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Day One
Novenber 29, 2000
PROCEEDI NGS

M5. MULKEY: |If we could take our seats, please.

MR. Al DALA: Well, why don't we get started,
Mar ci a.

M5. MULKEY: Well, greetings to all of you. Jim
is going to formally welcone you, so | wll not step on
that by spending a |lot of tine about how pleased we are
to see all of you

| will sinply start by introducing JimAidala,
well known to all of you because of his |ong and
di stingui shed service in this arena on this topic and in
this place. Jimis the senior representative of the
Executive Branch | eadership for this program and is here
today to kick us off.

MR. Al DALA: And thank you, Marcia. W thank
you for comng to the PPDC. W haven't net in a while,
and it's been an interesting year and an interesting few
nmonths to go here.

But generally notw thstanding all the other geo-

politics or whatever you m ght describe themas, this is
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5
an effort toreally do the work -- nore of the day to day
work of the program And we very nmuch appreciate all the
menbers here taking the time to cone and hel p us out and
work on the variety of day-to-day issues and the
i nportant issues that nake the programrun.

Sonme of the nenbers that are on the panel here
are not able to be here because of some other reasons,
and we are pleased to have sone substitutes for sone of
those fol ks. For exanple, over at USDA there is the
Bi ot ech Advisory Comm ttee ongoing right now | suspect
that's where Carolyn is. That's where Keith Pitts is,
and he offers his apologies. W've got A Jennings here,
certainly no small substitute for the Departnent.

Terry Troxell is here from FDA for Bob Lake.
Adrienne Quintera will be here for Eric O son from NRDC
Nel son Carrasquillo, who is getting ready to be a
grandfather in Mnnesota, is unable to attend. W hope
to have tonorrow Teresa N edda. And then lan Tinsley
representing Dr. Shel don Wagner. Again, we appreciate
everybody taking the tine and comng in to help us out on
the Di al ogue Comm ttee.

W' ve al so added a few new nenbers since our
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| ast nmeeting. Let ne talk about that. That's in order
to replace sone of the nenbers who have retired or left
their affiliations and were no | onger able to participate
as part of the PPDC. Edward Zuroweste fromthe Rural
Community Health Center in Chanbersburg, Pennsylvania, a
practicing famly physician who specializes in farm and
ag health issues, will be joining us tonorrow.

And we've also invited representation fromthe
animal welfare community, specifically PETA the People
for the Ethical Treatnment of Aninmals. They're unable to
attend today, but as we -- and Marcia will get nore into
this later in terns of the re-chartering of the PPDC
But as we reconstitute the PPDC, we will definitely have
animal welfare comunity representation on it.

And it has been a while since we net as a
commttee -- as this conmttee -- and there has been --
sonme of you know sone of the other ongoing activities as
menbers of CARAT, the Commttee to Advi se on Reassessnent
and Transition, as well as its predecessor, TRAC, the
Tol erance Reassessnent Advisory Commttee. And obviously
those two other FACAs are where we've had a nunber of

public neetings to discuss transition, reassessnent,
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or ganophosphate ri sk assessnents and ot her things.

Qoviously there has al so been a | ot of Science
Advi sory Panel neetings which are also public. For
exanple, the -- did we get a report of how | ong | ast
ni ght they went on on StarLink?

FEMALE SPEAKER:  9: 00.

MR. Al DALA: Until nine? Okay. Alittle bit
earlier than expected. But they went on until 9:00 | ast
night. But early reports were about to 11. At about two
in the afternoon, we thought it mght go on to about 11
so it's good that people got hone. But the whole point
is that there are, you know, other activities -- other
public activities -- that we use as well as this
commttee for public outreach and to give us advice.

And in particular, this group, the PPDC, has
been active in two work groups -- the inert disclosure
and rodentici de stakehol der work groups -- and obviously
t he agenda today will include sone reports fromthose
f ol ks.

Again, Marcia is going to discuss nore fully in
a mnute about sonme of the issues behind re-chartering

the PPDC. We will go through a public process to invite
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menbership to this commttee and obviously for
continuity, anong other reasons, we'll expect many of you
to be invited back. And we hope that you're able to
continue participating in the PPDC. Again, tonorrow
there is time on the agenda to talk about the role of the
PPDC, and we'll ask your thoughts about the kind of
topics that we m ght want to engage in for this group to
cover during the com ng year

Again, this is, as always, an invitation to have
an open and neani ngful dial ogue on many issues --
i nportant regulatory and other policy issues. And the
feedback is very inportant. The CARAT conmttee w |
continue to focus on transition and reassessnent, but
that certainly neans there is no shortage of issues
outside of that bailiwick that are inportant for
pesticide regul ation and pesticide policy. And obviously
those are the things that we expect in having this
di scussion with you and the public in the next couple of
days.

Qobvi ously, kidding aside, it's unknown what wll
happen with the election. W can all specul ate. But

notw thstanding that, it's a nessage we give our staff.
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Before, during and after early Novenber is the -- you
know, whatever it is, day 29 of the election, that, you
know, notw t hst andi ng what ever happens in the el ection,
there are inportant regulatory responsibilities that we
have as an agency, and those will conti nue.

It's a public agency and all that, and it is
really a testanent to the system of governnent that we
have here that frankly notw thstanding all that other
brouhaha that, you know, the work will go on and the
government wll survive. Things wll get registered,
etc., notwthstanding all these other activities. Things
wi |l get canceled, but that's a whol e other discussion,

t 00.

(Laughter)

We do plan to have a summary of the past fisca
year acconplishnents, nmeaning sort of just a statenent of
sone of the things that we've done, both in terns of --
and the various actions we've taken in all of those
arenas -- registration, cancellation, etc. |It's
conpl eted as of now, but we're kind of recounting, if you
will, and making sure that nunbers are square before we

release it publicly. That was for Margie.
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10

(Laughter)

So blame Margie for that one. Again, there has
been a | ot of progress made in the last year. | do
appreciate this commttee. Again, conpared to CARAT and
TRAC it's a much -- and to all of our credits, | think --
smal | er, cozier group able to encourage nore interaction.
And, again, we appreciate that and do want to continue to
encourage that. The issues are, again, larger than just
ri sk assessnment and organophosphate assessnents, and
those are the things that we especially are grateful to

have the PPDC able to help us out wth.

This nmorning |"'mgoing to be -- after sone
initial sessions, I'mgoing to be away. |'Ill be back
this afternoon and, again, |I'll be back tonorrow norning.

So, again, ny apologies ahead of tinme for not being able
to be with you the whole tinme. And, again, passing on
Keith's apol ogi es for not being here.

But before | do that, A, is there anything from
t he Departnent?

MR. JENNINGS: You've already nentioned all the
ot her advisory commttees. And, | think |like you, |

al ways viewed PPDC as one of the nore useful
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interactions, nostly because it is smaller and the
di scussion and the di al ogue does seemto happen better
here. So, again, given the choices | had of which
advi sory conmmttee to attend, | think I won in the
drawing of the straws. This is better than the biotech
one, for sure.

(Laughter)

MR. Al DALA: No conment on that, since ny wife
is afacilitator of the Biotech Commttee.

(Laughter)

MR. JENNINGS: It had nothing to do with the
facilitator, Jim

(Laughter)

MR. AIDALA: But I'll let her know you said
that, Al

(Laughter)

11

Anyway, before we do nove onto Marcia's remarks

| would just have the rest of the people around the table

i ntroduce thensel ves, including panel nenbers.
Again, I'mJimAidala here from EPA
M5. MULKEY: Marcia Mil key, EPA
M5. HAZEN. Susie Hazen, Marcia's Deputy.
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12
JONES: Jim Jones, EPA.
KEIl GANN: R ck Keigw n, EPA

5 3 3

FEHRENBACH: Margi e Fehrenbach, EPA.

MR. TINSLEY: lan Tinsley from Oregon State
Uni versity.

MR, STICKLE: Warren Stickle with the Chem ca
Producers & Distributors Association.

MR. TRACY: |I'mBill Tracy, grower nenber of the
Nati onal Cotton Council.

MR. ELWORTH. Larry Elworth, Center for Ag
Part nershi ps and Steve's Deputy.

(Laughter)

MALE SPEAKER: Well, he says he's your deputy.

(Laughter)

MR ELWORTH: | know.

DR. BALLING W're still counting. Steve
Bal I i ng, Del Monte Foods.

MR. BOTTS: Dan Botts, Florida Fruit & Vegetable
Associ ation.

MR. MCCORM CK:  Bill MCorm ck, O orox.

M5. LYNCH  Sarah Lynch, World WIldlife Fund.

MR. ROSENBERG  Bob Rosenberg, National Pest
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1 Managenent Associ ati on.
2 MR. BENEDI CT: Phil Benedict, Departnent of
3 Agric, representing states.
4 DR. STEINBERG J. J. Steinberg, Albert Einstein
5 Col | ege of Medi ci ne.
6 DR AMADOR: Jose Ammdor, Texas A&M in Wesl aco,
7 Texas.
h 8 MR. PAVLOU. George Pavl ou, EPA Region II.
z 9 MR. JENNI NGS: Al Jenni ngs, USDA.
E 10 MR. Al DALA: Ckay. Marcia, you're on.
: 11 M5. MULKEY: Thank you, and hello to all of you.
U 12 | trust that you all know and understand that the fact
o 13 that it has been sone tine since we convened as a whol e
a 14 group doesn't nean that you aren't inportant to us and
u‘ 15 that consultation is not inportant to us. |In fact, to
> 16 the contrary. It does nean that we have put sone
- 17 significant energies into other consultation processes,
E 18 including the CARAT. At this tinme of the year, | hear
u 19 jewel s when | hear carat.
- 4 20 (Laught er)
¢ 21 QG her tines of the year, | hear |ong orange
(a8 22 things that you eat.
L
m FoVr\aITdhe fReCI\(/)B[ d,I Indc.
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14

(Laughter)

But this tinme of the year, | hear jewels.

MR. AIDALA: Bill was just telling us that's the
nmoney this year. | nean, | wouldn't knock on carrots
her e.

M5. MJULKEY: Yeah. Well, | said other tinmes of
the year | think about the |ong orange things that you
eat. But at this time of the year | have tw nkling
things in mnd.

But in any event --

FEMALE SPEAKER. We'Il have to tell M. Ml key
about that.

(Laughter)

M5. MULKEY: Yes. Yes. Anyway, we have been
wor ki ng hard to nmake that a neani ngful consultation
process, and many of you have been involved in that or
aware of that. But we have had you in our hearts and
m nds all along, and we are pleased that we are back
together as a group. We work to try to nmake this a good
nmeeting. W really want this to be about a consultation.

And while we do -- we have attenpted to frame

sonme of the discussion with materials that the agency has
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15
prepared, we really don't want this to be a tal ki ng heads
nmeeting, at |east not a tal king governnent heads neeting,
and we're going to try to avoid that. And we will try to
wor k through our presentations in a way that gets the
full hour we've allotted for discussion of the two heavy
topics -- residential issues and worker issues -- and
make that neani ngful .

In addition, there are two areas where the
tal ki ng heads are work groups of your PPDC. W have two
very hard working, very active work groups, one on
rodenticides and one on inerts -- inerts disclosure
issues -- and we'll be hearing fromthem So renenber to
the extent that that is a presentation, that is the work
of a work group of this commttee and not sonething that
we are bringing to the table unilaterally.

| want to spend a little bit of time tal king
about a few hot issues, but first before | do that, I
want to spend a mnute or two on the future PPDC. W
have a whol e di scussi on set aside tonorrow about the
future of PPDC. But | want to nmake it very clear that we
believe the PPDC has a future, and that although the

menbership is expiring sort of by operation of |law, for
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16
| ack of a better term we are about to publish a
solicitation for nom nations. That should be published
next week.

And so we are eager to know whether you
individually are eager to continue. W wll not be able
to ask all of you to in order to have sonme opportunity to
broaden and vary participation, but we certainly want to
know who anong you is eager to. And we also really val ue
any nom nations that you m ght bring forward, because you
under stand what is useful and what works for the PPDC,
and we' ||l | ook forward to hearing your nom nations as
wel |l as your own interests. And, of course, we wll be
listening to others in that regard.

And we hope to reconstitute the PPDC very
qui ckly as soon as the nom nation process closes,
basi cally, and have the opportunity to have neetings
whenever it seens best in light of what else is going on
wi t h CARAT and ot her things.

| also want to spend a few nonents this norning
tal ki ng about our senior |eadership teamin OPP. Many of
you have net Susan Hazen, who introduced herself

graciously by reference to ny job. But in fact her job
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17
is conplete, inportant and in nmany ways very independent
of mne. She has a broad range of major responsibilities
in our program including registration activities and
bi otech activities, just to nanme two. And not
necessarily the two that on any given day are what
dom nates, but they have certainly been domnant. And we
| ook to her and her consi derabl e experience in hel ping us
all get it done.

Joe Merenda, who will be here and in fact has an
update for you, is our Deputy for Program Managenent.

And he makes sure that anong other things we plan and
execute our financial human resources and programatic
activities responsibly.

So the three of us enjoy the fact that there are
three of us, believe ne, with the scope and difficulties
of this program And |I'm pleased that both of themare
able to spend sone tinme here with us.

| want to spend a little bit tinme on the CARAT,
what is going on with the CARAT. Those of you who are
active in it | hope know as much as | know, because we've
definitely tried to be as transparent as possi bl e about

what is going on. But at the end of the |ast neeting we
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18
t al ked about both wor kshops and work groups as ways of
havi ng deeper and nore conprehensive work of that
organi zati on outside of the CARAT neeti ngs.

And we are proceeding as a commttee there with
two of each. W' re going to do a workshop on drinking
wat er assessnent net hodol ogy. Based on consultation with
t he CARAT nenbers and fromour folks, we nowthink this
wll be scheduled in md to |late January. W're going to
do a workshop on worker risk assessnent nethods. This is
related -- interrelated with a ot of other activities
i nvol vi ng worker risk, many of which you wll hear about
tomorrow, including a very significant public work
nmeeting regarding the worker protection rule and the
i npl enentation of the worker protection rule. And in
order to integrate this work with that work, the worker
ri sk assessnent workshop is now being contenplated for
early March.

And then two work groups, one on transition
issues to work on identifying barriers to the devel opnent
and adoption of new, safer and effective pest managenent
techni ques, and also to help work with the agency to

figure out how we can best participate in that process.
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19
And we're contenplating soliciting participation in that
work group shortly, and the current anticipation is that
that work group can neet at about the sanme tine as the
next CARAT neeting, which could be as early as February
if all goes well.

And then we also plan a work group on cumnul ati ve
ri sk, focusing on the appropriate role for public
participation in the regulatory -- in the risk assessnent
and the regulatory part of cumulative risk. And we hope
to very shortly solicit participation in that work group
and aimfor a neeting in January for that work group.

So that's the basic framework for activities of
the CARAT. W tell you, because quite frankly the anmount
of activities we do there and the timng for that also
is, you know, sliced together with the anount of
activities and tinme that we spend with this advisory
commnttee. W also tell you because we know you are
keenly interested.

The other two, for lack of a better word, hot
i ssues -- we have many hot issues. All our issues are
hot, right? Prom nent issues is what we put on the

agenda, because | didn't want to use the hot word on the
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20
agenda. But the two that are probably nost in the
forefront of your mnds -- or may be -- are what's going
on with cunul ative risk assessnent and ultimtely
regul atory results fromthat, and what's going on with
that protein that is showing up in parts of our food
supplies -- the StarLink or Cry9C

Wth respect to cunulative, just a brief -- |
think the best thing for me to say about cunulative is to
talk alittle bit about the timetable. This, again, is
not new news. | didn't conme here to reveal sonething you
shoul dn't al ready know or couldn't already know, in any
event. Just a few sort of backward and forward | ooking
dat es.

It was in February of '99 that we did our
gui dance for identifying substances with a common
mechani smof toxicity. So that is, you know, the policy
-- that first building block of the policy goes back to
that date. It becane clear as a result of that what the
key elenents then would be of a cunulative risk
assessnment. And in June of 2000 we actually published
gui dance -- proposed guidance -- on cunul ative risk

assessnent enphasi zing the four building bl ocks of
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21
cunmul ative risk assessnment: hazard assessnent, dose
response, exposure and then risk. How to think about the
risk in light of those el enents.

That was published for public comment. Public
comrent cl osed on August 28th of 2000 on that
met hodol ogy. And we have had a nunber of Scientific
Advi sory Panel neetings, the nost immnent of which is
Decenber 7 and 8, where we will have a case study of the
cunmul ative risk of 24 of the organophosphates, which wl|
take the net hodol ogy, take sone avail able data, and work
t hrough the application of the process through those data
for purposes of getting scientific input on the
met hodol ogy as applied, which is one of the things that
an earlier Science Advisory Panel urged us to do.

And then we expect to take the public comrent
process, all the learning we've engaged in as a result of
our work with the Science Advisory Panels, the |earning
that we draw from having done this case study, and
finalize our policy -- our guidance -- on cunul ative risk
assessnment. And, of course as well, we are making
progress toward our capacity to conduct the cunul ative

ri sk assessnment of the organophosphates, which, as far as
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we know now, is likely to be the first cunulative risk
assessnment that we will conduct.

So that's the tinetable on that. That's the
work that we're progressing. And as | said in at |east
one other public forum there is nothing going on in
cunmul ative risk assessnment that you haven't seen,
especially now that we have put into the public docket
the work that is going to the SAP for the 7th and 8th.

So you can study the effect of our work there, as well as
hear what the scientists have to say and what public
comenters have to say about that.

The other matter -- and by the way, we have nade
avail able to you as part of your packet, | think -- is it
part of their packet, Margie, or is it outside?

MS. FEHRENBACH. VWhat is it?

M5. MULKEY: This sort of Qs and A's on
cunul ati ve.

M5. FEHRENBACH: It's in the packet on the right

si de.

M5. MULKEY: It shouldn't have anything new on
it other than sone of the dates of sone of these. In
fact, | think we prepared this in connection with the
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public comment process on cunul ative.
The other thing worth spending a few m nutes on
is StarLink Corn. Those of you who have been foll ow ng

this very closely know nore about it than | do, although

not, | think, nore than Susie does. But it is one of
many -- or several -- Bt products that were regi stered as
pestici des because the plant -- the corn plant in this
case -- expresses a protein which has the effect of -- an

insecticidal effect. And it's basically the sane thing
as in bt spray, except this is brought forward fromthe
pl ant.

We had regi stered a nunber of these for use in
corn, including corn for human consunption. But one of
these is a little different. And in fact, part of the
whol e idea of biotech is to get slightly different
proteins, because that had, as | understand it, sone
advantages in terns of |ess resistance, and in general --
in very generic terns -- a good thing and not just an
econom ¢ advantage that conmes fromslight differences
across the proteins.

But this was a different protein that had sone

different properties that raised issues that the others
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didn't. In very sinple terns, it didn't break down in
t he human di gestive systemor the mammal i an di gestive
systemas easily. As aresult -- however, it does not
carry forward into the mlk. And so as a result, the
conpany initially applied only for a registration for use

in corn that would be in animal feed and in commerci al

products like oil. | don't think it goes in autonobiles,
but, you know, oil. Comrercial uses of oil and that kind
of thing.

And it didn't raise that issue there. W were
concerned about that issue. W were concerned about the
issue at the tinme we got the application and when we
subsequently got an application for human food use. But
we did register it for those nore narrow uses along with
sonme requirenents that the conpany assure that it be kept
to those nore narrow uses.

Al as, in Septenber of this year the corn was
found -- that is, the gene -- the gene nodification, this
gene, was found in human food. Kraft store bought taco
shells, to be specific. And imediately all the rel evant
parts of the governnment worked together and a nunber of

steps were taken, including a work out with the conpany,
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that all of the crop that was not yet distributed and
processed woul d be purchased by the conpany. And I
bel i eve USDA has worked with themto store it and
transport it at their expense. The conpany's expense --
ul ti mat e expense.

And the conpany agreed to cancel that
registration, in part because it was obvious that the --
at | east obvious to us; | won't say for the conpany --
that it was not practical and not workable, or that they
were not succeeding at keeping the corn fromgetting into
t he human food chain. However, the tol erance for aninal
-- the exenption fromtolerance for animl food and these
commerci al uses remained in place.

So people were not -- people who had grown this
corn solely for those uses, and the corn that USDA was
taki ng possession of, still had a lawful use -- still
does have a | awful use and so forth. And we then had to
gear up to deal with any future application for this
substance. But nore inportantly for the significance of
this material in the human food supply.

And so we announced a very robust science and

public participation process to | ook at the significance
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of this. [It's not as if that's the first time we had
| ooked at it. W had actually had a Sci ence Advisory
Panel comm ttee on the question of whether it's a food
all ergen and how significant it is.

But just yesterday we had another -- and that
was this neeting that Jimwas tal king about. This very
| ong Sci ence Advi sory Panel neeting on the subject of
what are the health risks. W also heard a | ot of public
coment about what ought to be our regulatory posture --
ours neaning the federal governnent's -- on the materi al
that may be in the human food chain now. And we expect a
report fromour science consultation as soon as |ike
tonorrow or the next day.

M5. FEHRENBACH: Tonorrow or the next day.

M5. MIULKEY: Very soon and extraordinary and
reflective of the sense that it is very inportant that we
get the benefit of the science advice. So that's the
story on that.

MALE SPEAKER: Marcia, can you elimnate one
thing that was raised in sort of an oblique way in that
editorial in the Post on Sunday, where FDA cones in on

this in terns of sone of the decisions on the food
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suppl y?

MR. Al DALA: Because, again as -- because part
of it has also been part of the understanding for sone of
the fol ks that have now becone players in StarLink, it's
a question about why is EPA involved at all.

MALE SPEAKER: Ri ght.

MR. AIDALA: And Marcia just said it's a
pesticide that is engineered in the corn, and pesticides
are our regulatory bailiwck per FIFRA. FDA is the
enforcenent arm and so per se FDA is the fol ks who then
go and say, hold it. If this is appearing -- a
pesticide, even thinking in terns of conventional
pesticides, if this appears in food in interstate
commerce, it's a violation of the Food and Drug Act, and
they're the enforcenent armof the pesticide regulatory
mechani sm

So FDA per se is this, quote, this sinple
enforcement function, which obviously is not sinple. But
that gets into the issue of, again, is it -- who goes out
and sanples. W goes out and says what can and can't
happen to the food, etc., etc. And they also have

jurisdiction over animal feeds, so obviously they are,
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you know, responsible there.

And then this issue gets into things |ike what
is allowed for export, because, again, right now per the
agreenent -- the original registration agreenent -- it
was forbidden to be exported per se. But obviously there
has been sonme -- you know, it's going to be exported for
animal feed. Should it be. Can it be. |It's also gotten
into international trade issues about, you know, whether
our trading partners will accept and all that thing.

And that's been one of the ways the three
agencies -- and frankly nore than three agencies. But
primarily USDA, EPA and FDA have been working together
literally. You know, not just daily but, you know,
hourly since this thing broke to kind of make sure that
we're working together and in effect not tripping over
each other. And we're doing a pretty good job on that
part, at | east.

MALE SPEAKER: Has any formal regulatory actions
taken place, or has it all been voluntary?

MR. Al DALA: Per se, as | understand it -- well,
FDA is not here per se. As | understand it -- oh, FDAis

here? Well, speak up.

For The Record, Inc.
Wal dorf, Maryl and
(301) 870- 8025



-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

© 00 N o o b~ wWw N P

N NN R R R R R R R R R
N b O ©O 00 N OO0 o B W N +— O

29

M KE: Yeah. |'mrepresenting Bob Lake, and |
cane in late and | apol ogi ze. But the question is about
formal regulatory actions?

MALE SPEAKER  Yes.

MKE: As far as | know, we would consider a
recall a voluntary regulatory action. And as far as |
know to date, that is the type of actions that have taken
pl ace, so we woul d not consider themto be formal, as
woul d be sonething |ike an FDA sei zure of a product.

MR. Al DALA: You may want to describe a class
two recall business, because | think that may be part of
what confuses sonme folks. It certainly confused nme when
| first heard about it. So you nmay want to tal k about
that, given that the private concern does a voluntary
recall, what you all do with it.

MKE: A recall is voluntary inasnuch as it is
undertaken by the party that is responsible for the food
item Once the recall is initiated, however, FDA audits
it according to a classification scheme. And our schene
breaks the classifications down into class one, class two
and cl ass three.

To make a long story short, class one recalls
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1 are supposed to be done all the way to the retail |evel.

2 Class two recalls are only required to be done to the

3 distribution level. Cass three recalls tend to be

4 techni cal violations, such as |abelling violations that

5 may have no public health inpacts.

6 So we have to date handled these as class two

7 recalls. But ny understanding is that the recalling
h 8 firms have in many cases gone all the way to the retail
z 9 | evel. But our auditing schenme for a class two recall
E 10 woul d require that the responsible party only go to the
: 11 di stribution warehouse | evel.
U 12 MR. Al DALA: Ckay, thanks.
o 13 MS. MULKEY: One thing that hel ps me to think
a 14 about this is legal authority and sort of expertise, and
m 15 they're not necessarily always exactly the same. And so
> 16 we sort of each have our clear roles in terns of |egal
- 17 authority. But we are trying to collaborate around our
E 18 respective expertise as well. | think one of the things
m 19 that that article sort of m ssed was that distinction.
q 20 And EPA is not trying to substitute its expertise for
¢ 21 areas where it may exi st el sewhere, or at |least not to
(a8 22 isolate our expertise fromthat of USDA or FDA or
L
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wherever it may be.

MALE SPEAKER  Yeah. | thought the article
m ssed the point in a couple of places.

MR. Al DALA: Yeah. And basically the way the
three agencies -- and frankly there have been nore than
that, because there is also, for exanple, the trade rep's
of fice and other folks involved, and the State Departnent
internms of international relations and things, too.

But in ternms of the three agencies, the world of
corn or the world of grain, if you wll, we primarily
| ook to the departnent for sort of the expertise, as
Marcia just said. FDA is those folks that do food, if
you will, and again, know the food distribution system
and know how people make it. They have the expertise to
eval uate clains in those regards.

And we're the pesticide regulatory authority per
se, but that gives us sort of a domnate role in terns of
the safety question, which is why we have enpanel ed the
SAP and tal ked about, as Marcia indicated, the robust
public process on trying to conme to a concl usion about,
shall we say, the -- it would be a msnonmer to say the

safety per se, but rather the formal before us is whether
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or not to grant an exenption fromtol erance.

MKE: One other thing I would --

MR Al DALA: Sure.

M KE: One other thing I would say is inasnuch
as FDA's role is enforcenent, in nmany cases an
enforcenment action initiates when a firmcones forward
and says we've found, you know, this issue with respect
to our food and we're going to do a recall. 1In other
cases it arises fromFDA' s nonitoring prograns which
consi st of our donestic pesticide conpliance program
where we're going out and taking about 3,000 or 4,000
sanpl es a year, and special surveys that we run to target
certain situations which we think require our attention.

So dependi ng upon how this plays out, we may
have to nmake some decisions with respect to how we're
going to nmonitor for this problemin the food supply as a
result -- within our ongoing nonitoring function. So if
there are going to be future enforcenent situations that
arise, they could very well conme out of a FDA nonitoring
program where we're out there playing the role of the cop
on the beat, in addition to firnms com ng forward and

saying to us, we've found this problem and here is what
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1 we're going to do, where we would be auditing the recall.
2 MR. Al DALA: Again, thanks.
3 M5. MJULKEY: Steve?
4 DR. BALLING Well, actually the timng is good
5 for this, because M ke just referenced it, and that is
6 relative to nonitoring. One of the really troubling
7 aspects of this, for those of us in the food business at
h 8 |l east, is the testing part of the procedure, the | ack of
z 9 repeatability and reliability of the tests, and the
E 10 nunber of false positives that have been seen. Wen you
: 11 send the sane sanple out to nultiple | abs, you get
U 12 conpletely different results. W've certainly seen that
o 13 internally with some of our products.
a 14 And yet we have to establish an enforcenent
L 15 systemthat relies on unreliable | aboratory results.
> 16 That's a really scary aspect of this whole thing. And
- 17 " mwondering if FDA or EPA, either, are doing sone nore
E 18 work on trying to establish nore reliability.
m 19 MR AIDALA: Well, two things. One is in terns
q 20 of having a nethod per se, as you know, that's part of
¢ 21 the registration requirenents.
(a8 22 DR BALLING But it wasn't in this particular
L
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case.

MR. Al DALA: Oh, no, we had one. The question
is whether FDA had it, used it, etc. The |arger point --
two points. One is finding the DNA per se as separate
fromthe protein. In this particular case, the protein
is the question. For exanple, I"'mtold that -- and
obvi ously we have no way of know ng about this. But NFPA
announced yesterday they have a nethod to detect the
protein and have sonme results from whatever, you know,
tests they've done. Now, again, we've not seen that. W
will see that. W w il obviously consider that as part
of our final deliberations if we can get a | ook at that,
etc.

The | arger question -- the direct answer to your
question is, is right now the issue is what about the
situation given the corn that is out there in comerce in
corn products. W have not -- although we obviously know
we w il have to have sort of an assessnent of what | cal
personally |l essons |learned, | do think -- and, again,
personally predicting -- that you're going to see a
change in a whol e bunch of arenas vis-a-v biotech,

including things |ike what you just said.
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For exanple, if the formal regul atory
requi renment of FIFRA allows you to | ook at DNA but your
issue is protein, shouldn't you nmake sure you have bot h.
Shoul dn't you nmake sure that -- again, we're sort of
famliar wwth the world of conventional chemcals. 1In
the world of conventional chemcals, even if it's hard in
terms of a single assay nethod instead of a nulti assay
met hod, you know, there is sone |evel of, you know,
expertise and famliarity with it. This is part of that
whol e sort of nore energing technol ogy arena.

So, you know, | do think basically the short
answer is yes, we haven't thought specifically -- or had
specific thoughts about it. But that's obviously part of
what we're going to have to do in sone kind of
retrospective about the situation. And | do think that
the kinds of issues that you raised are ones that wll
not be the sane in the future, you know, after Septenber
when it was all started versus before Septenber.

M5. MULKEY: Well, it's not surprising that
there is a lot of interest inthis conmttee, and I would
suspect in the public here, in this topic. That's one

reason why | included it in ny earlier remarks. But we
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really have not included it as a nmmjor agenda item
Susie is following it very closely on behalf of OPP. And
we'll be here throughout nost of today, if not every
mnute of it, and invite you to have side bars if that
woul d be hel pful on this topic.

Susie, is there anything you think you need to
add?

M5. HAZEN: No. Just I'mhere, and so if there
are other questions on this outside, just grab ne.

M5. MIULKEY: Because we do like to take
advantage of the fact that we're spending this tine
t oget her even outside the agenda. But we also like to
stay on the agenda and keep with our tinetable, which
calls for a shift to a topic involving experinental use
permts.

Those of you who are in the registration
busi ness, or interested in transition issues, or have an
interest in even nonagricultural pesticides -- although
nost of the EUP issues have been agricultural -- know
that for sone tinme experinental use permts can require
so nmuch work and science that they have not been

necessarily readily available. And we've heard about
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this and we' ve understood sone downside to that. [|I'm
tal ki ng now about experinental use permts where you can
sell the food. There is no real -- it's not as hard to
get one where is destruction of the crop, but that can be
a pretty pricey business.

So Jimhas -- JimJones, who directs our
Regi stration Division, has been working, hearing you,
trying to get input fromyou and wants to use this
opportunity to further that with regard to a proposal
relating to experinental use permts.

So, Jin®

MR JONES: All right, thanks. 1'mgoing to
give alittle bit of nore context and then turn it over
to Rick Keigwmn who is going to wal k you through the
details of the proposal that we've got here today.

As Marcia nmentioned, we have not been issuing
very nmuch experinmental use permts with a tol erance,
meani ng that not only could you experinentally use the
pesticide, you could then sell your crop legally after
you had done that. And that has been a problem for many
of those in the user community in particular, but also

for the registrants as well.
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Alittle bit of the context behind that, back in
1997 -- and actually this is sonewhat unrelated to FQPA,
al though it did happen around the sane tinme -- we

initiated after a significant anount of public comrent

what has been commonly referred to -- we refer to this
ourselves -- as the priority system This systemis
designed to order -- rank order -- the way in which we do

our busi ness.

And when you have nore petitions than you have
resources to handle, you have to make choi ces about what
to do first. And we've discussed our priority systemin
this nmeeting nunerous tinmes over the years. It's a
process that we've always done through public comment.

Com ng out of that, the public comment process
and subsequent revisions to it, the priority system
whi ch gives priority to reduced risk conpounds, nethyl
brom de alternatives, OP alternatives and then IR 4
subm ssions as well as conpany priorities, we have found
after the inplenentation of that process that EUPs with a
tol erance have just not gotten priority. They didn't get
priority fromthe manufacturers, and they weren't getting

priority because we didn't identify them specifically
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either as a reduced risk alternative or an @
alternative. They didn't have their own independent
priority.

After several years of working through the
priorities using our system we have found very few --
the results have been very few EUPs with a tol erance.
And | think that one of the nessages that we've gotten
t hroughout the process, both explicit and inplicit, is
that there is a greater desire for Section 3
regi strations for new chem cals and new uses than there
is a desire for EUPs with a tolerance. And therefore you
can see that the priority systemis delivering what the
custoners are asking for.

However, that being said, there is clearly a
desire on the part of nore so the growers than the
i ndustry, but the industry as well, for nore EUPs with a
tolerance, in particular as growers struggle with
transition issues. So what we have tried to do in this
proposal is maintain our basic overall priority system
But it's not really the priority systemwe're trying to
protect. W're trying to protect the new chem cal and

the new use registrations that we have historically
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commtted to and continue to commt to.

As we hear over and over again, although we want
EUPs with a tolerance, we don't want you to do fewer new
chem cal registrations or fewer new use registrations.

So we've tried to come up wwth a way in which to both

mai ntai n the productivity of the programfor Section 3
regi strations while increasing the nunber of EUPs that
wi |l have a tol erance.

And what you'll hear today is a proposal that we
-- it's a proposal, and we're going to get not only the
comments of the PPDC, but we'll get a fuller vetting
t hrough sone type of a public process, either a PR notice
or a FRnotice. W think it is a proposal that neets
t hose obj ecti ves.

So wth that, I'll turn it over to Rck who w |
sort of wal k through the proposal.

MR. KEIGN'N. Ckay, thanks. As Jimwas
menti oni ng, we haven't issued that many EUPs for food
uses with a tolerance post-FQPA. And in an attenpt to
address concerns raised by growers, and registrants to a
degree, we have tried to create a programthat neets the

grower's needs for greater utilization of new
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technol ogi es under -- or prior to registration. That
still allows us to nake the safety finding so that we can
put a tolerance in place and then allow the food to go
out into conmmerce, while at the sane tinme protecting the
new chem cal and new use registration resources, and yet
at the same tine providing us with sonme flexibility.

So the criteria that we'll wal k through today
are first cut attenpts. Sone people mght call them --
if a chemcal or an action neets these criteria, they are
no-brainers. There is probably sone roomto expand these
criteria alittle bit, and that's in part what we're
hoping to get through the various public processes that
we'l|l be engaging in.

(END OF TAPE ONE, SIDE A)

MR. KEIGAN'N. -- requirenents we have to make
before the agency can issue an EUP, and they fall both
under FIFRA and FFDCA. Section 5 of FIFRA requires us to
determ ne that the EUP is needed to gather usefu
information that can't solely be for purposes of
mar keti ng new conpounds. It's really to focus on | abel
refinenment, efficacy and how the chem stry fits in with

the agricultural production process. Wuat is its niche.
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VWat is its fit wthin the agronomc system And al so we
have to make a finding that there is no unreasonable
hazar dous effects.

On the FFDCA side, this only conmes into play
where we need to establish a tolerance. It's simlar to
any other tolerance that we have established post-FQPA,
that there is a reasonable certainty of no harmfrom
aggregat e exposures.

Wth that, a great deal of data needs to be
reviewed. The regulations call for a very narrow set of
data. But as we've encountered with the passage of FQPA,
there is a full arrange of data that we need to eval uate
in order to make the FQPA safety finding, and obviously a
great deal of environnental FATE data in order to
properly characterize the contribution or the attenpts of
the pesticides to get into water systens.

The regs, for exanple, call for a limted anount
of data on devel opnmental and reproductive toxicity with
FQPA. W want to |ook at that nore fully. W need to
| ook at aggregate exposures, whereas in the past,
pre- FQPA, when we issued tenporary tol erances we focused

on increnental risk as opposed to full aggregate risk.
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1 And the other aspect of this is that often now
2 when we do receive food use EUPs, the registrants are
3 submtting the chronic studies. And when we receive the
4 chronic studies, we generally at |east want to take a
5 | ook at themto nake sure that there is nothing in there
6 t hat woul d cause us to be al ar ned.
7 So as with any of our regul atory deci sions,
h 8 we're going to follow a fairly standardi zed scientific
z 9 review process, reviewing all the necessary data,
E 10 eval uating the data through our internal peer review
: 11 process, conducting risk assessnents and maki ng any
U 12 applicabl e safety determ nati ons.
o 13 So now it's probably at the point where we'll
a 14 just quickly walk through the criteria. As | nentioned,
m 15 these are first cut, prelimnary, open to suggestions.
> 16 But in designing the programwe wanted to cone up with
- 17 criteria that not only were easy to understand, but that
E 18 could also be easily applied. W wanted clear criteria
m 19 where the regul atory staff could make these
q 20 determ nations without a significant or in depth
¢ 21 scientific review. Basically, we're trying to rely upon
n_ 22 existing risk assessnents that the agency has recently
L
m FoVr\aITdhe Record, Inc.
orf, Maryl and
: (301) 870- 8025




44

1 conduct ed.

2 Jimtouched on sone of this earlier in his

3 opening remarks. But the resources to eval uate new

4 chem cal EUPs are pretty nuch identical to new chem cals

5 for registration. Qur review tines for those have been

6 relatively identical, and | think in large part that's

7 why registrants have opted to pursue registration rather
h 8 t han seek an EUP first.
z 9 Even for an ol der chem cal that has not been
E 10 t hrough an FQPA type of process, there is still a
: 11 significant anmount of review work that we woul d have to
u 12 do even to issue a food use EUP. W need to re-| ook at
o 13 those studies for, for exanple, susceptibility
a 14 determ nations. W need to | ook at aggregate exposures.
L 15 We need to |l ook at contributions to drinking water.
> 16 And for those types of actions, there could be a
E 17 significant inpact on resources if we were to find ways
u 18 to address those. And nmaybe through other fora we can
u 19 cone up with ways to address those types of chem cals or
q 20 chem cals neeting those criteria. But what we'll present
¢ 21 are at | east a subset of chemcals that we think that we
n_ 22 can fairly easily make sone safety determ nations for and
wl
m FoVr\aITdhe Record, Inc.

orf, Maryl and

: (301) 870- 8025




-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

© 00 N o o b~ wWw N P

N NN R R R R R R R R R
N b O © 00 N OO o b W N +— O

45

expedite EUPs through the process.

| think we can just skip over this one, because
that's really a repeat. So the proposal that we're
presenting today, we would at this point limt it to
met hyl brom de repl acenents, reduced risk conpounds and
OP alternatives, provided they have regi stered food uses
post - FQPA.

And we're even being a little bit stricter in
this early phase. Wat we're saying is not only
chem cals that neet that first bullet, but also chemcals
that there has been an agency deci sion since Cctober of
1998. The reason why we chose that is those are the
chem cal s that have used the nore nodern or current
approaches to how we do aggregate risk assessnents and
the FQPA safety factor peer review conmmttee had been
fully in place by then. So we have very high confidence
in those conmpounds that we can heavily rely upon those
previ ous science determ nations to make these EUP
determ nati ons.

Also, in an effort to -- because our intention
is not to heavily rely upon our science divisions to do

these reviews, we want to limt chemcals at |least in the
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first year of this to those types of application nethods
or use rates where we've at |east |ooked at that for
anot her crop previously. So, for exanple, if the
regi stered food use a seed treatnment only, and then the
EUP was for a foliar application in an orchard, obviously
t he exposure scenario is very different. And our
intention is not to have to redo scientific assessnents
necessarily in order to issue these EUPs. Cbviously a
foliar use results in nmuch hi gher potential worker
exposure than a seed treatnent use.

A couple of risk cup type issues, and again
these are -- we think that there is sonme room and we
wel conme your comment for all of these criteria that we've
devel oped. Dietary issues. W would propose that, again
at least initially, that the existing uses utilize |ess
than 50 percent of the acute risk cup and 60 percent of
the chronic risk cup. This is using the agency's nobst
recent assessnent. And that the proposed new use, or EUP
use, would utilize less than 10 percent. W actually
think that that third bullet there is very likely to
happen under an EUP scenari o, anyway.

In terns of acreage, our initial thoughts were
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that nmajor uses would be limted to about no nore than
2,000 acres. That's actually pretty typical for a food
use EUP for a major use. For an aquatic use or a m nor
use, our initial thinking was nore in the hundred acre
range. | know sonme growers mght think that for
certainly sone of the nmajor mnor uses, if you will, that
that's too limted. And so that's an area for
di scussi on.

Watershed Iimtations. Qur initial thoughts
were no nore than 100 acres in a watershed. This, again,
is so that we don't have to re-look at the drinking water
assessnment that we've previously done. Now we're not
t al ki ng about the Chesapeake Bay Watershed or the
M ssissippi River Basin. Wat we're tal king about is how
the U S. Ceol ogical Survey defines -- | think what they
call cataloguing units. There are over 2,000 what they
call watersheds or catal oguing units, and we would
propose to use that as the definition for watershed for
t hese purposes.

This next slide is really what we've generally
done by EUPs, both pre- and post-FQPA. These are nore on

the FIFRA side of things. Counties where we have
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significant endangered species concerns, we would either
opt themout of the EUP programor try to work with the
State heritage prograns to mnimze or elimnate any
i npacts on endanger ed speci es.

Typically EUPs have been issued for one year
Wi th opportunities to renew them on one year increnents.
We propose to keep that pretty nuch the sane. And then
we don't get many EUPs for residential uses, anyway.
When we do, they tend to be things where regi strants want
to do sone consuner preference testing, if you wll,
prior to registration. One of the reasons, again, that
we woul d propose to limt nost of themout is so that we
don't have to revisit our aggregate exposure assessment.

The next few slides, we'll just quickly run
through them These are the chem cals that have been
regi stered by EPA since October of 1998 that are either
met hyl brom de replacenents for sone uses, reduced risk
or OP alternatives. [It's not an exhaustive list. There
may actually even be sonme chemicals up there that on
their face don't neet all of these criteria. There may
be other chem cals that were revi ewed post-FQPA t hat

should be on this list, and so we would invite that. But
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we' ve delineated them here for this purpose as
fungi ci des, herbicides and insecticides.

Again, our intention is really to be flexible,
but we also want to have a programthat is going to be
useful to growers. |If what we've designed here is too
[imting, we want to see how we can expand it. At the
sanme time, our nost inportant priority is to nake sure
that we're being protective. Protective of the food,
protective of people, and yet to protect our resources,
because we really don't want to be shifting resources to
review ng EUPs and sacrificing new chem cal and new use
decisions while we're trying to do this.

We're going to have a public comrent process.
This is obviously part of that process. W're currently
drafting sone type of either a PR -- a draft PR notice or
a Federal Register notice that would go out in the next
few nonths. And then obviously sone type of an
i npl ementati on schedul e woul d be devel oped as part of
t hat public comment process.

So with that, that's sort of it in a nutshell
"Il take sone questions.

M5. MULKEY: We have about 30 m nutes for
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guestions and di scussion, so let's hear from you.

DR. BALLING A couple of questions. One, back
on the acreage limtation --

MR. KEI GAN:  Uh- huh.

DR. BALLING And you nentioned that sonme of the
maj or mnors mghts -- sone discussion mght need to
occur, because what is it, 300,000 acres is the cutoff?

MR KEIGNN. That's the cutoff for major
m nors, right.

DR. BALLING So if you're 3/10, then you can
get up to 2,000 acres, and if you're at 2/9, you can get
100.

MR KEIGNN. At 2/9, right. So obviously there
needs to be sone flexibility.

DR. BALLING Yeah. WMaybe sone thought about as
a percentage of the total crop and the geography spread
of the crop? Because those crops that are only in
California -- alnonds for instance -- probably don't
necessarily need 2,000 acres. But apples spread out al
over the U S. are going to need it.

MR. KEI GAN:  Uh- huh.

DR. BALLING The watershed thing also is a
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l[ittle bothersome. Again, I'mnot quite sure how USGS
defines a watershed.

MR. KEIGN' N. Yeah. They're fairly narrow,
actually. | was just looking on their web site this
nmorning to get a sense. And the first ones that they do
are in Maine, and | think they have about 100 wat er sheds
just in the State of Maine. So, you know, along the
M ssi ssippi there are probably hundreds of what they call
wat er sheds.

DR. BALLING Yeah, hopefully that's not one.

MR. KEIGN'N.  Yeah, hopefully that's not one.
They don't define it as one. For their purpose it's
relatively narrow. What we're trying to avoid is a
concentration of EUPs in any one watershed that would
cause us to need to reconsider any drinking water
assessnment that we've previously done.

DR. BALLING So this is drinking water based?

MR. KEIGN'N. These are drinking water based.

DR. BALLING If there was no expectation that
the chem cal -- you've already done 75 percent of the
work on it. You certainly have sonme know edge whether it

woul d nove into the drinking water for some reason
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You have no expectation would you need to
mai ntai n that concern?

MR. KEIGAN'N. | think, again, the area here, we
want to be flexible. But at the sane tinme, we don't want
to have criteria that are difficult for our regulatory
staff to understand. Generally speaking, we're not
intending to have a full science review of the EUP. So
if we can develop sone criteria that address that point,
but are easy to inplenent, easy to understand and easy to
explain to people. And not just to the growers who m ght
be utilizing the chem cal under the EUP, but the public
generally, then we could try to devel op them

These are the guidelines. They will be rules.
And if you were to conme in with a conpound that had -- we
had no expectation of previous reviews, because it's not
mobile and it's not persistent, and are they ever getting
into groundwater --

DR. BALLING You can nake that argunent.

MR. KEIGNN. R ght. Then we could consider
going to sone higher level in a watershed, yes.

DR. BALLING And there nay not be any need to

doit. | just don't want to be bound to those kinds
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of --

MR. KEIGAN'N. And the other thing on your
earlier question, what would be useful through the cup
full counter process is to get a handle on -- for those
of you who are involved in mgjor/mnor crops -- what size
of EUPs have you had that you would think would be --
even if you haven't had them But how big would it need
to be to give you the kind of information that you woul d
require to have confidence in how the conpound is used.

| mean, I'mnot -- it's not clear to nme you
woul d need 1,000 acres or 500 or 200. I'mnot -- | don't
know. But you probably do have sone sense.

DR. BALLING That's a good point.

MR. KEIGN' N. And those of you in the business
could sort of feed that to us.

DR. BALLING That's a good point. W can do
that. One other question on -- because we're speaking in
generalities. So it's kind of hard to know what the
details mght be relative -- I'mthinking about this --
you're doing 75 percent of the work for an EUP than you
woul d do for a new chem cal

MR KEI GWN N: If it's one that is a new chemnm cal
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EUP.

DR BALLING Right.

MR KEIGNN Right.

DR. BALLING Is this sort of the first 75
percent, so that in theory when you're that far along on
a new chem cal, you could actually start all ow ng EUPs
before you finish the last 25 percent, or is it sonething
totally separate that you have to do and that is not
accunul ative in the new chem cal registration process?

M5. MULKEY: The 75 percent was not for a new
chemcal. It was Iike 100 percent for a new chemcal, if
| understand the chart.

MR KEIGNN Right.

DR. BALLING No, | understand that.

M5. MULKEY: Yeah, 75 percent was a new use.

MR, JONES: We've actually -- we've done them
just before a new chem cal, because we were far enough
along to do an EUP, but not far enough along to register
it. But the timng of it has to be -- you have to be
very, very lucky in the timng, neaning that you say you
hit that point in -- you know, if the use is in My, you

hit that point in April. Oh, how fortunate for us all.
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That timng rarely works out so beautifully that you can
do that.

But it has happened that we have issued -- and
we didn't plan on it that way. But either the conpany or
we recogni zed that it was feasible and therefore we did
it. But it's pretty unusual and it's largely because of
the timng aspects. The noon and the stars don't line up
i ke that.

MR. KEIGAN'N. And renenber what we're talking
about here is a process for expediting nore EUPs through
the process. You know, certainly for that scenari o,
Steve, that you just nentioned, | nean, we have done that
before. These are the ones -- you know, FIFRA calls for
a 50 day turnaround tine on an EUP. And we think that
for a lot of the things that neet these criteria we could
get closer to that 50 day type of expedited turnaround as
opposed to the 12, 15 or 18 nonth turnarounds for sone of
the EUPs that mght fit the scenario.

DR. BALLING And presumably you could al so | ook
at the opportunity -- as a user at the opportunity of
well, we've got this conmpound that is --

MR. KEI GAN.  Far enough al ong.
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DR. BALLING -- 65 percent through the system
Maybe we can get the EUP on it this year, because we're
not going to get the new registration this year, but at
| east we can try it out on a commercial |level. And
that's what's so critically inportant about these EUPs.

