting.
MR AGUI LA: Yeah. As | indicated, there is

sone flexibility in the process that -- that would

192



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

basically constitute a basis for the Air Resources
Board to reject that petition in the case you cite.

CHAl RVAN FRO NES:  So what's the time frame on
formal dehyde? Wiere -- it's with Melanie, presumably
at this point.

DR MARTY: Yeah. It's with CEHHA. And we
have the same person who did the initial quantitative
ri sk assessnment wading through the material now. And
we hope to have sonething nove forward to the pane
inthe fall. 1t's one of the many things on this
person's plate. So it's in line.

CHAI RVAN FRO NES: It's okay. The pane
doesn't have much to do either

DR GLANTZ: So is there anything we need to
do at this point or just wait till --

DR FUCALORG This is just information.

DR GLANTZ: Wit until Melanie has sonething
for soneone?

CHAI RMAN FRONES: It goes from Melanie to the
Chai rperson of the ARB. The Chairperson, then, wll
send it to me. And then we'll assign a person or
persons to reviewit.

DR GLANTZ: Ckay.

CHAI RVAN FRONES: So we think it wll

probably be in to us sonetinme this fall, presunably.
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DR MARTY: Yes.

DR FUCALORO Are we adjourned?

CHAI RVAN FRO NES:  No

DR FUCALOCRO  Sorry.

CHAl RMAN FRO NES: Stan wants to rai se sone --

DR GLANTZ: | want to raise -- | realize the
State has a budget crisis, and | also have no
problenms with the digs, but | think we need to neet
near airports. This -- if you |look on a map of L.A.,
this is the maxi num di stance fromall airports. And
it really makes travelling a pain.

And |'mnot saying we -- |'m not
objecting to comng to Southern California because
you guys get dragged to Northern California. But
I -- and we don't have to neet at the Taj Mahal or
the Owani .

But | think that the traditiona
practice of this commttee of trying to hold the
meetings close to airports where people can get in
and get out without very long trips needs to be
mai nt ai ned, you know.

DR COLLINS: How about the break room of the
hi ghway patrol substation at the airport?
DR GLANTZ: That would be okay with me. But,

no. | mean |'mserious. | nean Gary's having to
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| eave now because -- to get to an airport. The
travel arrangenents | ended up with were Byzanti ne.
And it's just not an efficient use of people's tine.

DR FUCALORG Unfortunately, Ontario, which
serves three people in this panel --

DR GLANTZ: Yeah

DR FUCALORO -- and San Francisco are no
| onger directly Iinked.

DR GLANTZ: Even if we were neeting, you
know -- | don't mnd the tinme we had to go to Cakl and
to fly to Ontario. That was okay. But we are about
as far fromthe airport in the L.A Basin --

DR FUCALORG Then |I nove that all subsequent

nmeetings be done at Ontario International Airport.

DR GLANTZ: Al right. [I'Il second that.
vell -- all right.

DR FUCALORG Well, no. | nmean | agree.
mean Ontario's very convenient for us -- very

conveni ent .

DR GLANTZ: Well, no. | mean | think we
should -- | nean we have tried, in all the years |'ve
been on the panel, to schedul e these neetings in
ways that were reasonably equitable to the pane
nmenbers and where everybody got to do a reasonabl e

amount of flying all over the place.
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But | just think that we need -- that
what we have here is -- | don't know how this is,
vis-a-vis you guys driving to get here; but in terns
of flying in and out, this is about as far from any
pl ace as you coul d get.

CHAl RMAN FRO NES: Well, let nme ask you a
question. As far as |'m--

Jim you may want to join in.

As far as |'m concerned, when we have
themin San Francisco, it's -- the situation is okay
because we use that convention center. | don't know
how expensi ve that convention center is or whether
UCSF is cheaper or what. But it seens to ne that
there's no significant San Francisco problem

DR ATKINSON: W can't get there.

CHAl RVAN FRO NES: Except that the people from
Ri verside can't get there.