M5. MULKEY: Phil, | think you were next?

MR. BENEDI CT: Yeah. USGS nunbers uses digit
nunbers to signify the size of the watersheds.

MR. KEIGN' N. Yeah. These are the eight digit.

MR. BENEDI CT: | was wondering where you were.
Ckay, eight digits. If you just tell people that, it

woul d make it a lot easier in figuring out what's going

on.

MR. KEI GAN.  Ckay.

M5. MULKEY: And | think Larry was next and then
Dan. | may have that w ong.

MR. ELWORTH. Well, one thing that | would want
to enphasize inthis is that -- and | knowthis is
unintentional. But this is the rationale behind the

grower comunity asking for the agency to | ook at EUPs.
It's not because the growers are interested in nore

flexibility or want to use chemi cals nore frequently.
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But given all the pressures on growers and not
just reqgulatory pressures, and given the nature of the
chem stry that is out there, which isn't broad spectrum
but very specific chemstry, there is an incontrovertible
need to learn how to use these chem cals before they're
actually applied on a wwde scale in the field. And
wi thout that, it's virtually inpossible to make sone of
t he changes that growers have to make, again whether it's
because of biol ogical reasons or regul atory reasons.

So what ever the agency does to deal with that
problem whether it's this solution or other solutions in
the EUP program-- and that's not the only solution --
the growers and the people that work with themneed tine
to get experience with these chem cals before they take
themto wide scale. O they sinply -- nunber one, they
won't be alternatives. Two, they won't be able to be
I ncor por at ed.

And it's going to take three to five years to
get these chemcals to go from begi nning to becom ng
acquainted to themto actually be able to use them
effectively in the field, especially since we're talking

about chemcals in many cases that have a very |limted
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spectrum and naybe even a limted spectrumfor alimted
time during the year.

So that -- | think that's the underlying need
here irrespective of -- this isn't a regulatory relief
pr oposal .

MR KEIGNN Right.

MR, ELWORTH. This is a proposal to give the
i ndustry the opportunity to do what they need to do. Two
specific issues | wanted to raise on that. One is -- and
| know t here has been sone di scussion about this -- the
i ssue of the duration of it. |If the agency is interested
in mnimzing its resources, knowi ng -- based on what |
just said -- that you do need sone tine to do this,
| ooking at nore than a one year duration for this
especially if the timng doesn't line up, as Ji mwas
saying, would be, | think, a really useful thing for the
agency to think of in terns of its resources. And al so
given the fact that it takes nore -- you don't just take
sonmething out in the field. You look at it for a year
and go ding, you know, we're going to use.

The other issue that you didn't talk nmuch about,

Rick, is howthis will fit into the priorities set in
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with the agency.

MR. KEIGAN'N. Yeah, I"'msorry. W think we
coul d handl e these without the registrant utilizing a
priority. So the priorities are really there in order to
hel p us structure science resources in large part, and we
believe that nost of these we could handle within RD
w thout significant scientific input.

MR, ELWORTH. \What about the duration issue?

MR. KEIGN'N.  Yeah. | think we could -- | think
that's sonmething that we could definitely work with

M5. MULKEY: Larry, do you think the only one
year m ght deter people fromeither seeking EUPs or using
t hent?

MR, ELVWORTH. | don't know if it deters.
guess it wouldn't so nuch be deterring as it wouldn't be
a sufficient incentive. | nean, sone others may have
sone ideas on that. Dan nmay have sone ideas on that.
But the issue is not so nmuch it would deter. Just
whet her it would be worth your while.

MS. MULKEY: Dan?

MR BOITS: | would like to echo ny support for

both Steve and Larry's coments and build on themjust a
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little bit. First of all, I would Iike to thank the
agency for taking a concern of the grower comrunity to
heart and actually | ooking at a systemthat we think
needs to be | ooked at in sone nore detail.

And having said that, as a first cut |
appreci ate the opportunity to look at this. One of the
things that | woul d suggest in this process -- and the
priority system having been set up the way it was, even
preexisting to FQPA, probably is the major reason for
EUPs falling out of favor, recogni zing the resource
driven issue at the agency and everything el se.

| would al so suggest that in the eyes of the
conpani es that have devel oped these products there is no
such thing as a product that is not the best and
brightest for any particular use. And sonetines the
priority systemfroma grower perspective on what needs
to be looked at in this type of context m ght be
different fromthe list of priorities that you would
receive fromthe registrant. And if these are purely
designed to go into inplenent into a transition
di scussion period or transition issue, which the way |

read the priorities up front, where | would suggest that
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you need sone type of grower level input in the selection
process for those products that m ght subsequently be
able to take advantage of this system

And goi ng back to sone of the other issues on
the size limtations -- acreage |imtations -- and sone
other things, | would al so suggest that you need to
carefully vet this programw th those states who have a
second tier regulatory programon state |evel EUP permts
and approvals. Because | know at least in the State of
Florida, even if it's got a federal EUP, there has to be
an approval process at the state level as well.

And rather than do it after the fact, it would
probably be a good idea to go ahead and solicit sone
comments on this proposal, even before you go out with
your PR notice or FR notice at the state |evel.

M5. MULKEY: Very hel pful. Thank you. Ray?

RAY: Thank you. Jay Vroom asked nme to sit in
for a while while he had a conference call to attend to.
| have one question and a couple of comments. You
mentioned that the -- well, the proposed use woul d be
[imted to 2,000 acres and limted to no nore than 10

percent of the total available risk cup.
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Does the 10 percent apply to the use on those
2,000 acres, or the anticipated use once it is fully
regi stered?

MR. KEIGAN. Good question.

(Laughter)

MR KEIGNN It's hard to imgine that, you
know, a hundred acres, if that's where we ended up wth,
woul d represent 10 percent.

MR. AIDALA: And it's not a reduced risk

MR KEIGANN. And so |I'msure they're tal king
about 10 percent of --

MALE SPEAKER  Potenti al .

MR. KEIGNN. -- potential U S. ful
regi strations. So, again, an area that we can work on
and better characterize what we're tal king about.

RAY: Okay. W -- our registration commttee of
ACPA had a chance to |l ook at this presentation | think a
week ago. There is a lot of support for that, and we're
quite supportive of the efforts to streanmine the EUP
process. W think it's an inportant step in getting on
the market sooner with greater confidence sone of the

repl acenent products for those being | ost either through
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FQPA concerns or other concerns. W think it's very
i nportant that the growers work soon and early in the
process with the registrants on the products of interest
so that their concerns are taken into account.

O particular inportance is planning far enough
i n advance for the residue data that woul d be required
for approval, and that you' ve got to plan on at |east a
year to get that residue data. So we're eager to work
with it. | guess the one concern -- the only concern
|"ve heard expressed so far is the restrictions, which
understand the need for, mght severely |imt the nunber
of uses that would go through such a program

MR. KEIGANN. One of the things that we've --
frominformal discussions that we have thought of since
we put it together is that what would likely help us sort
t hrough anongst them-- you know, we could conceivably be
getting a hundred of themin the first year -- is to
require that the manufacturers cone with a grower as a
partner already, so that we know that there is sone
grower support for any individual one. Wich is an idea
that we actually got fromIR-4, which is that's what they

require as they decide how to pursue which residue field
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trials, crop chem cal and crop conbi nations, so that you
have this conbination of the registrant support but there
is a grower group that also is saying, yeah, this would
be a very inportant thing for us.

And | think that that's sonething that we want
to incorporate in the ultimte proposal that we nake.

M5. MULKEY: We'Il call on you guys, but | was
going to ask a question related to this. Dan nentioned
encouraging us to involve grower perspective. Ray
menti oned encouraging growers to work with registrants.

My question, | guess, to Danis, is there a
practical workable way for growers to engage directly
with the agency, or is the agency a tool that could be
used to facilitate the interaction between growers and
registrants, or is this in fact -- is Ray's envision of
this, which is basically that collaboration needs to
occur, registrant to growers, really the nore realistic
nodel ?

MR. BOTTS: An easy question to answer. All of
t he above.

(Laughter)

Just frommny perspective and | ooking at it from
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an organi zed program where we have attenpted to have this
| evel of conversation with individual registrants, even
in the nunbered conpound stage, or even sonetines even
pr e- nunber ed conpound stage, on products that are in
devel opnent in pushing for our nenber-growers to get
better conmuni cati on about what's com ng down the
pi peline, so that we can push to nove things up in the
regi stration process, which is probably the sane type of
phi | osophy.

There is no easy, sinple way to get that | evel
of involvenent on an individual commodity group basis.
And | woul d suggest probably that there is no nore than
four or five organizations in the country that have
attenpted to formalize this process to the |evel that we
have in Florida. Because we have actually put together a
schedule that we try to work with with what we call the
basi c research conpanies on at |east an every 18 nonth
cycle, neeting with every one of themto see what they've
got noving down their process.

We're actively engaged wwth IR-4 to ensure that
the priorities that our growers have established are

involved in their system IR 4's food use priority
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system setting probably cones as close as anything to
fitting a nodel. But | have a problemw th how t hat
process works, because it's geared nore toward the
extension | evel participation and the research |evel at
the university systemrather than direct grower
participation at that |evel.

And right now there is not a single sight that
that type of level of interaction could take place. And
what | was encouraging a mnute ago was maybe using this
systemand letting EPA serve as a facilitator as
regi strants cone together. | nean, we do it on an
i ndi vi dual registrant basis fromthe Florida fruit and
veget abl e perspective. | don't know that we could do
that with all the registrants sitting around the table,
for the very sane reasons that they get into anti-trust
conversations and other things when you start talking
about reqgulatory inpacts on other conpounds that go
across multiple registrants.

So it alnost has to be on an individual
regi strant basis. But sonehow that needs to be
facilitated, or comrunication needs to be picked up to

ensure that sane know edge base is out there across the
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grower community. And that's not happeni ng now.

DR. LYNCH Yeah. | was going to say that I
al so think that the EUP program and the expansion of it
--and | really like the way you' ve laid out the -- you
know, the criteria and prioritization, etc. And it has
been really extrenely useful in the efforts that |I'm
aware of where focus has been on transition strategies.
You know, articulation of priorities of particular
chem cals, high risk chemcals, that need to be renoved
froma system The EUP process was incredibly inportant
in being able to target the alternatives and figuring out
how t hat they could be incorporated nore rapidly in.

A question that | sort of have for perhaps A
in thinking about the transitions that the USDA has been
involved in, etc., | nean isn't that a way to hel p begin
to bring together perhaps the registrants? | nean, we
know that we've worked really very well with the | and
grant university systemin order to get those people to
be doing their on-farmresearch and get directly engagi ng
farmers, you know, in that experinmentation on their farm
fields. You know, using their equipnent. How does it

all fit into their system
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You know, is there not a way to, you know, try
to use that nmechanismto nore effectively create that
communi cation with the grower community? And perhaps
Steve and Dan woul d have sone, you know, conment about
that as well.

MR, JENNINGS: Well, | do think the strategic
pl ans reflect grower-driven priorities for new products
and alternative products. The problemright nowis those
exist for only a handful of crops. M hope is we can get
them expanded. So I think it is a natural where they
exi st and where they don't exist, and | think we have to
have sone alternatives. The ones that are discussed here
sound good to ne. IR-4 -- again, while we all have
concerns about how that priority systemworks, it
probably conmes as close as anything to reflecting grower
needs right now.

So we woul d hope to use a variety of nechani sns,
and we woul d hope to get the additional strategic plans
in place over the year.

JIMJONES: Just to comment, | think, you know,
Sarah, that the last EUP we granted in the scenario that

Steve was tal ki ng about, where we were 75 percent done
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and the timng just all lined up, was pynetrozi ne
pot at oes, the one you were working on in Wsconsin about
two years ago. It's just the stars and the noon just
don't line up like that all the tinme, but it did in that
si tuation.

(Laughter)

DR. LYNCH  Well, it certainly did. And if you
| ook at the adoption state wi de of those alternative risk
-- reduced risk products, Wsconsin stands out far -- you
know, far in front of all other, you know, potato
produci ng states for that very reason, because they have
a very -- all the stars lined up, perhaps. But in
addition, there was this nechanismfor figuring out how
toreally integrate it into the existing farm ng systens
and to get, you know, grower adoption and confidence in
usi ng that product.

So maybe we all need to get into astrol ogy or
sonething |ike that.

(Laughter)

MR, ELWORTH. | want to tal k about non-ag EUPs,
so, Ray, if you want to -- | assunme you don't want to

tal k about non-ag.
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(Laughter)

RAY: 1'mnot avoiding it. | just don't have
anything to say about it.

M5. MULKEY: So your suggestion is that we defer
to Larry and Ray. But let's be sure we save sone tine.
| think it was Larry and Ray, then. | assume Larry wants
to tal k about ag, too.

MR, ELWORTH. Wth all due respect to your
wonder ful products. Sarah nentioned the test managenent
strategic plans, and actually this issue cane up pretty
much early and often in all of those discussions. And it
was actually -- the first | had heard about it was from
the apple industry fromresearchers that | had worked
with for, you know, 15 or 20 years. And they were
universal in their concerns about this.

And | guess having said that, ny observation
would be -- | think this is a great first step. M
observation would be that the big fish in this pond is
the new Al's. And this really truly does go -- doesn't
resolve that problem and that's where not only obviously
the markets are, but it's also where the |arger gains are

in ternms of growers being able to change their practices.

For The Record, Inc.
Wal dorf, Maryl and
(301) 870- 8025



-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

© 00 N o o b~ wWw N P

N NN R R R R R R R R R
N b O ©O 00 N OO0 o B W N +— O

71

And so | don't want to m nim ze how i nportant
this step is, but that's -- in terns of neeting the need,
it doesn't go far enough. And I'mnot sure that
regul atory prograns are the only way to neet that need.

RAY: Yeah. Wiile nmy charter, ACPA can't
advocate for any specific product used, because we
represent all of the conpani es who are anongst thensel ves
conpetitors, | think we can play a role in facilitating
the interaction that Dan is tal king about. And we would
be happy to work with the agencies, including the IR 4
program to find a way for all of the grower groups to
get together on a regular or as needed basis with the
i ndi vidual registrants in order to make sure that these -

- their concerns and priorities are considered.

M5. MULKEY: | could offer you -- you m ght not
want to refuse, Dan. | don't know  Ckay.
MR. BOTTS: | appreciate the bone thrown here to

residential use.
(Laughter)
Most residential uses will not be eligible.
Rick, you and | have a little bit of history on trying to

get an EUP on sort of a non-ag basis for which there is
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really no tenplate wwthin the regulation. And | know you
probably haven't discussed this nmuch. Could you say a
little bit nore about what you wote here, and then
have sone ot her questions.

MR. KEIGNN. | guess | have two conmments. One
is the main reason why that nost -- or nostly no
residential uses were in there was so that we woul dn't
have to revisit our residential exposure assessnment that
we had previously done. Cbviously there are sone types
of low, no exposure residential use scenarios that
potentially could cone in. |'mthinking i nmediately of
like a below ground termte bait station, for exanple,
that likely could conme in under the scenario.

Now | believe RISE is also interested in
exploring ways to pursue additional or sone type of -- a
new type of forumfor sort of the residential non-ag type
EUPs. And I'mnot sure how far along RI SE is.

MR. BOTTS: Well, I"'mnot famliar with their
wor K.

MR. KEIGAN'N. Yeah. | know they've been
interested in pursuing this concept.

MR, BOTTS: Well, | would encourage the agency
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to think fairly strongly about this. And one of the
things that | would certainly appreciate is sone sort of
transl ati on of acreage into, you know, househol ds or
other sites -- non-ag sites -- so we can get a sense of
an ability to actually either have a R& exenption or an
EUP.

And the other point | want to nmake about this --
and why | woul d encourage you to do this -- is simlar to
the idea of why sonebody has -- an environnmentalist may
want a hunting season on an animal. And that is,
sonetinmes you want -- it's in the agency's best interest
not to avoid the issue, but to actually set sone sort of
priority or sone sort of schene for non-ag EUPs, because
t he work kind of happens anyway on sone |evels of sone
di fferent things.

And so there is a sort of sub-radar kind of
activity, and you guys may want to have that becone nore
above board. And that's if you have an ability to
actually have registrants get R&D exenptions or EUPs.

M5. MULKEY: |Is your concern primarily with
products where the active ingredient is also a food use,

or are you -- do you think there are a lot of issues in
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this area for products where the active ingredient is not
al so a food use?

MR. BOTTS: We have both. But in our particular
instance, we -- there are certainly non-food actives |ike
in the antimcrobial area.

M5. MULKEY: Because that m ght be tackled in a
di fferent way, because it doesn't -- not that it doesn't
matter what the aggregate exposure is. But it doesn't
trigger --

BOTTS: It nmakes it easier

MULKEY: -- an infinity FQPA anal ysis.

2 5

BOTTS: Right.

M5. MJULKEY: So maybe we could look into a first
cut at thinking about where the active is not a food use.

MALE SPEAKER: And that would go a | ong way for
a |l ot of products.

M5. MULKEY: Ckay. By ny count we have five
nmore mnutes, if we're going to stay on -- and we have
two tent cards, so we're | ooking good.

J.J.?

DR. STEINBERG Wearing ny scientist researcher

hat, | have to say that this programis potentially
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exciting. It's not a cormon word, | guess, one would use
in regulations. But as you well know, when the good Ha
Varms canme to the NIH and when the good Davi d Kessl er
was at FDA, they had a crushing need for new drugs and
conpounds in the pipelines, certainly as it related to
age drugs.

A programlike this could be a major catalyst to
get new conpounds in the pipeline. And I think if that
aspect is underscored, | think again that could be very
exciting. The key to success in the NIH and FDA' s
approach in getting those drugs in the pipeline, which
we, the Anerican people and the world are now reaping the
benefits of dozens of new drugs in this area, was really
an expedited review where tine was of the essence in
getting these things through. The NIH and FDA has shown
wonderful charts howtime to get these things to this
pil ot project approval dropped. And that was a maj or
catalyst for all the conpanies to cone across on.

Also, | have to admt as a researcher, the size
of the application was critically inportant. Qbviously
you have to nmake sure that there is a do no harm node.

And again, here | think using experinental agricultural
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| abs in universities, the EPA has wonderful sites to
carry these things out across the country. And |I'msure
if private industry cane forward and were to ask for
ot her opportunities to use |land or property set aside --
you know, one of the largest |land owners in the United
States is the Departnment of Defense. |1'msure they would
be happy to loan a few acres for these things, also.

So | think a | ot of novel thinking can cone
across as it relates to this. The SAP may have a view.
So | think that's kind of the catalytic view that | would
| ook at this program

So | end by saying that this could be an
exciting programto really push forward a | ot of new
novel products and to let the community know that this
exists and could really be a boon in replacing a | ot of
ol d products and getting the next generation out there.

M5. MULKEY: Thanks. Ray, we'll let you have
the last word for today.

RAY: | just did. |'m done.

M5. MJULKEY: Oh, | see. Al right. Well, thank
you. We end then on this visionary note, and that's

okay, too. W are scheduled for a break now, and we wl|l
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take it. W are scheduled for a ten mnute break. Now
you fol ks are inpossible to do this with, | have |earned.
But you really need to honor that.

There is an AT&T cell phone in the Washi ngton
room if anybody has |ost your phone.

MALE SPEAKER: (Oh.

M5. MULKEY: And if any of the nenbers of the
public schedul ed for public comment at 4:30 are heavily
burdened by the timng on that, if you could let Mrgie
know during this break, and we will see if we can work
out sonething so that you don't have to wait until then

Thank you.

MS. FEHRENBACH:. You can just sign up outside at
the desk. There is a sign up sheet they can sign up.

M5. MJULKEY: Nobody has signed up yet for the

4: 307

MS. FEHRENBACH:  No.

M5. MULKEY: So if any of you were deterred by
that timng, | guess is what we're saying. And pl ease,

ten mnutes only. That neans you can't hold a half hour
meet i ng.
(Whereupon, a brief recess was
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t aken.)

M5. MJULKEY: Those of you who are here are just
toting up a lot of brownie points in ny book, I'll tel
you t hat.

(Laughter)

MALE SPEAKER  They're all on their cell phones.

M5. MJULKEY: Oh, | know. Well, the next item on
the agenda is the rodenticide stakehol der work group
presentation. And this includes basically a presentation
of the work of one of our work groups that has been
active. That is, our -- the PPDC s work group that has
been active for quite sone tine.

And rodenticides do present -- for those of you
who are not closely attuned to, they do present sone very
special challenges in terns of regul atory deci sion
maki ng. And the obvious is not always as workable as you
woul d think. | mean, one of nmy favorite stories about
the obvious is these bittering agents which seened |like a
good idea. The baby would go bl uu, you know, and the
probl em was sol ved. And of course the problem Iike many
others in what we do, turned out to be far nore conpl ex

than that. And nmaybe anong ot her things rodents go bl uu
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(Laughter)

And that's nmy grossly over sinplified version in
an effort to stall here to try to get some people in
their seats.

(Laughter)

O the kind of work that this work group has
done, which is in fact very sophisticated and not that
kind of sinplistic -- although it seens sinple once
t hey' ve done their work. Sone of the issues seem sinpler
t han, you know, when they first enbarked on tackling
them So it's been a lot of work. |It's been a |ot of
good work. And it has matured to a near concl usion,
right? 1Is that fair?

Those of you -- the PPDC has al ways been
troubl ed about what does it mean to enbrace the work of a
work group. And there has been sonme struggle with am|
saying | agree with everything. AmI| saying that I
endorse every statenent they make. | think we concl uded
the last tinme we struggled with this issue that the right
way to think about -- the work group exists as a | egal
entity, and we are a legal entity -- the PPDC. As a

| egal entity only because of the advisory commttee.
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It is not its own separate independent advisory
commttee. So it brings its advice to the agency through
the PPDC. But the PPDC doesn't have to operate by
consensus. In fact, neither does the work group. So the
advice can cone to the agency w thout your enbracing it
at all. What you do need to do is to decide that it is
appropriate to have the advice go to the agency.

You may want the advice to go to the agency
unedi ted by you. You nmay want the advice to go to the
agency with sone caveat, |like frankly | don't
i ndi vi dual Iy have an opinion on whether the agency shoul d
accept the advice. You may want it to go to the agency
saying we think the agency should receive this advice
because they did a bunch of work.

But frankly we're not persuaded that the agency
shoul d take the advice. That's okay, too. O even we
i ndividually as PPDC nenbers, or even collectively,
recommend the agency not enbrace this advice. You do not
have to agree with the advice in order to basically make
it. Use yourselves as a conduit for the advice to be
recei ved by the agency as an advisory conmttee.

So let's be sure we understand that dynam c
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This doesn't nean that we want you to just rubber stanp
the recei pt by the agency of work group advice w thout
engaging on it. W wel cone your engaging on it. But
it's okay not to.

Al right. | think maybe now we are ready for
the presentation, and they've built sone tinme in for
group discussion as well. Take it away.

MR, MCDAVIT: kay, thank you. M nane is M ke
McDavit. |I'mwth the Special Review and Re-registration
Division fromOPP, and | had the pleasure of being
involved with this group fromits beginning to what
appears today to be its closure. But I'mnot going to be
doing nost of the talking. W're going to |l et sone of
t he stakehol ders speak to you about what the group did
and what sone of the recommendations are.

And before |I do that, though, | want to just |ay
the stage -- the groundwork a bit nore so that you have
sonme context. | think for many of you this is not a new
i ssue, but for sonme of you it mght be. So real quickly
just a bit of background.

In 1998 the agency issued two rodentici de REDs,

one of which covered six active ingredients which were
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primarily anticoagul ant rodenticides. And there was
anot her RED i ssued on zinc phosphide. 1In both of these
docunents we outlined a concern we had di scovered by
consulting with the data fromthe AAPCC, which is the
Anmeri can Associ ation of Poison Control Centers. It is
basically the poison control center data that is
col | ect ed.

And what we saw was a di sproportionate nunber of
exposure incidents involving young children in the hone.
And we were concerned about that and felt we needed to
address it in the REDs. And so we took a two prong
approach in both of these docunents.

The first part was to have sone i Mmedi ate
effect. It was to require the refornulation of products
to include a bittering agent, which Marcia just el uded
to, as well as a staining agent or an indicator dye into
all formulated products that were sold in the honme. That
was phase one, and that was envisioned as kind of a short
termstep

The second part was to convene a stakehol der
process of sone type. It wasn't specified in the RED

But sone type of stakehol der process where all of the
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i ssues could be fully vetted and di scussed across
mul tiples of concerns here. And so that's where the
rodenti ci de stakehol der work group conmes into being.

We approached the PPDC al so in 1998 seeking your
support for formng a subcommttee, and we asked for your
partici pants and any other recommendati ons on who should
be on such a group. Bob Rosenberg was a nenber of the
PPDC who al so served on the rodenticide stakehol der work
group. But nost of the nenbership cane from ot her
efforts that we undertook to get a bal anced group.

We convened the group. W had its first neeting
in March of "99 and it included 26 nenbers. Lois Rossi
was the chair, and she would be here today if it weren't
for some other pressing matters in the office. So her
apol ogi es for not being here, and so you get ne instead.
And then in July of '99, sort of an interimreport or a
recomendati on was made to the PPDC.

And that recomrendation was to basically take a
fresh ook at the labeling and try to devise | abeling
statenents that woul d precl ude exposure cases invol ving
young kids. And Eileen Myer, who is with Reckit Van

Keyser, w |l be speaking about that in a few m nutes.
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But that particular reconmmendati on was endorsed by this
body, and so the agency started working on it with the
rodenticide community -- registrant community. And
again, she'll speak to that.

And one of the things that al so came up then was
-- it was Marcia's suggestion that basically created the
expectation that when this group was finished, we would
have a full report. And that's now avail able, and that
i ndeed is how we concluded the work of this group.

As far as today goes, I'mgoing to put the mke
down in a second and hand it over to Rose Ann Sol oway of
t he American Association of Poison Control Centers. She
is the Associate Director and she was an active nenber on
t he stakehol der work group. And she's going to discuss
the findings and recomendati ons of the work group.

And t hen when she concludes -- and | think it's
approximately a ten mnute or so presentation. Then
M chael N eves of our office, the Special Review and
Re-registration Division, who is now the Chem cal Review
Manager for all of these particular active ingredients,
will introduce the next speaker, which is Eileen Myer,

the Director of Regulatory Relations at Reckit Van
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Keyser, which is the nmaker of the decon products in case
you don't know t he name Reckit Van Keyser, which | think
is kind of a disguised nane.

But she'll be speaking specifically about the
status of that effort to inprove the labeling. This has
been a joint effort between EPA and the Rodenti ci de
Regi strants Task Force to vanp up those labels. So with
that, I'll turn the show over to Rose Ann Sol oway, and
I"mgoing to flip charts up here.

M5. SOLOMAY: Thank you, and good norning. |It's
an honor to present the work of such a diverse group, and
| thank M ke for agreeing to flip charts so that | don't
have to stand up right in the mddle of the screen and
get in your way.

This work group was convened to assist EPAto
address potential problens related specifically to
children's access to rodenticides in the hone setting.

So while there are many uses for rodenticides, the focus
of this work group was very specifically children and
very specifically the hone setting.

The nmenbers of the group included not only

federal agencies and bureaus, but also representatives of
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t he general public, representatives of the nedical
community, public interest groups, as well as industry,
and chaired, as Mke said, by Lois Rossi. W net five
times. Went on a field trip. Had a nunber of invited
presentations, as well as public coment, both orally and
in witing, and a great deal of very polite, but very
Vi gor ous di scussi on.

As part of the groundwork, we were asked by EPA
to keep in mnd several things as our deliberations
proceeded. First of all, the nunber of tinmes that
chil dren gai ned access to rodenticides in a honme setting,
and al nost by definition, gaining such access woul d be
under i nappropriate circunstances.

Secondly, to focus not only on potenti al
toxicity or perceived risks of pesticides, but also -- of
rodenticides specifically, excuse ne. But also on the
public health benefits of rodent control, including the
use of rodenticides.

We needed to consider the fact that solutions --
potential solutions -- should not substitute one
potential human health hazard for another, that few

actions are wthout costs, both nonetary -- actual
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nmonetary costs as well as costs in resources, and that
the equity of those costs and regul atory burdens needed
to be considered. And finally that any potenti al
sol utions recommended had to be econom cal and efficient.
That is, not just a possible solution, but a feasible
sol uti on.

We enbarked on several neetings' worth of fact
finding. And I'mnot going to identify themall at this
monment, because | will say a few words about each of the
itens you see on the list in front of you. 1'Il sinply
say that we did this by nmeans of presentations by agency
personnel, work group nenbers, as well as invited guests
fromother federal agencies, as well as other outside
gr oups.

The first of these issues was data sources. EPA
cane to us with a great deal of information fromthe
t oxi ¢ exposure surveillance system of the Anerican
Associ ation of Poison Control Centers. But about
i mredi ately the group wanted to find what other sources
of data m ght be avail able and m ght be relevant to the
i ssue at hand. And so over a period of our neetings,

information from other federal sources and other state
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sources were gat hered.

Now there is a great deal of information to | ook
at here. The information cane from desperate sources
W th desperate findings. And I wll assure you that
there was a great deal of discussion about data, about
t he sources, about what the data neant and about how t he
data were interpreted. There was a pretty general
agreenent that little, if any, of the data actually
characterized the circunstances surrounding children's
access to rodenti ci des.

But there was agreenent on two issues. Nunber
one, a large nunber of children -- we're tal king about in
the tens of thousands over a period of service years --
cane into contact or presuned contact with rodenticides
in the hone setting. Gven that, this situation could
only occur if the product placenents were made in a
manner which directly violated | abel instructions about
safe use, for placenent of dates and any instructions
about keeping out of the reach of children. Because
what ever el se was happeni ng, these were not out of the
reach of children

But regardl ess of individual thoughts about the
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use of chem cal rodenticides, there was certainly an
agreenent that there were significant public health
benefits to controlling rodent popul ations. First of
all, protecting the public health. W heard information
from CDC about 20 different rodent borne di seases that
are found in the United States. And sone of those

di seases are fatal. For exanple, in one report period
outlined by CDC, 45 percent of victins of hanta virus

di ed.

W | earned that rodent borne diseases can be
transmtted in a nunber of ways. First of all, directly
by bites. Secondly, by rodent contam nation of food,
water and residential areas. And thirdly, by other
critters that bit the rodents and then bit humans and
passed on rodent diseases that way. Rodent borne
di seases that way. So that was one issue.

Anot her is actually protecting food supply.
Since rodents eat, they'll eat food wherever they can
find it, and if what they find is bulk food supply,
they're happy with that. And finally, to prevent
property damage. W heard and saw sone dramatic

i nformati on about what happens to residential structures
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-- and other structures. But we're focusing on
resi dences.

What happens to residential structures when
rodents are given unfettered access. They can bring a
bui l di ng down. They'll chew t hrough wood. They'l|l chew
t hrough all kinds of structural building materials. In
their search for water, they wll chew through water

pi pes, which not only affects the water supply, but

causes floods. And one of the frightening -- and | think
for many people very surprising -- things was how they

wi |l chew through electrical wires and cause fires as a
result.

We then got to the issue of chem cal rodent
control, since that, after all, is why we were there, and
consi dered i nformati on about the properties and the
toxicity of six currently used anti coagul ant
rodenticides, as well as zinc phosphide. Since we're not
here to talk specifically about toxicity, I'll |eave that
for now unl ess anyone has questions |ater.

But | want to conplinent that discussion about
chem cal rodent control by nentioning issues related to

nonchem cal residential rodent control. |Integrated pest
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1 managenent is an issue that was brought up by a nunber of

2 constituencies around the table, certainly

3 representatives of the public communities as well as

4 medi cal -- people with nedical concerns and the industry.

5 And it certainly was agreed that integrated pest

6 managenent is an inportant consideration when di scussing

7 rodent control in general. |It's inpossible to discuss
h 8 rodent control wi thout at the very |east tal king about
z 9 sani tation and waste nmanagenent.
E 10 But a couple of other issues were raised.
: 11 Nunmber one, nonchem cal neans are not going to be
U 12 effective if there is sone reason for rapidly decreasing
o 13 a rodent population. |If there is sone need to rapidly
a 14 decrease rodent popul ation, then nonchem cal neans are
L 15 probably not going to do it. And one instance of that
- 16 m ght be an acute public heal th hazard.
- 17 Secondly, it was noted that while a nunber of
E 18 nonchem cal rodent control nethods are avail abl e, they
u 19 may not have toxicities, but they may in fact present
q 20 ot her hazards. A kid who cones on a rodent caught in a
¢ 21 snap trap has access to that rodent and potentially
(a8 22 rodent borne diseases. |If rodents accunulate in a multi
wl
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critter trap that, again, is not renoved i medi ately,
then there is access to children. And quite frankly, you
know, | have taken calls at the poison center from people
who are bitten by rodents who were stuck to a glue trap.
Kids can get their fingers stuck in a snap trap and have
finger trauna as a result.

A nunber of potential risk nanagenent strategies
were discussed, and |I'Il talk about each of these briefly
before getting to our recommendations to this group.

First of all, there was sone di scussi on about making
these rodenticides restricted use versus general use.
And there didn't seemto be nuch support for that
possibility for a couple of reasons, one of which
restricted use neans exactly that. And so people who
need access to rodenticides and are not in a position
financially or otherw se to use the services of a

pr of essi onal pest control applicator automatically are
di sadvant aged. And secondly, the toxicology profile
sinply didn't seemto indicate a need for restricted use
for these substances in general.

Bittering agents. Bittering agents are

voluntarily used by sone manufacturers in their products.
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However, we al so heard sone testinony that mammal s,
including rats, certainly have strong reactions to
avai l able bittering agents, and that the required use of
bittering agents in rodenticides could have the undesired
ef fect of making themunpalatable to the rats and mce in
guesti on.

Tanper resistant bait stations. On the surface,
that seens like it would be an excellent idea. There are
a nunber of practical considerations. One is that they
are nore expensive. Another is that they are |arger, so
they are harder to display. They're harder to nmarket.
They have been less readily purchased and accepted by
consuners in past situations where they have been
mar keted to consuners. And there are a nunber of other
technical issues as well. But the bottomline is, with
the information currently available it makes them nore
expensi ve, |less available and |l ess attractive to
consuners.

| ndi cator dyes. Again, at first blush that
seens like a sinple thing. If we don't knowif a child
wi th an open packet of rodenticide actually ate sone or

not, if there was sone dye in that packet that told us

For The Record, Inc.
Wal dorf, Maryl and
(301) 870- 8025



-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

© 00 N o o b~ wWw N P

N NN R R R R R R R R R
N b O ©O 00 N OO0 o B W N +— O

94
yes or no, that at |east would start weeding out the
non-ingestions fromthe actual ingestions. It doesn't
address the issue of the youngster got a hold of it
anyway, but at least froma nedical point of viewit
woul d seem that would nmake it easier.

But the bottomline after all of our discussion
was that right now there are no currently suitable dyes
avai lable for this purpose. So it doesn't nean it's a
bad idea. It just nmeans that right nowit's not even a
feasible alternative.

There was di scussion of refornulating delivery
forms and repackagi ng anounts of pesticides available for
home use. Let ne talk about fornms for a mnute. There
was di scussion of actually enbeddi ng the pesticide
product in something |like paraffin, which nmeant it
woul dn't be scattered. You would have bite marks. If a
child got into it, you could guess anounts.

There was di scussi on about refornulating them
into sone sort of a hard pellet that would be nore
difficult for children to get into. But in one case we
ran into the issue of decreased acceptance by the rodents

in question. In the case of sonething that woul d be
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harder for a child to chew on, it would al so be harder
for a rodent to chew on. And the bottomline is, rats
have plenty to eat, and if we want themto eat rodent
bait, we've got to make it maximally acceptable to them
W want themto eat rodent bait rather than our houses.

In terns of limting anounts avail abl e, many
peopl e thought that that was feasible and in fact would
be consistent with recomendati ons that honmeowners check
product placenents regularly anyway to see if the product
has been disturbed. To see if there are rodents actually
eating the bait.

And then finally consuner education. First of
all, we all accept that education is a good thing and
that there are multiple potential neans of providing
educati onal nessages to consuners. But one nessage that
came through loud and clear to this group is that the
best tine to teach soneone sonething is at the point
where they need the information.

And without getting into all of the discussion
that led to that point, to the stakehol der work group it
seened clear that in ternms of honeowners using

pesticides, the best way for themto get that information
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is right there on the | abel of the product that they're
buying. And that led to the earlier interimreport that
this group received and the report that wll follow m ne.

Finally, recommendations. First of all, |abels
are the immedi ate targeted source of information for
consuners, and so | abels should provide better
i nformati on about how to place products safely and
protect children. Next, that outreach education efforts
can and shoul d be adjuncts to existing prograns invol ving
products and | abel |l i ng.

Having said that, it is a reconmendation that
EPA in partnership wwth a nunber of partners develop a
web site with basic information on rodent control, which
of course could include many neans of rodent control
ot her than chem cal rodenticides, as well as the safe use
of rodenti ci des.

Next, the EPA should not now require the use of
i ndi cator dyes or bittering agents in rodent baits, but
that industry should have the option of including these
agents on a voluntary basis and that industry should be
encouraged to continue research into innovative

strat egi es.
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Next, EPA should support registrant activities
to evaluate the feasibility of reducing the maxi mum
anount of rodenticide bait per placenent. And finally,

t hat EPA shoul d cooperate with industry and ot her
agencies to better understand the causes of rodenticide
exposures in children. The group felt that nore research
is needed for two reasons. Nunber one, we need to better
understand the circunstances that characterize children's
exposures to rodenticides, and that nunber two, w thout
that kind of information, it in fact would be inpossible
to evaluate the effects of any strategies put into place
to reduce those exposures.

Thank you.

MR. NIEVES: Good norning. Can you hear nme? W
name is Mchael Nieves. No, | amnot Eileen Myer. |'m
t he new Chem cal Revi ew Manager for the rodenticide
chem cals. Dennis D esel sitting back there used to be
t he Chem cal Review Manager. He works now out of the
front office of OPPTS. So if you have any hard
questions, feel free to ask him

Wth that said, Eileen Mwyer is going to give a
presentation on the |abelling inprovenents for these
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rodenticide products. Before she starts, however, | want
to stress that this is an ongoing process and at this
point we haven't finalized anything. It's been a while
since the agency has net with rodenticide manufacturers,
and based on the phone calls and the e-nmails that |'ve
been receiving, | sense there is a bit of urgency on the
part of the industry to get this process back into high
gear.

So | want to announce that before the week is
up, | will be sending out e-mails and calling the RRTF
menbers to et them know that right after the holiday
season there wll be a neeting and we can | ook forward to
working on this and trying to finalize this process.

Wth that said, | will nove back and hel p
Ei | een. Thanks.

M5. MOYER. Thanks, M chael. GCkay. | passed
around a sanple | abel that was given to the RSWI ast
year. This was not the only sanple |abel. Oher
manuf acturers provi ded exanpl es of how they coul d take
their current |abels at the tinme and i nprove them work
with the agency to find new ways to present the

i nformati on and nake the informati on cl earer.
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The other thing | want to do before | nove on is
to just nention the RRTF, which is the Rodenticide
Regi strants Task Force, which is an industry joint
venture that represents either directly or indirectly
over 90 percent of the rodenticide products that are on
the market. And the RRTF has been working very closely
with the agency to find ways for | abel inprovenent.

As Rose Ann said, when you | ook at the incidents
with children, children have gotten hold of the product
in one way or another. And whether they've actually
eaten the product or not eaten it, we're not sure. But
when a parent finds a child with rodent bait, everybody
things rat poison and inmmedi ately they call poison
control, because they want to find out what's going to
happen to their child. So we needed to find a way to get
consuners to place these products so they're not within
the reach of children

The concept that we worked off of as we worked
with the agency really canme out of EPA's consuner
labelling initiative. And we |ooked at the initial
gui dance docunent that cane out of the CLI and that was

presented to the registration groups to | ook at what we
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could do now. What needs -- what we could do, but may
need regul atory changes. But we tried to find ways that
we could work right now wi thout having to go through the
regul atory process which is a |lot nore cunbersone and
woul d take a lot |onger to see results.

| f you look at the |abels that | have passed
out, | have what we're calling our sinplified | abel on
the front and what was the current decon | abel at the
time. You nmay notice the name of the conpany has
changed. But one of the things that -- one of the
concepts that cane up in CLI was having nore white space.
And that doesn't necessarily nmean the | abels have to be
white, but really just nore space around the |abels.

I f you |l ook at the current decon | abel, at the
time it's a pretty daunting |label to read. It's
difficult enough to get consuners to read a | abel. But
when you have all this information packed together, smal
type size, it's even harder and it's harder to get
sonmeone to even find the information.

| f you look at the sinplified version, which is
the top copy, you'll see that the formatting is very

different. W nunbered the steps so that people could
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easily follow what they had to do in order to place a
bait. W used bulleting in the storage and di sposal
area. |It's a cleaner |ooking |abel and people can find
the information a | ot easier.

We have highlighted the key sections of the
| abel. We centered the headi ngs so you can see the
directions for use instead of the heading for directions
of use being hidden within all the other text. You now
have a bol ded heading. It's centered. You know, it has
the highlight -- the red highlights so there is a
contrast. People can find that information. They can
find the statenment that says inportant. Place this
product out of the reach of children, pets and ot her
animals. They can find the safety information, first aid
informati on and the environnental hazards.

We al so worked on sinplifying the phrasing that
was used. Sone of the | anguage that was used on the
| abels in the past was difficult for some of us to
under st and, you know, |et al one your common consuner.
And even in the RED there was a recommendation that a
phrase be placed under the environnental hazards that

advi sed consuners not to place the product in intertidal
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waters. Well, your consuner isn't going to understand
what an intertidal water is. |It's better to just say,
don't put this near or in water, and put it in |anguage
t hat the consuner knows what you're saying.

Since the problem-- as we | ooked at this, the
probl em seenmed to be that adults were not keeping these
products out of the reach of children. They were not
bei ng pl aced properly. W put nore enphasis on keep out
of the reach of children. W bolded a statenent right on
the front panel. W enlarged the statenent. W bol ded
it so people could see it clearly on the front panel as
they nade the purchase. And again, it goes back to the
t eachabl e nonent, so when soneone is even neking a
sel ection, they can see the statenent.

We have a lot of repetition on how -- on keep
out of reach of children. Repetition is a good way to
learn. So maybe if they don't see it in one place,
they'Il see it in another. And if you |look on the back
panel of the sinplified | abel, we have keep out of reach
of children boxed in a red section. W have it in the
directions for use as the first statenent in the second

and third steps of the directions for use. W have it
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again in storage and di sposal.

We al so have enphasis on read the |abel first,
whi ch was part of the canpaign of the consuner |abelling
initiative. And that is right at the top of the use
directions, to read this entire | abel and follow all use
directions and safety information.

Basically, this is our sinplified |abel where,
as Mchael said, we're anxious to nove forward on this.
And we've been working with the agency to develop a tine
line. There are a fewthings that we still need to work
out in | anguage and what itens mght require a regulatory
change versus those things we can do right now. But we
really would like to nove forward as qui ckly as possible
in inmproving the labels and trying to get this as one
means to mtigate unnecessary exposures or even children
havi ng the product in their hands.

Any questions?

MR. MCDAVIT: And that's all | had.

M5. MULKEY: That's it. By my count we have
about 30 mnutes, right, until 11:50. So we have about
30 mnutes for discussion and conment on isSsues.

MR. BOTTS: Just on the sinplified | abelling,
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this was devel oped using EPA' s consuner |abelling effort
and gui delines. Have you consuner tested this, or taken
this | abel out to people who actually use the product to
see whet her they can understand it or read it, or whether
they understand -- just reading it and | ooking through
it, having tried to read | abels froman agricultura
situation, it's a lot nore straightforward and a | ot nore
good solid information and a | ot fewer words than what
you typically see on a | abel.

And | just -- have you done any testing on
whet her this does get the nessage across to consuners?

M5. MOYER: We haven't actually done that work
yet, because we're still working on the format and the
| anguage that's in the label. But that's sonething |
know that as a manufacturer we would | ook at the | abel
fromthat standpoint.

MR. BOTTS: Okay. And one follow up. There are
things on this sinplified |label that if you change them
woul d require a regulatory change than what's required on
| abels now, or is this --

M5. MOYER: Sonme of the | anguage. There is a PR

notice. It's 94 dash -- Bill, seven or eight? Seven.
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That inpacts the | anguage that we use on the | abel. And
as you know, PR notices many tinmes are used as a
requi renent and the states will not allow us to register
our products unless we neet the conditions of a PR
notice. So there m ght be sone other changes that we
woul d need so that we can get state approvals on the
| abel s as wel | .

So it's one thing for us to work with the agency
and get the agreenment with the agency on the better
| abel , but there may be sonme processes we need in order
to gain our state registrations. So we need to address
that situation as well.

MS. MULKEY: J.J.7

DR. STEINBERG You know, this is all great
stuff and I love that the label is getting sinpler.
Unfortunately, | love pictures and | think pictures are
really terrific. And | would love to see sone pl ace
where pictures can be available. | wll tell you that in
the Bronx if we don't have a working facility with half a
dozen different |anguages, not including English, you
know, we would have difficulty with this. And you may

need to consider an insert in nmultiple |anguages. But
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pictures | think are really a clue.

Regardi ng the very nice presentation of the RSW
| would also say that |1've got to believe in this era
that there are a few things -- you know, bait stations.
Chil dren under the age of three will eat essentially
anything. They're in conpetition with many ot her species
of animals that will just eat anything that conmes their
way. And they will find out nmuch later that they don't
like it. 1've got to believe that we can come up with a
very clever, novel bait station to keep kids out.

| know Consuners Protection has thought about
t hese things. Al so, another good resource to hit, the
industry has brilliant engineers. |'msure they can cone
up with this and nmake them | ook pretty and attractive and
cost effective enough that people will buy them W in
the Bronx and in New York are interested in this, of
course. W have | ost peopl e because of hanta virus. And
believe it or not, we have Rocky Mountain Spotted Fever
in the Bronx, and we are worried about these energing
i nfectious diseases. Rodenticides are critical for
heal t h.

And the last note is that | still believe we're
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| ooking at the tip of the iceberg type stuff. And in the
way of getting noney for epidem ology, really counting
t he nunbers of how many people and children are invol ved,
| can't underscore this nore than enough. | think the
Anmeri can Associ ation of Poison Control Centers needs a
couple of extra dollars to do this. |If Jerry Blondell is
still working dutifully for you at EPA, he is an
astoundi ngly amazi ng epi dem ol ogi st. He needs a dozen
people to help him And I think you need an accurate
count, because an accurate count is how you base your
ri sk assessnent.

This is very inportant stuff. |'mdelighted
t hat PPDC has involved itself in this and the RSWand EPA
and the industry have noved forward to make this a better
product. W all need it. The consuners of Anerica need
it.

(END OF TAPE TWO, SIDE A)

FEMALE SPEAKER: We're a very friendly group

her e.

M5. MJLKEY: Yes.

FEMALE SPEAKER | want to just highlight what
J.J. said, because when | |ooked at this, | was thinking,
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who is this for. The |anguage issues are so inportant.
In the comunity that | live in -- you know, they say
that in the Montgonmery County schools, which is just a
suburb -- a county near Washington, D.C., you have 120
di fferent | anguages represented at the school s.

So first off, that really has to be addressed.
It's so inportant. And then that gets to, you know, a
second suggestion that he just nade that | was getting at
in a nore research oriented node. But | |ike noving
right to pictures. And that is, how do people get this
information. And we know already that there are | abels
on these products and they're not being foll owned.

So has any research been done as to why people
aren't following then? Now as a consumer nyself, | know
alot of times there are reasons why | don't follow the
| abels. So I"'mimagining that with a product like this
that -- have you really -- you know, do we really
under st and, you know, the reasons why people are not
absorbing the information that's there, and is there a
better way to get it to then? And | think the idea of
pi ctures, you know, is a way that should really be

expl or ed.
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1 The other thing that |1've been thinking of, have
2 we t hought of point of purchase kinds of ways of putting
3 these products in a place that says they are really
4 dangerous to kids if used inappropriately? To really
5 hi ghlight to consuners that you're entering into a
6 different part of the supermarket, or into a different
7 part of the hardware store when you, you know, cone into
h 8 the products that are rodenticides and pesticides, etc.,
z 9 and that perhaps if used according to the |abel, etc.,
E 10 etc., etc., they don't have inpacts. But if not, if
: 11 those are violated, as we see that they can be, that
U 12 there are inpacts.
o 13 So, you know, maybe sone ot her thinking of how
a 14 that |abel information or that consunmer information can
L 15 be conveyed is inportant to think about.
> 16 M5. SOLOMAY: | would just add that a nunber of
- 17 the issues that you raised were actually part of our
E 18 del i berations. W did hear sonme information about
u 19 pi ctograms. W discussed issues related to point of
q 20 purchase i nformati on regardi ng consunmer outreach issues
¢ 21 and so forth. So they were part of our deliberations,
n_ 22 but we couldn't put everything into a few final
L
m FoVr\aITdhe fReCI\(/)B[ d,I Indc.
o | ( 38&) 870-8025




-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

© 00 N o o b~ w N Pk

N NN R R R R R R R R R
N b O © 00 N OO0 o b W N +— O

110
recommendat i ons.

FEMALE SPEAKER: Ri ght.

M5. SOLOMAY: But we do have sonme nore
i nformati on avail abl e about those points.

MS. MULKEY: Does your report cover sone of
t hese ot her issues?

MR. McDAVIT: The report touches on the point of
purchase issue, but it doesn't go into a lot of detail.
Because | think what bogged us down was we weren't sure
whet her as feds we had the reach to get to the point of
purchase, because it probably is nore of a state and
| ocal -- unless we had expanding | abelling -- and we kind
of spun out at that point, | believe -- it seened a
l[ittle bit onerous to have conpeting products delivering
nmessages at the point of purchase in a grocery store,
where it's hard to get themto even carry bait stations
where there is limted shelf space.

So we really kind of spun out on that whol e
area. W recognize that as a critical spot, but we
weren't sure howto get to it.

M5. SOLOMAY: It's very difficult really to get

retailers to put docunents up in the store and to
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mai ntai n those docunents. And unfortunately they don't
really run under the sanme jurisdiction, so it nakes it
very difficult. And that's one of the things we did
di scuss. You know, that point of purchase. You know,
whet her we could do pl agues or sone kind of other
information. So wth that it's really nore the
difficulty and the experience that the industry has had
in getting retailers to put even docunments to hel p sal es
in general in the store.

MR. McDAVIT: Marcia, can | respond to one ot her
comment that was just nmade?

MS5. MULKEY: Sure.

MR. McDAVIT: |If you notice, | think itemthree
is a good exanple of progress made. |If you |ook at the
sinplified label -- | don't have ny glasses on, so l'ma
little challenged here. But |I can make it. It now nmakes
a statenent about -- a nore descriptive statenent about
placing it behind a heavy appliance or sonething. And |
don't think that was explicitly -- that kind of |anguage
wasn't there before.

And so the | abel before nay have sent

conflicting nessages. On the one hand it woul d say, put
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t he product where you have rodents, but keep it out of
reach of children. WelIl, how do you nmarry up those two

i deas unl ess you give an exanple of what we nean. So
that was a CLI kind of thing. WlIl, describe what you
mean by doing both of those things at the sane tine. So
put it behind a heavy appliance or sonmething. So that's
an exanple, | think, of the progress that was nade on
making it nore meani ngful.

M5. MOYER. But | want to pick up on sonebody's
point who said -- Dan's, | guess -- the need to do sone
real in-house -- because I'mthinking -- |I'mIlucky enough
not to have to have a rodent in ny house. But |I'm
t hi nki ng how does a person, you know, put it behind a
heavy appliance. You know, |ocked cabinets, etc. You
know, | think that's a pretty onerous burden on the part
of a homeowner. And if not understanding really the
toxi c nature of the product m ght say, oh, well, | can't
do that. But the rats are a worse problemthan whatever
isin here. 1'mgoing to go ahead and just |eave it out.
You know, | think that really seeing does nmake a
difference in the actual use place.

MB. SOLONMNY: | do want to nake one conment
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about what you said about the toxic nature of the
product. The products fall into the | owest risk category
in EPA's Category 4, so there is not the acute toxicity
to these products that people think. Wth the rat
poison, if a child eats, you know, one or two pellets
that there is this poison that if occurring. And
actually when the data was | ooked at, | do want to point
out there were very, very few incidents where there were
synptons fromingestion of the product, which really
affects the clotting nechani smof the bl ood.

So, you know, | just wanted to take that
opportunity, just because of the coments that you nade.

M5. MIULKEY: One nore question that relates to
comments. Two peopl e have nentioned | anguage and | think
t hree peopl e have spoken. So that's obviously --

FEMALE SPEAKER:  Uh- huh.

M5. MULKEY: Now obviously you're not going to
put 120 different |anguages on a | abel.

FEMALE SPEAKER: Ri ght.

M5. MJULKEY: But has there been discussion about
the key words. The key warning words in Spanish, which

think is the next nost preval ent | anguage after Engli sh.
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M5. SOLOMAY: One issue that cones up -- this
particul ar package lends itself to a lot nore room A
| ot of the rodenticides are sold in place packs and smal
packages. And because you have limted space to even get
the required | anguage wi thout making it nouse size, it's
difficult to put bilingual or tri-lingual on those
packages versus a package like this. And we're | ooking
at sone of the -- you know, the place packs having one
ounce of product init. So you are |ooking at sonething
that is very small.

M5. MULKEY: kay.

MALE SPEAKER: A couple of coments. One, | do
think that this working group is a nodel for all the
wor ki ng groups in the success that they've had at getting
to a joint conclusion that | ooks |ike consensus to ne.
And that's nice to see.

| have a question about the report, and Eil een,
maybe you've gotten at this already. But there was sone
di sagreenent or a lively discussion about setting a
quantitative goal of reduction of exposures to 50 percent
and that was abandoned. And | would just like to know a

little bit nore about that.
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M5. MOYER. Do you want to take that?

MR. McDAVIT: Yeah, let nme address that. W
were -- the group just kind of kicked the idea around, is
there sone way to establish some goal or sone performance
standards. Wiere do we go fromhere. And | think there
was an interest in doing that, but we just didn't know
how to get there again. W didn't know where you set the
bar. Since we didn't know enough about the cases -- the
details of the cases, the behaviors behind the child that
resulted in any given case, it was kind of hard to set
t he bar.

And | think we were hopeful that we could cone
up with sonething, but we feel short of nmaking that.
That's ny recol |l ection.

M5. MOYER: That's exactly right, Mke. And
also that's why we felt really for us to do that that we
need to i nprove the data collection that was taking
pl ace. Before you can neasure sonething, you need to
know -- have appropriate information to neasure. And
that's why we tal ked about inproving the data collection
opportunities. You know, what kind of questions shoul d

poi son centers ask when calls conme in -- other types of
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information -- so that we can really sort out the
exposure from non-exposure and sone of the other calls
that conme into poison centers.

M5. SOLOMAY: | mght just add that none of the
data sources available really characterized the
ci rcunst ances of exposure. W have a neani ngful nunber
in ternms of reducing exposures. And we have a literal
tip of the iceberg nunber. A call to a poison center --
there are many calls to poison centers -- represents a
ci rcunstance, but it's not the goal of a poison center
managi ng a potential emergency to do detailed data
col | ection about the circunstances.

That's one of the reasons why a recomrendati on
is that nore research be done. And there are actually
many exanpl es of research where data |i ke these have been
used to identify a problemand then a structured study
conducted as a result of that to get at nore issues. And
| think that's where -- that's sonething that we agreed
on.

MALE SPEAKER: M ke, you said this is sort of a
sunset of this group, and yet there are a | ot of

recommendati ons going forward. Who would pick those up?
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MR. McDAVIT: Well, ny understandi ng woul d be
that the PPDC shoul d consider these recommendations. And
| think as Marcia -- earlier on when we were killing
time, she was describing that it's really up to the group
to do whatever it sees fit. | mean, the agency wll
react to whatever the PPDC wants to do as it sees fit.

But | think you' ve got a full nmedley -- kind of
a full story here, acknow edging that we didn't solve the
problem | don't think we felt |like we got that far.

But we certainly feel |ike we acconplished what we set
out to do, which was based on what we had what coul d be
recommended as a group. And in that sense it wasn't
perfect, but it certainly was progress on a conti nuum
So | don't know if |I'manswering your question.

M5. MULKEY: To be very literal, the agency
antici pates sone sort of an amendnent of the RED to bring
to conclusion the regul atory deci si on naki ng under these
REDs. | nean, that's one piece of things.

MR NIEVES: And | just wanted to add that the
RED -- SRRD managenent is looking to rewite or schedule
arewite of this RED sonetinme for FY 2000 -- 2001. What

year are we in?
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M5. MULKEY: It's 2001, yes.

MR NEVES: | can't keep track. Currently
right now we're working under a ecol ogi cal assessnent of
the rodenticides, so we're working on three things right
now. We're working to -- we're working on this side and
gat hering these comments and see where we go from here
with this information. Then we're also working on the
ecol ogi cal assessnment. And then we're also working on
t he | abel i nprovenent.

And | guess at this point I'mbasically the
lightening rod for -- or the contact person -- |'m not
exactly sure how you franme it -- for the rewite and for
collecting all these comments. And Dennis D esel was, as
| said, the Chem cal Review Manager. Now this is ny
responsibility, so we'll see where it goes. But right
now I 'mcollecting the information and the rewite is
schedul ed for later this year

M5. MIULKEY: Right. W wll ask you -- one of
the problens we have here is that we have about seven
m nutes. Two of our public commenters have asked to use
this time instead of later, so we may go an extra five

m nut es before our break. But not nuch nore, because we
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need to get back.

We' Il hear from Jose and Adrienne. And then we
wll see if it nmakes sense to have sone sort of PPDC
cl osure here.

DR. AMMDOR Mne will be short, because the two
points that | wanted to make have already been nade. One
was the issue about using another |anguage, using at
| east a key word, as Marcia has said. W do that in
pesticides. You know, sone of the key words. W have
danger, caution and warning at |east.

The other one | have has to do with the
pi ctures, and that point has been made. | just wanted to
rai se the question, what was the rationale for taking the
pictures out? | nean, there nust have been a reason why
the pictures were taken out other than just space.

MR. McDAVIT: To keep that part short, | would
say that there is actually -- there are sone differences
of opinion wthin the agency about the value of pictures.
And the reason is that pictures can say a | ot of
different things to a ot of different people. So one
has to be very careful that you get the picture right.

And we have been in a bit of a discussion with
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1 Eileen on this very point. So | think they were dropped
2 just for the sake of not having to go to that issue.
3 M5. MOYER: One of the things to keep in mnd is
4 that this is a work product. It's not a final product.
5 And we did, you know, discuss what appropriate pictures
6 may be used. A picture of a refrigerator show ng the
7 bait behind it. But to make things a little easier right
h 8 now as we, you know, are continuing to work on this work
z 9 product, we figured we would put the things on there that
E 10 were where we were right now, so that what you have is a
: 11 status. So that doesn't preclude the fact that in the
U 12 future there may not be pictures, especially on |arger
o 13 packages versus your snmall place packs.
(a] 14 MS. MULKEY: Adrienne?
L 15 ADRI ENNE:  Yeah. |'malso going to be brief,
> 16 because | don't want to bel abor the issue of |anguage.
- 17 But, | nmean, even on a snall package where the word
E 18 caution is listed in English, it could be listed in
u 19 anot her | anguage or even with a picture. | know that in
q 20 sone pesticide products the agency has al |l owed sone
¢ 21 picture use in order to indicate sone type of danger.
n_ 22 | don't know how appropriate it would be in this
L
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case, but a sinple word directly under caution, for
exanple, on this |abel m ght work.

Also, an alternative to that is if -- because
it'"s really unfeasible to provide these packages in two
| anguages as far as use is concerned, it mght be that
sone type of 800 nunber, or sone type of information is
avail abl e at, m ght be enough at least for the tine being
if an insert is not possible. And, of course, we can't
have an insert that is available in all |anguages, so
sonething like -- something along the Iines of what EPA
does if information is not readily available in Spanish
or in Chinese -- or one of the dialects of Chinese. You
can contact the agency and they can at |east put you in
contact with people who can help you or who can get you
t hose materi al s.

Also, | just want to echo sonething that |
bel i eve Sarah said about the delivery nethods and putting
t he onus not on the honmeowner but on the manufacturer. |
can see why these pellets would be very attractive to
children. Fortunately, |1've never had to use these
either. But there m ght be ways of making sone of these

alittle less attractive. And | would just hope that one
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of the recomendations is to put a little nore research
enphasis on that, just because ultimately -- as | believe
Dr. Steinberg said -- children will put anything in their
nout h.

You know, if you |look at the pictures and you
see inthe little bait box -- which since |I've never used
these | thought maybe this cones with a little bait box.
And then reading nore carefully | realize no, it doesn't.
The bait box seens like a great idea. So | don't know if
sonething like a roach notel -- | nean, |'msure that
everybody who works in this field has thought about al
of these things.

But | just hope that any recommendation really
i ncl udes an enphasis on that.

DR. AMADOR: Marcia, could | just add one thing
tothat? It's very short.

MS5. MULKEY: Sure.

DR. AMADOR:  Anot her thing you m ght want to
consider is a suggestion to the manufacturer to make
boxes with the whole thing in one | anguage. There are a
| ot of places now where ethnic foods are sold and the

whol e thing could be done in one | anguage, like in
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Spani sh. So they m ght want to consider, you know,
havi ng boxes done in English and then boxes done in
Spani sh, and then that way people can put themin
what ever they want to.

M5. MJULKEY: Well, we appreciate your engagenent
with this. Wat -- the only thing that really needs to
happen for the agency to consider this report as advice
-- we don't have to adopt it. We're not bound by it.
It's for this group to encourage the agency to consider
this report.

And so while I don't have to take a vote, what
think m ght be helpful, is any sitting nenber of the PPDC
concerned about the idea of the agency considering this
report in its deliberations?

Yes, Ray?

RAY: A gquestion on that point. |It's outside ny
area of expertise, but the report goes forward? It
doesn't close off discussion or outside input or conment
on it?

M5. MJULKEY: No, none at all.

RAY: kay.

M5. MIULKEY: It's just advice. It's not

For The Record, Inc.

Wal dorf, WMaryl and
(301) 870- 8025



-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

© 00 N o o b~ w N Pk

N NN R R R R R R R R R
N B O © 00 N O o b W N +— O

124
significantly different than the comments you all nmade
this norning on the EUP. That was made by the PPDC, so

t hat was advice we can receive fromthe PPDC. Because

this is a work group, we basically need your -- you
basically becone the conduit. It doesn't nean you agree
withit. It just neans that you think the agency should

receive this as advice that occurred in inprimture of

t he PPDC

Any ot her concerns? Yes?

MALE SPEAKER: Well, no. Maybe this is the
i nappropriate tine to say this. But | just -- you know,
| don't know for what reason, but | just wanted to say

that it was really a rather extraordinary process. |
recall at the first nmeeting there were people who
attacked ot her people's ethnic heritage and simlar Kkinds
of remarks. It was really a very contentious neeting.
And in this process the EPA personnel who were
i nvol ved genuinely forged a consensus. And maybe it's
not, you know, the ideal solution. But |I think it
produced a very tangi bl e change in the way peopl e use
rodent control products, and | conplinent the agency and

the fol ks who were involved in it for making that happen.
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M5. MJULKEY: That's good to hear. One thing all
of you should knowis that in addition to this exercise
there are two rel ated exercises, one of which we've not
had a | ot of discussion here but you heard nention, which
is the so-called consumer labeling initiative which is a
maj or effort. And at some point we may want to engage in
that. The other is sonme things having to do with
pesticide use in urban areas, which we are actually going
to discuss briefly this afternoon that relate to this
t opi c.

VWll, then, | think what | would like to say is
that unless | hear dissent, | will assune that we have
heard fromthe PPDC that it is appropriate for the agency
to take this report as advice to it.

Very good. Now we will take two public
coments. And these are |imted in tinme, as you al
know. The first is Sissie Spragins of Rockwell
Laboratori es.

M5. SPRAG NS: Thank you. |'mactually speaking
on behalf of Bell Laboratories. | was a nenber of the
RSW and al so a nenber of the RRTF. Bell Laboratories is

a manufacturer of a wi de range of rodent control

For The Record, Inc.
Wal dorf, WMaryl and
(301) 870- 8025



-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

© 00 N o o b~ w N Pk

N NN R R R R R R R R R
N B O © 00 N O o b W N +— O

126
pr oduct s.

And | wanted to nmention -- just nmake a coupl e of
points for the PPDC and the agency that in the course of
the di scussions that the issue was really not the
toxicity of the rodenticides but the nunber of encounters
that children had. | think if you spray a liquid
i nsecticide, you know, along your baseboard you don't
really know if your child happened to touch it or not, or
you're not really cognizant because you don't see it.

But with a rodenticide, because it's a physical,
you know, solid product, if you put it out on the floor,
then it's picked up and then there is a call. But in
terms of the actual nunber of cases that actually caused
any, you know, nedical synptons at all, it was extrenely
smal |

Secondly, rodenticides are truly a mcrocosmin

the grand schene of pesticide chemcals. It is a very
small market. It is a mcrocosm And | think the
nmeetings were really extraordinary. | think it was a

very good opportunity to educate people on a subject that
unl ess you're enbroiled in rodent control on a day to day

basis, which is an extrenely small nunber of people that
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1 are, really there's not a |lot of general know edge about
2 t hat subj ect.
3 Thirdly, on the issue of bait stations, | guess
4 |"ve said it a lot of tinmes and I mght as well say it
5 one nore tine. W manufacture bait stations which are
6 tanper resistant -- or which we claimto be tanper
7 resistant. W are interested in selling these in
h 8 basically anywhere we can. The market has been limted
z 9 in the consuner real mfor these types of bait stations,
E 10 and we don't advocate naking it a requirenent because we
: 11 feel like the cost of them would prohibit a nunber of
U 12 peopl e that need these products frompotentially buying
o 13 t hem
a 14 W did tal k about a nunber of the issues, you
L 15 know, and some that were raised in the discussion. It's
> 16 been kind of beaten to death in a |ot of ways. But, you
- 17 know, we are working on things. Unfortunately, again the
E 18 size of the market relative to the current requirenents
u 19 to actually show that a bait station is tanper resistant
q 20 so that you can make that claimon the |abel is basically
¢ 21 prohibitive. And that's basically an issue.
(a8 22 So there is no product on the market, despite
L
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the fact the products are certainly going to protect the
bait nore than an open placenent to actually make that --
that they're able to nmake that clai mbecause of the cost
prohi bi tiveness.

Thank you.

M5. MULKEY: Ckay. Qur next public comrenter
conmes fromthe Gty of Seattle. |I'msure |I'mgoing to
but cher her nane. But | did want to tell you that the
City of Seattle expressed a keen interest in
participating on the inerts work group, and because it
had progressed so far when that request cane, we
encouraged themto be a very active observer, if you
will. And they' ve taken us up on that.

But in general we are delighted to see city
governnments able to and wlling to invest in paying
attention to pesticide issues. And so a special wel cone
to Tracy Diconner.

M5. DI CONNER: Actually, Marcia, | was hoping to
comment after the afternoon presentations.

M5. MIULKEY: OCh, I'msorry. W m sunderstood.
We t hought you wanted to comment this norning. W're

glad -- we're all ready to go to lunch, so we're happy to
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have you | ater
And we're off to lunch wwth a return exactly at
1:00. And you pay the price in your discussion tine if
you don't follow that rule.
(END OF TAPE TWO, SIDE B)
(Wher eupon, a lunch recess was

t aken.)
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AFTERNOON SESSI ON

M5. MULKEY: -- fromthe other stakehol der work
group that has been very active and is a work group of
the PPDC. It's dealing with sonme very inportant issues
relating to inert ingredients and public information
relating to inert ingredients. This work group has,
believe, had two extended face to face neetings, and if
|"ve got the nunber right, seven conference calls. This
has been a hard working group. It represents a very rich
m x of participants, experience, points of view,
passi ons, concerns and considerations. And | think it is
eager to have us know where it stands.

The presentations are to be made by two EPA
enpl oyees, but they are being made in their capacity as
co-chairs of the work group. So they're here to speak
for and on behalf of the work group. Al right. Caneo
is going to do Bruce's --

M5. SMOOT: -- work group managenent.

M5. MJULKEY: Ch, okay. So ny notes are w ong.

M5. SMOOT: He changed his m nd yesterday.

M5. MULKEY: That's fine. No problem W can

handle this. | think it's going to actually follow a
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nmodel nore |ike what the rodenticide work group foll owed,
which is to call nore on the talents of the work group
menbers but with a framng presentation from one of our
key peopl e, Caneo Snoot.

M5. SMOOT: Thank you. Good afternoon. M/ nane
is Cameo Snoot. | work with the Field and External
Affairs Division of the Ofice of Pesticide Prograns.

The | ast eight nmonths my division has assisted the inert
di scl osure stakehol der work group and its activities.

And this afternoon | just want to present a very brief
status report on what's been ongoing for the | ast eight
months. | left a copy of just a quick summary of the
activities in your chair. Hopefully you'll conme back and
-- if you don't have a copy, let nme know. Also, as part
of the very small packet is a copy of the four proposals
that 1'Il discuss in just a nonent.

In January of 1999 EPA asked this committee to
consi der establishing a work group to advise the
commttee on ways of making information on inert
ingredients nore available to the public while working
wi thin the mandates of FIFRA and confidential business

concerns. The commttee acknow edged that an
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investigation into the current EPA policy would warrant
constructive stakehol der input.

Wth the approval of the commttee and after a
formal solicitation period, in July of 1999 EPA
established a diverse work group of nenbers from public
health, environnental, industry, academ c and state
government organi zations. In March 2000 EPA sponsored
the first face to face neeting of the inert disclosure
st akehol der work group. Over the |ast eight nonths, the
work group has held two face to face neetings and seven
conference call neetings.

EPA' s charge to the work group is to consider
potential nmeasures to increase the availability of
i nformati on about inerts to the public. EPA also asked
the work group to factor into any work group
recommendations informational needs for a variety of
st akehol ders; current agency processes and policies
related to inert ingredient information; comerci al
consi derations regarding the disclosure of inert
ingredient information; barriers and constraints in
exi sting law and policy, and relevant principles and

benefits of right to know.
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The work group -- over the course of the work
group activities, the work group agreed on sone
eval uation criteria for any proposals that m ght be
i ntroduced by work group nenbers. Questions such as who
are the audi ences, what are their informational needs,
how can their needs be net effectively, how can
comercial interests be protected, and what other
regul atory policies and schenes may be rel evant.

Over the last eight nonths, the work group
menbers and EPA have coordinated in a series of
di scussi on papers to hel p answer sone concerns. Sone of
t hose questions that we've tried to answer are how
i nformati on about inerts is provided to health care
provi ders? How does EPA disclose information about the
inerts to the public? What is the role of patents in
protecting industrial proprietary rights? What are the
regul atory requirenents for ingredient disclosure for
ot her products such as cosnetics, over the counter drugs
and/ or prescription drugs? Wat types of barriers or
restraints for sharing inert ingredient information
exi sts between the federal governnment and the states or

within the states? Wat are the infornational needs of
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sensitive and vul nerabl e popul ati ons such as people with
mul ti ple chem cal sensitivities? To what extent can
ingredients in a pesticide product be reverse engi neered?
To what extent is there standard nonencl ature and/ or
common nanes for inert ingredients?

Yesterday for the first tinme the work group
i ntroduced four proposals which they had an opportunity
to critique. Wile there have been no formal decisions
as to which proposal may or may not be considered --
further considered for work group activities, the work
group did spend about six and a half hours yesterday.
And I"'mgoing to turn over the mke to a nunber of the
wor k group nenbers. Each of them has introduced
proposals to the work group, so they can briefly give you
an overvi ew of what the discussions were about yesterday.

And the first person up is Carolyn Cox. And a
copy of that proposal is the second page in your packet.

M5. MJULKEY: The second page? Oh, the petition.

FEMALE SPEAKER: It says the Cox proposal

M5. SMOOT: Yes. It says the Cox proposal on
the top of the page.

M5. COX: Good afternoon. |I'm Carolyn Cox and
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|"m here fromthe Northwest Coalition for Alternatives to
Pesticides. W're a regional environnental group based
i n Eugene, Oregon.

The proposal that | want to outline for you
today is based on a rul e making proposal that was
requested by a petition that nmy organi zation submtted to
EPA back in January of 1998. That petition has been co-
signed by 260 |ocal, regional and national environnental,
heal th and | abor organizations. |In addition, a parallel
petition was submtted by the New York Attorney General
and seven other Attorneys Ceneral. Those petitions were
one of the reasons that you all acted to formthe inerts
di scl osure stakehol der work group.

The proposal that I"'moutlining is probably the
nmost conceptually sinple of the four proposals that
you'll hear about this afternoon. It would sinply change
current |abeling requirenents so that | abels on pesticide
products would list all the ingredients in that product,
much |i ke the | abel on a box of cookies. It has several
advantages. It probably requires the | east anount of EPA
resources in terns of evaluating what needs to go on the

| abel .
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1 W tried to address concerns that registrants
2 have a way to protect the pesticide formula, which for
3 many products they would |ike protected as confidenti al
4 busi ness information. So our proposal does not require
5 | abels to actually identify what I would call the recipe
6 for the pesticide product. That is to say the actual
7 anounts or percentages of a particular ingredient. It

h 8 just lists the ingredients.

z 9 O the four proposals that you'll hear about,

E 10 this one | think comes closest to neeting the full needs

: 11 of all the audience groups that the work group has

U 12 identified as needing informati on about pesticide

o 13 ingredients. So for state regulators, for health

a 14 prof essionals, for the exposed public and for pesticide

m 15 consuners it would give all of those groups the nost

> 16 informati on of any of the four proposals about what is

- 17 actually in the product.

E 18 And 1'lI1 be happy to answer questions, but

u 19 should I wait until --

q 20 M5. MJULKEY: Wiy don't we go through the four.

¢ 21 M5. COX: So | would be happy to answer

(a8 22 quest i ons.

L

m FoVr\aITdhe fReCI\(/)B[ d,I Indc.

o | ( 38&) 870-8025




-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

© 00 N o o b~ w N Pk

N NN R R R R R R R R R
N B O © 00 N O o b W N +— O

137

M5. MULKEY: |If you have clarifying questions.

MR, ELWORTH:. Yeah, actually |I do. Wwo are
t hese proposals to?

M5. MULKEY: These are proposals within the work
group, as | understand it. They're not to us. They're
not to -- well, this one was filed as a petition.

MR. ELWORTH R ght.

M5. MULKEY: But with the exception of that, |
believe these were all just internal. They're in the
m dst of their work. They're not finished and this is
just an internal stage in which they' ve devel oped four
proposal s.

MR, ELWORTH. So are these proposal
presentations informational just for discussion?

M5. MJULKEY: Yeah, | think so. Yes.

MR, ELWORTH. We're not being asked -- okay.

M5. SMOOT: Just one thing. | nean, it's
primarily informational. On the other hand, if any or
all of you have, you know, brilliant insights or ideas of

things that the group should think about when we get back
together in January, it would be hel pful to hear those.

MR, ELWORTH. (Ckay, thanks.
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M5. COX: Any other questions | should answer at
this time? Ckay. So I'll be happy to --

MR. AHADOR: These proposals fromthe group are
fromfour separate people fromthe group, that each one
makes a proposal, or are these proposals of the group?

M5. MULKEY: They're not of the group. They are
within the group, for lack of a better word. One or nore
menbers of the group have put them forward for
consideration by the group. They may or may not have
been massaged a little bit after their initiation. None
have been adopted. They've not been thoroughly -- the
group hasn't conme up -- the kinds of things we heard
about the advantages of this, | think at this point are

her opinion and not the group's opinion.

These are just proposals that have sone degree
of activity within the group, | think. R ght? Have |
got that right?

M5. COX: So if you have nore questions, I'll be
happy after the other people --

M5. MULKEY: Well, why don't you save them so
you can --

M5. COX: -- finish their presentations.
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M5. MULKEY: Yeah. So we can get everybody
t oget her.

MALE SPEAKER: Do you have any nore copies of
this proposal ?

M5. MULKEY: It's the whole package that had
included it. Do we have sone -- Caneo does have sone.
You need to understand. This group net yesterday to
prepare for this -- in part to prepare for this session
after that. So that's why it's in alittle |ess cooked
formthan the other things we've heard.

JULIE: And | think each of these proposal s was
di scussed yesterday, too, so we're really basically
gi ving you what we gave to each other yesterday. The
proposal that | have put to the work group is -- and |
think it says Proposal for Consideration by the | DSW
Regardi ng I ngredient Information on Labels. And this
proposal is based on the recomendati ons that came out of
t he Phase 2 of the consuner |abel initiative research and
the partners and task force recommendations fromthe CLI
and also partially from EPA s interimguidance that was
i ssued on inplenenting the | abeling changes.

As a result of that, you know, we did try to
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i npl ement sone of these changes, and through that process
found sone of the barriers -- encountered sonme of the
barriers. So part of this proposal is also to address
sone of the barriers that we encountered.

The proposal basically is that EPA would issue a
PR notice indicating that registrants would be allowed to
portray their ingredient information on their labels in
what ever manner seened nost appropriate through a nunber
of options, you know, considering what woul d be
appropriate for that type of fornulation as long as it
wasn't false and m sl eadi ng.

And to facilitate that disclosure that EPA woul d
al so include in that PR notice specific criteria for
al I owabl e | abel placenent of the ingredient information.
And this targeted particularly on the current requirenent
that all ingredient information be |ocated on the front
panel. This kind of is a barrier to putting a |ot of
addi tional information on |abels.

So that on packages that are small enough that
can be turned around easily, that the ingredient
informati on can be on the back or side panel, as |long as

it is -- thereis areferral statenment on the front and
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the ingredient infornmation is easily | ocated and easy to
read. And then on | arger packages, basic information
woul d be found on the front panel wth additional
information | ocated el sewhere on the package.

More inportantly, that subsequently EPA through
the CLI or other appropriate task force or group would
conduct further research on what needs may not be net on
| abeling through this and what nmay be the nost
appropriate manner for including ingredient information
on labels. And that the research should also -- you
know, shoul d exam ne the way that consuners expressed
that they want to see | abel information.

And then based on, you know, the conclusive
results of research that indicated how | abel information
shoul d nostly appropriately be placed on | abelling, EPA
could then initiate rule making procedures to require
such | abel information.

The | ast conponent of this proposal is that EPA
extend their current consumer education program which is
the Read the Label First canmpaign, to include providing
consuners information about ingredients, such as the

meani ngs of the terns and the functions of inert
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ingredients in formulations. FDA has done simlar type
prograns with explaining -- there are materials
expl ai ni ng the purpose of food preservatives, food
additives and with cosnetic ingredients.

So in conclusion, this proposal -- and |I'm going
to pass around -- |I'll have one go each way -- a couple
of packages that have inplenented this proposal, just so
you can see in, you know, real life the types of
ingredient information that would be provided. |In both
of these the ingredient information is |ocated right
under what's called the Quick Fax box on the back panel.

| think the advantage that we see for this
program-- or for this proposal is that it is sonething
that could be initiated i nmediately, you know, as a first
step. Even though it is voluntary, it would at |east be
able to be initiated imediately. And with the
consequent research, we can ensure that we find the nost
appropriate way of putting ingredient information on
| abel s so that we don't have kind of the unintentional
consequences of, you know, putting information on |abels
that would actually be less likely to be read and ki nd of

run counter to our whol e proposal to increase | abel
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r eadi ng.

And | can answer any, | guess, immedi ate
questions and then | guess we'll answer nobre questions in
t he di scussi on.

M5. MULKEY: Any clarifying questions for Julie?
Ckay. Do you want to nove to nunber three?

MR. SURGAN. Good afternoon. |'m M chael
Surgan. I'mfromthe New York State Attorney General's
office, and 1'"'mgoing to sacrifice 30 seconds of ny tine
to explain that the proposal that | submtted along with
others to the work group was submtted with ny work group
hat and not with the hat of a petitioner. That petition
is in front of another forumwhere it's nore
appropriately consi dered.

A group of seven of us representing diverse
interests got together and put forward a proposal that is
based on a recognition of the need and the right of those
who use pesticides, and those who may be exposed to
pestici des even though they didn't use them to know the
preci se conposition of the products to which they' ve been
exposed.

And | think that it also reflects some of the
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t houghts of the rodenticide work group that you heard
this norning. | heard that the rodenticide work group
found that the | abel was the best time to -- the best
part to educate the consuner and that the nonment of
purchase was the teachabl e nonent.

The proposal as it is set forth in the nmeno that
you have is, | think, also fairly sinple and
strai ghtforward, although not as neat and sinple as the
proposal that was put forward by Carolyn Cox. It is
based on current practice for cosnetics. |It's a practice
that is in use by federal regulatory agencies today. And
it is based on a presunption that EPA will require the
di sclosure of all ingredients on the |abels of pesticides
unl ess there is a specific finding to the contrary.

The proposal includes, as does the regul atory
statutes within which FDA works -- it includes provisions
as to what the content of a petition by a registrant
woul d be. The petition process would give the registrant
the opportunity to make to EPA its case for any
conpetitive advantage or econom c distress that would be
caused by revealing the inert, and EPA woul d then

consi der that against the presunption of disclosure and
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EPA' s understanding of the toxicity and adverse effects
of the pesticide and the inert ingredients.

As far as tine, we proposed a tine |line that
woul d require that registrants present the petition at
the first instance when they nay be re-registering a
pesticide, when they may be filing for a | abel change or
in any case within three years fromthe passage of
promul gati on of enabling regul ations.

The proposal would give to the public nuch --
nmost, perhaps, but not all of the information that we
bel i eve they should have. Obviously to the extent that
EPA decides that the information could be held
confidential, the public would be denied that quantum of
information. And in making that information available to
the public on the label, it would also certainly
simlarly serve the needs of all the other audience
groups that we have identifi ed.

And like ny colleagues, I'll be happy to answer
gquesti ons.

MALE SPEAKER: Can | ask a clarifying question?
You're with the Attorney General's office in New York?

MR, SURGAN: Yes.
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MR, ELWORTH: And on Carolyn's proposal it lists
that this is an excerpt from pages 18 and 19 of a
petition. 1Is that right, that New York has a pendi ng
petition with the agency?

MR. SURGAN: Yes. | said -- | clarified that at
t he begi nning. Although New York is one of the
petitioners, |I'ma nenber of the work group and I
proposed this as a nenber of the work group.

MR, ELWORTH:. And is that -- is what you're
proposi ng substantively different from--

MR. SURGAN:. Yes, it is.

MR. ELWORTH  Yeah, it is.

MR. SURGAN:. Substantially different.

MR. ELWORTH. Wy are you all doing that?

MR. SURGAN: In the spirit of cooperation in the
wor ki ng group, we put forward a proposal that we thought
m ght address the needs of everybody around the table.

MR ELWORTH:  Ckay.

MR. McALLI STER:  Musical chairs w thout the

music. M name is Ray McAllister. [I'mwth the American
Crop Protection Association. In your packet you have a
two page proposal. Each page is entitled Draft Proposa
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on Non-confidential Pesticide Product Sunmary. This was
put together by an informal coalition of trade
associ ations representing conpani es who are registrants
of FIFRA regi stered products.

By way of background expl anation, over the |ast
few years EPA has received a | arge nunber of requests for
product ingredient information under the Freedom of
Information Act. To respond to those, EPA has prepared a
list of -- | think it's 12 or 14 questions which go out
to the registrant of each product for which there is a
request. And in responding to this, the registrant nust
answer the 14 questions about each of the ingredients in
the product, justifying the reasons why that individual
i ngredi ent should be retained as confidential business
information. This turns out to be a considerabl e burden
for both EPA in processing these FO A requests and for
the registrant in responding on a product by product,

i ngredi ent by ingredient basis.

So the origin of this proposal was to assi st
both the EPA and the registrants in responding to these
types of proposals -- or these types of requests. As

such, it addresses only a limted aspect of the concerns
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whi ch have been expressed over disclosure of inert
i ngredi ent information.

VWhat this proposal does is it proposes that the
regi strant prepare a rel easable summary -- a pesticide
product summary -- outlining the ingredients in that
product. The rel easabl e product summary woul d have
informati on which would identify the function of an
ingredient in the fornmulation. It could identify the
chem cal or commobn nanme or a generic chem ca
classification. The neans of identifying the ingredi ent
woul d be at the discretion of the registrant.

I f you | ook on the page that has a table on that
w th boxes nunbered one through four, the active
ingredient in box one is already required on each product
| abel or the nunmber of all of the active ingredients. |In
box two the registrant would identify all other
i ngredi ents through one of those neans of identification:
pur pose, actual chem cal or common nane or the generic
chem cal classification.

I n box nunber three the registrant woul d
identify any ingredients of toxicological concern now on

what EPA calls its List 1 of inert ingredients. |If these
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occur in a product, they already have to be identified on
the product label. 1In box four the registrant would
identify other ingredients associated with specific
physi cal or health hazards. This is the type of
information that now occurs on the material safety data
sheet for each of those products.

Dependi ng on how such a proposal were
i npl enented and whether it is strictly voluntary or
t hrough sone regul atory neans, the other page gives three
possibilities for subm ssion of that information, whether
it's a rel easabl e product sunmmary, a phrase which al ready
occurs in the regulations and could be nodified slightly
to accommodate this type of subm ssion. Wether it's a
non-confidential fornula description form which would
acconpany and not replace the current confidenti al
statenent of formula that is submtted to the agency. O
a new type of form a pesticide product technical data
form

As such, this proposal -- or this type of
informati on could be provided by EPA to any requester for
the ingredients information on a product. Another

possibility is to make this information avail abl e through
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sone cl eari nghouse, such as an Internet web site where
anyone can go look to find this information. It is
strictly the information that the regi strant chooses to
di scl ose about his product. It is not a full disclosure
unl ess the regi strant so chooses.

We expect that this type of information would
satisfy a | arge nunber of the requests that cone into the
agency, and could dispense with a | ot of the bureaucratic
effort required to respond through the Freedom of
| nformati on Act.

M5. MULKEY: | have one clarifying question.

MR MALLI STER:  Yes.

M5. MULKEY: Do you have any sense of how many
inert ingredients or other ingredients would have to be
di scl osed under your proposal because they are required
to be listed on the MSDS?

MR. MALLISTER: | don't have a good feel for
that information. Sone of the others m ght.

FEMALE SPEAKER: | think it varies, you know.
The types woul d be the products that have physi cal
hazards, such as flammbility. So if you' ve got a

propellant it would probably show up on there. If you
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have a hydrocarbon propellant. You know, many sol vents
because of flammability or other reasons. Anything that
woul d be required through HAZCOM to be on an MSDS woul d
be included. So fitting the hazard comruni cation
criteria for what is a hazardous material, either by
toxicity --

M5. MULKEY: Did the work group discuss this
proposal enough to focus on that item four and how much
disclosure it carries with it or doesn't carry with it?

MR. MALLI STER  Yeah, we discussed it. Now
it's nothing newin terns of disclosure, because the
information is already made avail able on the MSDS sheet.
And this is not placing that type of information on the
label. It is sinply a separate avenue for disclosure of
the ingredients information.

M5. MULKEY: But | think | heard you say it
m ght be on a web site.

MR. McALLISTER  Well, that's a possibility of
taking this entire form whatever formit takes, and
maki ng that avail able publicly, so that an individual or
an organi zation interested in getting that information

could get it directly and not go through the bureaucratic
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process of the Freedom of Information Act.

M5. MULKEY: Ckay. Any other clarifying
gquestions?

MALE SPEAKER: | have a question. Ray, to the
poi nt about the | abel, why -- was putting this
informati on on the | abel considered by your group, and if
so, why was it rejected?

MR, MALLI STER. Well, putting this type of
information on the | abel is basically the proposal that
Julie described. They're conpanion proposals. They're
not separate. They're not -- no. You know, you don't do
one or the other. You could do both of themtogether.
This is a central repository for this information. |It's
probably easier to inplenment in the short run. And what
Julie described was putting exactly this type of
information on a | abel.

MALE SPEAKER  Okay, thanks.

M5. MULKEY: Phil?

MR. BENEDI CT: Yeah. |s just saying that there
is an enulsifier in the product good enough under part 2?
It says one of the above, and one of the options is to

say that it's a surfactant or an enulsifier. It doesn't
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tell me what that is.

MR, McALLI STER: That's correct. This is up to
the discretion of the registrant to choose how he
identifies that product, and the [imtation being that it
not be false or msleading. Now one registrant is going
to choose to disclose nore information on this type of
form Another one will disclose -- will choose to
disclose less. As | said, it's intended to facilitate
provision of this information which is now going to the
Freedom of Information Act. It doesn't preclude anyone
who says this isn't enough from going ahead with a
Freedom of Information Act request.

MR. BENEDICT: And | can't figure out who this
piece of -- who this formis going to be filled wth.
Does it acconpany the label, or is it part of the
regi stration packet, or where does it go? Because that
really doesn't help the states nuch, at this point,
unless it's out there in sone other format.

MR. McALLI STER. Well, yeah, it would be filed
-- those details certainly haven't been worked out,
because it's just an initial proposal. But it could be

filed wwth the registration package with EPA. EPA could
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take on the responsibility of making this available in a
readi |y assessable formor avenue to states and ot hers
having an interest.

MR. BENEDICT: If this thing cane to pass where
you' ve got provisions about CBI in your |aw, would that
wor k around those issues for us or not froma state
perspective?

MR. McALLISTER  This is not intended to
disclose CBI. Unless the registrant chooses to put al
of the ingredient names on there, you would not see that
type of information. [It's not a replacenent for the
confidential statenment of fornmula. It would acconpany or
be in addition to the confidential statenent of fornula
t hat EPA now recei ves.

M5. MULKEY: W have about 15 mnutes. [|'msure
that this group has opinions about disclosure. It would
be good if anybody wanted to share any particul ar
suggestions for the work group about where to focus. So
i f anybody has any advice that is either wwth respect to
a particular proposal -- | think you saw, as | saw, there
are two proposals that go in one direction and two

proposals that go in another direction in terns of
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mandatory or voluntary, scope and so forth

So if people want to tal k about direction rather
than details, but let's try to use that tinme to help the
wor k group because they're not done.

Bill?

MR. ROSENBERG  Yeah, thanks. | sat in
yesterday on the group as a nenber of the audi ence and
wat ched them go through their work, which | think is
pretty difficult because people are comng fromvery --
as he stated earlier, very different places on this
issue. And one of the things that | thought was
encouraging was this preanble to the proposals in terns
of asking a series of questions.

And | woul d advise this group to take a step
back. | think they went to solutions fairly quickly. |
know that there has been this eight nonth period. But
they went to solutions without really setting a comon --
| think comng to sonme sort of concurrence in answering
t hese preanble questions in a way that mght lead themto
some commonal ity.

Because right nowit's very polarized. M sense

is that they can't conme together in the process that has
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been set up now And | would encourage everyone to naybe
nodel thenselves after the rodenticide group, find sonme

areas of commonality and then work toward sol utions.

Because right now this group will -- the way it looks to
me will not cone to any kind of a fruitful conclusion as
a group.

And you're saying, you know, we can pass over
these differences and there doesn't need to be
concurrence. But we'll be faced with full disclosure or
not and that's it. And there's no marriage there.

M5. MJULKEY: Convergence is always better

Larry?

MR. ELWORTH. Well, ny questionis alittle
different, but it has the same issues that Bill does.
And actually I"'minterested in the answers -- what

answers the work group has to these questions here.

mean, it's not clear to nme whose purposes this serves.
mean, if this were -- for exanple, inny life this wuld
have an inpact on ne. |It's presuned that in the mddle
of either going to Lowe's or Wal-Mart |I'mreal interested
in having nore information in front of me when | have to

stand in line or sonething. The last thing | want in the
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store is any nore information.

Sol'mreally -- which isn't to say that you
shoul d or shouldn't be doing what you're doing. But |I'm
real interested in what the group considers the answers
to these kinds of questions. Wo would use this
informati on? What would they use it for? How would they
use it?

So | don't know how we get -- how we coul d hear
about here fromthe group what you all are thinking about
that, but it would be real helpful to ne.

M5. MJULKEY: Caneo, can you do anything? O
anybody?

M5. COX: Could | take a few mnutes? | think
my organi zations and many of the ot her organizations that
signed the rule making petition to EPA started froma
perspective of public right to know that we're al
exposed to pesticides and that that gives us a right to
know what we're exposed to. And | think that's a
sentiment that has strong public support, but is
certainly controversial and not sonething that everyone
subscribes to. It is sonmething that | believe very

strongly.
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And then when you | ook at the specific audi ence
groups, | think you see specific needs. Health care
provi ders may be the nost obvious group with specific
needs. |f they have a patient which they need to treat
and need to treat that patient quickly and efficiently,

t hey need to know what substances are that they're
deal ing with.

When you tal k about pesticide users or pesticide
consuners, sone of those are people standing in |line at
Wal *Mart buying a pesticide. But sonme of them are school
districts, city parks, county road nai ntenance crews and
ot her public agencies. And nmany of these public agencies
feel a responsibility to consider the particular inpacts
of their managenent practices on | ocal specific problens.

| conme fromthe northwest and saving salnon is a
big deal in the northwest. A lot of the public agencies
in the northwest are conmmtted to trying to change their
practices in a way that will protect salnon to the
maxi mum degree possi ble. Mny of these agencies are not
able to fulfill that job, because if they're using
pesticides, they don't have the information about what is

in that pesticide in order to evaluate what its potenti al
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inpact in their |ocal area m ght be on, you know, Coho
sal non or what ever.

So there is a variety of different audi ence
groups. If you're a parent and you have a child who you
know is allergic to a particular substance, you would
want to avoid using a pesticide product in your hone that
contains that substance. Right now you have no way of
knowi ng whether that's the case or not.

And | guess | could go on with nore exanpl es,
but 1've probably taken too nmuch tinme. So |I'mgoing to
pass the m crophone on. But if that didn't clarify it,
pl ease ask nore questi ons.

JULIE: Just | ooking specific to |abeling, you
know, | did base the proposal -- | put forth on the
consuner labeling initiative. So it was |ooking
primarily at consuners -- you know, consuner products and
consuner |abelling, although I think some of the aspects
go to all |abelling.

And | know Marcia nmade sone nention earlier to
the CLI and maybe at sone point sonme nore information can
be provided on that. But the CLI based on the -- we had

done sone initial research in phase one and al so got a
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nunber of public comments in phase one specific to
ingredient information. So ingredient information on
| abel s was one of the particular topics and particul ar
focuses of the research that was done with consuners in
phase two.

And these are both quantitative and qualitative
phases. The quantitative phase involved a survey sent to
about -- we got responses back from al nost 3, 000
consuners in three product categories, about a thousand
in each category: outdoor pesticides, indoor
i nsecticides and household cleaners. And different
ingredient formats were put forward to consuners. The
nost preferred was nore this generic description with
al so the function of the product or the purpose of the
material. Full disclosure was one of the options that
was given to consuners, but was not favored.

So | think the question was not so nuch to

di scl ose or not to disclose, but how to disclose and what

to disclose that woul d be nost useful. And even though
the proposal | put forward the initial phase is
voluntary, | think the nore inportant is that the

recommendation fromthe CLI partners and task force which
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was made up of a | ot of agencies -- various agency
personnel as well as the conpany partners, was that we
needed to get nore information on the specific kind of

formats, or how specific we should get on what type of

informati on we would put on ingredient -- for ingredient
| abel i ng.

And so | think ny thingis let's not -- let's
wal k before we run. That is, | guess, ny opinion in a
nut shel | .

MR, ELWORTH. Well, what | amstruck by is that
if -- just, for exanple, two of the possible audiences
are the consuner on one side and a health care provider
on the other. The level of information to health care --
the kind of information and the |evel of detail -- or
technical detail that a health care provider m ght want
woul d be very, very different fromwhat a consunmer m ght
ei ther want or be able to use.

Did the work group tal k about being able to
acconplish the sanme thing through different formats in
any of the proposal s?

MR SURGAN: If | may, | would like to answer

your question and al so suppl enent what the two previous
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speakers have said. One of the problens that | see in
the way that the work group has been progressing or in
trying to differential these groups is that there is a
t endency to pi geonhol e sone of these categories. There
is a tendency when we tal k about state governnents to
think internms -- inlimted terns of the needs of the
agency that regul ates pesticides, and there is a tendency
when we tal k about consuners to think about the average
housewi fe or house husband at Lowe's. And | think that
those are both very dangerous over sinplifications.

State governnents incorporate a variety of
agenci es and offices who have an interest in protecting
the health of their workers and protecting the health of
t he people who cone to do business in the office. And
they don't have access to the information that nmay be
available to the regulatory agency in that state who nmay
or may not possess a CSF.

For instance, the Attorney Ceneral's office. W
office is in New York City. W are in rented space.

Pest control is the province of our landlord. CQur
| andl ord cannot provide me with information that | would

offer I"'mqualified to evaluate. The |andl ord nakes
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enough noney to hire a consultant to advise him but he
doesn't have the information.

In other places in New York state, the Attorney
Ceneral's office is located in state owned and operat ed
bui | di ngs operated by the Ofice of General Services.
They do not have access to the detail ed ingredi ent
statenents that may reside with our State Departnent of
Envi ronmental Conservation. The sanme goes for other
agencies of state, county and | ocal governnments who are
well qualified to evaluate the information, who are
t aki ng upon thensel ves perhaps substantial responsibility
and perhaps even liability in the use of pesticides and
t he exposure to people who use the properties that they
own and manage. And | think that these aspects are too
easily overl ooked when we pi geonhol e popul ati ons.