DR GLANTZ: Well, who cares? That's
neither --

CHAl RVAN FRO NES: Wl l, we can neet --

DR BYUS: (akland. |If we can neet in
Gakl and - -

DR GLANTZ: |'mperfectly happy to go over to
Gakl and.

DR FUCALORO Meet in Cakl and.
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DR BYUS: Meet in Gakland.
CHAIl RMAN FRO NES:  Now, the other alternative
isto --

Jim it seenms nme that the other
alternative for Riverside-Ontario is to hold the
meetings at AQVD, which should be free. And that's a
pi ece of cake for these three fol ks 'cause they're
right there. That's even closer for them And that
means that Paul and Stan would have to fly into
Ontario.

DR GLANTZ: And Gary.

CHAI RMAN FRO NES: And Gary's in Cakland. So

he's not --

DR FRIEDVAN: |'m equidistant fromeither San
Francisco or Cakland. So | like flying out of
CGakl and on Sout hwest. It works very well.

CHAI RVAN FRO NES:  Paul ?

DR BLANC. You know, | can work around -- it
really, for me, has not been an issue where it is in
Southern California. You know, it's just, if ny
schedule allows nme to get to Southern California,
I've got a way of doing it.

It's alittle -- it's not quite as

I don't have quite -- for ne, this wasn't that

i nconveni ent because, you know, | tend not to do the
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sane-day flight into L.A just 'cause it's -- even if
it's somewhat convenient, it's too iffy. But --

CHAl RMAN FRO NES: The problem-- 1, of
course, like the idea of coming into LAX. And LAX is
a good place for people fromthe Bay Area. However,
it forces these three people to travel for a very
| ong distance; and that seens to me to argue in
favor --

DR GLANTZ: Well, I'mnot arguing for a
specific airport. |'mjust saying that | would |ike
the nmeetings near whatever airport it is we fly into.
And, you know, that's all.

CHAI RMAN FRO NES: Roger, how long did it take
to you drive over to John Peter's place at USC?

DR ATKINSON: It depends on the --

CHAl RMAN FRO NES: Traffic.

DR ATKINSON: -- on the traffic. But | would
say an hour and a half probably, depending on the
time of day. | could probably nake it in an hour --

DR GLANTZ: At m dnight.

DR BYUS: At 2:00 in the norning.

CHAl RVAN FRO NES: | took two-and-a-half hours
to get to R verside the other day fromny house in
Santa Mnica. So it's --

DR ATKINSON: Yes. It can easily be that.
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CHAIRVAN FRONES: So it seenms to ne, that
havi ng, exploring the AQWD site as being a bit nore
convenient for airport -- it's very -- it's
relatively close to Ontario. But that neans you're
going to have to drive

DR GLANTZ: Wiatever. Ckay. Well, | made ny
point. | mean | just think that putting the neeting
in a place which is so faraway is, in a way, penny
wi se and pound foolish because it leads to, at |east
for me and Gary, quite dysfunctional travel -- for ne
personal |l y, quite dysfunctional travel arrangenents.

| end up spending a | ot of noney on
cabs and getting no sleep, and then the neeting gets
cuts short.

CHAl RVAN FRO NES: W -- can | raise anot her
gquestion? 'Cause |I'mworried about the tine.

DR GLANTZ: Yeah. Wll, |'m done.

CHAl RMAN FRO NES: The ot her question --
woul d prefer that we set a day on, every two
months -- like a Monday at 10:00 o' cl ock every two
months. And then that will be our schedule for the
following year. In the past, people have opposed
t hat schedul i ng.

But obviously it nakes a | ot of sense

and benefits Peter if we do that. Do people stil
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oppose that or --

DR FUCALORG | don't oppose it; but |I'mjust
| etting you know, this comng fall, for whatever
reason, | have at |east four days a week during class
session that 1'll be unavail abl e the whol e day.

In other words, if | were to neet --
it could be in the norning or in the afternoon -- it
woul d al most have to be in Southern California.