And as for the remaining -- as for the average
housewi f e and house husband, | think that there is a
great deal to be gained by first providing themwth the
information that wll enable themto take part in their
own health care, and whether or not they understand it,
whet her or not they are readily able to provide their

doctor with that information. Not just for energency
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health care, but for health mai ntenance care throughout
their lives.

And then also to informthem and perhaps
stinulate themto learn nore. |If those ingredients were
on the | abels, even those people who were not aware m ght
now becone aware of it and m ght invest the effort to
find out what the inportance -- what the significance of
that bit of labelling is.

M5. MJULKEY: W have three mnutes on this
topic, and nore than three tents. W wll take
everybody. But part of what you're getting the flavor of
is how nuch there is to be said on this, which is why
t here have been two full neetings and seven conference
calls. And we wll not get, and you will not get as the
PPDC t oday, a good thorough flavor of what the dial ogue
is. But we probably have sonme neans to help facilitate
that, including the fact that the stakehol der neetings
are public and one can either personally nonitor them or
ask.

Now of the PPDC nenbers who are on the work
group -- anybody?

(END OF TAPE THREE, SIDE A)
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M5. MULKEY: -- and Sheldon. So you al so have
sone people. So you may be able to take advantage of
t hose rel ati onshi ps.

FEMALE SPEAKER  And Jay.

M5. MIULKEY: And Jay. Okay. O those
relationships for other opportunities to have these
di scussi ons.

But having said that, we'll take the remaining
tent cards and then we'll think about our next step
briefly. And | paid no attention to the order in which
t hey went.

MALE SPEAKER: | have sone clarifying questions
for Mchael, though

M5. MULKEY: Al right. Well, why don't you do
that and then we'll go.

MALE SPEAKER: Two things, Mchael. Wen you're
tal ki ng about sort of an occupational exposure issue,
have you tried getting material safety data sheets on
t hese products which are supposed to list the hazardous
i ngredi ents, and has that been hel pful at all?

MR. SURGAN. In rare -- well, in sone occasions

there is information on the MSDS whi ch goes beyond what
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is available on the label. But that is certainly not
uniformand it's certainly not widespread. And w thout
comenting on the validity -- the value of MSDS s, again
they are information that is prepared by the conpany and
done by people who have the interests of the conpany and
their confidential business information in m nd.

M5. MIULKEY: J.J.? Oh, I'msorry. | didn't
mean to cut you off.

MALE SPEAKER: One ot her question just to wap
up on your proposal. Wth cosnetic labelling there is
sort of a provision for catchall, nonspecific

term nology. Are you confortable with that?

MR. SURGAN: | provided that -- | used that as a
nodel. 1'mnot saying that we can lift it wthout
nodi fication. | amsure that ny friends on the other
side wll also have nodifications. | think that that's

sonething that we can | ook at. Yesterday at the work
group neeting there were questions about fragrances and a
recognition that we may need to deal at greater length
with fragrances. And |'msure that several of us on the
wor ki ng group have thoughts about the role of fragrances

in pesticide products.
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MB. MULKEY: Al right. J.J.?

DR. STEINBERG | think there should be no doubt
t hat consuner | abelling has been one of the great success
stories in the "90's. | think the industry has done a
spectacular job as it relates to consuner |abelling.
think they did that wwth the FDA. And though it was a
costly process in the beginning, you are clearly selling
nmore food, and Anericans are clearly eating nore food,
based on consuner | abelling.

(Laughter)

And | have to admt, we know that because as we
all know now -- and | apol ogize for this. America now
| eads the world in the weight of the Anericans. W are a
wei ghty country.

(Laught er)

So as | said, consuner |abelling is clearly a
success. There are obviously |leaders in industry that
did this with the FDA. The FDA has a great deal of
experience in this. | know that EPA has been keen on
trying to set this up. People |like AnnE Lindsay have
been working on this for a long tine. | think it would

be good to make sure that we can keep this commttee
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invigorated to try to come to sonme conclusion on this,
because this will be good for everyone.

M5. MULKEY: Al right. Are we going to endorse

t hat ?

(Laughter)

MALE SPEAKER:. Well, | think the group is
continuing the work on the area of labels. | think we

were also able to identify a couple of other areas
dealing with nedical and nedi cal energency situations,
and also with states -- state officials, state
governnments and state operations. And | think in both of
those areas there is an opportunity to try to look at an
array of potential information, whether they be 800
nunbers or educational progranms or databases or web sites
or any other kind of additional information.

And the real question is, how can we get
i nportant pertinent information to people who are, first
of all, caught up in a nedical energency. Wether we're
tal ki ng about an enmergency roomor a clinic or a doctor
or a nurse or sone kind of health care professional or a
poi son control center, how can we get pertinent

information to imedi ately address that particular
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pr obl em

And then the other issue that we just briefly
t al ked about was the whole issue of state and state
governnments and the ability to share information with
different parts of state government. | think those are
all difficult and thorny issues to work with, but | think
they really have an opportunity to try to nmake sone
progress or to conme up with sonme specific solutions in
each of those areas.

And | think we nmade a | ot of progress yesterday
in getting our arns at |east out and around some of these
topics. W've got a long way to go. But | think we nade
sone progress, and | think we can nmake further progress
in January and down the road.

M5. MULKEY: Jay?

MR VROOM |'ve |long been an advocate of nore
informati on and di sclosure, respecting the fact that
there are comercial considerations and sonme of those can
evol ve also on the comercial side. So | guess | would
like to sort of react to what |1've heard fromthe
presentations in saying that | have a sense that there is

sone convergence. But maybe what | heard Bill say al so
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seens to be apparent to ne, and that is that the novenent
probably has been increnental. And maybe we're focusing
too broadly on these issues when, as | think Warren j ust
said, you know, just to call all of these products
pesticides in the context of understanding inert
di scl osure issues, both commercial and scientific and
medi cal interests, probably need to be | ooked at
differently in sone cases, and that conprom se doesn't
al ways need to be straight down the m ddl e between the
two pol ari zed positions.

And the nore we can | ook at policy and an
approach that perhaps reflects the fact that the
di scl osure that m ght be hel pful and inportant that could
be on a package of rodenticide nmay be different from what
is necessary for atrazine that farners use. And | don't
have a sense fromwhat |'ve heard today, and what |'ve
sort of gleaned in nonitoring the Internet
communi cations, and the witten record fromthe work
group that that kind of detail has been addressed yet.
And so | woul d encourage you to think about that.
|"mgoing to ask a question, | think probably

for the agency. And I'mafraid |'mgoing to regret
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asking this. But in |looking at the sanples -- the | abel
sanples that Julie sent around, | was rem nded that there
has been sone di scussion around whether the terminert,
you know, was viable or not. And | can't renenber kind
of where that is, except for the fact that | guess these
are actual |abels, Julie, and they don't use the word
inert. They use the words other ingredients.

So where are we at on that?

JULIE: There was a PR notice issued in 1997
that allowed the use of the word other in place of inert.
So that's kind of where we are at with a |lot of the
recommendations, that there were things that were being
al l owed -- changes that were being allowed to be nade and
i n some cases encouraged.

M5. MIULKEY: Right. | would say we've
encouraged the use of the termother, but the word inert
is still in the statute. It's still inregs. [It's still
in-- so we work with both terns.

MR. VROOM But that discussion is over, so we
don't have to worry about that.

M5. MULKEY: | wouldn't say it's over.

(Laughter)
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There's roomfor nore. But | don't think there
is any --

MALE SPEAKER  There's still tinme for a recount.

(Laughter)

M5. MIULKEY: | don't think it's -- always.
Always tine in our business. But | don't think it's
controversial to use other, and whatever controversy is
left is with the continuing use of the word inert. But
that is sort of constrained by sone renaining |egal
cont ext .

Vell, I've been watching the cl ock assiduously
on your behal f, and we have one public comenter
remaining. It's the womAn | introduced you to this
nmorning fromthe Gty of Seattle. Her interest is in
tal king about inerts. And it's the only one, and we have
30 mnutes allocated. So | would suggest -- not for her
to speak in as a public commenter.

But | suggest we hear fromher and we wap up
this topic, and that we will only be 15 m nutes behi nd
after having done that. So other than timng of the
break, we should be in good shape in terns of going

forward. So you would think after she hel ped ne --
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D conner ?

MS5. DECONNER:  Deconner.

MS. MULKEY: Deconner. Onh, boy.

M5. DECONNER:  Well, thank you. And again |I'm
Tracy Deconner. |I'mhere representing the City of
Seattle. And pesticide issues, and particul arly today,
inert disclosure issues, are very inportant to the city.
Peopl e think of city governnent as, you know, picking up
garbage and whatnot. But we're also stewards at the city
to over 110,000 acres of public land. That land is in
parks. It's in rights of way. W have ornanental beds.
We have golf courses. W have zoo exhibits. W own an
entire watershed that our water supply cones from and it
tastes a whole |l ot better than your water, | have to say.

(Laughter)

We al so have several production greenhouses. So
we face a pretty wide array of pest managenent issues.
W inplenment IPMin all cases, and sonetines that
i nvol ves use of a chem cal control

And as Carolyn pointed out, we are very
concerned about the inpact of all the chemcals that the

city uses, be it on janitorial uses, fleet naintenance
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and pesticides. And we're concerned about what the
i npact on a residence, our enployees and the environnent
is fromthose chem cal s.

W do a lot wwth communication in the city, and
we go far beyond | egal requirenents in both our pesticide
application signage protocols, as well as our posting
protocols. W do a trenendous anount of outreach on
pestici de issues both about what we do internally, as
well as trying to help our residents to make inforned
choi ces through our natural |awn care program sal non
friendly gardening program and ot her prograns. And the
effect of those and the ability to neet all of the
guestions of our residents is limted by not having ful
i nformati on about inerts.

It is inportant to us that we can nmake inforned
choices, and particularly with the pesticides that we
use. So what we've done is a hazard assessnent on all of
our pesticide products. W' ve |ooked at about 12
di fferent human health and environnental criteria. But
t hat assessnent, again, has been very limted by not
having access to all of the inert ingredients in order to

do that.
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Again, we go far beyond the law. W' ve
el im nated use of many perfectly legal products in the
city because, you know, as Carolyn, again, pointed out,
we are concerned about the salnon, the pollinating
i nsects, and making sure we provide safe habitats to as
much wildlife as we can attract within our city.

We al so want to make sure that our residents can
make i nformed choi ces about whether they want to enter a
park area that has been treated, for exanple, or cone to
a festival on the Seattle Center grounds. They need to
know about the applications, which is why we have
i ncreased our requirenents for internal operations on
posting. But we also feel that they need, and they feel
that they need, information about the inerts so they can
make those decisions. Sone of our residents have
mul ti pl e chem cal sensitivity or otherw se i nmune
suppressed and really feel that they need this.

There is a third category that we feel is a
fundanmental right to know for our residents. Sonetines
the state government -- not the city, but the state --
has to cone in and treat for gypsy noths. W conpletely

support the need to protect our urban force by
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controlling these invasive destructive pests. But in
this case, when you're applying pesticides to people's
homes, their personal property and their yards where
their pets play and their children play, it is inportant
that they have all the information that they need to be
able to protect thenselves and to conment on the process
of applying pesticides for control of those insects.

So in conclusion, the city supports discl osure
of inerts, but we also appreciate the need to protect the
busi ness interest. W hope through our purchasing
practices, and the information that we give our residents
in their purchasing practices, wll encourage industry to
research and bring to market safer alternative products.
And it is inportant that any action taken on inerts not
inhibit or inpair the ability of manufacturers to do
t hat .

Al so, we've been really encouraged by the
activity on the work group. | think we feel that they
have brought forward the issues. They've really flushed
out the issues and that they're ready to take the next
step. The interest of industry and the environnental

groups has been described as very polarized, but it's not

For The Record, Inc.
Wal dorf, WMaryl and
(301) 870- 8025



-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

© 00 N o o b~ w N Pk

N NN R R R R R R R R R
N B O © 00 N O o b W N +— O

177

mutual |y exclusive. And we feel that it is EPA' s
responsibility to kind of focus that group as they nove
forward and facilitate that in a way that it's going to
produce sone out cones.

Thank you.

M5. MULKEY: Thank you. Jay, is your tent card
still up or is that left over? Well, I wll hazard a
very brief attenpt to summarize what | thought | heard
fromthe conmttee and its advice to the work group.

| think | heard at |east sonme nenbers of this
comm ttee saying think about |ooking for partial or
i nternmedi ate successes. Now not everybody said that, and
| suspect not everybody said that because there is a fear
that a partial success will be latched onto and that
not hing nore will happen. And so | thought | also heard
a sentinment that says be assured that we're with you for
t he | ong haul .

So maybe it's possible to conbi ne those two
messages to say it's alright to |look for partial and
i ntermedi ate successes, because we will not abandon the
effort totry to go further in the face of sone limted

or partial or internediate successes. So |I'monly trying
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to summarize. |'mnot trying to substitute ny own
j udgnent .

| amtorn personally between the grab a few
successes and the desire to sort of get all the way as
far as we get can while there is the inpetus behind it.
But | thought | heard those two sentinents and a way that
possi bly could put themtogether as gui dance from what |
heard out of this conmttee.

Does anybody el se want to anplify that? Because
otherwise we're just sending themoff to work nore, and I
think all of you did that in your various ways. Does
anybody want to correct or nodify ny summary?

Al right. Wll, we are scheduled to nove into
a very expansive discussion of residential pesticide
issues. One of the earliest things you will learnis
what we nmean by that. W don't just nean inside a
person's private hone. This is sort of a catchall term
that really includes everything that is not agriculture
and isn't the occupational part of the issue.

W have a set of presentations scheduled to | ast
about an hour, and then we have about an hour of

di scussi on schedul ed. So what | suggest we do is that we
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really nonitor the presentations so they only |ast about
an hour. And that will be hard, but that wll take us
until three. And then we have a discussion, we break at
sone point, and we conpl ete the discussion, so that we
have at least a full hour of discussion on this vital set
of topics.

So, Bill, do you want to lead us off? | know
you all are all eager for your break, and you' ve got to

wait a hour and a half for it. But, you know, we haven't

been back that long. Gkay. |I'll give you a mnute to --
I'"'mafraid to encourage you to get up. 1'll |oose you
all. But let's get going and try to keep people from
drifting on us, as it were. | want to avoid that drift
pr obl em

MALE SPEAKER: You woul d make a good cowboy,
Marcia. You don't let the herd mll.

M5. MULKEY: Don't let the herd -- what's the
wor d?

MALE SPEAKER: Don't let the herd mll.

M5. MIULKEY: MII. Oh, okay. | spent ny career
managi ng | awyers.

(Laughter)
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MALE SPEAKER: They're all the sane, cowboys and
| awyers.

M5. MULKEY: That's what | thought.

(Laughter)

Al right.

MR. KENT: Good afternoon. M nane is Ray Kent
of the Health Effects Division. W appreciate the
opportunity to talk to you about exposure assessnent --
residential exposure assessnent. There is a common thene
to several of the presentations you' re going to hear, and
that is that our residential exposure assessnents are
dat a based.

In sone instances the data are actually on the
chem cal we are assessing. In other instances we may use
surrogate data, which are data on other chemcals with
simlar use profiles. Even our so-called default
assunptions have their basis in actual data.

Since we have a ot of material to cover,

w thout further ado I'mgoing to introduce the speakers.
The first presentation will be by Bill Woge of OPP' s
Health Effects Division, who will present an overview of

the process currently used to assess residential exposure
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1 and risks. Bill's talk will touch on the types and

2 sources of data available for residential exposure

3 assessnent and how we nmake use of this data to assess

4 residential risk.

5 Kat hy Davis of OPP' s Biological & Econom c

6 Anal ysis Division will present a brief overview of the

7 types and sources of use and usage data for residential
|- 8 exposure assessnent.
z 9 Foll ow ng Kathy, Chris Saint of the agency's
E 10 O fice of Research and Devel opnment will present a talk
: 11 which will focus on how the agency seeks to identify
U 12 i nportant residential exposure pathways and how to
o 13 guantify exposures that may occur via these pat hways.
a 14 Caire Gesal man of the Field and External
m 15 Affairs Division will have a short presentation on the
> 16 urban initiative and education and outreach programto
- 17 informchildren and adults about proper storage and use
E 18 of pesticides in and around the hone.
m 19 Kat hl een Knox of OPP's Bi opesticides & Pollution
q 20 Prevention Division will briefly discuss OPP's efforts to
¢ 21 pronote integrated pest managenent in our nation's
n_ 22 schools. OPP is also focusing on reducing the public's
wl
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and the environnment's exposure to pesticides that drift
fromthe application site during or shortly after
appl i cation.

In our last presentation, Jay Ellenberger wll
provide a summary of how OPP is addressing this area of
resi dential exposure.

Fol l owi ng Jay's presentation, we will open the
floor for a general discussion of the residential
exposure topics presented.

MR. WOOGE: Hello, everyone. |1'mBill Woge
fromthe Health Effects Division of the Ofice of
Pesticide Prograns, and it is indeed a great pleasure to
give you a little overview of the residential risk
assessnent, and specifically the exposure
characterization. Unfortunately, given the tine
constraint it's going to kind of have to be fast and
furious. And I'mgoing to give you key concepts, but if
you get confused, there's always questions. And |'m
going to have to do yoga to get this started.

Okay. Before | go into the exposure part, |
want to ground it in the overall risk picture. And I'm

going to take you back 500 years to the Medi eval Gernman
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1 Sci enti st Paracel sus, who nmade the statenment the dose

2 makes the poison. And he was right on the noney with

3 this, and we still use it today when we do our risk

4 assessnments. And we believe that risk to a pesticide is

5 a function of the pesticide's toxicity and a person's

6 exposure to that pesticide.

7 Well, when we do a risk assessnment, we use the
h 8 Nat i onal Acadeny of Sciences risk paradi gm et hod, which
z 9 isinthis flowchart in the next slide. ©Ch, there's
E 10 Paracel sus. Ckay. 1I'mgoing to concentrate today nore
: 11 on the exposure side over here. This is the toxicity
U 12 side, which is pretty well understood. 1It's the same for
o 13 di etary, occupational and residential. It's the sane
a 14 battery of toxicity studies that we use for all of these
L 15 ri sk assessnents.
> 16 So, as Marcia was saying earlier, sonetines the
- 17 termresidential can be confusing. A better termis
E 18 non- occupational and non-dietary. And these can be
m 19 exposures in the hone, schools, day care centers, parks,
q 20 other public settings, institutional settings and such.
¢ 21 And here is a great graph that |'mvery proud of.
a. 22 (Laught er)
wl
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Ckay.

MALE SPEAKER: M ne's not novi ng.

(Laughter)

MR WOOGE: |'msure everybody is famliar with
FQPA. I n 1996 Congress passed the Food Quality
Protection Act, and it fundanentally changed the way we
conduct residential risk assessnments. First of all,
we're required to do an aggregate risk assessnent. Then
we're also -- there was increased enphasis on children
and vul nerabl e sub- popul ati ons.

Ckay, let's change gears now. Anot her key
concept is how do we cal cul ate residential exposures.
well, first of all, we use data, and we rely on pesticide
speci fic data whenever possible. |[If that isn't
avai |l abl e, we extrapolate from pesticide specific data.
But we have a |l ot of other tools, including the pesticide
handl ers exposure database, which Jeff Dawson will talk
about nore at length tonorrow, but we do use it in our
residential assessnents, residue dissipation data,
transfer coefficients, |abel and use information, and the
last thing on the list which I left is an acronym SOPs

for residential exposure assessnents. SOP stands for
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1 st andard operating procedures.

2 And we rely on these standard operating

3 procedures only when pesticide specific data are not

4 available. W do rely on data first -- as our first --

5 what ever the word is.

6 M5. MULKEY: Approach.

7 MR, WOOGE: Approach. These were devel oped
h 8 shortly after FQPA as a response to FQPA, and they add
z 9 consi stency and transparency to the risk assessnent
E 10 process. The SOPs contain over 40 individual scenarios,
: 11 and they' ve been recently updated and revi ewed by EPA' s
U 12 Scientific Advisory Panel in Septenber of '99 -- | ast
o 13 year. And we're currently in the process of including
a 14 all of the SAP's comments, all of -- this also went out
m 15 for public review, and we're incorporating the public
> 16 coments, and al so other agencies' comments and i nternal
- 17 agency's comments. And we're trying to get that out very
E 18 shortly.
m 19 Now we rely on the SOPs when we do not have
q 20 specific -- chem cal specific data. But | want to assure
¢ 21 everyone that the SOPs are grounded in data as well:
n_ 22 conmpound specific data, published scientific data and
L
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generic data. So relying on the SOPs is also a data
based approach.

Now | want to break up these concepts -- oh. |
got out of order. So the scenarios in the residential
ri sk assessnent can be a person spraying a liquid
pesticide, a person working in a honme garden, a person
living in a house treated for insects, a toddler crawing
on a treated lawn, a person swnmmng in a sw nm ng pool
and such.

Okay. Now | want to break it up into nmanageable
chunks. First of all, we think of a person applying a
pesticide, and we're concerned with the exposures that
that person mght cone into contact with. And then we're
al so concerned with the exposures to residues that a
person mght conme in contact after the initial
appl i cation.

So let's go to the first one. And if you think
about it, it is applicator focused. But if you really
think about it, it's applying a pesticide in your hone is
very simlar to say applying a pesticide in an
occupational setting. Using a sprayer in your honme is

very simlar to using -- as a professional using a
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sprayer. And because of the pesticide database, we have
extensive information in order to -- there is
parallelism And we use this information to conduct our
appl i cat or exposures.

We also recently received information fromthe
Qut door Residential Exposure Task Force on residential
| awn applications which has greatly inproved the way we
have conducted residential applicator exposures.

Ckay. The second one -- and the slide didn't
work -- is post-application. This is very involved --
i nvol ves many roots of exposure. And we have to think of
the activities as repetitive or sinple, such as working
in the garden and pulling up, and it's easily nonitored
and characterized or nore conplex. And the only thing
that | can give you as an exanple is | have two five year
ol d nephews. And when they're playing on the | awn or
pl aying on the carpet, for every five mnutes they're
doing sonething different. And it's very hard to
characterize what they're doing. But that's our job as
the agency. W do characterize that risk

So --

M5. MJLKEY: You ski pped one.
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MR, WOOGE: Ch, okay. 1'll go back. So what
does a risk assessor ask? He asks where are ny slides.

(Laughter)

First of all, a risk assessor woul d ask how nuch
residue is in the environnent. And that can be
determned in the risk assessnent by pesticide specific
residue data. It is also related to the |abel use rates.

The second question that a risk assessor would
ask is what activity is happening in that area, and how
much surface area will a person cone in contact when
doing this activity in a given tinme period, and what
portion of residues will be transferred to the person.

And a third and final question would be what is
the duration of the activity. Nowif you take the two
m ddl e bullets there, that conmes into a key concept
called transfer coefficient, which I'lIl gointo in a
little bit.

Now | said this was going to be fast and
furious, so here it is. This is a dernal exposure
exanple. And you have to think of these risk assessnents
in kind of a three dinensional way. Because if a child

is playing on the |awn, he may be -- or she may be --
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exposed dermally by inhalation or orally by incidental
i ngestion. Now one of these m ght occur, two of these
m ght occur or all three. But we do add these together.
And then we al so have to add the other third di nension of
time. There is short term internediate, long term life
time and cancer risk as well. So it helps to think in
these -- if you could think of it as a cube or three
di mensi onal .

Now this is a dermal exanple, and this is kind
of a sinplification of the equation. But each transfer
coefficient, which is the -- actually cones down to
surface area for a given unit of tinme, residential --
environnent al residues and duration of the tinme spent in
t he area.

Okay. Now when dealing wth transfer
coefficients -- and these are equally inportant and |
didn't know which one to put first on the slide. But
they're equally inportant. First of all, transfer
coefficients are derived fromscientific studies.

Repr oduci bl e, repeatable scientific studies.
The second and equally inportant one is a

transfer coefficient is related to the specific activity.
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There is a transfer coefficient in playing on treated
lawns to sitting on lawns. And if you think about it, a
transfer coefficient for a child playing on a | awmn woul d
be a |l ot higher than, say, a transfer coefficient for an
adult sitting in a law chair on that lawn. And that's
why the transfer coefficient is specific to the activity.

We're very proud of the work that has gone in to
devel op these residential risk assessnents and the
exposure assessnent characterization. And this work has
i nvol ved partnerships with other agencies -- USDA, HUD
and HHS -- and registrants. As | nentioned earlier, the
out door residential exposure task force. There is the
residential exposure joint venture. W work with user
groups and public interest groups. And the whole point
of this is to inprove and refine the way we do
residential risk assessnents, and as | speak specifically
t oday, the exposure characterization conponent.

As | said earlier, we're revising the
residential standard operating procedures. W went to
the Scientific Advisory Panel in Septenber of 1999. And
we view this docunent as a |iving docunent, and as we get

nmore information and nore data, it will continue to grow
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and we will continue to refine and inprove our risk
assessnent et hodol ogy.

There are mllions of dollars in research, and
actually one of the next speakers, Chris Saint of ORD
w Il discuss the mllions of dollars that are being spent
inresearch. It is the fastest devel opi ng exposure
science, and really our goal is a nore refined,
non-occupati onal and non-di etary exposure assessnent.

And that concludes ny comments.

M5. MULKEY: kay.

MR. WOOGE: Are there any questions? | tried to
gi ve you key concepts.

MALE SPEAKER  Just a quick clarification. The
scenarios or the specific activities --

MR. WOOGE:  Uh- huh.

MALE SPEAKER How many specific activities are
there that you have to have neasured for?

MR WOOGE: Well, the -- Jeff Dawson here is --

MALE SPEAKER  Yeah. There are a | ot of
activities that could go on in residential exposure.
There woul d be hundreds. And they've done that work for

all of then? Is that --
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MR. DAVWSON: No. What we've done is we've taken
sel ected ones that we thought woul d best represent
certain segnents of the population. And what you're
really hitting on is a major research question. So we
want to start looking at a variety of different kinds of
activities and filling in those bl ocks.

But what we're doing now that we feel is very
adequate and protective is to have selected specific
exposure data fromthe literature that we believe
represents, let's say, the behavior of a three year old
child, or sonebody who is, let's say, a youth age kid ten
to 12 years old working in a garden, or adults doing
what ever on the lawn. So we just pick sel ected kinds of
activities.

MALE SPEAKER:  Presumably you pick the nost
conservative for a kind of activity or sonething, so
westling on the lawn in a pair of undershorts or
sonet hi ng woul d be --

(Laughter)

FEMALE SPEAKER: Naked.

MALE SPEAKER  Well, naked, too. That woul d be

nmore fun.
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MR. DAVWSON: | think we pick nunbers that we
feel are protective. The nunbers that we -- the kinds of
data that we pick, they're all enpirical or nmeasured
data, and the values that we're using are within the
ranges of those data sets. So we believe, you know, that
they do represent sone segnent of the popul ations out
there. So that's how we kind of viewed it.

And, you know, we recognize that this is an area
that needs nore research, and frankly that's where a | ot
of the research noney is being spent. 1It's a big focus,
for exanple, the ORETF, which is the registrant task
force group that is |ooking at residential exposure, and
also frankly a big focus for the Ofice of Research and
Devel opment. So that's an area, you know, where we feel
we can rmake sone big i nprovenents over the next few years
as well.

MALE SPEAKER: Well, then as a follow up
question -- and if I'magetting to detailed, cut ne off.
But how does this get plugged in? How do you know how
many tinmes soneone westles naked on a | awn that has been
sprayed three days ago or five? | nean --

MR. ELVWORTH. | really m ssed sonethi ng.
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1 (Laughter)

2 MALE SPEAKER:  You shoul dn't | eave, Larry.

3 MR. WOOGE: You should have seen the slides I

4 t ook out.

5 MR. ELWORTH: The iterations are unbelievable.

6 And |'ve just got a sense of how conplex this is.

7 MR. DAWSON: It is incredibly complex. | think
h 8 the way we've handled it so far is -- for exanple, we've
z 9 been dealing with the organophosphates and sone of the
E 10 carbamates first. W've done those particul ar cl asses of
: 11 chemcals. So in sone ways we haven't had to deal with
U 12 that issue for those chem cals because, you know, on the
o 13 day of application, for exanple, when the kid goes out
a 14 and plays that day, you know, that's what we're really
L 15 concerned about in making sure they're not getting too
> 16 big of a dose on those particular days and then | ooking
- 17 at it over the short term
E 18 So that kind of probability issue goes away with
m 19 the kind of risk assessnents. But, again, that's another
q 20 area that is a big area of research for us. And sone of
¢ 21 the -- | would say the next stage approach is |like the
n_ 22 cal endar based nodels, for exanple, that are being
L
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devel oped. CARES is one that is being done through ACPA,
and ORD has one called SHEDS. And there are other ones
cal l ed Cal endex. And we funded one called Lifeline.
They're all building in a conponent to address that kind
of cal endar based probability. So that will be the next
phase for us to | ook at.

MALE SPEAKER: Do you have the equival ent of a
99.9 percent eater?

MR. DAWSON: Wth those new approaches we wil |
be able to nore accurately | ook at percentiles. Wth the
way we're doing it now wth nore sinplistic nmeans, it's
harder for us to characterize specific percentiles |ike
t hat .

M5. MULKEY: It mght help to put it in
perspective. Except for OPP's dietary risk assessnents
and a few super fund risk assessnents -- | think I'm
right -- that there is alnost no probablistic risk
assessnment going on in the agency. Alnost all of the
agency's risk assessnents are what are called
determnistic, which is you take a scenario and you say -
- and what you want is a reasonable high end. That's the

magi ¢ word under the risk assessnment paradigm So that's
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what we try to have.

And you may renenber the big debate over 99.09.
We pointed out that the reasonable high end for
determnistic at 95 percentile was actually nore
protective than the 99.9 probablistic. And that sort of
gi ves you sone flavor. So | don't know that this is 95th
percentile or even -- but it's the determ nistic.
don't know. | probably confused you nore than | hel ped.

(Laught er)

MALE SPEAKER Well, you tried. That's all that
counts.

M5. MULKEY: W have the 20 m nutes and we can
nmove onto the next one. W're on track here. Thank you,
Jeff.

MR. DAWSON: You're wel cone.

MR WOOGE: | hope | didn't confuse everyone too
much. That's Kathy's job.

M5. DAVIS: |I'mKathy Davis. | amwth the
Bi ol ogi cal & Econom c Analysis Division. And |I'm going
to cover real quickly use related information. You'l
remenber, |I'msure, back in slide two of Bill's

presentation he nentioned | abel and use information as
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sone of the conponents that go into exposure assessnents.
And our first stop on that trend is to take a | ook at the
| abel , which Bill nentioned.

The | abel is going to have things |ike the use
sites onit. |It's going to have application rates. It's
going to talk about fornmulation that is inportant to the
risk assessnent. It may include things |ike the nunber
of applications for a residential use, or it may not. It
may i ncl ude things about application nethod and the type
of equi pnent that you m ght use in applying that
pesticide in and around your hone. And those are al
very inportant pieces of information for the risk
assessnent .

| want to rem nd everybody that there is quite a
range of the nunber of |abels involved in this kind of
devel opnent of information fromthese |labels. And it can
be really sinple. It can be one product or one active
i ngredient that we have to assess, or it mght be up to a
t housand products that have these homeowner uses on them
that we have to put together and pass to the Ri sk
Assessnment Division. So sonetines it's not as

straightforward as it mght seem But that's our first
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st op.

On the next slide, we go to the use rel ated
information. And this is nore the quantitative and
qualitative sorts of information that we get from ot her
dat abases. On the quantitative side the kinds of
information we m ght get are things |like how nmuch of a
particular active ingredient is actually applied to a
residential use scenario. Now the pounds of active
i ngredi ent may not be used directly in the risk
assessnent, but it provides a neasure of how nmuch of the
relative volune of use is going on conpared to ot her
chemcals. So it sort of puts it in a series for us.

The next one is average use rates, and that's a
much di scussed term average. |In this particular
scenario | would say that average is reported average use
rates. Qur sources of data on residential use are not as
robust as they are for agricultural use. And in sone of
these reports, we actually do get average use rate. W
don't have a whole |lot of definition about exactly how
that is calculated, and oftentinmes it's a range which
doesn't help us out a whole lot. And sonetines there are

sources -- the information is provided on a regional
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basi s, which can be very inportant when you're
under st andi ng t he exposures.

We al so get information about percent area
treated, so we m ght know approxi mately how nmany hones
m ght be treated across the United States, how many | awns
and what size of lawns. Those kinds of pieces we m ght
get fromthese sources.

On the qualitative side, the questions that
we're | ooking at are how and where is the conpound
actually applied and what is it intended to control. And
an excellent exanple of that is a | awn application where
you' re going after managing fire ants, where there is a
spot treatnent, versus a white grub control that you're
going to broadcast across your entire lawn. So those
fellows westling are nore likely to encounter, we hope,
the application for the white grub as opposed to the fire
ant treatnent.

(Laughter)

M5. MULKEY: For several reasons.

(Laughter)

M5. DAVIS: Many. Very many. Then we would

like totalk alittle bit about how we characteri ze the
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use related information for risk assessnents. So we
t hought we woul d wal k you through an exanple of white
grub control, because we know that's a common probl em

Starting with | abel information, we identify
use instructions that mght be |ike application rates,
t he application equi pnent and nmaybe sonme regi onal
specific information about timng. Wen to expect white
grubs to be around and big enough for you to treat, but
smal | enough for you to control. This gives us sort of a
sense of where the application is going on and how nuch.
The size of it.

For the risk assessnent side of the program
under st andi ng the actual products used is of interest.
Average or nore typical -- depends on what you're | ooking
at -- application rates m ght be considered and whet her
there are differences occurring between a honeowner use
versus a professional application. So those kinds of
pi eces of information are inportant.

And sone of our information actually does exi st
in our sources, such as with Kline and Conpany, one of
our proprietary data sources. And they provide average -

- they report average product use rates broken out by
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homeowner and PCO. So that's pretty val uable.

Questions mght also arise about whether or not
di fferences in usage occur based on geographic | ocation.
Regi onal use data is provided by sone of our proprietary
sources, and we have sone state and | ocal information,
sone surveys. They're very sporadic in nature, so we'l|
have one from 1992 in M chigan, and one from 1996 in
W sconsin. Maybe one or two from Ari zona.

So you can see that it is relatively difficult
to put these together and understand the whol e picture.
It's very limted. So sonetines we're asked to try to
extrapol ate and infer fromthe avail able information, and
that, of course, nmakes us a little bit |less confident in
the information that we pass to the risk assessnent
di vi si on.

For some of the nore obscure, non-agricultural
uses, things like crack and crevice treatnent, pet
treatnents and uses in schools or in public areas, our
sources of data are less specific. These data m ght be
pi eced together fromone or nore of the sources that we
have. But our confidence in those, again, is not as high

as we would like it to be.

For The Record, Inc.
Wal dorf, WMaryl and
(301) 870- 8025



-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

© 00 N o o b~ w N Pk

N NN R R R R R R R R R
N B O © 00 N OO0 o b W N +— O

202

Sone of the chall enges associated with the
non-agricultural data sources, there is a limted nunber
of sources. You'll hear ne say that again and again.
Sonme of the data are proprietary, so they' re not
rel easable to the general public. There is limted tine
series data, so trends are very difficult to ascertain.
Sanpl e sizes can be very small, and that nmakes us very --
somewhat unconfortable with how reliable that data is.

It's very difficult to collect this data, and
|"msure that CSMA, if sonebody is here fromthem wth
the residential exposure joint venture would speak to the
-- they're doing a survey right now and it's quite
expensive and it's difficult. So we're understandi ng of
it. W just would love to have better data. There is
l[imted detail in --

(END OF TAPE THREE, SIDE B)

M5. DAVIS: Crack and crevice treatnents are
rarely broken out.

My next slide gives you a flavor, not an
exhaustive list of the data sources that we have for
non-agricultural information. And we |ook forward to

what ever additional information. W know that there are
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sonme surveys going on and sonme that | think are w apping
up pretty shortly, and we're | ooking forward to hearing

about those and what kind of information they can

provi de.

Are there any questions?

M5. MULKEY: Thank you. | think we can nove on,
t hen.

MR SAINT: H. I1'mChris Saint fromEPA' s

O fice of Research & Developnent. And | would like to

di scuss the ORD s various prograns related to residentia
pestici de exposure assessnent. First, sonme context and a
few definitions so that at least |I'mclear about what |'m
t al ki ng about .

Human exposure to an agent can be defined as a
process by which the human conmes into contact with that
agent. It's arelatively sinple definition. In a human
exposure assessnent, sources are usually considered to be
envi ronnent al nedi a which contain the agent of interest,
such as a pesticide. And that includes air, water, food
and beverage, surfaces, soil and other things that are --
wel |, those are exanples of the kinds of things that we

consi der sources.
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Exposure can occur via various pathways. You' ve
heard that termbefore. 1In terns of the research we're
doi ng, we consider that there are three basic pathways:

i nhal ation, dermal contact and ingestion. Ingestion can
be either dietary or non-dietary. Today we're going to
talk nostly about the non-dietary.

Besi des determ ning sinple exposure or contact
with a chemcal, we're also interested in determ ning
what the internal dose is for risk assessnent purposes.
Therefore, we wish to be able to predict these internal
concentrations by understanding the processes that govern
the distribution of chemcals in the body. And for those
of you who don't know, this is usually called
phar macoki netics. So I'mgoing to talk about all of
t hese things today and sone of the research that we're
doing related to these.

Ckay. The ORD programin residential exposure
has three major objectives. First, it's to identify
chem cal s, pathways and activities that represent the
hi ghest potential for human exposure. Secondly, we w sh
to determne the factors that influence these exposures,

both the frequency and duration of them Factors include
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human behavi or, the chem cal stability of the conpound in
t he various environnental nedia, novenent of chemcals in
and around the body and human physiology. Thirdly, the
programis aimed at devel opi ng net hods for quantifying
bot h aggregate and cunul ati ve exposures to pesticides and
ot her chemcals. And dose.

Aggregat e has been di scussed before, but 'l
reiterate. It means exposure via nultiple pathways. So
what we would termtotal human exposure. And cunul ative
means in the FQPA terns and in other places exposure to
mul tiple chem cals or stresses.

Qur approach towards this rather conplex issue
is threefold. W are sponsoring and conducting a series
of exposure field studies ainmed at collecting data on
exposure and related to exposure. And that includes
chem cal concentrations, human activities and rel ated
data. and analysis of that data in terns of assessnents
or the devel opnent of various factors for use in
assessnents.

We al so have a nunber of studies |ooking at the
exposure factor in pathway analysis. These are usually

experinmental studies and involve sonetinmes nethods
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devel opnent .

The third major area i s exposure nodeling. This
is a broad sense of nodeling. Not sinple -- not just
mat hemati cal determi nistic nodels, but statistical
approaches, netda data anal ysis, relational database
devel opment and various statistical techniques.

In terns of field studies, we have -- the nmgjor
enphasis of the field studies is currently on children's
exposure to pesticides and a nunber of other toxic
chem cals. However, the first study I'lIl discuss here is
the National Human Exposure Assessnent Survey, which has
currently just conpleted three pilot studies and are
essentially surveys of exposure in a specified
popul ation. And I'll discuss all of these in alittle
nore detail in a mnute.

A second mgjor study is a new one which we've

recently initiated called the Children's Total Exposure

to Persistent Pesticides. It also includes sone
non-persi stent pesticides as well. And it's a simlar
survey, but focused on children -- mainly preschool

children ages 18 nonths to three years.

The third group of studies is a series of
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children's exposure studi es on organophosphate
pesti ci des, which was funded through the Science to
Achi eve Results or STAR program which is a new EPA
grants program These are essentially surveys of
exposure of children in farmand urban comunities, and
the age ranges on these are nostly two to six years old.

Thirdly, we recently in a joint venture with
NI EHS, the National Institute of Environnental Health
Sci ences, funded a series of children's research centers,
three of which are targeting pesticide exposures and
effects.

The first field study -- major field study was
Nexus. As | said, these were pilot studies intended to
desi gn a national survey which nay one day be
i npl enented. They are popul ation based. It includes two
popul ati on based exposure studies in Arizona and the
m dwest, and a two year |ong |ongitudinal study which
involved nultiple sanples over tinme. These studies are
currently -- the study is currently devel oping a set of
i nteractive databases, including both questionnaire and
chem cal neasurenent data, and these will be up on the

web sonetime this year. Up on the Internet.
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The second is the so-called C TECH study, a
children's pesticide study. [It's a survey of 300
preschool children in six rural and urban counties in
Chio and North Carolina. It will neasure concentrations
in environnental nedia and biol ogi cal sanples, nostly
bl ood and urine, and wll also collect |ocation and
activity information. W wll also video tape a subset
of these children to address -- | think it was your
guestion about how are you going to get all this
information on this stuff. WIll, we're actually going to
take pictures of themand try and figure it out. There
are several studies which are video taping, so hopefully
we're going to have quite a library of them soon

| tal ked about sone of those techniques.

MALE SPEAKER. Excuse nme. You're going to video
t ape what ?

MR. SAINT: W're going to video tape the
children as they're playing around the hone and in the
day care centers. W have sone --

MALE SPEAKER  Be caref ul

(Laughter)

MR. SAINT: -- devel opnent projects.
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MALE SPEAKER: Are they not going to notice that
you' re video taping thenf

MR SAINT: Well, that's an issue.

MALE SPEAKER: You can video tape ny Kkids.

MR. SAINT: Yeah. 1'mgoing to talk about that
alittle bit nore in just a mnute.

(Laught er)

MALE SPEAKER: That's the one that's in coll ege.

(Laughter)

MR, SAINT: Well, as a quick aside, yeah, we did
actually have a two year old tear the canera apart.

(Laughter)

But | think we've solved that problem Another
set of studies is the STAR grants. These were funded in
1996 and are in the final stages of conpletion. They are
a series of studies along the U S./Mexican border in
California, Arizona and Texas that are | ooking at
children's exposures nostly in farmworker conmmunities.
There is a study | ooking at the exposure of urban and
rural children in Mnnesota to pesticides, which is
linked to the Nexus study in the mdwest. And we hope to

do sone conparisons of children versus adult exposures.
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1 And there is a longitudinal study of children's
2 exposure to OP pesticides in the Yakima Valley in
3 Washi ngton state. And a school based study of conpl ex
4 exposures in children which is | ooking at multiple
5 chem cal s, including pesticides, has a | ongitudinal
6 conmponent and is jointly inplenented with the M nnesota
7 Department of Health. It includes pesticides, PH s,
h 8 vol atil e organics and netal s.
z 9 And lastly, there are three research centers
E 10 whi ch have exposure conponents. One at the University of
: 11 Washi ngton, which is investigating the take hone pat hway
U 12 in a farmworker comunity. Pesticides being brought
o 13 home by the farm worker into the home. The exposure
a 14 assessnment involves a survey of children in the Yakim
L 15 Val l ey and the collection of exposure rel ated dat a.
> 16 There is a study at the University of California
- 17 at Berkeley in the Salinas Valley, which is |ooking at
E 18 exposures in another farm worker community. They are
m 19 actually cooperating in their nethodol ogi es between
q 20 Washi ngton and Berkeley. Berkeley is going to
¢ 21 characterize OP levels in urine, determne OP levels in
(a8 22 and around the hone, and describe exposure from behavi or
L
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in children using video tapes.

There is a third study at M. Sinai, which is in
an urban community in New York City. |It's studying
pestici de exposures and PCB exposures in an urban
popul ati on.

Al l of these centers also have an epi dem ol ogy
conponent and an intervention study, which is |ooking at
met hods for reduci ng exposures. But |I'mnot going to
tal k too nmuch about those today.

Ckay. Another major effort besides the field
studi es | ooks at exposure factors in pathway anal yses,
and there is a whole series of efforts going on in that
area. The first one is the consolidated human activity
dat abase, which is an effort to consolidate data froma
series of human activity surveys which are essentially
time, location and activity information collected through
t el ephone and ot her questionnaires and surveys. It
contains about 17,000 person days of data.

To answer an earlier question about how many of
t hose scenarios you have, in this one there are about
14,000 of them There are 140 activity codes and there

are 114 | ocati on codes which can be conbined in any one
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1 of those conbinations. It provides tine, |ocation and
2 activity information, such as eating in the kitchen for
3 30 m nutes, as an average, or there are distributional
4 data in there as well.
5 So we feel it's going to be a very useful tool
6 for exposure assessnents in the future to devel op
7 scenarios and interrelational databases. It is also
h 8 currently available on the web and the web site is up
z 9 there. And | think | can get sone copies of this.
E 10 MALE SPEAKER: Can | ask one qui ck question?
: 11 How is that information collected to go in that database/
U 12 MR. SAINT: Tel ephone and questionnaires and
o 13 surveys, but it's basically questionnaire data. It's
a 14 personal recall. You know, what did you do today kind of
m 15 t hi ng.
- 16 M5. MULKEY: Like USDA dietary.
- 17 MR. SAINT: It's like the dietary survey.
E 18 Anot her effort is |ooking at non-dietary ingestion. W
m 19 are trying through video taping and other techniques to
q 20 gquantify a series of activities related to exposure, such
¢ 21 as surface to skin contact, skin to object contact, skin
(a8 22 to nmouth, object to nmouth, surface to nmouth and things
L
m FoVr\aITdhe fReCI\(/)B[ d,I Indc.
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like this. Essentially the aimof it is to develop a
series of transfer coefficients for a ot of these
activities.

In addition to that, we're al so doing sone
gastroi ntestinal absorption nodeling, which will help us
to extrapolate that to dose.

The dermal contact research is essentially
| ooking at kind of activity -- using activity data to
predi ct dermal exposures through whol e body dose
symmetry. Waring cloth suits and doing certain
activities, taking the suit off, cutting themup and
anal yzing the data, trying to see where this stuff goes.
We al so are |l ooking at florescent tracer anal ysis using
the same techni ques, conducting a series of surface
sanpling in and around the home, |ooking at where the
pesticide goes after certain types of treatnents, and
vi deo taping of preschool children again to | ook at
activities that would |l ead to dermal contact.

The idea is to devel op protocols for collecting
transfer coefficients under certain scenarios, or
actual ly publishing certain transfer coefficients, and

devel opi ng dermal transfer coefficients for children.
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MALE SPEAKER: Chri s?

MR. SAI NT: Yeah.

MALE SPEAKER: | have a question. Wat do you
do with the video data? Are you like transcribing it in
sonme manner ?

MR. SAINT: Yeah. Yeah. There was a technique
devel oped by Jim Lackey at Stanford to -- well, Jim
Lackey and Val arie Dartarian, actually, who now works for
us. It involves a very | aborious screen based touch --
touch screen based system where they are quantifying
particular activities. They're not taking the whole run
of the video taping and timng every single thing that
happens. There is a battery of about, | think, 80
activities that they're trying to capture.

And they run it on slow noti on when one occurs.
There is a tinme index thing. They push it. Wen it
stops, they push it again, and then it's automatically
time indexed in there. It is rather |aborious and it
burns out a | ot of graduate students.

(Laughter)

MALE SPEAKER: That's what they're for.

MR. SAINT: Pardon ne?
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MALE SPEAKER That's what they're for. | was
one and | did it.

MALE SPEAKER: It sounds |ike an Andy Warhol
nmovie to nme, you know.

MR. SAINT: Pardon ne?

MALE SPEAKER: it sounds like an --

MR. SAINT: Not having ever seen any Andy War hol
nmovi es, | don't know what you're talking about.

MALE SPEAKER: Well, there's 12 hours and the
guy's sl eepi ng.

MR, SAINT: Oh.

(Laughter)

There is another effort we have ongoi ng | ooki ng
at exposure via pets. There are two small projects. One
is looking at, you know, is there a potential for pets to
track in pesticides fromlawns after |awn care
treatnents. It's a very snmall project. They're just
trying to determ ne sone prelimnary data to see if it's
wort h doi ng anyt hing nore on.

There is also a simlar -- ny particular office
is funding a study |ooking at the transfer from pet fur

onto hands -- children's hands. And that study is just
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about conpleted, and | think has published a couple of
papers, which she hasn't sent ne yet, which |I'mkind of
annoyed about.

MALE SPEAKER: Look them up.

MR, SAINT: Well, the trouble with grants is you
have no hold over them

A major effort in the agency -- in ORDis the
Exposure Factors Handbook, which sone of you may have run
across. This essentially is trying to devel op
di stributional and other types of data for various
factors using exposure assessnents, particularly
physi ol ogi cal factors, physical factors and sonme chem cal
data involving transport, FAPE and those kinds of things.
You know, an exanple would be the dreaded soil intake by
children and that kind of thing, as far as a big
controversy. There are currently three volunmes of the
Handbook up on the Internet, and we are currently working
on devel opi ng one for children.

And | astly, there is a small project going on in
one of our labs in North Carolina | ooking at pesticide
use patterns -- fromwhat | know from what Kathy tal ked

about -- but nostly trying to get all the data from our

For The Record, Inc.
Wal dorf, WMaryl and
(301) 870- 8025



217

1 vari ous questionnaires that we do in our field studies

2 and sonme other studies and trying to pull all of that

3 together so that we can hand it off to OPP.

4 And lastly, we have a programin exposure

5 nodel i ng, one of which has already been nentioned, the

6 SHEDS nodel. These are nostly what we call data rich

7 nodel s or relational databases. W have three main
h 8 efforts. One is new exposure nodels, one is |ooking at a
z 9 nodel i ng framework called Mentor, and the third is kind
% 10 of a series of small projects |ooking at nodeling
: 11 met hodol ogi es.
U 12 SHEDS is the main effort right now on pesticide
o 13 nodeling. And it uses a two stage Monte Carlo, which is
a 14 a statistical technique, for sanpling exposure data from
L 15 vari ous dat abases and conbining them The nice thing
> 16 about the technique is it produces distributions as
- 17 opposed to point estimates, and it conbi nes
E 18 di stributional data as opposed to conbini ng poi nt
u 19 estimates as a determnistic nodel would. It conbines
q 20 denographi ¢ human activity and concentration data. It
¢ 21 predicts distributions of total personal exposure for a
n_ 22 particul ar popul ation, so you get a distribution for a
L
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popul ati on.

| had sone really nice pictures of the

distributions, but | don't have tine -- | didn't have
time to showthemall. But that is going to be published
soon, so you'll be able to see sone of those for
yoursel f.

The second area is | ooking at dose estimating
nodel s, which are essentially what | tal ked about before
as the pharmacokinetic nodels. This is very difficult,
because, you know, basically you have to have a PK node
-- a pharmacoki netic nodel -- for every chemcal. And
what we're trying to do is to say, okay, can we sonehow
sinplify that to try and develop tools for risk
assessnment to use instead of having to go out and coll ect
all the animal data necessary to do a reasonably reliable
phar macoki neti ¢ nodel, and then have the probl ens of
extrapol ation to humans, and then de-extrapolating to the
children. So it's an effort that is really |ooking at
all the increnmental things we can do to nake it easier.

One area that is not specifically related to
pesticides but does have sone, | think, relevance is this

i dea of devel oping a nodeling framework. It is kind of a
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tool that risk assessors and others can use to go and
find nodels and tools that can be used to build nodels.
Kind of a clearinghouse for nodeling to hel p people who
want to devel op certain scenarios -- a nodel for a
particul ar scenario that doesn't exist yet, and if there
is one out there, to help themuse it in a consistent
framework. And if you want to, | can tell you nore about
that at sone tine if you want to give nme a call

Lastly, there is a large series of projects
| ooki ng at nodel i ng net hodol ogy. This includes new
statistical techniques. W're |ooking at inprovenents to
Monte Carlo sanpling to try and nmake it nore robust.
W' re | ooking at techni ques such as bootstrapping and
other statistical techniques. Al so, |ooking at nodel
validation. Wat is the best use of the data we're
collecting in our field studies to help us understand how
the nodels work. We're |ooking at new techni ques for
under st andi ng uncertainty and variability to understand
how wel | our nodels are working, and | ooking at
techni ques for packaging the nodel better so that they
are nore easy to use, simlar to Mentor

And that's about it. Any nore questions?
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M5. MULKEY: Well, we do have -- we're going to
go a whol e hour

MR. SAINT: Ckay, that's great.

M5. MULKEY: So unless there are sone clarifying
guestions -- believe it or not, despite the vol une of
this material, we still have about 12 m nutes for these
brief, additional snippets. And we will take our break
before the discussion. It's clear -- and |I'm al so going
to separate you two.

MALE SPEAKER: Bill and Warren are being quiet.

MALE SPEAKER | have a question

MS. MULKEY: Yes.

MALE SPEAKER: |Is it possible to get copies of
this presentation?

MS. MULKEY: Margie? Yes, we'll arrange to get
you slides. W're arrange to get you that. Okay.
Caire?

M5. GESALMAN:  All right. | hope everybody is
still hanging in there. W have been talking a | ot about
the scientific aspects of exposure to pesticides and
assessi ng exposures and so on. And | wuld like to talk

about sonething conpletely different.
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W're trying to hel p educate people to reduce
exposures to pesticides, in addition to our work in
assessi ng what they are exposed to. And the programthat
Il"mworking with to do this is sonething we're calling
the Uban Initiative, which doesn't necessarily have only
to do with urban areas, but is mainly non-agricultural
ki nds of things.

This programoriginated in 1998 to hel p i ncrease
the attention to pesticide use in the non-traditional
ki nds of settings. You know, the fact that a | ot of
pesticides are used in hones and that sort of thing. It
i ncl udes both enforcenent of increased inspection
activity in urban areas to retailers as well as other
ki nds of things, and the education and outreach kinds of
things that |I'minvolved in.

Basically the situation as it stands is that
people don't really |like pests, and they want to control
them particularly in their hones. But they've also for
one reason or another m sused pesticides in a nunber of
situations. For exanple, there were sone nore wdely
publici zed incidents invol ving nethyl parathion several

years ago that EPA spent a lot of tine and noney cl eaning
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up. We have problens in sonme urban areas with sonething
call ed insecticidal chal k, which is dangerous because it
| ooks a lot |ike blackboard chal k and has no child
resi stant packaging and it's not registered. And sone
ot her pesticides that have been used in -- used illegally
and not for their registered use.

Sone of the causes of m suse of pesticides are
that sonetines people can't afford appropriate pest
control services, or they don't have the kind of
informati on they need to nake appropriate choices. W
have unscrupul ous pesticide applicators who have offered
| ow prices and big guarantees in terns of the
ef fectiveness of their techniques, and people nay not be
aware of what's really causing their pest problem that
they can do sone sinple things to solve it thensel ves.

So to reduce this kind of problem we're trying
to do a nunber of things. W're trying to inform people
about the dangers to their famlies of m susing
pesticides. W' ve done workshops in sonme regions, doing
outreach to conmunity groups and that sort of thing.
There have been a lot of articles in nmagazines and health

provi der newsletters and that sort of thing. Posters in
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public places.

We have been inform ng the public about sources
of information. For exanple, we have sone truck ads
going on right now that are designed to pronote the
Nat i onal Pesticide Tel ecommuni cati ons Network. And |
have a picture of one of those a little later on. W're
devel opi ng educational materials in addition to the ones
that we already have on appropriate nmethods of pest
control. And I think probably pretty much everybody
probably knows the Citizens Guide, which has been around
for quite a few years. W're right now devel opi ng sone
handout types of sheets based on this infornmation that
are a little bit easier to use if you want just a small
bit of this information.

We recently did an activity book for kids -- |
t hi nk you may have picked this up out front -- and a
smal | poster that gives sonme pest control tips for around
your home or in your home situation. And we have a few
other things that are going on that we're trying to do in
that Iine as well.

W' re educating various people that are not

necessarily the users of pesticides directly about their
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roles in preventing m suse. W're developing a tool kit
about these materials that will be available to sonme of
our partners such as the Extension Service and states and
others who are active in this effort.

There are several prograns within OPP that
relate to trying to reduce pesticide exposures. The
Urban Initiative, which |I've been tal ki ng about, involves
a lot of education and outreach and a communi cati on
strategy that we've developed. W're coordinating with
the regions and trying to incorporate the work that
they're doing. W' ve done a lot of grants to partner
organi zati ons through the regions.

The Consuner Labeling Initiative, which nost of
you probably have heard of, has the Read the Label First
canpaign with several brochures and a big display and
other types of things that they're doing. That's another
heavily -- a heavy involvenent of partners in terns of
getting the nessage out.

The truck ad is also -- that's going across the
country in certain areas right now. It's actually going
to be here on Monday, if anybody is in the D.C area.

It's going to be at the different EPA buil dings on Monday
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at different tinmes. So if anybody is interested, we can
| et you know what tine that's going to be. But that's
going to be going in different cities. It's also in
Spani sh on sonme of the trucks. And they either have or
are going to do sone small, like delivery truck type of
trucks, as well as the over the road truck that this is
an exanpl e of.

And finally, I'll just nmention the IPMin
School s program We published a panphlet in 1993 call ed
Pest Control in the School Environnment Adopting IPM And
now t he next person on the agenda is going to talk a
l[ittle bit nore about that, because there is sort of an
i ncreased enphasis on that aspect of controlling -- or
reduci ng exposure to pesticides.

M5. MULKEY: Al right. Kathleen and Jay, you
have to share about six mnutes. So |I'msure you'l
figure out how to do that.

M5. KNOX: Ckay. Sharing isn't really a
problem | don't have overheads, and Caire just gave ne
a good head start into ny presentation.

| nt egr at ed pest managenent in schools is not a

new activity at EPA. The brochure did conme out in 1993.
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W' ve issued over a mllion copies of it since then, and
the information init is still relevant. |n addition,
many of the regional offices are very involved with their
states and wth [ ocal school districts on integrated pest
managenent activities. In addition, our voluntary
Pesticide Environmental Stewardship programhas a | ot of
partners who have worked on integrated pest managenent in
school s i ssues over the years, and in fact has sone
really good success stories.

Because of all these various activities going on
in EPA, a little over a year ago we fornmed a work group
in the Ofice of Pesticide Prograns that included
regional participation. The topic wasn't really limted
to IPMin schools. It was -- we tried to look at it nore
broadly as a pesticides in schools issue, |ooking at data
needs, |ooking at data we had from states and | ooki ng at
how coul d we inprove the exposure data, etc.

The outconme -- and we | ooked at it not as
reinventing anything, but trying to identify existing
materials, existing activities and trying to do sone
coordination. The work group consists of people from

nmost of the divisions that had worked with pesticides and
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several of the regions. In addition, we work with other
prograns in the agency that are working on school
projects. W've had contacts with the Departnent of
Educati on and various state conponents.

Qur main purpose really is to try and identify
i ssues, try to coordinate and facilitate information
transfer, and like | said, collaborating with other EPA
projects. One of the things -- we did get alittle bit
of budget noney in fiscal 2000. W' ve put a snall anopunt
to looking really at the feasibility of data collection.
It is a small anmount, and we know that actual data
coll ection of pesticide use data in schools would cost a
lot. It would take tinme. It would be difficult to
desi gn, etc.

So we're really doing sort of a feasibility of a
feasibility study, |ooking at potential surveys --
ongoi ng surveys fromthe Departnent of Education or other
kinds of things to see whether it would be possible to
get that kind of data in a cost effective, tinely way.

In addition, we've drafted up a communi cati on strategy.
Again, we don't want to reinvent materials that already

work. But part of it is what is it that -- what role can
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we pl ay.

Most inportantly, though, we've put out a
request for proposals. The Federal Register notice cane
out, | believe, two weeks ago. The proposals are due in
by Decenber 15th to actually try and identify and fund a
pil ot technical resource center for IPMin schools. Qur
vision is that it would be a regional center. It would
be there to -- again, not reinvent information. But try
and coordi nate and pull together existing information and
help the states within that region to try and devel op
prograns, etc.

So we're quite anxious to see what kinds of
proposals we get in. W expect to get probably a dozen
or nore. The process then will be review of the
proposal s, face to face interviews and then fi nal
proposal s.

So that's basically what we're up to right now
Like | said, we're just trying to build networks and get
the right people together and be aware of what's going
on.

MALE SPEAKER: Can you tell us the nmagnitude of

that -- of the grant or the noney that is avail abl e?
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MS. KNOX: We have $100, 000.

MALE SPEAKER: And how many regi ons?

M5. KNOX: This is a pilot. [It's just one.

MALE SPEAKER  Oh.

M5. KNOX: Yeah. W really just want to figure
out if this would be a valuable kind of activity,
sonet hing that would really have sonme return on the
investnment and if it's the direction we want to go in in
terns of further investnent. |t would never be that we
woul d anticipate funding these things forever. The idea
is get things up and running. Utimtely, we would |ike
it if the school districts all got sort of into fully |PM
kind of prograns and didn't need that kind of center any
nor e.

M5. MILKEY: Ckay. Jay?

MR. ELLENBERCGER: |'m Jay El Il enberger, OPP' s
| ead for pesticides spray drift issues over the |ast few
years. | thought | would use this opportunity to tel
you about a few initiatives that are happening in
relation to residential exposures.

As we all know, public and as well as EPA have a

great deal of interest in pesticide exposures from
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pesticide spray drift fromall types of applications,
whet her they be aerial application, ground application
and in fact backyard and honme and garden applications.
Each year regul atory enforcenent agencies fromthe states
recei ve thousands of conplaints that they investigate
fromall different kinds of application nethods, al
different pesticide types and uses and a w de range of
effects fromphyto toxicity to human toxicity to
envi ronment al probl ens.

And | think this is becom ng exacerbated as the
residential areas are noving in nore and nore each year
to the agricultural areas. Over the |ast decade through
a series of DCls -- data call in notices -- that OPP
issued to registrants, a flood of data have conme in. W
have a very robust set of studies now that characterizes
pesticides, spray drift, how it happens, why it happens
and what are the nost critical variables that influence
drift for each of the major application nethods.

We al so have all the published literature, as
wel | as some European databases. So we have a very
robust set of information that allows our scientists,

ri sk assessors and exposure assessors to have a much
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better characterization for any pesticide that will be
used, particularly in the agricultural setting, and how
that application nethod may or may not drift to
particular sites and sensitive sites, such as residenti al
areas and peopl e's backyards, as well as other
nei ghboring crops or sensitive environnental areas. So
this robust data set now can be used to infer, if you
wll, what drift deposition may occur at any site
downwi nd froman application site. W use that
information in risk assessnents.

An additional initiative that OPP is involved in
is drafting a new PR notice and a Federal Register notice
of availability. The PR notice to provide registrants
wi th gui dance for new product |abeling that we think wll
be a great inprovenent over current product |abeling that
wi |l provide applicators with a much nore conprehensive
set of instructions of what they should do or nust do to
control drift fromthe off target sites.

We think that wll raise the bar, if you wll,
of applicator behavior, and a better use of devel oping
technology to really get at many of the problens relating

to drift. W're hoping that that PR notice will go out
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soon. It will be a draft PR notice for public conment.
So we | ook forward to comments that you would file with
us, as well as other folks.

And then lastly, OPP continues with its support,
financial and otherw se, with continuing education of
applicators about drift, how it happens, why it happens
and what they can do to control drift. For the C&P
progranms, working directly with aerial applicators,
ground applicators and so on and so forth.

Wth all of these initiatives, the bottomline
is to significantly reduce drift, the nunber of
incidents, the anmount of drift, bring way down the
exposures to people and the environnent.

Thank you.

M5. MULKEY: Al right. By ny calculation, if
we take a 15 mnute break and are really, really back in
our seats, you can still have a full hour discussion and
we can finish our business at the tinme. Use a little bit
of this 15 mnutes to think about how you want to franme
up a discussion of these issues. There is an incredible
anount of material that you' ve been hit with, and we're

eager to hear about your reactions, your questions, your

For The Record, Inc.
Wal dorf, WMaryl and
(301) 870- 8025



-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

© 00 N o o s~ w N P

S N N R N e T T e e =
N B O © 00 N OO0 o b W N +— O

233
concerns and where you see the gaps in what we've
denonstrated and so forth.

So enjoy your break and get back on tine.

(Whereupon, a brief recess was
t aken.)

M5. MIULKEY: -- speakers and we've asked Donna
Davis and M ke Metzger, who are in our Health Effects
Di vi sion and have supervisory responsibility for a |ot of
the work -- the risk assessnment work you heard about, to
join us at the table, too, so that we can nmaxi m ze our
capacity to answer questions. But we're eager to hear
not only your questions, but your comments, your
perspective, your suggestions, your conplaints and your
conplinents, etc.

We nust really harass Bob, if he doesn't cone
back, since it's his topic, right. Gkay. Larry, do you
want to |ead us off?

MR, ELWORTH. Well, | had a couple of questions.
One of themis -- and | understand that this is going to
be answered. That was an inpressive set of researches
bei ng done that people pointed to. Wat is the public

investnent in that research?
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M5. MJULKEY: Federal dollars?
MR. ELWORTH:  Federal dollars.
MALE SPEAKER: Meani ng how nuch noney did we

spend?

MR. ELWORTH. What? | beg your pardon?

MALE SPEAKER: | don't know off the top of ny
head.

MR, ELVWORTH. It would just be -- | nean, it

woul d be interesting to know.

MALE SPEAKER: It's spread across three -- that
particular programis spread across three different |abs.
Well, a lab and two centers in the Ofice of Research &
Devel opnent. | can tell you what the grants programis
spending on it. The grants program has an investnent of
approximately eight mllion dollars. | think the lab
program has got to be around the sanme, if not alittle
bit nore.

M5. MULKEY: There are -- | have seen a budget
br eakdown of what portion of ORD nonies is FQPA, for
exanpl e, which, of course, is not just this work.

MR. ELWORTH:. right.

M5. MULKEY: But all sorts of other work. So |
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think Joe could help you after he gets here. W'Il| see
if he knows anything off the top of his head. But if
not, we can help you get sone data on that.

MR. ELWORTH. Ckay. That would be interesting.

MALE SPEAKER: Certainly for 2000 there is
nunbers avail abl e.

M5. MULKEY: Yeah, right, on an annual basis.

MR, ELWORTH:. Because there's obviously the cost
of devel opi ng and mai ntai ning a database and things |ike
t hat .

MB. MULKEY: Right.

MR, ELWORTH. Which would be in the grants
program

MALE SPEAKER: The Nexus dat abase, for exanpl e,
is funded at about $800,000 to get it up and running and
mai ntaining it.

MR, ELWORTH. And the other question that cones
to mnd, with all those different databases, how are you
coordinating the quality of data and things |ike that?

MALE SPEAKER: There was a program devel oped in
EPA called I AMS, which is -- | can't renmenber what it

stands for. But that's their job. They are -- they are

For The Record, Inc.
Wal dorf, WMaryl and
(301) 870- 8025



-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

© 00 N o o b~ w N Pk

N NN R R R R R R R R R
N B O © 00 N O o b W N +— O

236
kind of the data police there |ooking at not so much
maki ng sure the data is of a particular quality. But
maki ng sure we know what the quality is.

MR. ELVWORTH. Right. Right.

MALE SPEAKER: So Nexus is being coordinated
with the | AMS program The data that we're getting in
fromthe grantees will be transferred to the | AMS peopl e,
along with the papers and docunentation that goes al ong
with that.

MR. ELMORTH: | would like to see the dollar
anounts at some point.

M5. MULKEY: Ckay. W'Ill try to get an answer.

MR. ELWORTH: On the school |PMstuff,
apparently California just had a program funded, too, in
school IPM How -- what connection is --

M5. GESALMAN:  Region 9, California, is very
active in our work group.

MR. ELWORTH. COkay. But this is a state
pr ogr am

MS. GESALMAN: R ght.

MR, ELWORTH. This is a DPR program

M5. GESALMAN: Right. And the people in EPA s
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Region 9 are involved with the state people as well. So
there is a lot going on in California in L. A and in
Marin and a variety of places in ternms of |PM

MR. ELWORTH:  Uh- huh.

MS. GESALMAN.  So, again, like | said, we're
just trying to get a handle on all the things that are
goi ng on and nmake sure that people are talking to the
ri ght people.

MR. ELWORTH:  Uh- huh.

M5. MJULKEY: Yeah. A big focus of our effort is
a cl earinghouse, the left hand know ng what the right
hand is doing, rather than doing things ourselves.

MR, ELWORTH. Okay. And can | get a copy of the
Fun wi th Cockroaches panphl et ?

MALE SPEAKER: Activities with Cockroaches.

MALE SPEAKER: You can't kill them You' ve got
to play with them

(Laughter)

M5. MULKEY: Al right. | think Bill was next.

BILL: | just want to echo Larry's sentinent
here. | was astounded at the anount of work that is
going on in this area. | had no clue. And | know sone
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of the joint venture work that is going on in the trade
associ ations, but | thought that was sort of al nost
primary and above. And really that's a small part of
what's going on. So I'mvery inpressed with what is
happeni ng.

A coupl e of questions about that. To what
extent are these grants -- have you scripted sort of the
data gaps and the things that you need and know that this
will fill then? That's one question. And the other one
is, I would hate to see this anmount of effort put forth
and then have it sort of criticized and shot down or, you
know, industry or academ a sort of maybe take potshots at
it. |Is there any sort of oversight or sharing beyond
this kind of scope that is assuring that once these data
are collected and m ght be used in nodeling that it's not
going to be criticized?

MR. SAINT: There are two levels of -- there are
two types of research that we're doing. W have a grants
program and then we have our own researchers in the | abs.
In all cases, the work is published in the -- to becone
official, it's going to be published in peer review
literature
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In the case of our in-house studies, the studies
are peer reviewed before they' re inplenented. Likew se,
in the grants program we issue RFAs -- requests for
applications -- which specify the type of research we
woul d |Ii ke to have done. They're not as prescriptive as
an RFP, which is asking for contract work. But they do
lay out the priorities and what we would |like to have

done. A peer review panel reviews all those proposals

agai nst that RFA and the best ones -- the nost highest
quality science are considered for funding and then we
fund as nany as we can given the budget.

They obvi ously publish through the nornal
publication channels in the peer review literature. And
we have several efforts encouraging themto publish nore

and sooner. That is the main peer review process and the

results stand up to that -- if they get through that
process, they'll stand up to criticismin a scientific
comunity.

Now t hi ngs can al ways be m sused. But given
what's published in the literature, you always have a
touch tone to be able to go back and say, well, you know,

t he paper said, you know, it can be used for this, but it
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can't be used for that. And you're using it for that, so
you shouldn't do that. So there is a reference there.

We do not have a specific program designed to
kind of ensure the quality of the publications. Each
project we have has a QA programrelated to the data
collection activities, and there is a series of steps
t hey have to go through, including review by me and ot her
project officers on their Q%A site visits and ot her
things like that. But that's nore of the nuts and bolts
of the study rather than the publication of the results.

D d that answer your question?

M5. MULKEY: Buried in your question is
sonet hing nore basic, which is how nuch of this research
is specifically designed to neet the needs of the
pesticide programis risk assessnent and ri sk managenent
chal l enges. And that question is not -- could be posed
to the agency with any of its hats on, whether it's the
Recker programor the AIR program And there is an
extent to which the work of our Ofice of Research &
Devel opnent is very closely neshed with programmtic
needs, and there is an extent to which it is deliberately

mai nt ai ned sonewhat i ndependently of programmtic needs,
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so that it is the scientists deciding what science
guestions are nost worthy of pursuit and nost needy.

Soit's a mx, frankly, of research that is very
carefully calibrated to address a data gap, or a data
interest that we've identified and surfaced, and research
that nmay serve that purpose, but may have been desi gned
and pursued because of sone fundanental questions that we
believe we need -- we, collectively, |arger EPA believes
need to be answered. Sonme of it is primary search. You
know, really -- so there is a -- the dynam c of how
agency sponsored research fits with agency progranmatic
needs is a constant and tricky dance that involves a | ot
of different conpeting considerations.

MALE SPEAKER: Marcia, a quick question, sort of
a follow up. You ve got all these different levels, it
sounds |ike, of research gaps. Yet at the end,
presumably this is all going to have to be plugged into a
nodel that hel ps you determ ne residential exposure -- or
residential risk. | guess that would be the nore -- |
woul d be nore worried about the ability to nmerge al
these studies together to try to forma single risk

assessnent that has nmeani ng and equi val ence.
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M5. MULKEY: Well, | think we think of these
data -- and maybe the scientists could help me -- as
anot her very val uabl e source of data, just as registrant
sponsored data and sonetines general public literature
data. And that as these studies beconme avail able, we use
them as best we can. And we don't wait for all of them

Do you want to el aborate on that?

M KE: Yeah. There are various parts of the --
various things that ORD does are already interwoven in
the risk assessnents that we do. And as we get new data
fromthem we incorporate it in the risk assessnents. An
exanpl e woul d be the new transfer -- transfer factor for
novenent of pesticides fromchildren's hands and the
saliva extraction factor is sonething they have been
working on for a while. That is a new piece of
informati on which we got recently, and really it wll
hel p i nprove our risk assessnents trenendously and nake
them nore accurate for children's hand to nout h behavi or.

Sonme of the behavioral data -- sonme of the stuff
t hat sounded funny earlier with the picture taking --
that's very useful information, because you know how many

times a kid mght pet the dog during the day, so you know
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how to do your risk assessnent.

MALE SPEAKER: By the way, we had an idea on
that canmera and the video taping. Use a catcher cam you
know, in the off season. The little cameras that the
catchers do for Fox.

(Laught er)

MALE SPEAKER: | never noticed it.

MALE SPEAKER: Yeah, it's funny. And you could
do an unp camlike they do in football.

MALE SPEAKER: They have a single recorder and
t hey have several little canmeras in different roons.

MALE SPEAKER:  Oh, okay. Sorry.

MALE SPEAKER: But a two year old really did
tear the first one apart.

MALE SPEAKER: But there is all the information
that is in the Exposure Factors Handbook that we
incorporate into risk assessnent, and the draft kids --
Chil dren's Exposure Factors Handbook that we woul d use.
And then -- that's sone of the stuff that we're currently
using in the risk assessnents that we've been doing, plus
there is all the work that they're doing for us in the

future. Wirk related to our doing distributional
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assessnments for residential. And a lot of that we'll be
able to use in the future.

So there is stuff that we're able to use now
that they' ve been doi ng over the past several years, plus
the stuff that we'll be able to use in the future.

MALE SPEAKER  But they're being designed so
they're nergeable into the databases you currently have?

MALE SPEAKER  Yes. Chris and | have --

MALE SPEAKER: So it's not apples and oranges.

MALE SPEAKER  Yeah. Chris and | have net
several tinmes and had argunents.

(Laughter)

But generally a lot of the work they're doing is
very useful for us, not only giving us what we need to do
our risk assessnents, but also pointing out where the
specific problens mght lie. For exanple, the STAR
program dealing with farm worker kids exposure and
showing us that we really need to focus on that area.

MALE SPEAKER: Yeah. The idea is to provide
data sets of tools in our program W're not set up to
do the risk assessnents for anybody. W do have an

assessnent center which does risk assessnents as
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requested, but that's not really our job. Qur job is to
provide things that can be used by the people to do risk
assessnents.

MALE SPEAKER: Well, that's the critical point.

MALE SPEAKER: Yeabh.

MALE SPEAKER It can be used.

MALE SPEAKER: Yeah. So what we try to do is to
negoti ate beforehand with the programoffices as nuch as
possi ble on their needs and then inplenent things that we
hope will get what they need. Sonetines they don't,
because they either fail, as they do sonetines, or, you
know, through the vagaries of the granting process we
don't actually get what we ask for. And then we either
don't fund it or we think, well, that's still interesting
so we'll pursue it at a |lower |level or whatever. So,
mean, there are other things that happen, you know.

But the idea is to provide small and large tools
and lots of data. | nean, because that's -- the NES cane
out very early on in '93 or so and said there's not
enough exposure data, particularly in this area. So we
said, well, let's go get sone.

M5. MJULKEY: Bob?
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MR. ROSENBERG |Is this |ike the question tine
or the comment tinme or both?

M5. MJLKEY: Either and both.

MR. ROSENBERG  Ckay. Well, first of all --
well, then -- well, | don't have any good questi ons.

M5. MULKEY: We'Il give you two rounds, if you
want them

MR. ROSENBERG  But [|'ve always got opinions

M5. MJULKEY: And you don't have to feel |ike you
have to use all of them

(Laughter)

There is another half hour.

MR. ROSENBERG Well, here's a couple thoughts.
One is, first of all | would like to just tell you just
how grateful we are to have had this discussion here
today. | think, if I"'mnot mstaken, it's the first
publ i c di scussion of these issues, with the possible
exception of the SOP di scussion before the Science
Advi sory Panel. And I'mgrateful for that.

| couldn't help but be struck by a coupl e of
things. One being the incredible conplexity of doing

residential risk assessnments. The enormty of the task.

For The Record, Inc.
Wal dorf, WMaryl and
(301) 870- 8025



247

1 What | wonder is this. |[|'ve always thought the genius --
2 maybe it was intentional and maybe it wasn't. But the
3 geni us of the TRAC process was prior to the inception of
4 that process. There were lots of questions and |ots of
5 uncertainty about how dietary risk assessnents were
6 conduct ed.
7 And through that process, by the devel opnment of
h 8 science policy papers and discussions of data and papers
z 9 about what data are avail abl e and how those data are
E 10 used, it acconplished two inportant things. One was, |
: 11 think, it de-nystified the process. And secondly, I
U 12 think it made a considerable contribution to building
o 13 st akehol der confidence in the process. | think people
a 14 sort of understand how you do it and accept it and, you
m 15 know, are grateful that you do it.
> 16 | don't think those things have happened yet on
- 17 this side of the equation nore or less. This is a great
E 18 start. You know, it's the first discussion and a | ot of
u 19 good stuff -- | had no idea a lot of this stuff was going
q 20 on and the research that was goi ng on.
¢ 21 | guess what | would Iike to see is sone kind of
(a8 22 a process where we could do those sane things for
L
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residential exposure that the agency already has done so
wel |l for dietary exposure, which is to de-nystify and
better communi cate to the public and stakehol ders what
this process is all about. And I would suggest -- you
know, | know everyone hates work groups. But | would
suggest that it m ght be useful to the agency to convene
a work group around this issue of folks -- you know, nore
than just sitting at this table who are involved in this
question, who could maybe neet a couple of tinmes and talk
about ways to acconplish those two goals.

So just in sunmmary, you know, this is great.
|"mglad we're having this discussion. | would love to
see a continuation of discussion to the point where the
folks I represent, for instance, have a high | evel of
confidence in the regulatory decisions that the agency is
making. And | think it's best acconplished through a
wor k group.

M5. MULKEY: Do you think this topic |ends
itself -- not necessarily instead -- to a workshop? 1In
ot her words, this was an hour. You could have a three
hour version. You could have a five hour version. And

it could be interactive, but working through howit's
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done. Is that part of what | hear you asking for or not?
MR. ROSENBERG  Maybe, Marcia. | think ny -- it
depends on -- you could call it a work group or workshop.

| think it would depend nore on interactivity nore or
less. | think there are questions that in ny mnd -- |
mean, much of what was said was way over ny mnd. MW
only science that | had was political science. | didn't
understand a lot of that stuff.

(Laughter)

How does all this stuff fit together. You know,
there is a lot of stuff. | nmean, all this data and al
the science and a lot of stuff. | nean, how do you bring
it all together and cone up with a single nunber that
says that, you know, this product poses an unreasonabl e
ri sk or does not.

| think that could be acconplished in a
wor kshop. | think it could be acconplished in a working
group. But | think the agency really needs to try to
identify some kind of process that would allow for the
de-nystification of this process.

M5. MJULKEY: Ckay. Any --

MALE SPEAKER: Can | weigh in on that?
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M5. MJULKEY: Yeah, if you would like. Dan is
the next person, but | think he'll |et you go ahead.

MALE SPEAKER: | just -- | think a work group
m ght be a nore productive event or series of events,
because | think there is sone conplication here. | think
having a single workshop may convene in a richer way what
we heard today, but not nuch nore than that. And even if
it were interactive, | think this connect piece is
m ssing here a little bit. | nmean, there is a |ot of
data generation. Howis it going to be used. How does
it hang together. Seek outside input so that it's sort
of -- at least assures sone imunity to criticismlater
on.

| think a work group with stakehol ders woul d be
a better way to go.

MS. MULKEY: Dan?

MR. BOTTS: Just to reinforce the previous two
speakers, | saw the notice of the grants that went on on
the farm worker children's study and sone ot her things.
And | started asking questions then about what was the
purpose. Were was the focus. This is the first tine

|"ve had a real good discussion of how the whol e process
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1 interrelates. And a lot of the things that you tal ked
2 about today are going to be the bedrock of taking the
3 very conservative assunptions out of the SOPs on
4 residential work as it goes forward.
5 And | guess one of ny questions is, is there a
6 time line in your mnd as far as when you'll get through
7 what ever process, of either internal peer review or
h 8 external peer review, of the information in the data set
z 9 to where we start seeing sonme of the results of this
E 10 process showng up in the risk assessnents that are
: 11 | eaving the regul atory decisions to the re-registration
U 12 process or in the existing programon the OPs that are
o 13 out there now.
a 14 And that's probably a question, Marcia, for both
L 15 you and our friend fromORD. But | guess, howis that
> 16 process going to work and howis it going to be
- 17 transparent. How are we going to know that all of a
E 18 sudden there is this huge new database that's been
m 19 inserted into the programthat Mke is using to do his
q 20 ri sk assessnments to cone up with the nunbers that we deal
¢ 21 with on the user side froma regulatory inpact standpoi nt
(a8 22 on the products that we use.
L
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| guess -- | don't know whether that's a fair
guestion or not. And then |I've got a question for the
spray drift issue.

M5. MULKEY: Do you want to start?

MR. SAINT: Sure, I'll start. Well, the things
| tal ked about today didn't all start at the sane tine,
so sone of them are ongoi ng and sone of them haven't even
gotten in the field yet. GC Tech has only just started
out in the field, for exanple, and the children's
preschool. The other children's studies are finished in
the field, and we're hoping to get their data by next
Septenber to get it all packaged and in our hands.

Nexus, which is a broader set of data fromtwo
regions of the country. W just have funded a project to
consolidate that into an Internet useabl e database,
because it's a nuch nore robust data set because it's
popul ati on based. It was proportionately sanpled from
popul ations. And that was supposed to be up next nonth,
but there have been contracting problens. But it wll be
up this year. So very soon for sone of this data.

Some of the children's data, the C Tech which is

a nore -- which is |ooking at very young children
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probably won't be avail able for several years. The
information that they're developing in the children's
centers in the farm worker communities probably won't be
avai l able for at |east a couple years, because they only
just got in the field | ast spring.

So there is a whole series of kind of mlestones
that we've laid out through the -- do you know what GPRA
i S?

MALE SPEAKER:  Un- huh.

MR. SAINT: The governnent nonitoring progran?

MALE SPEAKER:  Un- huh.

MR. SAINT: W use to call it deliverables in
the old days. You know, we've laid out these m |l estones
and we're trying to stick to themas cl ose as possi bl e.
But, you know, research is a pretty big thing. You know,
when you go out in the field and all the nonitors
breakdown, or as we had this year, all of our
phl ebotom sts quit so we couldn't get all the bl ood
sanples. You know, it happens, but we're trying to get
this stuff.

And the other thing is, under grants we have no

| egal neans to nmake them give us the data, thanks to
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Congress. So we're -- so we are now trying to | ook at
the new Executive Orders on data availability to force
our grantees a little bit harder to make their data
avai l able. And that includes OPP, obviously.
MR. BOTTS: Are they excluded from using your
data in the interim--

MR, SAINT: No.

MR, BOITS: -- if there are things that, gee
whiz --

MR. SAINT: |If we can get it, they can have it
ri ght away.

MR, BOTTS: Then ny question goes to Marci a.
How do we know t hat you have made these changes, like the

things that were nentioned earlier on the transfer of
factors and those kinds of things. How do we know t hat
t hose things have been added to the process?

M5. MULKEY: | think you asked a very
fundanment al questi on about how do we keep the world aware
of every increnental change in science as we internalize
it and begin to use it. And, you know, we're working
hard at that, and as you know, we try to make i ndividual

ri sk assessnents public. W try to nmake our
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met hodol ogi es public periodically. These SOPs into which
a lot of these data are fed -- | nean, the SOPs, as you
know, are not just nade up things.

We are updating that so that you'll have when we
do what we call finalize, but as you know, we've never
said these things are truly final. They will reflect the
nost up to date -- on any given day there is likely to be
sonething in transition that isn't yet reflected in a
ri sk assessnent that is in the public domain.

But we're open to ideas about ways to be nore
transparent. But our goal is to let it all hang out.

You know, to have no secrets about what data we're using
and what net hodol ogy we're using. This is why we have
all -- we've infused so nmuch of this public process into
what we're doing. | think we're always open to
suggestions about whether there is a better, nore
efficient way to do that.

| was interested to hear how nuch ORD -- | have
| earned today how nuch ORD has gone to a web based
approach. And one of ny thoughts was, can we do sone
better |inking between our web site and their web site

and things |like that.
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M ke, do you --

M KE: Yeah.

M5. MULKEY: Do you have any thoughts on this?

M KE: Yeah, a couple comments specific to what
-- to what we're tal king about today. Al of this stuff,
we use it as it cones in. As we get this information
fromORD, we start using it after we evaluate it and nake
sure it's the proper information to use and it nakes
sense to us.

But we do take it then to the SAP. All the
stuff -- the saliva extraction factor | think has already
been to SAP, hasn't it? Sone of that stuff -- but it
will eventually all go through SAP. So in that forum it
w || be announced that, you know, we're going to -- that
we' ve | ooked at it and we're considering using it, or
that we're going to be using it.

And | wanted to throw in another comrent in
response to sonething you said about the conservativeness
of the SOPs. The comment is that the SOPs aren't as
conservative as people generally think. The data in the
SOPs is real data and it needs to be updated. |t needs

to be inproved as we get additional infornmation. But
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sone of the information we're getting from ORD i s show ng
us that these SOPs aren't conservative necessarily in
sonme cases at all.

So I think we want to be careful in thinking
that when we get all of this newdata init's going to

change things radically and all of our risks are going to

di sappear or whatever. | don't think they wll.
DR. BOTTS: Well, | don't know that | nmeant to
inply that | thought that, but that's -- | was goi ng by

what the SAP said when they reviewed them and said that
they didn't need to add the extra safety factor because
they were conservative enough. |If you |oaded them al
together, you didn't need the extra factor.

M5. MIULKEY: Also -- they also criticized a |ot
of theminternally for what they regarded as inadequate
conservatism

MR. BOITS: Yeah

M5. MJULKEY: So their input was a real m xed bag
on that issue, too.

MR. BOTTS: But to the spray drift issue, and
this goes to a presentation | had fromthe spray drift

task force relative to sone potential |abeling changes or

For The Record, Inc.
Wal dorf, WMaryl and
(301) 870- 8025



-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

© 00 N o o b~ w N Pk

N NN R R R R R R R R R
N B O © 00 N OO0 o b W N +— O

258
what's starting to show up on | abel s, because evidently
everything seens to be driven by droplet size and
potential for novenent off site nore than anything el se.
And what we were provided with was sonme infornation that
there was going to be sonme very specific nozzle pressure
conbi nations to ensure certain droplet size for certain
ag uses.

And our concern with this -- and | don't know
whet her it has nmade it out to anything other than the ag
comunity yet, and it's going to be bad enough there.

But for the very sanme reason people don't read
rodenticide labels, if you start specifying |abel types
and pressure |l evels on honeowner's pressure one
applications and those things for drift potential
applications, | don't think you're going to be very
successful .

And | have a real concern for the ag side that
we're going to end up with conpound specific spray rigs
before it's all over with the way sone of this appears to
be headed. And if you think you' ve got problens now from
an econom c standpoint, just wait until you hear that

conversation when it gets started.
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MALE SPEAKER: Let ne address that. One of the
things we -- OPP strives to do in drafting new | abel
| anguage is to stay away from specific technol ogy. So
it'"s nore -- our goal is really applicator behavioral
change, quite frankly. W know that technol ogy for
nozzl e types and spray rig design is constantly changi ng,
and we didn't want to | ock conpanies, or applicators
particularly, into using nozzle type S-103 that is going
to be outdated a year later and then they would be
m susing the product if they didn't use that.

So OPP's goal is to not go in that direction at
all, but rather to tell applicators to do sone very basic
t hi ngs regarding how high to set the nozzl es above a crop
canopy, for exanple, w nd speed restrictions and things
that are very, very sinplistic to follow, that the robust
dat abase we have says these are the things that nmake 90
percent of the difference. W don't want to get into

fine tuning.

Now it's not to say that our guidance -- | nean,
it is guidance to registrants -- a PR notice. It's not a
regulation. And it does allowroom if you will, for any
conpany to cone in to us and say, well, for this product
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that we have, we would |ike sone real specific -- we want
to go beyond what you're reconmmendi ng on the | abel,
because X, Y and Zis a real factor for this kind of
product, whether it's the toxicity, it's formulation type
or what ever

And we'll look at that. But we -- you know, our
approach nowis to stay away from specific technology to

put on | abels. W think that creates a whol e set of

pr obl ens.

MR. BOTTS: |'ve seen two | abels.

MALE SPEAKER: | know. But there is -- they're
probably older. |'mnot aware of which |abels. But |I'm

just saying that the direction that we're noving in, that

we're going to propose, stays away fromthat approach.

And we're going to be asking conpanies to re-|look at al

of their labeling on spray drift and take off what we

think is not appropriate any nore. Take a |ook at what

our gui dance says in the PR notice and cone back to us.
M5. MIULKEY: It's also inportant to renenber,

Dan. W are going to ask for comment on this major

gui dance docunent. And if you see issues with what we're

| ooking at, we definitely want to hear fromyou
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MR, BOTTS: Well, | haven't seen your gui dance
docunent. |I'mworking off of a reference in the slide
presentation that had two new | abel s just been approved
and both had very specific labels -- or brand nanme type
| abel s and pressures that would be required to be used
for that product.

MALE SPEAKER: One of the things we do want --
we woul d want conpanies to think about in their |abeling
is specifying spray quality droplet size without getting
into nozzle type specifics and left up to the applicator
by putting in the SAE new spray quality guidance that has
been approved, say, use, you know, a nedi um dropl et
according to SAE. And then that allows themto pick al
ki nds of nozzl es.

M5. MJLKEY: Sarah?

M5. LYNCH Yeah. | just had a general comrent.
This is not ny area of expertise at all. |I'mjust really
sort of amazed at the conplexity of the issue that you
all have tried to address | ooking at the residential
exposures and how inportant it is to do what you're
attenpting to do. So | really, you know, pat you on the

back, encourage you and say that | think this is really
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an inportant, you know, mssing |ink. Sonething that has
had so little attention in the past.

And the conmplexity of, you know, the various
routes, nethods of exposure, nodes of exposure, etc. --
venues that people can get exposed to these chemcals in
the real world, you know, makes ne think about what we
don't really know about chem cals. W don't really know
about sone of these exposure routes. And yet, you know,
our registration process sort of assunes that we have a
certain know edge base that perhaps we don't really -- we
real ly have.

| think that underscores the inportance of what
the FQPA does in telling us to try to bring all of these
together. And while |, you know, understand Bob's point
of viewthat we really do need to know a | ot nore before
we perhaps shoul d be taking these regul atory decisions, |
think that the precautionary principle needs to be really
t hought of here, because there is enough information to
make us think that there are these issues that have to be
addressed. The science is -- all the information wll
not be available to us, you know, to the nth degree.

So | hope that we will really think carefully
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about the -- you know, to take the necessary precautions,
t 00.

MALE SPEAKER: Yeah. One of the things that

we're trying to do in |ooking at pathways is -- and
partly in the nodeling -- although using nodels is a way
to do this -- is to |look at how i nportant the various

pat hways are to the total exposure given the particular
scenario -- or a set of scenarios. Kind of a sensitivity
analysis, to use a statistical term

You know, in an assessnent franmework, you know,
you sonetinmes -- and we've done this already, because
we' ve picked scenarios that we felt would probably be the
nost |ikely to produce the highest exposures in certain
assessnments. If we were able to have tools that would
allow us to do that quickly and efficiently and be
reasonabl e -- reasonably certain or within bounds that
we're correct, that mght help us short cut a | ot of
these things. And we could actually make deci sions at
that stage rather than go to a full assessnment. But
that's not ny deci sion.

So we're trying -- like | said before, we're

trying to develop tools that people can use to nake
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deci sions, not necessarily trying to make the deci sions.
And that doesn't -- and we're trying to make them so
they' re not conmpound specific so we don't have to do
anot her one every tine a new conpound cones al ong. W
can have techni ques that are robust.

MALE SPEAKER  Just one quick comment. Can | do

t hat ?

MALE SPEAKER:  No.

(Laught er)

MALE SPEAKER: No. | just wanted to respond to
Sar ah.

M5. MULKEY: Peopl e have been waiting, but if
it's directly connected.

MALE SPEAKER: It'll take 10 seconds. | just
wanted to be clear that | was not necessarily questioning
the caliber quality of the science or the regulatory
deci sion. Wat concerned ne was the very fundanental
guestion of howdo |I tell a PCOthat | represent that EPA
made a good decision in a way that they can understand.

M5. MULKEY: The form of the transparency issue.

MALE SPEAKER: Yeabh.

M5. MIULKEY: We'll go Jay, Jose, Adrienne and
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J. J.

MR. VROOM | have three questions. Could you
give us kind of a beginning to where we're at today and
project an end on the SOPs for residential exposure? Are
we done? Are we m dway?

M5. MULKEY: Do you want to answer that?

Mar garet Stasi kowski is the Director, as you know.

M5. STASI KOABKI: We are just finalizing making
the final -- incorporating the final coments that we've
recei ved, and we expect to go out with the revised SOPs
in very early winter.

MR. VROOM  Ckay.

M5. MULKEY: But they're always a work in
progr ess.

MR VROOM Right. So they would be published
in the Federal Register?

M. STASIKOMBKI: Right. Early 2001.

MR. VROOM As final?

MS. STASI KOMSKI: Ri ght.

MR, VROOM Ckay. And how | ong has that process
been underway? [|'mjust trying to understand how much

effort --
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1 MALE SPEAKER: It's been underway for about a
2 year now.
3 MR, VROOM  Ckay.
4 MALE SPEAKER: Since the |last SAP in Septenber
5 of 1999. It's also going to include the SAP comments.
6 But previously the provisions had gone through public
7 comment through a Federal Register notice as well. The
h 8 conplexity was trying to incorporate not only the SAP
z 9 coments, but the public comments. And also we received
E 10 comments from USDA and al so fromother -- fromCRD. And
: 11 that's been the conplexity.
U 12 And also along with revising the SOPs, we have
o 13 to produce a comrent and response docunent which
a 14 descri bes all the comments and our reaction and how we
m 15 i ncorporated theminto the docunent.
> 16 MR. VROOM  And how nuch --
- 17 MALE SPEAKER: It takes a |ot of work.
E 18 MR. VROOM Yeah. And how nuch change has
m 19 resulted fromall of that effort, would you guess? Not
q 20 to pin you down here in terns of what wll be reveal ed
¢ 21 when the Register notice is published.
(a8 22 MALE SPEAKER | honestly -- | don't know how to
L
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characterize that.

MR. VROOM  Ckay.

MALE SPEAKER:  They'll be changed for sone
specific risk -- types of risk assessnents. | think Jeff
can --

MALE SPEAKER: |'m just wondering, do you want
specifics? W can tal k about sone exanples. For
exanple, we nodified how we do dermal risk assessnents
for children. And we nodified sonme other factors |ike
the saliva extraction that M ke was tal ki ng about
earlier, and al so sone of the approaches for pet
exposur e.

So really across the board there were
nodi fications here and there. Some were nore mgjor than
others. But, you know, they do reflect the new changes
that Bill was tal king about. They do reflect the nost
recent data from ORD and what ever other sources we had at
this point.

MR. VROOM (Ckay. A specific question with
regard to estimating children's exposure to sone
pesti ci dal compounds that m ght al so have exposure from

non-pesticidal routes. Like, for instance, treatnent for
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head lice in schools certain OP conpounds and pyrethroids
m ght be used.

Have you found a way to sort of anticipate that,
and is that part of the overall SOP process? Can you
accurately set that aside and segregate that from
exposure fromnormal, other traditional kinds of
pesticide -- pesticidal uses -- treatnents?

MALE SPEAKER: To ne that's --

MR. ZAGER. I n one specific case, which we dealt
with recently we did not include it in the aggregate
exposure assessnent. It was regulated by FDA and we did
not include it.

M5. MULKEY: | nean you're asking -- | couldn't
tell whether you were asking a science question or sort
of a science policy question. WIIl we be aggregating
t hose sources?

MR. VROOM R ght.

M5. MULKEY: Was that the question?

MR. VROOM And as you' re devel opi ng sone of the
nodel s, are you using those kinds of exposures to build
t he exposure nodel s?

M5. MJULKEY: The only time | can think that
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woul d be inplicated is if you were using body burden data
that m ght reflect sone of those sources. And | don't
know i f we've faced that issue.

MALE SPEAKER: |'m not aware that we have.

M5. MJULKEY: That's the only place | can think
of that it would be a confounding variable, if you wll.

MR VROOM Well, in the process of gathering
data to devel op the nodels, have you taken bl ood sanpl es
fromchildren that m ght have been -- mght reflect
exposure, for instance, to treatnents for head lice that
woul d not be regarded as a pesticidal treatnment?

MALE SPEAKER: W haven't taken bl ood sanpl es.
W' ve taken a | ot of urine sanples.

MR. VROOM  Ckay.

MALE SPEAKER  The pesticides that we're worried
about don't show up in the bl ood.

MR VROOM Al right.

MALE SPEAKER: But we are in one study
collecting data on pesticide use in the school for, you
know, body pests. And that, as Marcia pointed out, has a
conpound factor, because we have an inherent problemthat

our exposure assessnents do not adequately predict the
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urinary output of the netabolites and haven't for sone
years. That's one of the reasons we're doing all this
data collection, is trying to figure that out. So we do
have to collect a |ot of data on compounding factors for
that reason, trying to figure out where all this extra
pesticide is comng fromin the urine.