Fifth day, I'"'mtrying to keep free just for that sort
of thing. And that fifth day -- | can tell you what
it is. It's Friday.

CHAl RMAN FRO NES: Let's forget what | just
sai d because, this fall, it's not going to work.

DR BYUS: | think it's a good idea. | do
think it's a good idea.

CHAl RMAN FRO NES: Peter, we'll explore it for
next year. But this fall, | know, won't work. So
we'll take a --

Go ahead, Jim

MR BEHRVANN:  Ji m Behrmann. Let ne just say
that | appreciate the panel's willingness to work
with us, especially during the time when the budget
isreally tight. And | do expect that, in the comng
nmeetings, we'll work as diligently as we can to neet

inafacility that's relatively close to an airport.
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QGakl and -- we have the benefit of
OEHHA' s facility being nearby. Unfortunately, nost
of the other airports' facilities cost us quite a
bit. And our direction has been to seek facilities
where we can obtain themat mninal cost.

DR G.ANTZ: Right. But | think -- what |'m
saying to you, Jim is that, as John said, we're
effectively vol unteers.

MR BEHRVANN:  Yes.

DR GLANTZ: And | think that you need to try
and schedul e these nmeetings to nmake effective use of
our tine too --

MR BEHRVANN: Certainly. And --

DR GLANTZ: ~-- realizing we're strewn all
over the state because you know -- well, "Il just --
I think you need to just take that into account. And
I think it needs to go back to your nanagenent that
they get a lot of work out of this conmttee and, if
they had to pay us to do this work, it would cost
nmore than renting a room somewhere

MR BEHRVANN: Exactly. And that was ny
reason for opening by saying that | really do
appreci ate the panel's willingness to work with us
and your tine.

CHAIRMAN FRONES: It's clear that the -- it
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seens to me that, given there are State facilities in
CGakl and, Gakland is a great place.

MR BEHRVANN:  Yes.

CHAl RVAN FRO NES: It neans Paul and Stan have
to drive across the bridge or take the subway. But
that one works very well. And it's a question of,
when we're here in Southern California, where do we
do it? And we want to bal ance between the two
pl aces.

And so we'll just -- it seens to me
that having sone place around the Ontario airport
probably nakes the nobst sense for the three people
who have to commute -- the longest commute. Now,
don't know --

DR FUCALORG Now, which Brown is the mayor
of Cakl and?

CHAI RVMAN FRO NES: Paul just asked if we could
conme up wth suggestions for the Septenber neeting.
But |I'mnot convinced that this is ever possible to
doit. But shall we say the third Monday in
Sept enber ?

MR BEHRMANN:  John, | would | ook at both
Sept enber and Cct ober.

DR BLANC. | woul d suggest Friday, Cctober 4,

actual ly.
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1 DR FUCALOROC Friday is ny best bet. |If it
2 were on a Mnday, it would al nost have to be in the
3 norning.

4 CHAl RMAN FRO NES: Peter, why don't you try
5 and poll people on Friday, Cctober 4?

6 DR FUCALORG | may actually have to resign,
7 seriously, because it turns out that, for at |east
8 the next year, I'mgoing to have a pretty -- at |east
9 for the fall, | nmean -- | have a pretty stiff

10 schedul e.

11 DR BLANC. We'll see about Friday the 4th.
12 CHAIl RMAN FRO NES: Let's discuss that -- we

13 can do that off the record in private.

14 A notion?

15 DR FUCALORO Let's adjourn.

16 DR BYUS: Adjourn.

17 DR ATKI NSON:  Adj ourn.

18 CHAI RMAN FRO NES:  Second?

19 DR GLANTZ: Yeah. Second.

20 CHAl RVAN FRONES: Al in favor?

21 ALL PANEL MEMBERS: Aye.

22 DR BYUS: Wiat about discussion?

23 CHAI RMAN FRO NES: And before Paul says

24  anything, it was unani nous.

25 (Proceedi ngs concluded at 3:11 P.M)
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) ss.
COUNTY OF LOS ANGELES )
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