MR VROOM  Uh- huh.

MALE SPEAKER But that data is basically being
provi ded by the school districts in M nneapolis where
we're working, and then we're getting anecdotal data. As

we get a child into the study, we find out if they have

had -- fromthe nurse if they have had a lice treatnent
inthe last -- | think it's the |ast seven days -- or
what ever days. But nothing -- nothing has been desi gned

to collect that data for a specific purpose.

M5. MIULKEY: As far as | know, none of our
current risk assessnent nethodol ogy -- and you can
straighten me out -- relies on data or nodel s based on
data from body burden. W do | ook at those data when
they're available to help us understand what they may
tell us about our other risk assessnent nethodol ogy.

But | don't think we based any risk assessnent,
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and certainly no regul atory deci si on naki ng, on any of
t hese kind of body burden dat a.

MR, VROOM Ckay. M question was the acronym
NHANES, and | think, Chris, this is out of ORD. Could
you speak to that?

MR. SAINT: (I naudible).

MR. VROOM (Ckay. How does that data from
NHANES i npact any ORD activities, and then ultimtely
what does OPP do with that? How does all that get
coor di nat ed?

MR, SAINT: NHANES is basically a big epi study
-- epidemology study. | nean, it's a health --

MR. VROOM Can you provide me with what the
acronym stands for?

MR. SAINT: National Health and Nutritional
Exam nation Survey. |It's a large health based study run
out of the National Institute for --

FEMALE SPEAKER: The National Center for Health
Statistics.

MR. SAINT: R ght. The National Center for
Health Statistics at NNH  And we are sponsoring part of

it interns of collecting some exposure information. But
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as a traditional epi study, it's not a robust exposure
study like Archer is. The only real chem cal data they
have rel ating to exposure are body burden data, which is,
you know, body related: blood, urine and sone ot her body
fluids and tissues.

MR VROOM So it would only be regarded by OPP

as sonething that is kind of a reference database, then?

M5. MULKEY: That part of it. | nean, it also
gathers sone information that m ght -- sonebody el se help
me. Sone exposure related information. | don't nean
body burden. | nean behavior information, for |lack of a

better word.

MALE SPEAKER: There are sone questions on the
guestionnai re about exposure rel ated behavi or which we
added to the design.

MR. VROOM  Behavi or of ?

FEVMALE SPEAKER: Diet. Dietary.

MALE SPEAKER: Pesticide use. Sone consunption
of sone types of foods. Those kinds of things. | nean,
they have a whole nutritional survey part which tal ks
about food consunption.

MR. VROOM right.
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MALE SPEAKER:  Wiich is useful data. But there
is dietary exposure. Jeff, are you famliar with --

MR. DAWSON: W have done some work. | think
it's been a while since |I've |ooked at this. But | think
NHANES- 4 has gone in the field or whatever it is, and
we' ve asked themto collect nore kind of germane
i nformati on about residential uses as nmuch as we coul d,

I i ke how nuch they use or is there sonme cone of a use
event connected with this health assessnent or whatever
it mght be. So we have tried to work wth themto get
as much of that information as we coul d.

MR VROOM Well, not to let Al off the hook,
but what about USDA, then, as far as NHANES is concerned?
Since there is a nutritional elenent there, is there sone
kind of full circle coordination?

MALE SPEAKER: Yeah. And it's becom ng even
nmore full circle. Qur food consunption surveys, which
used to be independent stand al one surveys, are no nore.
W will be collecting food consunption data as part of
NHANES fromthis point on. So when the people are in the
trailer, in addition to all the other information they're

bei ng asked, they will be asked what they ate that day.
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1 And of course there will be a follow up that wl|

2 probably be a tel ephone survey.

3 There are certain weaknesses in the design of the

4 NHANES. For exanple, they follow the sun. So you won't

5 find themin North Dakota in January.

6 (Laught er)

7 They're very clever there. And, of course, what
h 8 we're trying to gather is what is a picture of typical
z 9 consunption. W try to capture the full year, because
E 10 peopl e's food choi ces change throughout the year. So we
: 11 are trying to figure out how to conpensate for that. So
U 12 we'll take a summer day in North Dakota in person and
o 13 then try to do a tel ephone follow up in January or
a 14 sonet hi ng al ong those |ines.
m 15 (END OF TAPE 4, SIDE B)
- 16 M5. MULKEY: Anything el se? Jose?
- 17 DR. AMADOR. One of the advantages of being one
E 18 of the last ones is that sonebody either said what you
u 19 wanted to say or nmade the comments al ready ahead of tine.
q 20 But | have sonme concern, too, |ike Don said, about
¢ 21 getting too specific on the |abel when it comes to spray
n_ 22 drift recommendations. Once you put it on the |abel, you
L
m FoVr\aITdhe fReCI\(/)B[ d,I Indc.
o | ( 38&) 870-8025




-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

© 00 N o o b~ w N Pk

N NN R R R R R R R R R
N B O © 00 N O o b W N +— O

275
ki nd of get hamstrung in what you're going to be able to
do and not do. And | can see how that could be a problem
and woul d open a | ot of additional questions,
particularly in the cases of litigation.

And on the slide that he presented, on the
second slide where he got the inproved drift control
measure on product |abels and the continued support and
education programto train the applicators, | think maybe
nost of the efforts should be put on the training of the
applicators, rather than trying to put a very specific
recommendati on of what kind of equi pnment or how it should
be used for specific chemcals. | think that could open
a lot of problens, like | said.

And there is kind of a question that | was
asking Jay before the break. Mybe | can get a sense
fromthe other people. At least in nmy part of the
country, it seens like the conplaints about drift into
residential areas have been reduced a lot in the |ast
coupl e of years because of maybe the right to know, or
maybe the farmers are nore aware of the problens, or
maybe the regulations are a |lot nore strict.

| don't knowif this is the feeling that people
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have from other parts of the country. So if sonebody
could tell us, you know, in the case, you know, where you
get a conplaint. | don't have an official figure from
the Texas Department of Agriculture. But just what it
used to be in the past and what | hear now, it seens the
conplaints about drift fromthe agricultural areas to
residential areas seemto have gone down quite a |ot.

| would just like to hear sonme coments on that
to get a feeling on it.

MALE SPEAKER  Again, as | was addressing Dan's
concern, our interest is to keep the |abels as sinply as
possible as far as this. W don't want to get too
technical. That | eaves a whol e host of problens. You
know, the applicators won't be able to follow the
directions, or they won't nmake sense to them given that
we're trying -- given that we're doing national |abels as
opposed to regional |abels.

We know that sone of the difficulties we've had
intrying to craft some draft |abel |anguage is just the
wi de variations going from Maine to New Mexi co on crop
types, crop geonetry, weather patterns and things that

really effect drift, and trying to sinplify this as nuch
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as possible wthout getting too detailed in a | ot of
algorithns, if you will, on the | abel.

So we took a | ook at -- our scientists sort of
factored out fromthis very | arge database what are the
three or four things that nake a world of difference in
reducing drift. Sort of the generic kinds of things. It
doesn't matter --

DR. AMADOR: Not specific to the chem cal ?

MALE SPEAKER: No. [It's not related to the
chemcal. So very generic. Very inportant things that
we think applicators -- many of them are doi ng now,
because we've talked to a |l ot of applicators for all the
di fferent major application nethods and got a sense of
what they're doing, what they're capable of doing and
what they're willing to do. And by putting that on a
| abel, it obviously has an enforcenent piece to it.

So we do want to keep it very sinple. W think
sinpler is better. It nakes nore sense.

DR. AMADOR:  You al so have an enforcenment piece
in the recertification programthat nost of the
applicators, you know, have to go through.

MALE SPEAKER Right. Right.
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DR. AMADOR: So the effort is on the education
progr am

MALE SPEAKER: That's right. And so our
| abeling effort blends in very nicely to a |ot of the
initiatives that are in the C&T program as well as the
private section -- the applicator sector -- on training
applicators about drift. And that is -- those training
efforts have just nushrooned greatly over the |ast three
or four years, | would say. | know that | have been
involved with two new training videos, as well as sone
CD-Rom training and education things. There are new web
sites that are being done by Extension personnel that
woul d be used nationw de.

So that's expandi ng trenendously. And | think
t hat supplenenting the [ abel with these training prograns
is really the way to go, because you're really telling

the applicators, here's what you need to do to get away

fromthis drift problem | nean, here are the things
you've got to do -- the real basic kinds of behavioral
changes, frankly -- and just be willing to say no, |I'm

not going to make the application if the weather

conditions are very unfavorabl e.
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So we are a big supporter for sort of the
education outreach for applicators on this.

M5. MULKEY: Jay, do you have any sense about
the spray drift incident?

MR VROOM Oh, yes. And | can get you the
reports from Texas. Wien | |look at the -- there is a
survey that was done by AFTCO between the years of --
want to say '90 -- '92 to '98. There is a six year
period in there where the nunber of incidents -- the
total nunber -- really didn't change very nmuch from year
to year. There was about 2,500 reported incidents
nati onw de | ooking at all different paraneters and
vari abl es, sort of the hot pesticides that were the nost
common pesticides involved in drift, application
techni ques, kinds of effects, etc.

Sone of those paraneters changed over tine, but
the total nunber really hasn't. And so | can take a | ook
and get back to you about Texas.

M5. MIULKEY: Ckay. Adrienne?

ADRI ENNE:  Yeah. | just had a brief comment on
all of the research that Chris was tal king about and the

concerns that were being expressed around the table.
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| think that we -- what we're forgetting here is
that we're dealing with a science, and EPA is dealing
with a science, and it has to be nalleable. And it's
constantly changing and new information is comng to you
every day. And | think we have to recogni ze that the
agency needs a certain level of flexibility in that area,
and that while I"'msure a |lot of people would |ike to see
this go to a work group and have the opportunity to
comment on every single study, | don't knowif that's --
I"'mall for transparency and we would like nore of it.

But | also recognize that if we want these
decisions to be nade -- and | guess that may be what's
underlying a lot of this. Mybe we don't want to nove
t hese chemcals to be | ooked at under the new data. But
if we want these decisions to be made, and we want EPA to
continue to do its job, we have to allow for sone type of
flexibility to consider these and incorporate theminto
the -- I"'msorry. [I'mnot using a mcrophone. | hope
everyone can hear nme. |'m |l oud enough.

Anyway, so | don't know that that's really
necessary or really a solution to the questions that

peopl e have expressed, which is really, well, when is EPA
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going to be using these. | nean, that can be nade clear
t hrough the nessage that was described by EPA. And |
think that through the risk assessnents maybe adding a
little nore information as to what data was used nay be
enough.

But putting this through yet another |evel --
and every tinme one of these studies is ready, that would
mean one of these work groups, or one of these workshops,
or sonething el se woul d have to be had. And, yeah, it
woul d be great. It would be really interesting. But it
m ght delay the process. It mght delay even further the
re-registration process and the reassessnent process.

And that is what, | think, we want to avoid at all costs.

So we need to recognize that this is being
gathered in order to avoid our reliance on nodels which
has been so severely criticized. And it's a give or
take. We're going to have the information. Not
everybody is going to like the information. Yes,
everybody should be able to have access to the
information at sonme point. But | do think that we need
to keep in mnd that there needs to be a certain | evel of

flexibility in using the data as it cones in.
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MS. MULKEY: Al right. J.J.?

DR. STEINBERG W are yet again staring down
anot her amazi ng opportunity that | think would be a great
gift to the American people and everyone sitting around
this table. In the Gty of New York, we've had great
difficulty intrying to get a nunber of governnent and
ot her organi zations to nake avail able on one conmobn site
all the environnmental and environnmental health
information we can get. W've struggled with this for
now over a year and a half with very, very, very little
success.

I f we have to suggest yet anot her working group,
clearly between EPA, the rich data at ORD, USDA and FDA
and anyone and any data available fromindustry we can
make a common repository site, just like TR, to get al
this information so that the data can be reached easily.
And then, of course, everyone can end up building their
own nodel s.

| nmean, | have to tell you, the first day a few
years back when | typed in ny zip code and retrieved al
that information from  TRI, | got goose bunps. And I

think if we can get that same |evel of information
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centrally, that would be a wonderful thing to see. And
think you are in the precipice of doing that. You have
all the representation here. W should see a beauti ful
web site. W shouldn't have to hunt for it. And to get
that data would be just spectacular, and I think would
lead to a lot of clarity in the future.

M5. MULKEY: Larry?

MR. ELMWORTH. Can | ask Chris -- this finally
registered with ne. W pay -- taxpayers pay for data to
be devel oped that we can't get to be used for risk
assessnments? That you can't get fromthe contracts --
fromthe grants you fund? | just want to make sure |I'm
under st andi ng you.

(Laught er)

|"mnot being critical of you. I'mjust trying
t o under st and.

MR. SAINT: The Gants and Cooperative
Agreenents Act, which was passed nmany years ago,
specifies what we can use what's called governnent
assistance for. |If we are purchasing sonething for the
excl usive use of the governnent, we can not use an

assi stance agreenent. W have to use a contract. Under
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a contract, we can get whatever we specify in the
contract. They have to give it to us or they're in
defaul t.

MR. ELWORTH:  Uh- huh.

MR SAINT: W are barred under the Gants and
Cooperative Agreenents Act fromusing a grant or a
cooperative agreenent to fund anything that is for the
specific use of the governnment only. It is supposed to
be for a public purpose. There is an Executive O der
whi ch says that anything funded through a governnent
grant -- any data -- has to be made publicly avail abl e.

Now the interpretation -- it's in the
interpretation of that where the problemis

MR ELWORTH: You said the data has to be made
public?

MR. SAI NT:  Uh- huh.

MR ELWORTH:  Ckay.

MR, SAINT: Al information fromthe public --
froma governnment funded grant has to be nmade publicly
available. And | say -- it's not that we can't get it.
It's the interpretation of that rule that is in the

Grants and Cooperative Agreenents Act, and the subsequent
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Executive Order has been sonewhat varied. And it's
basically related to intellectual property rights of the
i ndi vi dual investigators in the universities.

Because you've got to renenber, their lives
depend on publication rates, and they get tenures for the
nunber of publications they get. And if soneone el se
publ i shes their work, you know, they're SCL.

MR ELWORTH. Well, you said you can get it.
Does that nmean you do get it, or like theoretically you
can get it?

MR. SAINT: Sure. W are experinenting right
now with RFAs that state flat out in it, you will provide
the data wthin a certain tine at the end of your grant.
And we have had rel atively good success with it.
Everybody is -- nobody has said, oh, | don't want your
nmoney.

M5. MULKEY: In ny experience, the difficulty is
| ess about whet her than nore about when.

MR. ELWORTH  Yeah.

MR. SAI NT: Exactly.

M5. MULKEY: And a lot of tinmes we're very eager

to see and use these data, and the researcher is very
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proprietary about maintaining the confidentiality of the
data until she publishes.

MR. ELVWORTH. Right. Right.

MR. SAINT: And the problemis, the |laws don't
specify a tine frane.

MR. ELWORTH. COkay. But do you actually in
t hese grants or cooperative agreenents or whatever they
are provide funding for publication costs?

MR. SAINT: Yeah, for themto publish.

M5. MULKEY: Are we understanding --

MR. SAINT: And they do publish.

MR. ELWORTH: That's fine. That's fine.

M5. MULKEY: | nean, | had a conparabl e reaction
mysel f on this.

(Laughter)

MR. SAINT: \Wat we don't do -- however, what we
don't do, which has becone a real problem is we normally
do not fund as part of these grants database devel opnent
costs.

MR ELWORTH. Ri ght.

MR, SAINT: The universities usually eat that

out of their indirect costs, which is a cost we pay, but
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it'"s not a definite cost for database devel opnent. So
the problemis, you know, you can call anything a
dat abase.

MR. ELWORTH: Yeah. Yeah.

MR, SAINT: You can put a Lotus spreadsheet up
on the web with no | abels and just a big batch of nunbers
and say, yeah, there's ny data. It won't be any use to
anybody. So, you know, the difficulty lies in getting
t he docunentation that goes with it so the people can use
it.

And, you know, there are as many database
systens as there are researchers out there, soit's a
difficult problem

MR, ELWORTH. Well, is this -- is this an
annoyance that you can fix with the FRA process, or is
this an endemc thing that is required by statute?

MR. SAINT: W're trying a couple of avenues.
We're trying the RFA process. W're trying to work
t hrough the Federal Denonstration Partnership, which is
an organi zati on of governnent agencies and universities,
to try and standardi ze rules for granting across al

institutions.
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MR. ELWORTH:  Uh- huh.

MR. SAINT: And we're working with themto cone
up with terns and conditions for the grants that would
allow us to get the data after specific time franmes and
allow for publication. There are a nunber of efforts
going on to try to clarify this issue. | nmean, this is a
big hot issue with us right now.

MR. ELWORTH. Yeah. It does seempretty
i nportant to you folks.

MR. SAINT: But, you know, the other problemis,
if we do specify we want the data, you know, when the big
pile of CD-Rons cones into our office, | don't know what
|"mgoing to do with them

MR ELWORTH. Ri ght.

MR SAINT: So we al so have to work at our end
with | AMS and other prograns within EPA to find a hone
for these and try and get them available in the nost
efficient manner.

MR. ELWORTH:  Uh- huh.

DR. STEI NBERG You know that to sone degree --
you know, when the NI H decided they were going to get the

genetic code, what they did is, they changed the ground
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rules. And part of the ground rules was that it was to
your advantage to get that information on the web as
qui ckly as possible. And that was proprietary
publishable information. Hal Varms, the former Director
of the NIH, said that's a publication.

And | think if you -- if you can nove your
scientific clientele to do that, that is a very inportant
goal standard to the point that you can al so exercise
sonme kind conpliance. For exanple, you can list their
project and if there is no data, then you just say that
there sinply is no data, and that usually is cudgel
enough to get people to nove al ong.

MALE SPEAKER: The one difference is a mgjority
of the NIH -- of the actual sequencing is being done
i n-house at NNH.  They have to do it. They' re enployed
by the governnent.

MALE SPEAKER: No. [I'll have to -- |I'll have to
say that that's not conpletely the case. | nean, the
extramural grant funding program has paid for a |ot of
that. There has been private organi zations al so. But
there has been an overwhelnmng -- the ethos of those

organi zati ons has now turned fromwaiting those one to
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two to three years to get that publication out to
actually getting it on the web. Because you want it out,
you want priority, and if there is a m stake, you want
correction.

And | think you need that type of --

M5. MULKEY: Well, maybe part of the point is
t hat maybe there is sonme benchmarking we can do, and see
whet her ot her parts of the governnent who obviously face

t his probl em have sone interest.

Vll, we've used our hour and a coupl e of
m nut es.

MR TINSLEY: Can | --

M5. MIULKEY: Oh, I'msorry. |'mvery sorry,
I an.

MR. TINSLEY: That's no problem | was going to
make a question -- or not a question. But a coment in

def ense of university people.

(Laughter)

Because it's been our experience, and it was
quite a few years ago now when | -- and | don't renenber
the exact details. But there were sone studies that were

going on and data were being collected. And then
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believe there were sonme special interest groups that
becane aware of what was bei ng done and were requesting
the data from-- you know, fromthe faculty nenber.

And | recall that our -- you know, our [ egal
peopl e on canpus sort of protected us fromrel easing that
data, because the faculty nmenber at that point was not
confortable in actually rel easing that data because he
didn't feel that he could -- you know, he had confi dence
init at that point.

So sonetinmes, you know, there may be sort of
extenuating circunstances. And | don't know that that's
necessarily a justification for thembeing tardy in
providing the information to the granting agency. It is
alittle bit -- or can be a little conplex in terns of
it's not just the agency that m ght be | ooking over the
faculty nmenber's shoul der on occasion. There are other
peopl e who want to use the data or m suse the data,
dependi ng on how you want to |look at it.

But I'mnot sure where all that is right now,
but I think it relates to this issue.

MALE SPEAKER:  Well, just a quick coment. The

issue is not, you know -- the issue is really one of who
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the data belongs to. And the data belongs to the public.
It does not belong to the researcher, although you woul d
get a lot of argunents. | nean, when | was on the other
side of that, | probably thought pretty vehenently for,
you know, don't you dare touch ny data.

But, you know, the problemis that the
regul ati ons haven't kept up with the needs. So we are in
the process of trying to back fill, I think. And, you
know, the researchers have to be given tinme to anal yze
their data and to publish the correct papers and get them
inthe literature, because they're the ones who know it
best and they're the ones who can interpret it best. But
t he public does have the right to have access to that
dat a because they paid for it.

MR, TINSLEY: Well, that's not the issue.
mean, it was a timng issue.

MALE SPEAKER: It's a timng issue.

MR. TINSLEY: Yeah, it's a timng issue.

M5. MULKEY: Al right. But often timng is the
essence of the issue. Well, this has been, | think,
quite a terrific discussion. It is evidence that you

t hought that at |east the content, if not the glorious
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presentations, were -- and maybe that, too -- were pretty
terrific, too, in terns of scope and breadth and depth.
This represents another step in our ongoing effort to
make this information nore accessible and nore
transparent.

It is certainly not the only step. As you know
fromthe discussion of the SOPs, they went through a
public comment process. They've gone through a SAP
meeting. They will go through a very extensive
docunent ati on of how we responded to the comments and how
t hey have evolved. And we will obviously need to | ook at
the question of further additional, appropriate |evels of
effort on our part.

| would say that your work here and your
continued work has to be a part of it, too. It can't al
be about things we host and the anobunt of hand hol di ng
that we do to nake these things accessible, that there
has to be sone real nutuality and sone real investnent.
And | recogni ze that that represents a burden to anybody
attenpting to invest init, whether it is by their own
science resources or otherw se.

Joe Merenda is here and has avail abl e the
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information that we hope you are interested in regarding
our budget situation, as well as our budget processes,
whi ch Larry al ways pays attention to, and | always enjoy
t hat el enent of what he does.

MR. ELMWORTH. |I'mthe only one who understands

M5. MULKEY: But frankly, it is as inportant a
part of your understanding of what we do. Now I'm

m ndful that it's getting toward the end of the day, and

there's going to be a tendency to want to drift out. [|'m
equally m ndful that this subject nmatter is not -- not
because of Joe, but because of the subject natter -- the

nost lively available for a potential discussion.

What | would ask you is, if you really don't
want to hear it, let's just say that and we'll cut it out
of our program And that's okay. W're cool with that.

MALE SPEAKER: | object.

M5. MJULKEY: You want to hear it?

MALE SPEAKER | want to hear it.
M5. MULKEY: Well, let's try to be patient. W
don't have a public comment remaining, so we will end on

time and probably ahead of tinme. Joe's an efficient man
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and hopefully this will be a useful part of your program

MALE SPEAKER. He's smiling. That's a good
t hi ng.

M5. MULKEY: Joe, you m ssed ny remarks this
nor ni ng about what a vital role you play in our ability
to keep OPP running. | won't repeat that now, but you
shoul d know that we did acknow edge it.

MR. MERENDA: Well, thank you. | apologize in
advance that this was not in your folders, but let ne
pass sone copies around. And |I'msure we have nore than
enough for everyone at the table, as well as there are
copies for folks in the audience to pick up later.

| put these itens on sone overheads, but | think
given the |l ayout of the room it's probably a | ot easier,
since we'll all in a nonent have the piece of paper.

It's only a single sheet, so there is not -- we can
certainly work fromthe piece of paper, or those who are
positioned in a way that you can readily see the
overhead, you can glance at it there.

| was asked to give in an overvi ew update node a
little discussion on three areas: strategic planning,

performance neasurenent and budget outlook. Let ne start
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wi th strategi c planning.

Chris Saint in the |last session nentioned -- he
called it GPRA, GP R A the Governnent Performance and
Results Act. Under this statute all federal agencies are
required to devel op and then to update on an every three
year basis an overall strategic plan.

EPA did its first update of its strategic plan
over the course of this past year. |In Septenber of this
year, after considering public conment on a draft that
was made avail able earlier in the year, EPA published its
strategic plan for fiscal years 2000 through 2005. And
shown there is the EPA web site where that full strategic
plan is available if you wish to peruse it.

The strategic plan does not reflect any major
structural changes from EPA' s previous strategic plan.
There are still ten goals. The ones that are of interest
to the pesticide programare goal three, safe food, and
goal four, which has a longer title than I"mgoing to
use, but it's basically safe hones, work places and
communities. The pesticide programactivities are split
bet ween those two goals. And if you want to take a | ook

at the strategic plan, those are the tw sections that
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1 you will nost want to have a gl ance at.

2 What sort of changes were nmade with respect to

3 the pesticide activities in the strategic plan? 1've

4 hi ghlighted three areas here on the slide. First off,

5 there is a change in the goal statenent for goal three.

6 It's an expansion. And this is a result of comments that

7 EPA has received froma nunber of external parties who
h 8 wer e concerned about whether we were paying attention not
z 9 only to infants and children as sub-popul ati ons of
% 10 concern, but al so other sub-popul ati ons who may have
: 11 hi gher exposures to toxic chem cals.
U 12 Particular interest was to Native Anerican
o 13 tri bes who have subsistence life styles. And so we have
a 14 br oadened t he | anguage of goal three to nake cl ear that
m 15 our assessnents and our concerns under goal three include
> 16 t hose groups as well as infants and children. O course,
- 17 infants and children are explicitly spelled out in the
E 18 Food Quality Protection Act for special attention, and we
u 19 continue to give that sanme special attention.
q 20 W al so made sone adjustnents based upon our
¢ 21 experience to date under the Food Quality Protection Act
n_ 22 to the | anguage of the objectives. Under GPRA jargon
wl
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1 there are goals, there are objectives, there are

2 sub-obj ectives and there are annual performance goal s and

3 annual performance neasures on and on. The published

4 strategic plan discussed this only down to the objective

5 level. That's the first |evel below the broad goals.

6 And the kinds of changes that you wll see are primarily

7 date changes that take into consideration sone of the
h 8 things that we've | earned since we did the previous
z 9 strategic plan.
E 10 l"mnot quite sure, since | wasn't involved in
: 11 t he process when the previous strategic plan was
U 12 devel oped, exactly how we arrived at the statenent that
o 13 we were going to conplete our dealing with existing
a 14 pesticides and ensure that virtually all would neet the
m 15 FQPA heal th standards by 2005. But we realize, as we've
> 16 dealt with many of you, through TRAC and ot her foruns
- 17 t hat have hel ped us deal with the close
E 18 interrel ati onshi ps between the re-registration program
u 19 and tol erance reassessnent, that we're not going to get
q 20 re-registration done any sooner than we get tol erance
¢ 21 reassessnment done. The statutory schedule for that is
(a8 22 2006. Once we conplete active ingredients, it will take
wl
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us a couple of nore years to conpl ete product
re-registration

So if you look closely at the changed objective
| anguage for the revised strategic plan, you wll see
that 2008 is nowin there as the tine when we say that we
will be done with all of that process. So basically
we've tried to catch up the | anguage to what we see as
our actual schedul e.

The last point which I will talk a bit nore
about in the next slide has to do with one of the core
el enents, at least in the concept, that GPRA and GPRA
wat chers use as a watch word, which is outcone oriented.
We are constantly told that under the Governnent
Performance and Results Act we should be | ooking at what
are we acconplishing in the real world in the environnment
with respect to public health, not how many w dgets did
we produce in a particular year

This is a major challenge for all sorts of
organi zations, and our organization is at |east as
chal l enged as others in that regard. One of the things
that we have attenpted to do in this updated strategic

plan is to make sone increnmental advances toward nore
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outcone oriented neasures. And | will talk about those
as we turn to the next slide.

| already nmentioned this is a challenge with
whi ch we continue to struggle. And |I've listed on this
slide just three of the exanples -- and there are a few
others in the updated strategic plan -- that are changes.
Ways in which we have tried to incorporate data that are
avai |l abl e from various sources, but not counts of things
that the pesticide programhas specifically conpleted to
| ook at our progress.

The first instance is that we have proposed a
goal that is based on using the USDA Pesticide Data
Program data for residues on foods to | ook specifically
at the detections of residues of cholinesterase
i nhibiting pesticides and al so carcinogeni c pesticides on
children's foods, with the idea that as we establish our
annual performance goals, we will use those data to see
how t hose frequenci es of detection of residues are
changing over tine -- are they in fact going down -- and
as a further | ook at whether the things that we have done
t hrough the tol erance reassessnment process and through

re-registration -- whether the inpact is actually being

For The Record, Inc.
Wal dorf, WMaryl and
(301) 870- 8025



-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

© 00 N o o b~ w N Pk

N NN R R R R R R R R R
N B O © 00 N O o b W N +— O

301
seen out there in the data.

This is -- as | say here in quotes, these are
experinments by the O fice of Pesticide Prograns. W are
working with at |east the understanding internally that
we are trying these. W don't know which will succeed
and which will fail, because we find that the data really
don't show us what we're |looking for. W think if we
pi ck ones where there are data sets that will be
avai l abl e over the period of time we're looking at, it
w Il give us sone neani ngful nmeasure. But tine wll tel
as we begin to | ook at these.

A second one that we've used is a little bit
| ess outconme oriented, but certainly a step beyond what
we included in the previous version of the strategic
plan. W previously counted -- in terns of our efforts
to encourage the greater use of reduced risk pesticides,
we basically were counting how many reduced ri sk
pesticides did we register each year. Wll, we're going
to continue to count those and report those, and | can
assure you that the budgeteers within the agency, as well
as the Ofice of Managenent and Budget and ot hers outside

the agency, still ask us, how many are you going to
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produce each year. How many did you produce each year in
terms of registrations.

But we've added to that an effort to | ook at,
are reduced risk pesticides actually being used nore

widely in agriculture. And we've gone through sone

di scussions. If you |look at the | anguage in the
strategic plan -- |'ve condensed it here -- we actually
tal k about the change in the nunber -- or the percentage

of acre treatnents that are fromreduced risk pesticides
and bi opesticides, the idea being that we think if
t hrough various efforts that EPA and USDA and ot hers that
are engaged in, if we're successful in transition in
encouragi ng the use of reduced risk pesticides, then this
percentage will go up over tine and this will be a
measure of success in that part of our program

We are hopeful that we will see such changes,
but these sorts of data on the use of pesticides are,
first off, somewhat hard to cone by on a national basis,
and secondly -- at least at a fairly fine level of
desegregation, and secondly they are certainly subject to
forces that have little or nothing to do with what we

have done at EPA. They have a lot to do with weather,
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W th pest pressures, with economcs and a variety of
ot her things.

So this is one of the issues that those of us
who have been challenged wth tal king about and trying to
apply the GPRA goal, nore outcone oriented neasures to
t he pesticide program have been trying to rem nd peopl e,
is don't expect to see constantly increasing val ues of
t hese neasures. You may well find that in a particul ar
year we seemto have regressed in our progress. That
does not necessarily nean that people are any | ess safe,
that the economy or agriculture have turned backwards and
are falling into evil ways or anything of that sort.

(Laughter)

They may sinply be --

MALE SPEAKER:  Reci di vi sm

MR. MERENDA: -- the result of -- recidivism
That's the word | should have chosen. They sinply are
going to be changes and we need to | ook over a period of
time. And this is sonething that | think the whole GPRA
process needs to think about -- those who reviewit -- to
| ook at progress and get beyond the annual reporting

cycle. But this is what we're trying.
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The | ast exanple |I've cited here has to do with
one that is even nore illustrative of that, which is the
frequency of detections of pesticides in surface waters
as reported by the U S. CGeol ogical Survey's Nocqua
Program The very design of the Nocqua Program if
you're at all famliar wwth it, is a large scale,
nati onw de nonitoring programof surface water for a
variety of contam nants, including quite a few
pesticides. But it operates on a nmulti year cycle.

They basically divided the various hydrol ogic
study units that they're considering in the nation into
three groups. And over -- | think it's a three year
period, they go fromone group of study units to the
next. So annual data are sinply not available for the
Nocqua Program and we're going to be reporting on a
periodic, but definitely not an annual basis, with
respect to this.

But it is, at |least so far as we've been able to
identify, the best, and for that matter the only
continuing data set of actual pesticide nonitoring in a
reliable way in surface water consistently |ooked at from

year to year. So we think it's the sort of thing that is
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tailor made for this purpose, and we're hopeful that our
col l eagues at the USGS will continue to have the
resources and the comnmtnment to carry this out over the
comng years so that this data source will be avail abl e.

We have certainly given themthat feedback in
vari ous sessions that they've had with other agencies
aski ng about the Nocqua Program and how it m ght be used,
and we found themquite interested in continuing to
provi de data on pesticides to help us in this, as well as
our assessnent activities.

Beyond what we have at this point in the revised
and updated EPA strategic plan, there is another project
which I'l'l nmention which is not yet conpleted. The
O fice of Prevention of Pesticides and Toxi c Substances,

t he parent organi zation of which the Ofice of Pesticide
Progranms is a part, recognizing that outcone indicators
and perfornmance neasures is a tough area for all of our
prograns, |ast year engaged in a cooperative agreenent
with Florida State University to develop essentially a
conpendi um of ideas on performance neasures for a variety
of pesticide and toxic chem cal areas.

Their initial report is in the process of being
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finalized. But they have -- | guess because this is not
data and not sonething that would be published, they have
been maintaining a web site of their ongoing efforts.

And the URL is listed there. |[If you want to take a | ook
at what they have, it's available. Let me caveat that as
a cooperative agreenent, this is not an EPA publication.
It has not been peer reviewed by EPA. In fact, it
changes fromday to day and week to week. | haven't

| ooked at it in at |east a few weeks, so there may be
sone ideas in there that I'mnot even famliar with and
that we may or may not agree wth as useful neasures.

In fact, | can tell you there are sone that are
there that we | ooked at internally when we were doi ng our
strategic plan update and rejected as ones that we wanted
to try to pursue at this point, because we either felt
that the data were of less than the quality or
availability that we thought woul d be useful for our
pur poses, or because we thought there were other neasures
that we wanted to concentrate our efforts on.

So these are sonme things that we will be | ooking
at, and we're hoping that state governnments and others

who are interested in performance indicators for prograns
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1 will look at and will provide further coment on. But

2 hopi ng that sone of you may have sonme interest in this

3 area, we want to draw your attention to it. And as that

4 report is finalized, there will probably be sone

5 mechani snms by which EPA will be soliciting further input

6 on these particul ar approaches.

7 So that's ny spiel on perfornmance neasurenent.
h 8 Turning to --
z 9 MALE SPEAKER: Before you | eave that, can we --
E 10 MR. MERENDA: Sure.
: 11 MALE SPEAKER: -- ask sone questions?
U 12 MR. MERENDA: Yeah. | think that's probably a
o 13 good idea rather than noving onto budget.
(a] 14 MALE SPEAKER In this Iist of several
m 15 experinments with regard to nore explicit kind of netric
> 16 nmeasur ables, | assume this is not the exhaustive list, or
- 17 is this -- is that it?
E 18 MR. MERENDA: This is not the exhaustive I|ist.
m 19 There are a few others that you'll find in the strategic
q 20 plan. There is one, for exanple, on frequency and extent
¢ 21 of reported wildlife incidents, where we're trying to use
(a8 22 sone of the data are reported to us. That's one of the
L
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ones that we recognize as being a squashy data source,
because we don't have conplete reporting. There is
nothing that requires people to tell us, at |east other
than registrants under 6(A)(2). But folks in the public
and states, we try to encourage that reporting, but we
don't necessarily get everything.

MALE SPEAKER:  Sure.

MR. MERENDA: And there are a few others.

MALE SPEAKER: | think that is a good start and
it makes sense. And | think your caveat about needing to
| ook at these nore than year to year so that you can
really see realistic trends -- | believe Leonard CGenesse
is going to release a study tonorrow that EPA has partly
funded ki nd of |ooking anew at pesticide use nationw de.

And once again, | just chatted with himthe
ot her day, and he referred to the fact that, you know,
sone of the biggest year to year differentials are
weat her driven, you know, and al so, you know, crop pest
pressure driven that relate to weather that is out of al
of our control and those kinds of things.

And so | think your point about |ooking at nore

than just one year to the next is very inportant,
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especially in these kinds of neasures. But these are
really very good neasures in the conti nuum you know,
over five and ten year windows of tine to see about
di rection.

One suggestion would be, is there a way to
i ncorporate a neasure of unintended consequences of
agency action or policy? I'mthinking -- | don't know
how to sort of capture that.

MALE SPEAKER:  Bankr uptcy.

(Laughter)

MALE SPEAKER: But, for instance, a decision --
bankruptcy in a pesticide conpany. You know, a deci sion
to grant a split registration on StarlLink.

M5. MULKEY: (I naudi bl e)

(Laught er)

MALE SPEAKER  Just to pick one that m ght be
current now.

MS. MULKEY: Well, if we know about a negati ve,
we're obviously going to try to avoid it.

MALE SPEAKER: But this is retrospectively,
Mar ci a.

M5. MJULKEY: That's a fair question. [In other
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wor ds, what you -- you would have to put it in the
positive. |Inproved avoi dance of sonething.

MALE SPEAKER Right. Right.

M5. MULKEY: But | think that's --

MALE SPEAKER: O just because you increase the
agricultural use of reduced risk pesticides, did it
result in greater soil erosion somewhere. | nean, were
there sone other unintended consequences beyond the
limts of neasures in these netrics? | just think that -
- to find sone way to capture that as part of this
experinment, to me would give it alittle nore depth. But
that's not an easy thing sitting here to conceptualize at
this nonment, but | would encourage that.

And your reference of the USGS surface water
pesticide detection study remnds ne that the first foray
that USGS had in pesticide water detection was on the
groundwater side. And | can't remenber, have they
conti nued the groundwater study?

MR. MERENDA: Yes, they have and that's an area
in which we had a nunber of internal discussions. And
there were sonme who were strongly encouraging us --

(END OF TAPE FI VE, SIDE A)
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MR. MERENDA: -- time between what gets done in
terms of application of a pesticide and when it shows up
in groundwater. And we felt that we were better to --
forgive the pun -- get our feet wet with surface water
first and see how that worked out.

But, yes, USGS is continuing to nonitor
groundwat er, and those data are quite valuable to our
pesticide prograns as we do our technical assessnents.

But in terns of developing an indicator, we were a little
bit shy about how to deal wth timng in a neaningful
way, as opposed to having people look at it and say --

MALE SPEAKER:  You nmean in ternms of --

MR. MERENDA: ~-- this thing has flat lined for
20 years. \Wat have you been doi ng.

MALE SPEAKER:  Yeah. But in terns of sort of
seeing a dose response curve here in ternms of agency
action and neasurable netric response. But | think it
woul d be arguable that -- you know, | don't think it's an
exactly flat line. But it really actually has,
believe, gotten a lot nore scientific respect in ternms of
t he dat abase, because there is still a |ot of controversy

around t he USGS approach to, you know, when you nonitor.

For The Record, Inc.
Wal dorf, WMaryl and
(301) 870- 8025



-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

© 00 N o o b~ w N Pk

N NN R R R R R R R R R
N B O © 00 N O o b W N +— O

312
You know, what tinme do you interpret the surface water
because of the variabilities during the course of the
annual weather cycles and so on, planting and the |iKke.

M5. MULKEY: This FSU project has been desi gned
to really encourage participation of stakeholders. 1In
fact, it's alittle unsettling to nme if none of you have
heard fromthem because their goal was to do a | ot of
outreach. And they're near to the end of this sort of
phase, but | think they would still welconme any input.

MALE SPEAKER:  You m ght want to give themthe
list of the PPDC.

M5. MULKEY: Yes, we probably should have, if we
didn't. Maybe we did. | don't know what we did. W
gave thema |l ot of information about our stakehol ders.

A time check for a mnute. W have only about
nine mnutes left for the whol e session, which all we
have to do is finish this. Joe has one nore slide which
is the budget outlook. If you two want to tal k about
this performance neasurenent issue, then let's take your
coments, but keep them you know, so we can finish and
then have a little bit of tinme for discussion of

ever yt hi ng.
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| don't know who cane up first, so we'll go with
Bill.
BILL: As soneone who has lived through nore
obj ectives, goals, strategies, neasures and tactics than
| would ever care to, | was a little concerned on the

measures, in that these seemlike things that are out of

your control. And so | would encourage you to -- | I|ike
measuring widgets. You know, | nean, it's pretty easy to
do, and it's pretty inpactful. | think it's neaningful

in alot of ways, at |east to people around here.

M5. MULKEY: We're not stopping wth measuring
wi dget s.

MR. MERENDA: Yes. Let ne encourage you to take
a look at the actual strategic plan. You will see that
we have kept the wi dgets. And you're exactly right in
saying that these are out of our control. That's been a
source of considerable concern to various folks within
our program as well as others in other agencies who are
dealing with GPRA. The concept of |ooking at what is
happeni ng broadly in the environnment is generally out of
the control, or it's certainly not directly managed by

what we do.
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And it is a philosophical difference that we're
alittle bit concerned that those who view GPRA as a way
to deci de where the dollars need to be spent may forget
about that distinction and say, oh, well, the dollars
that we've been spending in this programarea isn't
buyi ng anything. Let's spend them sonewhere el se where
we buy sonething real for our dollars.

But we're trying to kind of thread our way down
the mddle path here, and as | said, experinent with sone
of these neasures whil e keepi ng w dgets.

BILL: | think given -- yeah. | think given
that sonme of the stuff is not in your control and having
not seen the plan, |I'mnot sure about this. But |I would
just make real sure, since they're not really in your
control, that they ranp up through your OGSM or what ever
your termis for it, in that these neasures relate to
tactics that relate to strategi es and objectives and
goal s.

M5. MULKEY: Larry?

MR. ELWORTH. Yeah. | would -- | think it's
real inmportant to distinguish between these as goals or

obj ectives and as neasurenents. | nean, in a sense this
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isn't so much a performance neasure in terns of output,
but as you were suggesting, an outconme or a result of the
performance of the agency. So in that sense, you know, |
woul d echo kind of what Bill said, but I just don't think
this is a useful process. And we struggled with this at
USDA. You can say we granted 10 mllion dollars in
nmoney, but what did that result in on the ground. So |
think this is useful as long as you say that these are
ways we're going to look at the effectiveness of our
program and not set as goals.

The other thing in hearing what Jay was
suggesting -- and there are a |l ot of questions that cone
up in this. Wat are you using as a benchmark. Are you
| ooki ng at decreased | evels or decreased nunbers. This
is the kind of thing that | think having either this
group or sone group of people to sit down and talk with
you about, either in the devel opment and/or | ooking at
the results at the end of the year. It would be a rea
interesting discussion for you folks in deciding which
experinments work and don't work and how do you cast them

And | think it would be interesting for people

in the affected communities to |look at this and say,
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okay, well, here's what we think happened from what you
folks did. It would certainly identify unintended
consequences and give you sone sense of what context
these fit into. But whether you do it through us or sone
separate workshop, | think it would be a real interesting
thing for public invol venent.

M5. MULKEY: We're supposed to be trying to
enhance our public participation in strategic planning.
And we are trying.

MR. MERENDA: |'mvery pleased to hear that
suggestion, because | for one, and | think ny coll eagues
who worked on this, would wel cone the opportunity to
engage in sone dialogue on these. | guess it probably
cones as no surprise to those of you who have been
through simlar processes that often the process is a
hurry up and wait one, where there is a short period of
time where one has to generate sonething, and then there
is along period of tine and then all of a sudden it
springs forth into the public.

But we're viewing this as sonething that we're
engaged in for the long term And so while we wll

probably change sone of these, | think it would be very
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useful to have sonme di scussion as we get through our
first round of reporting against these neasures with the
PPDC or a subgroup of the PPDC who is interested in
tal ki ng about that and get sone feedback so that we can
nmove ahead with it.

M5. MULKEY: Ckay. Do you want to do the |ast
pi ece?

MR. MERENDA: Yeah.

MALE SPEAKER Can | ask -- make one point
before you do that?

M5. MULKEY: Yeah. [I'msorry, Phil. Go ahead.

MR, BENEDI CT: | would encourage you to go back
and | ook at groundwater. Your agency spent mllions of
dol |l ars doing state plans for groundwater issues. You
built a capacity for nonitoring groundwater as generally
not event driven. Surface water tends to be. | think
it's really a nmuch better indicator.

In our state, we still find detections. But
they tend to be very low, and | think a lot of that is
based on anal ytical equipnent -- better analytical
equi pnrent today. | really think you' ve got a good

exanpl e to show how your program has been successful.
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think there is an awful | ot of data out there collected
by states and ot her people that could show that.

| think detection is not a very good indicator.
We have groundwater standards. W have MCL health
advi sories. Sonme states have PALs. Using sone of those
kinds of criteria in |ooking at what's happened over tine
| think would be real inportant. You al so need
regul atory deci sions that were nade to inpact sone
chem cal use on groundwater. And | think you can
denonstrate neasurably that these inpacts have been rea
based on the regulatory decisions. | think it's a great
opportunity for you to show a success story that you're
not dealing with them perfectly.

The other one | would nmention is | think you' ve
got one on the horizon that | don't think you re dealing
with., That's West Nile virus. The spray prograns are
going to continue, | think, for a while with that. And
guess ny biggest concern is I've sat in on sone of the
CDC calls. And we're tal king about using in sone cases
OPs there. Now you tal k about exposure to people, with
OPs there is one way to really increase it is to spray

popul ati ons.
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So there is a big debate going on. Wat's going
on in your agency has been kind of sitting on the back
fence. You' ve got laid on the table everything that's
registered. But just laying -- | don't think that's the
way to do business today. | think you need to lay on the
table everything that is registered and then hel p other
peopl e that don't have the expertise you have nmake
deci si ons about which of those products are probably the
nore appropriate ones to be used today in sonme of these
ki nds of environnents.

M5. MULKEY: Well, we can tal k about that at
sone length. But the short formis, we have been very
active, and our regions have been very active, in working
with the people faced with the West Nile virus to focus
on early prevention and larvacidal control. So | think
we're not as passive as you just said.

MR. BENEDICT: Well, | hope not. |'mtalking
about this whole plan, though, to spray the whol e
nort heastern corridor.

M5. MULKEY: Well, there is a --

MR. BENEDI CT: And that's the part that bothers
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M5. MJULKEY: -- sort of worse case scenario plan
CDC has devel oped. That's true. But they have worked
wWth us on that and it's not -- it is a last resort plan.
It's not a first resort plan.

Let's get the last slide in.

MR. MERENDA: Budget CQutlook. | guess wth nost
things, there is sone good news and sonme bad news. |If we
had little icons here, there would be a generally smling
face for 2001 and a very quizzical face for 2002, would
be ny short statenent of what's here. Basically we have
in the 2001 budget, a nodest increase in dollars that are
avai l able to us, but a small decrease in staff.

MALE SPEAKER: That neans you're naking nore
money, right? Congratul ations.

MR, MERENDA: No.

M5. MJULKEY: Not salary dollars.

MR. MERENDA: Not salary dollars, unfortunately.

MALE SPEAKER: (Oh.

MR. MERENDA: But what it does nean is that we
are under continuing pressure to find ways to do even
nore through extranural vehicles than we have been doing

to use our staff -- the federal enployees -- nore and
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nore to nmanage contract activities in order to get the
wor k done, rather than doing the work directly
t hensel ves. But that is an ongoing thing.

M5. MULKEY: At the margins. At the margins.

MR. MERENDA: At the margins.

MALE SPEAKER: What are you saying? You have
nmore contract funds for registration and tol erance
reassessnent ?

MS. MULKEY: Yes.

MR. MERENDA:  Yes.

MALE SPEAKER: But you don't have -- what
happened to -- what happened? Wy did you get a staff
decr ease?

MR. MERENDA: The agency as a whol e has been
told by the Congress that the EPA wll have -- and |
forget the nunber, but it's sonething like 1,200 fewer
enpl oyees at the end of 2001 than it had at the end of

2000. And the pesticide program-- we certainly aren't

321

goi ng around saying the sky is falling, because we have

been spared pretty nuch from having to take actual

reductions. But we definitely have had no growth, and

we' ve had margi nal reductions as part of the across the
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board i npact.

MR. ELWORTH. Okay. So that 16 mllion dollars
you got when FQPA passed --

M5. MULKEY: Well, we're not declining from
before FQPA. W're talking about -- this is from 2000 to
2001.

MR. ELWORTH. How nmuch bel ow the President's
request is it?

MR. MERENDA: We're pretty nmuch at the
President's request for the registration, re-registration
and tol erance reassessnent activities. One of the odd
quirks of this -- and that's what is indicated by the
third bullet -- is areas that we're not protected in the
budget jargon in this process end up having to absorb
what is called the general reduction. And in this
particul ar instance, EPA had an overall general reduction
of sone 46 mllion dollars plus, of which roughly 10
percent fell upon OPPTS, and about half of that on OPP
all of which had to be absorbed from areas other than
registration, re-registration and tol erance reassessnent.

So, for exanple, areas such as certification and

training, or worker protection, basically we're trying to
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keep them as nuch as possible at our FY 2000 levels. 1In
sone instances we're actually going to have to reduce
t hem sonmewhat bel ow the FY 2000 | evels and absorb a
general reduction.

But if you look at it overall, the big picture,
we're up on dollars. W're slightly down on staff.

M5. MULKEY: Program w se.

MR. MERENDA: Program w se.

FEMALE SPEAKER: Joe, how about STAG noney?

MR. MERENDA: STAG noney is straight |ine.

Thank you. That is a good point.

FEMALE SPEAKER: And STAG noney is the noney
that goes to states and tribes to fund their partnership
grants.

MR. MERENDA: Yes. State and Tribal Assistance
Grants. That's what it stands for. And the salary noney
is really part of the whole picture, and there are, of
course, yearly increases, cost of living increases and so
forth which cause a regular shift of noney fromthe
contracts and grants into salaries. |In this case, we
have enough increase in the dollars that we actually have

nore dollars available for contracts and grants in 2001
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1 than we had in 2000 for registration, re-registration and

2 t ol erance reassessnment activities.

3 Now you nentioned, Larry, the 16 mllion

4 dollars, which is a great lead in to nmy last bullet, and

5 "1l just come back to the next to the last one in a

6 nmoment. There was -- you're referring to the

7 regi stration mai ntenance fees. Under FQPA they were
h 8 extended at 16 mllion dollars for fiscal years '97
z 9 t hrough 2000. They dropped to 14 mllion dollars this
E 10 year and 2001. And they end abruptly to zero in 2002,
: 11 which is why in part we say that for 2002 it's too early
u 12 to discuss, because there is no President's budget
o 13 request yet. That doesn't happen until January, and
a 14 perhaps with the new adm nistration comng in, there wll
L 15 be --
- 16 MALE SPEAKER. Presumabl y.
- 17 MR. MERENDA: Presumably. But even before the
E 18 current del ays, the federal governnent has been
m 19 proceeding with what they're calling a current services
q 20 budget, and then assum ng that the new adm nistration,
¢ 21 whi chever one it is, will seek to deal with their own
n_ 22 directions and initiatives subsequent to com ng on the
L
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scene. So we don't really know, nor could we even if we
did know talk about it at this point where the
adm ni stration i s headed on 2002.

But we do know that expiration of the
regi stration mai ntenance fees is a big issue for the
pesticide program Those mai ntenance fees pay for the
sal aries of over 200 of our 835 approxi mately enpl oyees,
so 25 percent of the fol ks who do pesticide work are paid
for by those funds. And | can assure you that EPA's
Controller's office and the Ofice of Managenent and
Budget and many others are well aware of this problem and
are thinking about how they're going to deal with this
problem And | don't know howit's going to get dealt
with. |1'mnot sure anybody el se knows yet how it's going
to get dealt with. But we are certainly hopeful that it
will be dealt wth.

The next to the last bullet is, | guess, an
exanpl e of how one of these things does get dealt wth.
In the 2001 budget the adm nistration decided that
because we were expected to issue the new tol erance fee
rule after October 1st of 2000 -- because Congress had

told us we would not -- we could not do it before then --
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the President's budget request actually offset our
appropriation request for the pesticide programby seven
mllion dollars based on the antici pated fee collections
under the new tol erance fees.

Vll, as many of you probably know, when the
Congress enacted EPA s appropriation bill, they said no,
you will not finalize the tolerance fees and the agency
w I'l, nonetheless, fund the pesticide programat the ful
anount previously expected. And so part of that 46
mllion dollars of general reduction | nentioned a few
m nutes ago was seven mllion dollars that basically the
agency had to eat fromits overall appropriations to
fully fund the pesticide re-registration activities to
make back that seven mllion dollars. W' re hoping
that's not what happens for 14 mllion dollars next year,
because that will hurt even nore.

M5. MIULKEY: One thing that m ght be worth
mentioning -- and I don't want to be an alarm st or
anyt hing. But when you have funds that fund personnel,
shoul d those funds be elimnated, you don't and can't
sinply elimnate those personnel because of the way the

personnel systemworks. There is actually an agency w de
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i npact about how you de-occasi on personnel.

But in the short term you scare the hell out of
everybody, because it's not like you frighten the 200
peopl e who are funded by this. You create a dynam c,
which -- and that has obviously inpacts on the ability to
get work done and a | ot of other things.

So the uncertainty associated with this has a
cost. And the actual inpact, of course, would be -- you
woul d sort of be able to neasure it eventually, but the
i npact of anticipation is a very troubl esone inpact.

MR VROOM Wuld it be hel pful if those of us
who represent the industries who are paying those fees
now would try to draft a letter to you or soneone at the
agency, just indicating that, you know, we generally are
supportive of and re-authorizing, you know, the --

MALE SPEAKER: Hasn't that already been done,

t hough the congressi onal appropriations process?

MR. VROOM This is not an appropriations
guestion. This is an authorization question.

MALE SPEAKER  But they made that comrent in the
appropriations bill.

M5. MULKEY: This past bill was silent on this
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i ssue.

MALE SPEAKER: Ri ght.

M5. MULKEY: | don't think we would be
confortable inviting a letter |ike that.

(Laught er)

MR VROOM (Ckay. Cearly, certainly ACPA pl ans
to be an advocate for extension of that authority, even
t hough it probably neans prying open FIFRA a tiny little
bit this year, which we would probably rather not do
ot herw se.

M5. MULKEY: Well, | think that certainly the
Congress always wants to know how affected entities of
all sorts carry it out. But it's not our --

MALE SPEAKER  Speaking to the point you're
raising -- and |'ve heard you and your predecessor and
many others say the sanme thing over tine, that there is a
concern anong EPA enpl oyees general ly about this kind of
a deadline com ng and nervousness that it creates.

M5. MJULKEY: There is a potential for it. |
mean, part of ny job is to try to be a responsible
| eader, which nmeans on the one hand not to tell people

don't worry, be happy, unless |I'mconfident that they
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could not worry and be happy. But on the other hand, to
prevent unnecessarily alarm st reactions, we do have
responsibilities. And, you know, it's dicey to even say
sonething in a formlike this, because you don't want to
create a nonster. | wll say that our work force for
today is very focused on getting the work done, and there
is not alot of current undercurrent of alarmsm But
it's early days yet in the fiscal year.

We've eaten up all our tinme. |It's great that
t here has been as much enthusiasmaround this topic as
there has been. | don't want to cut off any discussion.
Qur tinme is your tine. Wiat | would like to do is see if
there are any tent cards that would like to continue this
di alogue. And if not, we will adjourn until tonorrow
There will be some opportunities tonorrow, so that if
this is a topic where you want to continue, there wll be
sonme chances.

MR ELWORTH. Well, Marcia, | would like to know
alittle bit nore about this budget stuff.

M5. MJULKEY: Joe is available to you at any tine
and he's on top on this.

(Laughter)
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MR. ELWORTH. Thank you, Joe.

M5. MJULKEY: W can go into this -- it's mnd
nunmbi ng, this general reductions, blah, blah, blah. And
there is sort of the story behind the story behind the
story. But the bottomline is that there is a very
nodest net inconme in our dollars after all the dust
settles that is real, and we don't expect any programto
suffer significantly bel ow 2000 in the internal dom nos.

In other words, we're not going to have a big
whol esal e cut. There may be sone prograns that were
funded at a mllion |ast year that are going to be funded
-- non-protected prograns -- at what, 900 K or sonething.
But for the nost part, we are in a steady state
everywhere and material growh in dollars in these big
ticket itens.

MR. ELWORTH. Yeah. I'minterested at sone
poi nt in knowi ng what the general trends are. You know,
was it two years ago or three years ago all the hits you
took in cuts and you had to take all the --

M5. MIULKEY: Right. This is definitely --

MR, ELMORTH. So I'minterested in what's going

on.
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M5. MULKEY: This is a far better year for us
than | ast year. Last year it was a real cut.

MALE SPEAKER: Yeah

M5. MULKEY: A real cut. This year it's a rea
I ncrease.

MALE SPEAKER:  Un- huh.

MALE SPEAKER  This year being the current
fiscal year?

M5. MJULKEY: The year that started in Cctober.

MALE SPEAKER: Ri ght.

MALE SPEAKER: Ckay.

M5. MIULKEY: Ckay. Well, have a nice evening.
See you all bright and early, bright eyed and busy
tailed. What tinme do we start tonorrow? N ne.

(END OF MEETI NO)

For The Record, Inc.
Wal dorf, WMaryl and
(301) 870- 8025



332

1
2
3 Transcri pt of
4 Pesticide Program Di al ogue Committee Meeting
5 Radi sson Hotel -A d Town
6 901 North Fairfax Street
7 Al exandria, Virginia
h 8 Novenber 30, 2000
4
E 10
: 11
u 12
o 13
(] 14
m 15
- 16
- 17
T [
ﬁ 19 ATTENDANCE LI ST
q 20 Panel Menbers
ﬂ 21 MARCI A E. MJULKEY Chai r person
n_ 22 Director, Ofice of Prevention,
Ll
m I:OVr\aétlehoer fF\,)eCI\(/)E{rdy’I a{nndc'
~ (301) 870- 8025




333

1 Pesticides and Toxi c Substances
2 SUSAN VAYLAND Acting Assistant Adm nistrator
3 O fice of Prevention, Pesticides
4 and Toxi c Substances
5 JAMES V. Al DALA Assoc. Assistant Adm nistrator
6 O fice of Prevention, Pesticides
7 and Toxi c Substances

h 8 STEPHEN L. JOHNSON Deputy Assi stance Adm ni strator

z 9 O fice of Prevention, Pesticides

E 10 and Toxi c Substances

: 11 MARG E FEHRENBACH Desi gnated Federal Oficer

U 12 O fice of Pesticide Prograns

o 13

(] 14

m 15

- 16

- 17

[

m 19 Day Two

- 4 20 November 30, 2000

¢ 21 PROCEEDI NGS

(a8 22 - - - - -

Ll

m FoVr\aITdhe fReCI\(/)B[ d,I Indc.

o | ( 38&) 870-8025




334

1 CHAl RPERSON MULKEY: Good norning, all. It is
2 9:00. Time for your friendly PPDC neeting. Because it
3 is the first time we sit down together, | wll,
4 notw t hstanding ny Martinet-type of approach to getting
5 t hi ngs going on tine.
6 We do want to acknow edge the arrival of sonme
7 fol ks who weren't here yesterday. That doesn't include
h 8 Jimwho was here yesterday, but he nay have sone opening
z 9 t houghts. Have you?
E 10 MR. Al DALA: No, just to say | truly honestly
: 11 pl anned to be back for a large part of yesterday, and a
U 12 nunber of things ate ny homework. 1'Il put it that way,
o 13 so | apol ogi ze.
a 14 M5. MIULKEY: W're glad to have you this
m 15 nmorning. We note that Theresa Murtagh is here.
> 16 M5. MURTAGH. Good nor ni ng.
- 17 M5. MULKEY: Fromthe Departnent of Agriculture.
E 18 M5. MURTAGH. Subbing for Al.
m 19 M5. MIULKEY: A note to raise. Jenny Taylor,
q 20 t he Pest Managenent Regul atory Agency of Canada is here.
¢ 21 She faithfully attends a | ot of our stakehol der sessions.
(a8 22 Beth Marshal |, PPDC menber, has been able to join us.
L
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1 And we do expect sone fol ks who were not here yesterday,
2 ot her nmenbers, but | don't yet see them
3 UNI DENTI FI ED MALE: Ray, Bill and Jay are in the
4 hal | way.
5 M5. MIULKEY: Yeah, they were all here. So it's
6 time without further ado to kick off this norning
7 sessi on.
h 8 We have allocated al nost two hours to this
z 9 session as well. W hope that we can keep our
E 10 presentations a little briefer than we did for
: 11 residential. So we still have the full hour of
U 12 di scussi on.
o 13 We're going to start with an overview of the
a 14 Ri sk Assessnent Process for Wirkers. This is sonething
L 15 that we have presented in a nunber of fora, but we hope
> 16 it wll be useful to you.
- 17 Then we have a discussion of a portion of the
E 18 public participation process, that is, the conference
u 19 calls, because there's an interest in worker/conmunity
q 20 participation in that.
¢ 21 And | don't know whether we antici pate sone
n_ 22 attendance by sone folks with a particularly keen
L
m FoVr\aITdhe fReCI\(/)B[ d,I Indc.
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interest in that. But what we might do is flip that with
t he national assessnent to maxim ze the availability of
fol ks who have a particular interest in that.

And then Kevin Keaney is going to talk a little
bit about the work that the Agency has going on with a
nunber of stakehol ders involving a national assessnment of
the Work Protection Program And that has to do
primarily with the inplenmentation of the Wirk Protection
rul es.

So those are the various pieces of this puzzle
that we plan to talk about. And then we will hopefully
have a good, heal thy discussion fromyou guys.

So, who's going to kick us off? Jim okay, very
good.

MALE SPEAKER:  Good norning and thanks for the
opportunity to be here. Today, |I'd like to give an
overvi ew of how we do worker risk assessnments. |'1l]I
touch on how the nunbers are crunched, the data we use,
where we get the data, and where we see oursel ves going
in the future.

| found this 1972 quote from President Ni xon a

few weeks ago and thought it was a good way to start
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today's discussion. It says, "Essential to a sound
nati onal pesticide policy are neasures to ensure that
agricultural workers are protected from adverse exposures
to toxic chemcals."”

| think this is inportant to focus -- because it
focuses us on how we got to where we are today. W' ve
been active in the area of worker protection for many
years and have continually built on our |ong-standing
partnerships with stakehol ders to inprove our process.

We al so recogni ze that under FIFRA, worKker
protection is a bal ancing act between risk and benefits.
The Agency and you, the stakehol ders, struggle with this
on a daily basis.

In our worker risk assessnments, we | ook at two
maj or groups of exposed people. The first are those who
are involved wth applications and we generically cal
t hese people handlers. You can see in this picture a
pil ot making an application. And for this kind of use,
we woul d | ook at the exposures to the pilot and also to
t he person who | oaded up the aircraft.

And for handlers, we |Iook at a variety of other

i ndustries, not only but agriculture -- not only
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agriculture, but many others including the nursery and
| andscape industry, structural pest control people, uses
on ani mal s.

For exanple, a lot of USDA and veterinary uses,
public health uses |ike nosquito control, forestry, and
then of course |lawn care and golf course industry. And
we know that there are people in each of these industries
that are exposed, so we do consider themin our risk
assessnents.

In the second group, we really consider in our
assessnents are people that are exposed because they have
to work in areas that are previously treated with
pesticides, and we call these generically re-entry
exposur es.

And you can see soneone in this picture
harvesting apples. And for this kind of use, we would
consi der the exposures to the harvester, but also many
other activities that, for exanple, would be associ ated
with the cultivation of apples like thinning, for
exanpl e.

And again, we not only | ook at uses and

exposures in agriculture, but a variety of other kinds of
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i ndustries. For exanple, people who do golf course
mai nt enance, and particularly people in the nursery
i ndustry and floral culture, |ooking at doing cut flowers
and those ki nds of things.

So what now | would like to do is kind of focus
in on -- highlight some of the details about how we do
this, the data we use, how we crunch the nunbers and
where we see ourselves noving in the future.

This slide just shows the kinds of nonitoring
data that we use. Wen we nonitor workers, one of two
met hods are generally used. The first nmeasure is what
can get on the skin or can be inhaled. And we neasure
what gets on the skin using patches or |ong underwear,
except for the hands and the face.

In the hands and face, we neasure with
col l ecting, for exanple, wash water on the hands. W can
al so | ook at exposures by collecting urine and the anobunt
of chem cal residues that are in urine.

And then for the re-entry exposure, we also | ook
in the areas that have been treated previously, what can
rub off on the skin. And we neasure this with what's

call ed a di sl odgeable foliar residue fromthe surfaces of
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t he pl ants.

Along with the exposure data, there are many
ot her key building blocks in the process. And we have
built on many | ongstandi ng partnerships to get this kind
of information. W' ve worked very closely with many
organi zations to better our process and this slide just
illustrates sone of the types of organi zations we've
worked with to get this information.

For exanple, we've worked very closely over the
| ast few years with USDA and the Health and Human
Services to get information about actual cul tural
practices. And then, for exanple, with HHS to get
i nformati on about nobsquito control issues.

And we've al so worked very closely with
different registrant task forces, |ike the ARTF, which is
the Agricultural Re-Entry Task Force. And we've actually
provi ded techni cal oversight for themfor about the |ast
Si x years since the inception. And I'll talk nore about
what the ARTF is in a little while.

And then, of course, with the Phase VI, the six
phase process we're doing that we piloted and started

wi th the organophosphates. W've worked a lot with a
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variety of different commodity organi zati ons and ot her
groups |ike Bob's group. And then, of course, with the
public interest groups as well in the sane Phase VI
process.

Anot her key el enent to our risk assessnents is
getting better informati on on use and usage and how
chem cals are involved with actual agricultura
practices. And again, we rely on our partners to provide
this kind of information.

And this is some of the sources of information
that we've routinely used over the years, different
governnment and industries surveys, for exanple the NAS
informati on and the census of agriculture. O course,
any informati on we can get from Extension Services, the
st akehol ders through the current public participation
process and ot her activities.

For exanple, this very nonent, sone of our
col | eagues are neeting the National Ag Applicators
Association to tal k about getting nore use and usage
i nformation.

And then of course, the different literature in

the trade press, for exanple, we mght | ook at how
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equi pnent types and engi neering conponents of equi pnent
that's avail abl e now woul d af fect exposures and that's
where we get that kind of information, and al so the
di fferent product | abels.

The other two key factors on this slide are we
| ook at what's typical use and that's the -- try to get
as nmuch information as possible to try to account for
nost of the kinds of practices that are going on in
agriculture, for exanple. But we also have to | ook at
what's allowable by the | abel to nake sure that when we
let a label go, that it's protective.

UNI DENTI FI ED MALE: Jim do you know our
handouts are real different fromthese?

UNI DENTI FI ED MALE: Not real, just.

UNI DENTI FI ED MALE: Well, mne is. Maybe | got
the only one. No, okay. | just --

UNI DENTI FI ED MALE: | didn't know that.
apol ogi ze.

UNI DENTI FI ED MALE: No, don't apol ogi ze.

UNI DENTI FI ED MALE: He's easily confused.

UNI DENTI FI ED MALE: He's got the Pal m Beach

ver si on.
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UNI DENTI FI ED MALE: They're fine. Actually
there's nore stuff.

UNI DENTI FI ED MALE: Yeah.

MALE SPEAKER  Okay. The other -- nore
information. The other issue is the Agency has devel oped
a science policy paper on this issue and | just put the
web site on this slide. So if you want to get that and
read nore detail about it, you could find that at this
| ocati on.

| think what I'd like to do nowis to focus in
on how we're actually doing these risk assessnents and
for the handlers, and renenber that's the people invol ved
in the application. This slide just shows how we
actual ly cal cul ate handl er exposures. And you can see
t hat exposures are related to how much can be treated in
a day which is the acres termright there. The
application rate, and again, which we get fromthe | abel
or, you know, we also use typical use information when
it's avail abl e and what peopl e wei gh.

And then the other factor that everyone is
interested in is the exposure values. And we get these

exposure val ues from actual neasured workers and the
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exposures depend on the kinds of products they used.

For exanple, the exposures will be different for
soneone using a liquid or a dust fornulation. Wat kind
of equi pnment they use in the application, the exposures
woul d be, let's say different from sonebody using a
ground boom sprayer versus an airblast sprayer. And also
what ever ki nds of protective equipnment they use. |If
soneone uses, let's say, gloves or a closed cab tractor,
that would | ower their exposures.

And the other, | guess, the real key factor here
is that we believe these factors inpact exposures, let's
say nore than the identity of the chem cal active
i ngredi ent when you' re maki ng applications.

We prefer to get our exposure estimtes from
data that are specific to the use pattern. And for each
chem cal that we're | ooking at in our process, we don't
have this specific information many tinmes so we rely on a
systemcal |l ed the pesticide handl er exposure database for
t hese estimtes many tines.

And I'd Iike to focus on what PHED i s now
because it's used so often. PHED is actually one of the

best exanples of the Agency working in partnership with
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vari ous stakehol ders and ot her organizations. It was
devel oped by us starting in the md 80s along with Health
Canada and California Departnment of Pesticide Regulation
and then various industry conpanies are invol ved.

We recogni ze, however, that there's always room
for inprovenment and we've recently started an initiative
to upgrade this systemthrough ACBA and the working group
wi th Health Canada and the California DPR

Ckay, PHED, it's a database that contains rea
data fromnonitored workers and it has data in there from
a variety of different application nmethods, |evels of
personal protection and a variety of products. And it
can be used, and this is how we use it to provide
di fferent exposures based on the protection |evel used,
how it was applied and the type of product.

And we generically call these scenarios in our
ri sk assessnents. And currently in the system it has
information from 1,700 or so nonitor workers froma
hundred different studies, give or take.

The next couple of slides just illustrates sone
of the scenarios that we -- that are included in PHED

You can see in this slide an airblast application in
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apples. W neasured -- we have neasured exposure data
that shows if a person is using a tractor with no cab and
t hey wear normal work clothing, when they use this kind
of equi pnent, that they're unit exposure -- that's how we
termthe values that cone out -- are 0.36 mlligrans per
pound Al appli ed.

Now, we al so have neasured exposure data with
different |evels of personal protection. So if they
woul d make this kind of application, let's say, with a
tractor with a cab, their exposures would be | owered and
the nonitor data show that and the value we get is 0.019
mlligrams per pound Al applied. And keeping in m nd
that these values are all real neasured data.

UNI DENTI FI ED MALE: Are these the anount of
chem cal on the clothes or on the person?

MR. Al DALA: It's what would be on the skin
underneath --

UNI DENTI FI ED MALE: | nean goes --

MR. Al DALA: Wat goes through the cab.

UNI DENTI FI ED MALE: What goes through the | ong
pants and the | ong sleeved shirt.

MR. Al DALA: Right. Going through the |Iong
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pants and the |ong sl eeves, on the skin or, you know,
goi ng through the cab and then going through the |ong
pants and the | ong sl eeves and then gets on the skin.

In this slide, this slide just shows another
scenario. And this is a closed cab tractor wwth a ground
boom sprayer. And again, we have neasured data for this
scenari o where people with a tractor with no cab, for
exanpl e, wearing normal work clothing, their exposure
woul d be 0.014 mlligrams per pound.

And if they use a tractor with a cab, again, you
see fromthe data that the exposures are |owered and the
val ue we have there is 0.005 mlligrans per pound Al
applied. And again, it's based on real nonitored data.

| said earlier that we were -- had initiated a
process to inprove the database and upgrade the database.
And sone of the inprovenents we'd like to nake are to
make better use of the data. For exanple, you know,
eventually we want to nove to a probablistic type of
approach for doing worker risk assessnents.

We want to expand and strengthen the data. W
want to | ook at areas where we feel we need nore

i nformati on such as high acreage treatnents for aeri al
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application and try to get that kind of information. And
then we want to address sone of the uncertainties with
the different nmeasurenent nethods.

Because like | said, we have a hundred different
studies with pretty much as many different investigators
and labs and they all do things a little bit differently.
So we want to nmake sure that, you know, we address sone
of those differences and how we use the data.

What 1'd like to do nowis kind of swtch gears
and tal k about how we do post-ap risk assessnents or the
re-entry portion. And this slide just shows the equation
that we use for these kind of calculations. And you can
again see that the exposures related to how nmuch tine
peopl e work each day and what they weigh. And those are
pretty standard factors.

And then the exposure val ues we use are from
actual measured workers again. And they depend on the
anount of contact that people have wth the treated
plant. And this is related to what they're doing, the
kind of job they're doing and the kind of plants that
they' re working wth.

And this is called the transfer coefficient.
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And we have different transfer coefficients that we use
for different kinds of jobs and different crops.

And the exposures are also related to how nuch
is on the surface of the plants that they work in, how
much can rub off on their skin, and we call this the
di sl odgeabl e foliar residue again.

And these calculation -- this cal culation here,
this is the basis for the restricted entry interval
proposal s that you see in the risk assessnents.

These next couple of slides just illustrate sone
of the different transfer coefficients that we use. You
can see in this slide people harvesting lettuce. And we
have neasured data that we use and it shows that the
transfer coefficient for this scenario is 2,500
centineters squared per hour.

And we use this information to address the sane
ki nds of activities in simlar crops, |ike soneone
harvesting collards or kale -- (inaudible). And again,
keep in mnd, these are real neasured data.

And this slide just shows another different
transfer coefficient for sonmeone harvesting apples. It's

3,000 centineters squared per hour. And again, we would
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use this for different simlar crops with simlar
activities |li ke peaches and pears, for exanple.

And again, this is -- | actually took this at a
exposure nonitoring study conducted by the ARTF | ast
year. So this is actual data point that we are using.

In this slide is just a kind of graphical
representation of the kinds of cal culations that we do.
And you can see that as tinme goes by, that the FR data
di ssipate and then the correspondi ng exposures get | ower
and 1'lIl wal k through the slide here a second.

So on this axis, you have the DFR |l evels in
units. And the units we used for themis mcrogranms per
centineter squared. And then this -- the Y -- the X axi s
is the days after application. And this is actually a
real data set. And you can see that over tinme, the DFRs
di ssipate and then we cal cul ate exposures for each day
after application with a transfer coefficient. That's
where we get the exposure val ues from

And this -- the red line is just a higher
application rate than the blue line. | think the red
line is four pounds an acre. And then the blue Iine is a

pound and a half per acre. So that's why there are
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differences in the curves there.

UNI DENTI FI ED MALE: It would be interesting if
the data didn't.

MALE SPEAKER: All right. The re-entry exposure
areas, an area where we're doing -- getting a |ot of
different kinds of information and the major source of
this information is the Agricultural Re-Entry Task Force,
or ARTF. And this is a large industry group that was
formed about six years ago, | think. And it has 30
menbers and it's in the process of developing this
extrenely large information source.

And sonme of the kinds of information that
they're generating is a |large grower survey where | think
t hey surveyed 96 different crops in 16 regions of the
country. And this survey helps us to understand actually
the kinds of activities that are being done in
agriculture. You know, when they're done, the frequency,
and actually what they're doing.

And they've al so devel oped a | arge set of
exposure data. | think it's about 70 different crop and
j ob combi nations that they're devel oping transfer

coefficient values for. And we're using these data now
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as they cone in. And we've actually used these new
transfer coefficients as nuch as possible, for exanple,
with the current organophosphate process.

So, now | think 1'd like to just tal k about
where we see ourselves going in the future. | think
we've cone a long way, but there's always a | ot of --
there's always room for inprovenent.

In this slide -- illustrates sone of the steps
that we will be taking in the future. And we believe
that these will make our process better and nore
informed. And the major efforts that we see happening in
the near future are we want to nmake the nobst use possible
of the ARTF data. W want to conplete our initiative to
upgrade the pesticide handl er exposure database. And we
want to collect nore exposure and use information,
particularly use information.

W'l |l also be making a major push to use data --
the kinds of data that Chris Saint tal ked about yesterday
fromORD. For exanple, where we want to incorporate
things like the agricultural health study which is being
done at NI OSH and sonme of the ORDs work with farm worker

children, and as far as consideration in our risk
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assessnment process and deci si on maki ng process.

And just sone final thoughts. | -- we believe
that we do quality risk assessnments with the information
that we have, but we believe that, you know, there is
room for evol ution and inprovenent.

And we believe that sonme of the key chall enges
for us are to remain current wwth the trends in
agriculture and also with risk assessnent science because
it's arapidly evolving field. And we want to build on
our long history of partnerships wth the stakeholders to
nove forward. So if you have questions?

M5. MULKEY: Before we're taking clarifying
questions, | want to greet and wel cone Dr. Zuroweste.
Have | pronounced it correctly?

DR, ZUROWNESTE: Correct.

M5. MULKEY: Jim nmentioned yesterday, Dr.
Zuroweste is a new nenber of PPDC. He is a famly
physician with a focus on, anong others, farm workers and
their health issues from nearby, Chanbersburg,

Pennsyl vania. So we're very glad to have you.
DR. ZUROWESTE: Thank you. Sorry | was |ate.
M5. MJULKEY: That's all right. You weren't very
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late at all. So if we have any clarifying questions? |If
not, we'll do the other two parts of ours and we should
be well -- we should be well within our hour, nore than

within it for discussion. So you don't have to speak up
now in order to participate in the discussion. But if
you need sonething clarified, Jose?

DR. AMADOR  Just a quick gquestion. On the post
application assessnent, your DFR, is that cal cul ated
before the re-entry period or after the re-entry periods?

MALE SPEAKER. Well, we would --

DR. AMADOR That's the anmount that we can
di sl odge fromthe residue -- the leaf, right?

MALE SPEAKER  That's what we based the re-entry
period cal cul ati ons on, so can we get back to that slide,
Bill, with the graph?

DR. AMADOR:  Post application assessnment? No,
back sone nore.

MALE SPEAKER: No, | think this -- so, what we
do is start with dissipation data for the chem cal and
the crops that we're interested in and | ook at how it
behaves on those particular crops. And then we use that

information to cal cul ate exposures using those transfer
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coefficient values that | was tal king about.

For each -- so we'd |look at a crop and how t he
chem cal behaves on the crop and then the kinds of jobs
or tasks that sonebody woul d be doi ng and coupl e that
di ssipation information with the jobs that we're
interested in.

M5. MULKEY: What Jose is asking is, is the
di sl odgeabl e sol e area resi due val ue cal cul ated only at
one point in tinme?

MALE SPEAKER: Oh, no.

M5. MIULKEY: O do you calculate it at multiple
points in tinme?

MALE SPEAKER: Right. The way that we ask
people to do studies is to collect information over a
period of days fromthe application and then we use that
information to characterize the kinetics of how the thing
di ssi pates and then use that information.

DR. AMADOR: So the exposures that go down as
the date after the application.

MALE SPEAKER Right. So the exposures would
just track what the dissipation rate of the chem cal

DR. AMADOR:  Thank you.

For The Record, Inc.
Wal dorf, WMaryl and
(301) 870- 8025



356

1 M5. MULKEY: J.J., did you have a clarifying
2 guestion?
3 DR. STEINBERG Two quick things. One is that
4 if we could see that science policy web site again and
5 maybe let it linger there for a few seconds so we could
6 j ot that down.
7 M5. MULKEY: That was near the begi nning.
h 8 MALE SPEAKER  Yeah.
z 9 DR. STEINBERG And the other thing is that, you
E 10 know, again, this is an exanple where we clearly need to
: 11 have, you know, we need to | ove our epidemologist. And
U 12 t hese data nust be avail abl e and the epi dem ol ogi st nust
o 13 be able to say that it's accessible and it's conveni ent
a 14 and it's easy to get at.
m 15 | hate to use the word, but we do have a Drug
> 16 Czar in Anerica, a general of the Arny. W do, in a
- 17 sense, alnost need a data czar. There is so nmuch rich
E 18 data avail able, and to nake that data accessible and
m 19 easily available to the citizens, to industry, to
q 20 scientists, really needs to be underscored.
¢ 21 And unfortunately, that will be a thene that |
n_ 22 may nention two or three nore tinmes. | apol ogize for
L
m FoVr\aITdhe fReCI\(/)B[ d,I Indc.
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t hat .

M5. MJULKEY: Wiy don't we conme back to that in
di scussion. Maybe we can talk a little bit about what we
know about accessibility now But we can hold that to
t he di scussion session. Larry, did you have a clarifying
gquestion?

MR. ELWORTH. Just a quick question back on that
slide you had a nonent ago. |Is that an actual -- is that
particul ar slide based on actual data?

MALE SPEAKER: It is. It's an actual
di ssi pation data for organophosphate.

MR. ELWORTH. COkay. Then |I'm assum ng that what
strikes nme about it is it's remarkably snooth and during
harvest -- well, as a matter of fact, as soon as you
decide to harvest, it starts raining. So it seens |ike
an awful snooth curve. |'massumng it's a place where
it doesn't rain for 60 days.

MALE SEAKER: This particular chem cal, we had
several studies on it. And it pretty nuch in different
crops, different regions of the country, you see the sane
t hi ng.

UNI DENTI FI ED MALE: But sone -- that is true in
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sone -- that's why we ask for a whol e bunch of studies.
Sone get snpboth curves like this. Sonme have curves with
breaks and stuff.

M5. MJULKEY: And he said this was severa
different studies and you conbi ned the curves?

MALE SPEAKER: No, this is one study.

M5. MULKEY: | see.

MALE SPEAKER: But the -- all the data for this
particul ar chem cal |ooked pretty simlar.

M5. MULKEY: And Jay.

MR VROOM J.J.'s reference to epidem ol ogy
remnds nme that I"'mnot sure | really understand the
current role of epidemology in regulatory action.
don't think there is any explicit inpact. But nmaybe you
could just speak to that a little bit, Marcia or Al ex?

M5. MULKEY: You guys want to take a crack at
that and then --

MR. VROOM And then -- go ahead and then.

ALEX: Well, we used that -- we | ooked at the
epi dem ol ogi cal study and we make sure that it's
consistent wwth the, with the results of what we're

getting. If we do a risk assessnent and it shows that
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1 the MOEs are all 0.05, you would expect to see sonething
2 happening out in the real world.
3 And if we don't see sonethi ng happeni ng, we
4 m ght suspect that our calcul ations need to be further
5 refined. That's pretty much what we do in HED. | don't
6 -- maybe --
7 MR. VROOM  And probably in worker protection,
h 8 there is a nore robust database of epidem ol ogy than you
z 9 would find in other exposure areas. |Is that generally
E 10 correct?
: 11 MALE SPEAKER: | would say it's probably true.
U 12 MR. VROOM Does the Agency have anyone in
o 13 epi deni ol ogy on staff in OPP?
a 14 ALEX: We have three people. W have Jerry
L 15 Bl ondel| is the one that does nobst of that.
- 16 MR VROOM Right. Al right. | want to think
- 17 some nore about this. I'mstill alittle confused.
E 18 M5. MULKEY: Ckay. |'mhappy to take this
u 19 remai ni ng question, but do renmenber we have a full
q 20 di scussi on opportunity here. Dan?
¢ 21 MR. BOTTS: This does get to clarification.
n_ 22 Havi ng the opportunity recently to review the data call
L
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inthat led to the creation of the Ag Re-Entry Task Force
information, that was clearly geared specifically to
agricultural crops, both ornanmental and field crops, and
sone limted applications to greenhouse operations.

How is that data going to inpact the other uses?
s the Qutdoor Re-Entry Task Force going to parallel the
sane type of information and data collection to provide a
dat abase, is one question.

The second part, the directions in that was
still essentially lowtiered type analysis geared toward
understanding to make an initial registration decision
rat her than doing the type of sophisticated, refined risk
assessnment like we typically did wwth the dietary
exposure systemin sone of the other issues that are
t here.

|s there any foll owup toward how to build upon
the Ag Re-Entry Task Force information if it's truly the
lowtiered study to build sone of the probablistic type
analysis to determne if there are differences in regions
of the country and sone of the things that the growers
perceive occur out in the field?

MALE SPEAKER. From-- do you want nme -- from a
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techni cal perspective, that issue is sonething that we've
tal ked a | ot about. For exanple, in the Oversight
Commttee discussions with them | think everyone
involved on all sides, the scientist level feels at sone
point, we'll nove to a probablistic nodeling.

For exanple, in the question that everyone is
kind of grappling in that group is how do you do it, and
sone of the issues are data hogs, for exanple, where we
need i nformati on about what -- how -- what -- where
peopl e are worki ng, what chem cals are used, and the
regional variability.

And you know, we've tried to make that best use
of that information as we could as it's trickled in. And
| think what you're tal king about is sonething that once
the whole thing is done and we kind of sit back and take
a look at it, and then figure out how we want to use it.

And then what kinds of distributions we're
willing to accept as far as putting in for those kinds of
time based information and the regional variability that
we really have to do to nove to that. And --

ALEX: And we are getting close. W already do

have software avail able that we're evaluating. And
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actually today and yesterday, there was a group of people
that were starting to learn how to use the software, and
starting to evaluate it to do probablistic assessnents.

And | would also Iike to add that we do, even
now, W thout | ooking at a probablistic assessnent, | ook
at di sl odgeable foliar residue, for exanple, from
different parts of the country so that we coul d set
different REIs for different parts of the country if it
made sense based on that data.

MR. BOTTS: Yeah, but the reason that | asked
the question that data call in specifically said that it
had to follow the guidelines which was the highest use
rate, nost likely to create the greatest risk type
scenarios to be |ooked at in the data call-in, which --
and |'mnot sure having just |ooked at a couple of the
ARTF actual studies that they conm ssioned to do.

| think they followed that instruction pretty
much to the letter in how they designed their studies
whi ch may not represent typical worker exposures in nost
si tuations.

MALE SPEAKER: In certainly the initial batch of

studies that were done and the way the process really
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evol ved was with the survey we've identified al
different types of exposures that happen. And if you
reviewed it, you understand about the clustering.

For exanple, you wanted them and they are in
the process of generating information that across al
different types of jobs and different types crops, that
we really are encouraging themto get information on the
whol e range of kind of occupational exposure.

So they did capture the higher exposure kinds of
things first, but they -- now they're going back and
followng up with things Iike they've done sone scouting
studi es, they've done sone irrigation studies. Those
kind of things which are typically considered the | ower
exposure activities. So when it's all said and done, we
wi |l have information that really runs the range that
we'll use.

MR. BOITS: But those use rates are still at the
hi gher use rates in the regions of the country where the
hi ghest residues would be at.

MALE SPEAKER: Yeah, and the ot her conponent to
go with it is each of the -- along with the exposure data

which is the Task Force work, the conpanies were supposed
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to develop their own chem cal specific dislodgeable
foliar residue database that reflects different regions
and different rates and those kind of things.

So that's what we use on a chem cal specific
basis, coupled with the ARTF information to nmake those
ki nds of deci sions.

UNI DENTI FI ED MALE: Yeah, 1'd like to add that
even though that's the way the DCM may have gone out, the
conpanies aren't restricted fromdoing their own studies
at different rates.

And with recent experience has shown us that the
conpani es don't seemto be reluctant to do those types of
studies to show that the exposures are actually less with
| oner application rates or different nmethods, or
what ever. W've gotten a whole |ot of studies in over
the |l ast year or so that we' ve | ooked at.

M5. MULKEY: And do we -- Dan.

MALE SPEAKER: | have a quick question on the
transfer coefficients. How variable are those? | nean,
we' ve got a nunber for apples. And there's so many
different, you know, aspects that can vary that and so

how do you see that? | mean, with just the nature of the
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crop, | nean, is it regular tree versus trellised or --
and then, does it vary with actual the |evel of
di sl odgeabl e resi due?

MALE SPEAKER  Those are all very good
guestions, and within the Task Force, for exanple, we've
had them nore or |ess comm ssion sonme different anal ysis
using the data to explore those issues.

And so we get a real good definitive answer on
that. And they're -- that kind of work is on-going.

They are -- they do vary to sone extent as you'd expect,
but you know, we're trying to get a better handl e on that
with the analysis that they're doi ng now.

UNI DENTI FI ED MALE: They vary -- they can be as
| ow as what, a hundred or two hundred. And sone of them
are way up as high as eight or ten thousand, depending on
things |ike how high the crop is, how big the | eaves are,
what the | eaves are nmade out of, how -- you know, what
the person is doing in the field if he's right in there
anongst -- you know, with the foliage or whether he's
just reaching down and grabbing into it or sonething |like
t hat .

So they are all over the place and we're trying
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to right now make sense and nmake sure that -- make sure
that all of the data nakes sense in terns of what
transfer coefficients we're seeing and what nature of the
activity we're | ooking at is.

M5. MULKEY: Well, | hope this was all hel pful
as now we're going to ask -- | think we have fol ks we
m ght have waited for. So if Lois will spend a little
time with us tal king about the participation and -- of
the farm worker comrunity and perspective and any others
wth a stake in this issue as part of our public
di scussion process. And Lois?

M5. ROSSI: Gkay. |I'mjust going to -- since we
haven't been to the PPDCin a long tine with where we --
our process on re-registration, as many of you know, but
maybe sonme of you don't know, we have been follow ng a
pilot process for alittle over two years now.

It was discussed at the track in 1998, and we've
been following it to carry out the re-registration and
tol erance reassessnent of the organophosphates. And
we' ve al so adopted many of the features of this public
process for the non-organophosphates that we're putting

through re-registration and tol erance reassessnent.
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The process was designed to increase
transparency of the review and all ow i ncreased public
participation. The process has been a challenge to the
Agency as well as the Departnment of Agriculture and, |I'm
sure, to nost of the stakehol ders that have been
i nvol ved.

But it has resulted in nuch new data and
tremendous anount of information being generated very
rapidly, extrenely rapidly to assure that the best
information is factored into our risk assessnent and
ultimately into our risk managenent decisions on these
chem cal s.

In inplenmenting the process as often is done in
a pilot, we've -- together with USDA, we've had to nodify
it and nmake changes to allow the process to allow
i ncreased invol venent on the part of stakehol ders.

It -- as with all public processes, when once
you increase participation and transparency, there's
i ncreased work on all parts, including that of
st akehol ders who want to actively be involved, and a
responsibility to beconme invol ved and understand the

Agency's assessnents.
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The Agency with the Departnent has tried various
ways to make our assessnents nore conprehensi bl e and
all ow people to fully understand the data used and the
assunptions we've used in these extrenely conplicated,
detail ed assessnents. You' ve just got to | ook at one
part of our assessnent, but there's many, many, many nore
parts to it.

And they are often very, very large and
vol um nous. But we early on realized that if the process
was going to be truly an effort to increase participation
and openness, that all stakeholders had to have sone
basi ¢ understandi ng of the risk assessnment in order to
fully participate in the risk managenent deci sions.

The activities that I think we have managed and
again, at a cost for effort on all parts, but we have
posted all the assessnents on the Internet in the docket,
and included themin our docket.

We've witten summaries and charts and vari ous
ways to make the information nore understandabl e and nore
transparent so that you can go to the area of interest
that you m ght be able to provide information. You can

go to it nore easily.
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We've had technical briefings. W've done over
20 of these in different parts of the country. W' ve had
a lot of conference calls and that's particularly a topic
today. And we have had neetings with just about any
st akehol der that has requested one over the |last two
years. And included mnutes of these neetings in the
docket .

W' ve worked hard to include as many people as
possi ble in sone of our conference calls, and as | said
in the CARAT presentation that we did in Cctober on the
status of our program can we do better? O course, we
can do better. It's a learning process. It's a very big
-- It was a very big change in the way we did re-
regi stration deci sions.

So, of course, we can do better, and as we sort
of work through the process and nmake certain steps
routine like closure conference calls, | nean, like
technical briefings. | nmean, the first technical
briefing we did was a nonunental effort for the Agency
and now we can pretty much do themfairly effectively and
certainly with a little bit less effort.

But there's always ways to nmake it better. And
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1 we are constantly increasing our coordination and our

2 contacts with various stakeholders. 1In the last few

3 mont hs, we've really focused on coordinating with our

4 regions and states, and also with our colleagues in

5 Canada on our deci sions.

6 Wth respect to the conference calls, the

7 conference calls provided a very easy way to get a | ot of
h 8 peopl e together to discuss a certain topic. And we have
z 9 wor ked cl osely and USDA has had sonme conference calls of
E 10 their owm, as well as we have had sonme that we' ve been
: 11 jointly on. And we have tried to notify people who have
u 12 commented on the assessnents throughout the process.
o 13 The closure conference calls, | think we have
a 14 done a fairly good job in notifying people who we knew
u‘ 15 were interested. And particularly if people |let us know
> 16 ahead of time that this is a chemcal that they want to
- 17 be involved in, we have made sure that they know, at
E 18 | east, on the closure conference call.
u 19 There are other conference calls that we have
q 20 t hroughout to the course before we lead up to the closure
¢ 21 call because the closure conference call is pretty much
n_ 22 at the end when we're prior to nmaking and issuing a risk
wl
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managenent deci sion on a chem cal

And again, | think we have been fairly diligent
in maki ng sure that people who we knew were interested
in, and sone groups have done a very good job in
noti fying the Agency that they wanted to be included. |
can think of one right off the top of ny head because we
are dealing with themquite a lot is the Arerican Bird
Conservancy. They have |l et us know what chem cal s they
are concerned wth.

So as | said in the CARAT neeting in Cctober,
with regard to the worker community, | think we are
| ooking for ways to effectively be able to utilize the
information that they may have to help in our
di scussions, and include themin our -- include themin
nore of the process rather than just the techni cal
briefings and the closure conference calls.

So | think we'd be certainly, as we continue to
roll out our pilot and continue to expand the contacts
and the processes and be nore inclusive, | think we're
| ooki ng for ideas right now as we go through the next set
of decisions and chem cals to nmake sure that this

st akehol der group as well as any ot her stakehol der group
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that we haven't specifically nmentioned or touched on is
i nvol ved.
(End of Side 1 of Tape 1.)

M5. MJULKEY: -- for other discussion. The third
piece we want to talk about a little bit is Kevin Keaney.
Kevin, we need to limt you to about seven or eight
mnutes, if you can live with that.

MR. KEANEY: Sure. A few remarks on the WrKker
Protection Assessnent, the national assessnent we're
doi ng under the Worker Protection Program Alittle
background for sonme of you who mi ght not be aware of the
nature of the regulation and the program

In the 80s, the Pesticide Program | ooked at the
provi sions for worker protection and found thema bit too
general and vague for real enforcenent and inplenentation
and proposed a new regul ation specifically focusing on
wor ker protection link to | abel revisions.

And the regul ati on becane final in 1992. There
was a period of rel abeling of the pesticide product and
then a coalition of agricultural interests brought
certain provisions of the regulation to the attention of

Congress and to us.
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And there was a Congressional delay and sone
changes were nade to accommopdate the issues that were
raised or to address the issues that were raised and to
generate nore training materials. And then ful
i npl enentation took place in 1995.

So we're at a five year point. It's a normal
point to reassessnment a new program to assess a new
program We've al so cone under sone focus with a GAO
audit, a federal advisory commttee focus on the
regul ation. A nunber of concerns focusing on the silence
in the regulation, relative to children, wonen, pregnant
wonen and so forth

Al so a nunber of concerns focusing on the
consi stency of inplenentation and enforcenent around the
country of the program So there's a good deal of
internal inpetus for assessnent and external inpetus for
assessnment of the program So we did commt to conduct a
nati onal assessnent of the enforcenent and
i npl enent ati on.

We held a -- and we decided we woul d use as a
focal point a nunber of workshops based at the heads of

m grant streanms. So we had our first workshop in June in
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Austin, Texas. Qur next workshop is in Sacranento the
week after next. And a third workshop in Orlando in the
spring. And the culmnation in Washi ngton about this
time next year.

Now, these workshops are the enphasis is on work
in the workshops. The first workshop was fram ng issues
and themes. The continui ng workshops will break out into
wor k groups that we woul d hope woul d conduct conference
calls and e-mail exchanges that we would facilitate over
the interimbetween the neetings to grapple with the
i ssues and bring resolution to a nunber of the issues
pr oposed.

Di fferent approaches to address probl ens that
m ght have surfaced in these workshops. The thenmes that
came out of the Austin workshop focused around training
i ssues. They focused in four areas that we are going to
be pursuing in Sacranento. And they are comruni cati on,
training, and this is all outlined in the handout from
our web page -- communi cation, training, conpliance and
retaliation.

An overarching would be children and speci al

popul ati ons and needs for concerns relative to them
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Those woul d be spread over all the other -- the four
ot her workshops. The end result would be a strategy to
reinforce the regulation to create a national consistency
as far as inplenentation and enforcenent.

Qur office of conpliance is conducting an
activity that will feed into our national assessnent and
that's -- they're calling it a programel enent review in
which they're auditing our regional offices for the
ef fectiveness and consistency in the guidance that has
been given to the regional offices. And then the further
gui dance that the regional offices give to the states.

Because the states -- these are del egated
prograns as you probably know. And the first |ine of
i npl enentation and enforcenent is at the state level. So
our enforcenent office will be conducting this audit.
They're beginning their audits next -- or their program
el ement review. They're not calling them audits.

They' re begi nning them next week in the region -- in
t he Denver office and the Kansas City office, and wll
conduct a series of audits of the regions. The regions
will then I ook at states and the gui dance and reporting

structures that they have in place.
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So by this tinme next year, we would have a
better picture of howto restructure the program
strengt hen the program change the program change the
regulation, if necessary, institute a nunber of nore
aggressive marketing of good nodels that we have around
the country that are working in the states or propose
before then a nunber of activities that we can actively
begin before the end of the assessnent if we think that's
appropri ate.

And com ng out of the Austin neeting, we do have
sone indications of sonme things that we can begin now.
And we'll pursue themand franme out the nmechani sns for
that at Sacranento and Ol ando.

And on a side point, we're also involved in a
very aggressive activity with the health care comunity
and we intend to try to bring themnore actively into the
networks that we deal with in the worker protection
pr ogr am

M5. MULKEY: Al right. Any clarifying
guestions for Kevin? Larry?

MR. ELWORTH. After you have all these neetings,

what procedure are you going to use to report the results
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of the deliberations or any conclusions or any sunmaries?

MR. KEANEY: The results of the neetings wll
all appear in an executive summary in full text in our
web site for one. And we are establishing a list or
mechanismfor all the attendees of the workshops to
exchange information and so forth. The ultimte
capturing in all this would be in a strategy package we'd
present at, as | said, the cul mnation.

MR. ELWORTH. Are you going to do a sumary of
those especially if, let's say there's sone, as you said
common t henes or consistent recomendations that come out
of this that the Agency uses?

MR KEANEY: Yes.

MR. ELWORTH  Ckay.

M5. MULKEY: Ckay. And is there a summary of
the first workshop somewhere?

MR. KEANEY: Yes, the executive summary is in
t he package, the web site.

M5. MIULKEY: All right. That's a good place for

ANNE LI NDSAY: And it's on the web and the ful

text is avail abl e, too.
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M5. MULKEY: Full text is available just for
asking for, is that what you nmean?

MR. KEANEY: Yes, and we'll eventually put the
full text up in the PDF on the web.

ANNE LI NDSAY: On the web and we're open to
ot her suggestions for ways to nmake this avail abl e because
that's one of our goals.

M5. MULKEY: Ckay. Bill.

MR. TRACY: Kevin, you nentioned enforcenent.
We've had the programin place for five years, for five
years now. Wat have you seen on enforcenment uniformty?
Have you had a programreview prior to this one?

MR. KEANEY: No, no. W haven't had the program
review prior to this one. There's anecdotal evidence
that it's widely varied across the country. And that was
supported by the audit done by GAO. And there's
I nconsi st ency.

Some of it is rooted in definition, the guidance
given to the regions and to the states as to what
constitutes a worker protection inspection, how should it
be reported and aggregated. A real problemthat GAO

poi nted out and we agree with is that there isn't a
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consi stent reporting structure across the region so that
we can get a national picture easily.

MR. TRACY: Do you see a variability in, just in
enforcement infrastructure fromstate to state?

MR KEANEY: Yes.

M5. MULKEY: And perhaps quite a variability as
it relates to this kind of enforcenment than other. In
other words, there's variability fromstate to state in
enforcenment in general. But there may be even greater
variability wth respect to enforcenent of the worker
prot ection.

MR. KEANEY: It's delegated -- as | said, it's a
del egated program wusually delegated to Departnents of
Agriculture and their enforcenent inspection structure is
usual ly key to dealing with growers. And in many
i nstances, they are unfamliar or incapable in dealing
with this particular | abor segnent because of | anguage
i ssues or other issues. And that has to be addressed in
sone fashion

ANNE LI NDSAY: One other thing | m ght nention.
We've actually been working on this sort of uniformty of

reporting issue which the GAO report underscored. And
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that we're going to have a SFI REG neeti ng next week.
This is the -- SFIREG is the nmechani sm we use to neet
with our state partners.

And there will be a discussion on the agenda
about a proposal to develop that uniformreporting
mechanismso that in the future what we would actually
hope is that we'll -- we will at least be able to
actually | ook across the country, either at a national
| evel or on a regional level or a state |evel and say,
here's what's going on, which at this point in tine,
we're really not able to do in an easy fashion.

M5. MIULKEY: It's for reporting, it's not just
for work protection.

ANNE LI NDSAY: No, but worker protection m ght
be a pilot area that we would start out in given the
| evel of interest in this.

M5. MULKEY: Well, let's -- we have now about an
hour. And let's open this up for discussion of this
topic area, the three things we presented or other things
that may be on your mnd that were not included in our
presentation. kay, Bob.

MR, McNALLY: Well, | would just offer a comrent
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on Lois' presentation. | think ny organization feels
very confortable with the fact that you all have done an
out standing job of reaching out to us at the appropriate
times and places. And | think we feel, you know,
enpowered by the efforts that you' ve nade.

One thing that | think that maybe coul d be done
alittle better has been, | think, on the non-ag side,
especially, there hasn't -- there nmaybe could be a better
effort to identify who the other stakeholders are and to
reach out to them

| think PCOs have been reached out to enough.
But | don't know that tree care guys or |awn care guys or
gol f course guys or vegetati on nmanagenent guys and wonen
have been reached out to as nmuch. And | think it would
be a worthwhil e endeavor to try to identify who sone of
t hose stakehol ders are where they' re not that well known
to the Agency.

M5. MULKEY: Do you know is there a worker
comunity in that area that is different fromthe vendor
comunity, and if so, do you have any thoughts about how
one m ght engage thenf?

MR. McNALLY: When you say a worker community --
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M5. MULKEY: People who work for PCOs, |awn care
guys and gals, et cetera. The enployee, the exposed
persons - -

MR. McNALLY:  You nean kind of Iike a farm
wor kers, kind of anal ogous to farm workers.

M5. MJULKEY: Yeah, the sort of functional
equi val ent, yeah

MR. McNALLY: We don't allow that, our industry.

M5. MJULKEY: You don't enpl oy people?

MR. McNALLY: | don't think they're particularly
wel | organized. And | wasn't thinking of them although
| think they're entitled to know these things as nuch as
the folks that | represent who are the owners of these
conpanies. |I'mthinking nore in terns of other types of
non-ag users who are less involved with this process.

M5. MULKEY: No, | knew that. | was asking
you --

MR. McNALLY:  Yeah, but | don't think there are
or gani zed wor ker communi ti es.

MR, AIDALA: Well, | think that's your guys
aren't organi zed in your segnent and other fol ks are even

| ess organized, is ny observation.
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MR. McNALLY: That's right. | nean, as
di sorgani zed as it nust appear that we are, there's
ot hers worse than us.

MR AIDALA: Well, | neant to say nore vis-a-vis
the workers organi zed, Bob. Not the managenent of your
segnent of the industry.

MR, McNALLY: But | think what we can hel p you
with and, you know, | think we can help very easily
provi de, you know, names and infornmation about who al
t hose other people are, at least to the extent that we
know who they are.

M5. MULKEY: Umhum We'll nmake a note of that.
Kim did you need to nake a point?

MR, McNALLY: It is increasingly becom ng an
hi spanic work force, though. So it would have sone of
the sanme types of problens, as far as comuni cati on and
trai ni ng.

M5. MULKEY: Larry?

MR. ELWORTH. |'ve only been tangentially
involved in sone of the conference calls. | still think
that's a good idea. And Jeff nentioned a couple of tines

t he si x phase process that has been established for re-
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assessnment. | was involved in all of these advisory
groups, the nanes of which -- the acronyns of which
can't renenber anynore.

But | think of all of the things that happened
in those advisory groups, the nost sal utary outcone was
the process that the Agency went through to nake really
clear the process by which it does dietary risk
assessnments. | think that was -- | think it was good for
t he stakehol ders and the affected community. And | think
as a public policy outcone, it was really good for the
Agency as wel | .

It gave your people both the pressure and the
opportunity to articulate to people outside the Agency
what they do as far as risk assessnents. And | could
really -- | have dozens of questions based on Jeff's
presentation. It's not because it wasn't a good
presentation, but there are a lot of things that | think
if they were put out on the table as transparently as the
dietary risk assessnent, it would be extrenely hel pful.

And | would really Iike to encourage the Agency
and Bob was kind of going there yesterday with the

residential exposures. | think it would really hel pful
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for the Agency to have -- to go through a process with
PPDC if that's the appropriate venue of really
systematically tal king about the assunptions, the SOPs,
the kind of training that takes place for people to do
diet -- do worker risk assessnents.

| think having a process like this with PPDC
again if that's the right organization, right commttee,
woul d be extrenely useful. | think it would useful for
the Agency in terns of -- to having the practice of
articulating of what it does in terns of risk
assessnent s.

| think as Bob nentioned yesterday, that process
really builds confidence in the Agency's processes. And
| think it also would help people like Jeff and Mke in
doing their risk assessnents if they have an opportunity
to say here's how we go about this and to find out that
there's data, that there's assunptions that could be
revised, that there are ways of designing your procedures
to get information in a nore tinely fashion.

| think that would be really helpful. And I
think it would be especially helpful in this issue since

you have both the connection with the dietary assessnent
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and al so you have all the re-registration issues. You' ve
got questions of how benefits are used in this process
since it's primarily a FI FRA process.

| nmean, there are all sorts of questions that we
really haven't addressed that would really hel pful.
mean, to the extent that | want to raise an issue for
consideration of the Conmttee and for you fol ks, see if
there's not a way that we can do a substantive process
like we did on dietary, both for this and maybe al so for
residential because | think that's where Bob was goi ng
yest er day.

M5. MULKEY: Well, there's been a | ot of
di scussion about an interest in that in the CARAT as
wel | .

UNI DENTI FI ED MALE: Um hum  Um hum

M5. MULKEY: On this particular topic, even
though it is not strictly speaking, a tolerance
reassessnment topic per se. Because as you said
correctly, it's a FIFRA topic. But you may not have
picked it up in ny remarks yesterday norning, they were
hurried. But we are planning a workshop on worker risk

assessnent net hods.
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The current thinking is early March, based upon
the interaction with all of the worker activities that
Kevin tal ked about. | think our anticipation had been
that for that workshop, like the one day we did in
cunmul ative last summer, that we woul d take speci al
efforts to include the CARAT nenbers. W did that |ast
sumer. We brought themin.

We gave themtheir own special seat. W -- to
the extent that travel is funded for CARAT. W handl ed
t hat workshop the sanme way. W arranged for conference
calls. | will tell you that | frankly was a little
di sappointed in the relatively |l ow |l evel of attendance by
act ual CARAT nenbers

A I ot of the stakehol ders who are represented on
CARAT had ot her representatives at the workshop. And
maybe that's just as effective. But |I think we would be
receptive to making this workshop sort of a conmbi ned PPDC
and CARAT event. So that those of you who are on PPDC,
but not on CARAT woul d get the sanme kind of enhanced
opportunity to be actively engaged.

And we could think further about whether there's

other -- but the whole point of that is to take enough

For The Record, Inc.
Wal dorf, WMaryl and
(301) 870- 8025



-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

© 00 N o o b~ w N Pk

N NN R R R R R R R R R
N B O © 00 N OO0 o b W N +— O

388
time and to make it possible to get nore in depth than we
had the opportunity to today. And the hope is that
things like today, start people at a little higher |evel
when they do get involved init. But we do have that
pl an.

MR, ELWORTH. Well, | think the workshop is a
good kind of foundation for that kind of work. And |
think it's inportant to go through the process once.
think of a |lot of what happened in the CARAT work groups
was real inportant where people could sit down and talk
wi th, you know, whoever -- with the HED fol ks, for
exanpl e, and say, here's what | understood from your
presentation of the work group, but here are the eight or
ten questions that really conme up out of that. And that
kind of interchange was really helpful. So I think the
work group is a really good idea.

You raise the issue of where this fits in. |Is
it a PPDC issue? Is it a CARAT issue? And it's partly
the tinme and energy the Conmmttee nenbers, so of whom are
the same. But maybe we'll talk about that a little bit
later. But | think that kind of interchange that took

pl ace wthin the work group was real inportant, too.
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MR. AIDALA: All's | knowis Keith has tal ked
about this in the past, what we need to have the
Departnent sort of nore involved, which is not just as a
conponent of expertise contributing to what we're doing,
but also as a way to communi cate back to, you know, that
set of stakehol ders, too, which obviously is especially
-- (inaudible) -- with the Departnment. And Theresa and |
have had the sight bars on that all norning already.

And basically, in order to further, again, your
basic prem se of the nore you understand it, a, you m ght
have advice, but also | think it sort of denystifies a
| ot of what's going on. And that, yeah, we may, you
know, for exanple -- one of ny favorites is why did you
assune 100 percent dernal absorption? WlIl, no one gave
us a study to tell us a new nunber.

Well, they gave us a study about the new nunber
and guess what? The nunber is changed. And that's not
unli ke that whol e busi ness about how that risk assessnent
at one time was totally a black box. But if you don't
have PDP data, what are you supposed to use? Ckay, you
get PDP data or other nmarket basket surveys, boom you've

got different nunbers.
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1 And agai n, okay, | understand that. So the

2 Agency is willing to accept it. You know, how do we

3 accept it? How do you get it, et cetera. And that's

4 part of | think what agreeing with you about the whol e,

5 you know, the good ends that canme out of that whole

6 di scussion in other arenas.

7 MR. ELWORTH. Yeah, yeah. And especially with
h 8 pea head, sonme of the revisiting of pea head that you
z 9 fol ks were doing. Doing that in the context of
E 10 articulating what it is you're doing in the first place,
: 11 | think it would be real hel pful.
U 12 M5. MULKEY: Are you finished, Larry? 1|'m
o 13 sorry. W'Ill go with Dan, Jay, Phil, and Bob agai n.
a 14 MR, BOTTS: Once inny life, | totally agree
m 15 with Larry.
> 16 MR. ELVWORTH. Can | revise ny remarks?
- 17 MR. BOTTS: | totally agree with Larry. Having
E 18 gone through this process at the request of the grower
m 19 comunity in Florida and with the | eadership of sone of
q 20 the people sitting around the table today, we
¢ 21 specifically asked for this on a conpound that had gone
(a8 22 through a red and was an OP.
L
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And | think it was enlightening to everybody
sitting around the table as we worked through that case
study and saw where the actual nunbers cane from what
assunptions went into the process, how the cal cul ati ons
wer e done.

And granted, Jim a lot of it was new data on
the dietary, but there were al so process changes in how
the cal cul ati ons were done as well. And a |lot of tines,
the conversations that have led to the decision process
on worker protection issues have been done between the
regi strant and the Agency based on purely the hazard side
of the equation.

And the growers have a lot to bring to the table
in that discussion, as well as the farm workers and ot her
groups that are out there involved in it everyday. So |
woul d second that.

And in light of Marcia' s comment about the
relative | ow attendance at the cumul ati ve exposure
wor kshop, there were a |l ot of us that would have |oved to
have been there. But because of other jobs that pay our
sal ary, ended up having to be other places.

And | can't tell mnmy executive commttee |'m not
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comng to their summary board neeting to go to those. |
woul d just suggest that if you want to do this, let's go
ahead and set a date as soon as possi ble so everybody can
get it on their calendars, especially if you' re talking a
late March time line. [It's not too late to try to set
that neeting date as soon as possible.

M5. MJULKEY: That's very helpful. And then Jay.

MR, VROOM Could you tell us what percent, |
think, Joe read us -- said yesterday, 850 enpl oyees in
OPP work on worker protection and what percent of the
budget, whatever that nunmber is? | forgot to ask him
that | ast night.

M5. MIULKEY: It's -- let nme, there's direct and
indirect, and I nean, it's very hard to do these kinds of
things. But work directly on worker protection in HED
woul d be approxi mately --

UNI DENTI FI ED FEMALE: Are we tal king about
wor ker protections?

M5. MJULKEY: No, worker risk assessnent for now
And we'll get to worker protection. That's --

UNI DENTI FI ED MALE: If you -- worker conbi ned

with residentials, maybe, 20 to 25.
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M5. MULKEY: That's NHED Sci ence direct, and for
exposure, and then the hazard work, renenber, is done for
wor ker and for everything else. So all the people
wor ki ng on hazard, you have to tribute a portion of that
to worker. Then the Wrker Protection Program at
headquarters invol ves approxi mately --

UNI DENTI FI ED MALE: Four or five.

M5. MULKEY: And then in the regions, there's
sone fractional addition. And the Ofice of Conpliance,
so that's a very hard nunber to generate. It would be
even harder to tribute dollars exclusively. Do we have

any direct expenditure for worker risk assessnent doll ar

figure?

UNI DENTI FI ED FEMALE: W do have contracts and
that's probably -- it's less than a half a mllion a
year.

M5. MULKEY: But that's direct expenditure
exclusively for this purpose. And it would be all of our
work to maintain our data system Sonme of that should be
attri but ed.

UNI DENTI FI ED MALE: It sounds like it's |ess

than 15 percent of all the resources.
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M5. MJULKEY: Fifteen, yes, | think that woul d be
fair.

UNI DENTI FI ED MALE: Is that bigger or smaller
than it m ght have been five or ten years ago?

MS. MULKEY: Percentage terns, | would guess
that it's slightly -- well, it mght not be bigger
because the denom nator grew. |In absolute terns, it's
certainly bigger.

MR. Al DALA: You know, observationally, if
not hi ng el se, obviously, one thing about ten years ago,
is you were in the mddle of witing the rules. So there
was that kind of big, you know, sort hype on for witing
the rule.

| think since then, it's been inplenenting the
rule as well as we go through FQPA, and frankly forget
FQPA. | nean, this is basically what was going to happen
as part of the re-registration because re-registration
was al ways going to have to have this big conponent of
t hese issues.

And finally, as we got back on however we got
there after the '88 anendnents, you started to see in the

"90s nore of this focus. And especially given
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i nsecticide use with OPs or whatever, but not just OPs.
You started to see nore of a focus, | think.
That's just with observationally |ooking at the

program over 20 years.

M5. MIULKEY: | intuitively feel that it is an
i ncrease. But whether it -- how nmuch it's a percentage
I ncrease.

M5. STASI KOABKI @  Yeah, there is an increase,
definitely.

M5. MULKEY: Yeah, but it may just be an
absol ute increase, not an percentage increase.

UNI DENTI FI ED MALE: It wasn't a trick question
| was just trying to get sone sense of, you know --

UNI DENTI FI ED MALE: You can tell we do budgeting
at EPA, too.

UNI DENTI FI ED MALE: Right. Yeah

M5. MULKEY: Well, it is very hard to attribute
-- you can sort out the anount that's exclusively worker
protection.

UNI DENTI FI ED MALE: Ri ght.

M5. MULKEY: But there's an awfully | ot

that's --
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UNI DENTI FI ED MALE: Well, the reason | asked the
question was nore fundanentally, where are we headed.
And | was just curious to know whether you coul d answer
t he question of what are the three nost inportant things
to be achieved in the next year for OPP on worker
prot ection.

M5. MULKEY: Well, the worker protection
reassessnent is certainly one. And that's not just for

OPP, that's for the whol e Agency. Appropriate chem ca

specific risk assessnment and risk managenment, | certainly
think you have to -- and that of course includes
i nproving the science as well as making -- and then

think the third is this area, this sort of untended to
area of young workers, special categories of workers.

Those are the three | would pick conpletely off

the top of ny head. If | omtted sonmethi ng conspi cuous?
MR. Al DALA: No, I'll just give you again, just
i npressionistic wise, | nmean, what is, again, the worker

programreview? Just as Kevin said, just it's tine to do
that. And that may be big or small in terns of the kinds
of inplications of it. Is it sinply especially, as Bil

rai sed the issue about in sort of enforcenent consistency
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across states and regions, or is it also -- will it belie
that sonme nore significant things need to be done?

That' s nunber one.

Nunmber two, the general enphases as we work
t hrough, again, not just insecticides. That's not to say
that, you know, herbicide applicators are never at
jeopardy and all that. But obviously, the whole general,
you know, as we conplete, again, call it re-registration
call it FQPA assessnents. Again, the worker issues just
are, you know, just are inportant. That's part of our
job to continue on.

And who knows predictably whether there will be
a particular chemcal that has a big, quite a big problem
or potentially, apparent big problemor not.

And then thirdly, and I'll put one a little nore
out si de the box that we've been kicking around
internally. There's a nunber of things fromthe '92-'94
era when the regs canme out of that we basically have not
--and | think -- you can call this as part of the
retrospective five years after or even just |ooking at
that |ist.

There's hazard conmmuni cation, right to know
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ki nds of issues for workers that were |eft behind then.
And that's sonething that we'll be seriously considering
whet her or not -- howto do that. Sone states do it.

O her states don't. Do we need a federal, you know, the
federal role in that? W had -- that was part of the
proposed rule back in the earl 90's but then it's frankly
not been dealt wi th since.

And that's sort of the only addition, | think,
the substantive addition to Marcia's list. And since
Kevin runs the program he gets to have to fix it, too.

MR, KEANEY: Well, when we're tal king about
wor kers, we shoul dn't overl ook the applicator conmunity
which is part of the worker community we're dealing with
And there was an assessnent of the certification and
training programthat canme out with sone sweeping
concerns and not the | east of them would be better
integration with the worker protection regulations, so
that you have sone sort of integrated worker safety
pr ogr am

MR, ELWORTH: But i nbedded in both your question
and the answer is the fact that if, | think, when you

| ook at when OPs are finally dealt with, worker risk
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assessnents w ||l have been the reason for as nuch or nore
regul atory action than dietary.

M5. MULKEY: At the individual chem cal |evel

MR. ELVWORTH. Right. Right. And depending on
the crops, say, for exanple, Bill's crop, cotton. That's
going to be the primary reason that any regul atory action
woul d at | east be proposed. So | nean, | think that's
kind of where you were going with this. That this is
just as key an issue on the OPs and pol ycarbanates as the
dietary is.

M5. MULKEY: That's what Jimand | were both
trying to say.

MR. ELVWORTH.  And ny point is sinply --

MR, AIDALA: Right. R ght. R ght.

MR. ELWORTH. And frankly outside of FQPA, not
just because formally under the law it is per se. But as
you continue -- unless you assunme the re-registration was
never going to happen, which was | guess at sone point.
But anyway -- but obviously as you finally inplenment the
"72 and ' 88 anendnents, you have to address those issues,
so.

MR. AlDALA: Right.
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M5. MIULKEY: Right. And Jimnentioned the
i nsecticides, acute toxins.

MR. Al DALA:  Um hum

MR ELWORTH: But there are also reasons to
worry about the percentages.

MR. Al DALA: The other thing, Jay, would be sort
of asking your industry at the sanme tine. | nean, for
exanple, is there sone new technol ogy. Over tine,
there's always been this business about ways to reduce
drift. If you reduce drift, you' re going to have other
i npact -- | nean, what you need to do in a whol e nunber
of reasons woul d al so probably have a worker or
occupati onal i npact.

New t echnol ogy about whether the truly double
cl osed cabs reduce those nunbers further. | nean, if ny
back cal cul ations right here, where you have a 20 fold
reduction fromgoing to airblast to closed cab. Wll,
does that still say that we can do better on cl osed cab.
| " m maki ng that up.

But | mean, that's partly -- and that's not just
your industry, but the other input supplier industry as

to changes here in this whole arena for a whol e nunber of
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reasons, both whether it be the insecticides, whether it
be carcinogens, or just less is nore as you go over tine,
that if you reduce exposure, whether it be dietary or
occupational, you' ve got a better risk profile over tine.

UNI DENTI FI ED MALE: Well, | -- and not only are
t here new application technol ogi es and/ or new
chem stries, but can agriculture afford them And when
will they be able to be inplenented which | woul d argue
or suggest that USDA, you know, needs to be part of kind
of a larger strategic thinking here because we can have a
| ot of great stuff, but you know, if farm econony doesn't
allow farnmers or dealers to afford, you know, to buy, you
know, the newer, better stuff, then it really doesn't
affect anything in the way of risk mtigation.

Kevin, you started up the sort of production
chain, but you didn't tal k about plant manufacturing
pl ant, formulation plant workers that -- is that dealt
with entirely separately in this process?

MR. KEANEY: Yes, it would be. | nean the
regul ations we're dealing with are ag and enpl oyer
driven, enployer/enployee.

UNI DENTI FI ED MALE: So you don't deal with
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manuf act uri ng peopl e?

MR KEANEY: No, no.

M5. MULKEY: That is OSHA jurisdiction. It is
the case that sonetines there are epidem ol ogi cal studies
that conme out of that popul ation that are useful to us.
So there is sone science connection. And then there is a
few pesticidal uses that occur as pesticides in
manuf acturing plants that on occasion m ght be an issue.
That's sort of a residential.

And finally, there's a question of whether
things |ike seed treatnment which occur in a factory-Iike
setting, but are an application that basically we
regulate. So there are a handful of those things that
m ght nmerit. That's sort of one of those special
popul ati on questi ons.

But for the nost part, the people who work for
your mnenber conpanies to make the stuff are under the
jurisdiction of OSHA

UNI DENTI FI ED MALE: OSHA, right. GCkay. Well,

-- It sounds to ne like the only thing that m ght be in
the next 12 nonths a significant departure fromthe nore

or | ess business, increnental as usual effort in this
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area mght be youth in agricultural settings. | don't
know how you describe that, but a special subpopul ation
group of children in harvesting conditions and that kind
of thing mght be a big increnmental extraordinary effort

if you got to that.

M5. MULKEY: Well, | suppose -- it's only if you
have the word mght. |'mnot sure how big or
extraordinary it would be, but -- and the other thing Jim
mentioned which is -- | don't know if you' d regard that

as big or extraordinary, but sone novenent in areas |ike
ri sk comuni cation to workers, nmaybe greater stakehol der
i nvol venent of workers, those kinds of issues.

MR. Al DALA: Yeah, ny take on it is these audits
is sort of routine, but as Bill raised the issue, gee, if
sone states are doing a different job than in other,
there's everything froma level playing field for the
producers to just sort of doing their job. | think
that's the nost significant thing over the next year as
we go through these reviews, frankly.

In addition to hazcom or, you know, risk
communi cation, and | think with -- it's been this steady

i ssue of this special subpopulations. And it gets raised
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in a nunber of different ways. |It's basically, 1'd like
to think of it frankly as nore of a general issue of
bystanders, drift and bystander issues.

Whether it's a person who you want to claimas a
farmworker famly living near a field or just a suburban
famly living near a field as suburbanization and
agricultural ends neet. Either way it's sonething we've
all had to westle wth.

We, as regulators, you as the, you know, the
producers of the chem cals, users, as the people that
apply the product, of what you're doing to your
nei ghbors. | nean, that's -- I'mnot sure that's a big,
new thing this comng year or any other year. But it's
an on-going issue and at sonme point, it may becone a
pi votal issue in a decision or not.

UNI DENTI FI ED MALE: | think all of this to ne
supports Larry's suggestion that we ought to think about
sone way of getting, you know, a group to think nore
strategically about big picture issues here because
there's so nmuch effort going into a lot of the
i ncrenment al wor k.

But are we focused on an achi evabl e strategic,
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you know, long-termor internedi ate goal, and are we
getting there or not. You know, | think that all of
that's useful and --

M5. MULKEY: Well, if you all are not --

UNI DENTI FI ED MALE: -- | didn't say that we're a
work group yet, but | think that's what Larry is thinking
about .

M5. MULKEY: Well, if you all are not actively
involved in this series of workshops which has work
groups relating to the worker protection rule, you
definitely ought to be. | nean, that is clearly a very
significant effort and it is pretty large in scale,
scope, jurisdiction.

It doesn't go to the risk assessnent piece, but
virtually everything el se we've tal ked about is at |east
tangentially connected to that effort. And that is
st akehol der based, stakehol der designed at a pretty high
| evel of effort. | believe that -- oh, boy, Phil was
next, yes.

MR, BENEDI CT: Marcia, | was wondering if you'd
consi der doi ng one of these workshops by satellite. It

woul d al | ow people to participate fromthe H nalayas. It
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would allow a |l ot nore staff scientists fromstate
organi zations, universities.

M5. MULKEY: We tal ked about that for the
cunmul ative one |last summer and for a host of reasons, of
| ogistics, we did do a tel ephone hook-up. So yes, we
woul d and you know, have a down link at a |ocal hotel or
sonet hi ng.

MR. BENEDI CT: The USDA used to do a |ot of down
links. You know, you' ve done down |inks, too, on C Band.

M5. MULKEY: W have. Now, that's a very viable

MR. BENEDICT: But | really think it would all ow
for an awful |lot of participation at the staff science
| evel .
M5. MULKEY: That's a very good suggesti on.
t hi nk the ot her stakeholders would find that hel pful,
t 00.
MR. BENEDI CT: It would train a | ot of people.
M5. MULKEY: | don't know enough about the
technol ogy to know just how easy it is, what kind of
costs we're looking at. W -- but | think we certainly

are prepared to explore that.
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MR. BENEDICT: | think if you put the word out
on your web page and put out a |ot of mailings where
peopl e could go -- there's an awful |ot of old C Band
satellites. 1've got one. |In fact, we sat at ny house
last tine you did it.

And with a couple of tel ephones, people can cal
in their questions, and | think you can do a | ot of
training that way and get to a lot of staff people which
aren't going to get to neetings.

M5. MULKEY: | think that's a very hel pfu
suggestion. | appreciate it.

DR. AMADOR: The reason is that is what we did
one tinme at Texas A and M

UNI DENTI FI ED MALE: We did it in the early days
of work objection.

M5. MJULKEY: We did.

DR. AVADOR: W did and it worked out real well.

M5. MULKEY: Thank you.

UNI DENTI FI ED FEMALE: Texas A and M facilitated
all of it.

UNI DENTI FI ED MALE: Well, that's a good i dea.

M5. MIULKEY: | think that's -- yeah, excellent.
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UNI DENTI FI ED FEMALE: Al so, Farm Bureau has
facilities, there are many organi zations with facilities.

MB. MULKEY: Right.

UNI DENTI FI ED MALE: And if they keep the
deadl ock, C-Span is going to be looking for material so -

M5. MULKEY: You can only watch the county and
vote so long. GCkay, well | think we go to Bob and then
Beth, and then Bill.

MR, McNALLY: Well, it won't surprise you that
wanted to say that | appreciated Larry's remarks. Larry
was sayi ng sonething that caused ne to want to respond to
sonet hing you' d asked ne yesterday, Marcia, which
answered real ly badly.

You asked whet her a workshop or a work group
woul d be a better or different way of approaching these
issues, and | didn't know what the right answer is. And
| still don't know what the right answer is.

There's sonet hi ng about wor kshops that gives nme
the feeling of this discussion tinmes five. There will be
nmor e di scussion of the sane things, nore in depth and

maybe even a little bit of an exchange of ideas and

For The Record, Inc.
Wal dorf, WMaryl and
(301) 870- 8025



-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

© 00 N o o b~ w N Pk

N NN R R R R R R R R R
N B O © 00 N O o b W N +— O

409
that's good. But work groups give ne the feeling that
t hey produce an end product, recomrendations or do things
that actually produce real changes.

And | just, maybe it's just semantics, but the
i dea of a work group seens to ne to be a nmuch nore --
well, a much nore worth whil e endeavor for ny
organi zation. And | know it's a huge drain of resources
on the Agency. You've got two CARAT wor k groups.

There's still an I NERTS work group here. | guess,
rodenticides is done. And this would add anot her work
group. But if there was sonme way to do that, | think
that woul d be really useful

And just one other thing, | think sonebody's
suggested yesterday that the notion of form ng a work
group was designed to inpede or delay regulatory decision
maki ng. Believe me when | say that's not our intention
on sonething like this.

M5. MJULKEY: Now that you've raised the R word,
and Dan actually was really interesting after hearing al
this | obbying for extensive work groups to hear Dan's
very real expression of the tension between demands on

his time and the ability to attend even a single day
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session, especially if it wasn't schedul ed particularly
artfully.

The tension here, let's be very frank. W --
believe me when | say we have no hesitancy to be as
transparent as possible and to engage with all of you and
others and to get as nuch of your point of view as
possi bl e.

Bot h of those things are those things that we
are eager to do. But frankly, not to the exclusion of
keeping the trains running. And for us, it is very nuch
a tension between those two things. And so yes, we seek
things that are internedi ate, not because we are
reluctant to have things that go the whol e nine yards.

But |1've got to tell you, | feel very good about
the work we're doing on I NERTS. W' ve had two full day
nmeeti ngs and seven |long conference calls, and we are
still understanding each other. And there are -- that is
just a very high price. It is worth paying, but we
cannot, we sinply cannot afford to pay it on every topic.

W have to find sone ways on sonme of these
topics to find sone internediate ground. That's al so why

| made the remark | did yesterday which was a little
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sni ppy on ny part about there's only so nmuch hand-hol di ng
and you guys have to invest, too.

And part of what | hear you saying, quite
frankly, is this is hard for me to understand and |I need
you to spend a lot nore tinme with nme hel ping ne
understand it. Frankly, I'"'mnot a scientist either, and
| understand that dynamc. But the reality is there's
only so nmuch of our resources that can be legitimtely be
spent working people through very nultiple tiers of
under st andi ng.

We did invest that on dietary. It clearly paid
off. W are trying to find smart ways, efficient ways,
ways we can live with and resource drain terns to
acconplish sone of that and to get -- and we're al so
aski ng you, not only make yoursel ves avail abl e for work
groups, but find sone ways for you to carry a little nore
of the burden. Wether it nmeans how you staff
i nvol venent and these kind of things, or whatever.

In other words, you pay for sone of the cost of
translating this material. You know, either through your
resources or whatever. That is why you don't see us

saying, great idea. W'Il|l start that one. Another great
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idea, we'll start that one. GCh, now, let's -- you know,
because there is a real and pretty dramatic cost.

UNI DENTI FI ED MALE: And let me just comrent. |
understand that and am sensitive to that. Yesterday, and
-- well, yesterday particularly, the president -- the
presentation on residential exposure rem nded me a | ot of
t he discussion that we had in the pre-briefing for the
first track neeting.

VWhich is to say we were all surprised that there
was that much information out there and we were all a
little startled that you had done as nmuch work as you had
done. And we were all a little bit nystified about what
it all nmeans. And | think that's kind of where we are on
wor ker exposure to some extent and residential to sonme
extent.

The process that did give rise to so nuch
confidence building in the neasurenent of dietary
exposure could occur here as well, | think. And I think
it's an investnent worth making.

MR. Al DALA: Now, ny version of this is sort of
all points are correct.

I n other words, neaning you' ve acknow edged t hat
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there's the tension. W' ve acknow edged that there is
the tension between the payoff and you know, sort of the
demands. | think it's sort of -- tone it's also a nenu
of different things. For exanple, whether you call it a
wor k group or not per se, A there's continual neetings
of this group itself.

Secondly, there is the workshops that we've
already articul ated, |ong schedul ed about, oh, across the
country wor kshops on the Wirk Protection Program which
obviously can be not just a one-way thing.

| think the comment about workshops is that
wor kshops by definition are sort of initially at |east,
one-way-ish. It's that we're telling you how we do it
and obviously taking questions. That's a little nore
one-way than oh, |'ve got an idea. What about this or
t hat ?

It's sort of a series of workshops though.
VWhat's the difference between a series of workshops? |
don't nean every nonth, but | nean, you know, nore than
one and a work group. I'mnot sure there is big one per
se. Because at a workshop, you can certainly nake

suggestions, it's just at the first one you're | earning.
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You know, you're around the T.V., Phil, |earning what the
heck is going on. By the second or third one or
sonet hing, you mght then say, well, hold it. At the
first one, we learned this. W asked for a little nore
follow up on that. Here's sone new technol ogy cone from
the industry. Have you figured that in? You know, et
cetera, et cetera, et cetera. |t becomes nore

interactive after the first one when it is just the data

dunper, like the first neeting before the first track. |
mean, | think it's all those things taken together.
Whet her you call it work group or not, | think that

agai n, everything has been stated in truth. This is a
useful exercise, not just for dietary, not just for
work - -

(End of Side 2 of Tape 1.)

MR. Al DALA: -- you could spend a whole | ot of
time wwth all of you about all nunber of issues, but
agai n, you have to pick anong what your priorities are
because of time constraints both of you and al so our
guys. So, sort of all taken together.

| nmean, it's not just the one workshop. And

that's not the only tinme you get to tal k about worker

For The Record, Inc.
Wal dorf, WMaryl and
(301) 870- 8025



-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

© 00 N o o b~ w N Pk

N NN R R R R R R R R R
N B O © 00 N O o b W N +— O

415
issues. It's the workshop that's at CARAT. It's at this
next neeting and the neeting and the neeting after that
about this group. [It's the national workshops and any
ot her i deas.

Again, that's not to say that we're saying
that's enough, and that's all we're going to do. It's
just any other ideas. And so it's sort of everything
t aken together in nmy book.

M5. MIULKEY: Lois is going to FYl a little bit.

M5. ROSSI: | just want to say a coupl e of
things on this because havi ng probably taken the brunt of
many of the frustrations and comments on the worker
assessnents in the last year and a half or so, | think it
woul d be very hel pful

And | guess there's, you know, the dietary was
easy to kind of figure out what it took to nake it clear.
| nmean, to present in a table we acconplished that
essentially. By, you know, telling everybody what
percent crop treated, telling everybody the source of the
residues, telling everybody if you used juice or what you
di d.

And in a table, | think that, not that |I'msure
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anybody here woul d know the inner workings of the Mnte
Carl o, but at |east you got, you know, the assunptions
that were going in and you could comrent. You coul d say
we don't treat that percent.

Now in the worker, it's a little bit difficult
al t hough sone of the variables, there's probably naybe
| ess than ten things that go into a worker assessnent.
And sone of them are standard, how nmuch the guy wei ghs,
how | ong he works, that kind of thing. | nean, sone of
t hem are standard.

But | think what nmy frustration has been and |
think in order for and probably your frustration is what
is it exactly that needs to be really articulated. And I
think that's -- and I think, Dan, the neeting that we had
that you referenced was really a very intensive four
hour, roll up your sleeves, where did this nunber cone
from

That's hard to do with a | arge group of people.
But if that's what's necessary, that's a different thing
than getting up and doing slides and showng it. And |
think at this point, | really think, you know, there's a

| ot of frustration | think, certainly on ny part and
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1 probably on your part, to what is it nore that we can do

2 and how can we do it to put this to bed to nake it be

3 sonething |like the dietary. Enough said.

4 M5. MIULKEY: Ckay, well let's --

5 UNI DENTI FI ED MALE: | wish | had said it that

6 way.

7 M5. MIULKEY: Let's go to bed and then I'Ill try
h 8 to figure out where | think the cards came up. But we'll
z 9 get to all of you.
E 10 UNI DENTI FI ED FEMALE: Two things. One, | think
: 11 the teleconference idea, | really like. As nuch as |
U 12 would love to get to Olando in the spring, | probably
o 13 won't. And ny best way of sitting in on one of these
a 14 nati onal workshops is -- would be the tel econference.
L 15 And | think | agree that a | ot nore people get involved
> 16 t hat way.
- 17 You nentioned a couple of studies that | was
E 18 curious about. One is a NI OSH study, ag-health study.
u 19 What is -- and the second one study is of farm worker
q 20 children. Wen are these studies going to be conpl eted?
¢ 21 How do you see incorporating thenf
(a8 22 MR AIDALA: | was going to mention that.
L
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Whet her that's the next year or the next two years, those
studi es that have been under way for a while won't hear
the tinme lines. Those could nake a difference as to
obvi ously dependi ng on what the results are.

UNI DENTI FI ED MALE: The ag-health study is -- |
guess it was really initiated about seven to ten years
ago. It's a large epi-study. | think they have 70
t housand participants in the epi- part. And it's being
done in lowa and North Carolina. And it's N EHS-NCI and
then we're doing an exposure conponent. And the exposure
conponent | think it is in the pilot stage at this point.

To kind of verify what they're seeing in the
epi -study, it's a multi-year thing. | think 30 years,
what ever their budget is. So, you know, we'll get that
information as it cones in and use it to get --

UNI DENTI FI ED MALE: That's focusing on farners,
applicators and their famlies.

UNI DENTI FI ED FEMALE: Ckay, when -- how far
al ong are they?

UNI DENTI FI ED MALE: | think they're reporting
out this year.

UNI DENTI FI ED MALE: | think they are reporting
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out sone of the initial health effects information from

the epi conponent this year. And then | believe that the

R-field conponent is piloting this year. It may -- the
first phase may be done already. 1'd have to go back and
really check the details. It's been a while.

And then the farmworker -- the children studies

are what was di scussed yesterday and that's basically
wor ked through an axis and sone of the environnmental
centers that are set up through one office of research
and devel opnent. And much of that work is on-going.

Sonme of the prelimnary information is just
comng on line within the next year, for exanple. So
we'll be using that to just help us, you know,
characterize the overall risk and get as nuch kind of the
factors data that we can fromrisk assessnents fromit.

UNI DENTI FI ED FEMALE: |Is the new program-- are
there any plans to include protection for farm worker
children if this study shows the need for it? | nean --

M5. MULKEY: Well, obviously, if any information
i ndi cates a need for sonething that we have jurisdiction
over, we |l ook into whether we can do sonething about it.

UNI DENTI FI ED FEMALE: Dunb questi on.
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M5. MULKEY: There was a person fromour Ofice
of Research and Devel opnent here yesterday. And his
materials are not in the packet, but we're going to
supply them And they list a lot of studies. And he
mentioned that a lot of that material is on the web. And
| believe his presentation had sone web sites init.

And so that may be a way for you -- and al so,
you could just call him H's nane is Chris Janes.

UNI DENTI FI ED MALE: Chris Sai nt.

M5. MJULKEY: Saint, excuse nme. Wio is Chris
Janes? Sonebody |'m sure that | know.

UNI DENTI FI ED MALE: They're a rock band.

M5. MULKEY: |Is that it? But -- and we can get
you that. So that may be hel pful to you. Al right.
Well, Jimsuggested that | just go down the line. And
|"mpretty sure Dan's card was up first, so I'll do that
and then go down.

MR. BOTTS: Actually, I think M. Tracy's was,
but 1'Il take the opportunity anyway.

M5. MULKEY: Ckay. Then I'll go down the |ine
t he ot her direction.

MR. BOTTS: Specialty crops are nore inportant
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than cotton anyway. From a worker protection standpoint
| think we could nmake it --

M5. MIULKEY: Do you nean that they have nore
problenms with worker protection?

MR. BOITS: -- a case for that. Maybe not the
handl ers side, but the worker's side, we probably coul d.
Just to reinforce one issue. And this is sonething that
| take a |l ot of personal interest in.

And we have supported both Kevin's program
t hrough our | abor division at FFVA by doing -- providing
wor ker protection training for our nenbership and their
wor kers and al so t hrough support for the workshops. W
w || have sonebody in Sacranento.

We had sonebody in Austin. W'IlIl have sonebody
in Olando. W'Ill have sonebody in Washi ngton. \Wet her
it's me or our |abor division or sonebody, we've actually
engaged in this issue at |east since 1982 at the | evel of
intensity that we are right now. It's not an issue that
we take lightly. [It's not sonething that we don't
support noving forward.

One of the things that frustrates ne is we're

still tal king about the sane issues and it's nore
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rhetoric than it is actual rolling up your sleeves and
getting to the point of determ ning where the real risk
points are so you know what to deal with. And we' ve got
to get to that point. And until you understand how t he
assessnents are nmade or how the work takes place in the
field, you can't do that.

And that's part of what this workshop that Larry
is tal king about will be critically inmportant in doing
because it wll show how the risk assessnent is defined,
gi ve the people who are going to have to deal with it a
true understandi ng of how they can actually provide real
mtigation for real risk.

Because right now when we go into a neeting and
hear sonebody say it's a fourth of a drop of a product
that has been used for the last 40 years with no history
of incidence out there. You ve got a hard tine selling a
grower that he's got a problemthat he needs to dea
with.

And until they understand where those nunbers
come from what's driving the policy decision to drive
the decision that that's the endpoint they want to

regul ate on, you're going to face this sanme frustration
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that you hear that ends up in the polarized positions
that we've faced on sone of the other issues the other
day.

Until you get a conmon understandi ng of what
drives that process, you're still going to have these
same conversations fromnowon. So it's critically
inportant that we get to the | evel of understandi ng where
we can actually define the goals of the workshop.

And this is one place, our work group, this is
one place where I'd differ with Bob, maybe not differ
wi th Bob, but right now, if we sat down to forma goals
and objectives statement for a work group, | don't think
we could do it. Because everybody's understandi ng of
what the issues really are different.

And until we get to that |evel of understanding
which | think goes to the point and | will agree with
Lois. The neeting that we had back in July or whenever
it was, on the product that had al ready gone through the
-- essentially had reached closure on where it was going
to end up and probably not continue to be |abeled on the
crop that the people that were at the table who still

would i ke to see it registered on that crop were raising
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hel | about it.

W left that neeting with a nuch better
under st andi ng of where the nunber canme from W m ght
not still disagree that you' re being protective or
actually dealing with an issue that needs really to be
dealt with, but until you get that |evel of understanding
across the board, you can't nove forward in comng to a
real definition of how you want to address this problem

MR. Al DALA: And then given that, 1'Il call that
t he case exanple, or whatever you want to call it, that
you and your folks got really involved in. Wat was the
real -- was it that you better understand it and
therefore, m ght accept the fact that, yeah, sonething's
got to change, or that hold it, there's sonmething we can
do. Just kind of was there a particular --

MR. BOTTS: It's a conbination of both because
what it was -- probably the single biggest thing, and
Jeff, you weren't at the neeting and 1'mgoing to take on
the nodel just a little bit. The thing that drove us
absolutely batty, it was an air-blast application
sprayer. They | ooked at the dermal exposure issue.

You' ve got a 50 percent reduction in the dernma
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exposure nunber based on science who cane in, but it nade
| ess than a five percent difference in the risk nunber at
the end of the day when you took that into consideration
with the assunptions that went into the nodel that led to
t hat nunmber com ng out.

Now how do you deal with that? You either
provide information to change the nodel, you question the
nmodel , you go in and | ook at sone of the issues
surrounding that. And probably the thing that brought it
home to nme, it goes back to the presentation yesterday on
the residential stuff, we've had hamrered in our head
it's exposure plus hazard.

We've got hazard issues out there that you can
exchange an exposure route in the nodel and you don't get
the correspondi ng change in the risk that you do in the
di etary exposure assessnent and other things. And that
| eads me to believe that there's some things that need to
be done within the nodeling process, either in pea head
or in how they do the cal culations around the residenti al
-- or the dislodgeable foliar residue issues.

And sone of the other things that need to be

pl ugged into the equation until we can -- until that can
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be expl ai ned on why those changes don't happen when you
make those major differences in what should create
differences in the risk nunber com ng out at the end of
t he pi peline.

You're going to have a hard tine explaining it
in a manner that anybody out there is going to buy into
that these are real nunbers that need to be dealt with
| don't want to mnimze the issue because | designed a
programin 1983 to protect five thousand farm workers
that is probably nore stringent than anything the Wrker
Protection Program ever put on paper.

We are concerned about it. W want to deal with
it, but we want to deal with real risks, rather than
sonmet hi ng that conmes out of perceived risks.

M5. MULKEY: | think |I'm hearing two things.

One is that case studies are real hel pful

MR BOITS: Yes.

M5. MULKEY: \Whatever we do. Wether we do a
wor kshop, whatever. And that | think -- the other thing
out of -- this is the second tinme |I've picked it up from
Dan in this neeting is that the hazard side is also very

inportant in these worker protection.
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1 Quite frankly, that is harder to engage with and
2 it harder to nake any one case study useful for others
3 and so forth. And | think it is a very different
4 sci ence, group of scientists and everything else. And
5 it's not that different fromdiet. Sonetinmes it wll be
6 different and point to a different study. But often,
7 it's the sane basic set of questions that drive dietary.
h 8 So elimnating hazard in this area would be
z 9 elimnating it again in a lot of ways. But | think that
E 10 the role of a case study, the benefits of a case study, |
: 11 think that's certainly feedback that we know we can nake
U 12 sone use of.
o 13 UNI DENTI FI ED FEMALE: Yes, |'ve got to agree
(] 14 with that.
L 15 M5. MJLKEY: Yeah.
> 16 UNI DENTI FI ED FEMALE: And | al so wanted to
- 17 mention that this is an issue that's really inportant to
E 18 the Departnent and to |land grant universitates. W have
m 19 expertise in this area. W also have access to exposure
q 20 i nformati on.
¢ 21 Qur NASS peopl e, the National Agricultural
(a8 22 Statistics Service, has a lot of the data that can help
L
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1 wi th devel opi ng your nodels. They are already working
2 with the Agency to try to devel op additional data or to
3 figure out how they can use existing data w thout
4 violating their confidentiality issues.
5 So we are working very closely with the Agency
6 and with grower groups and with land grants. This is an
7 issue that is very inportant to us. So Marcia, you can
h 8 count us in when you tal k about, you know, needing the
z 9 resources to help nove this along. The Departnment wil|
E 10 be there.
: 11 M5. MULKEY: Well, let's go down this way.
U 12 Bill, apparently, has been patiently waiting.
o 13 Bl LL: Just a perspective fromthe field, the
a 14 regul ated community out there and to enphasi ze what Dan
m 15 has said, the m ndset of the people that are drawn to
> 16 agriculture is show ne, don't tell nme. And | think
- 17 that's where we can get everybody on board.
E 18 And | wanted to enphasi ze and conplinent the
m 19 Agency on the uniformty issue and encourage you to
q 20 continue with the Train the Trainer Program W have
¢ 21 found that to be a trenendous asset. You know, even the
n_ 22 boss has one of your applicator cards there that one of
L
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o | ( 38&) 870-8025




-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

© 00 N o o b~ w N Pk

N NN R R R R R R R R R
N B O © 00 N O o b W N +— O

429
our enpl oyees trained ne. And nade ne legal wth the
trai ning program

Secondly, | wanted to conplinent the Agency on
assisting ny industry on putting out worker protection
bull etins that goes across all 17 of the cotton producing
states. We found that to be beneficial and |I realize
that takes tinme fromyour other duties and all. But it's
a trenmendous asset to have that available to us, that
experti se.

M5. MJULKEY: Thank you. Larry.

MR, ELWORTH. W shoul d have called on you
earlier.

M5. MULKEY: W saved himfor the |ast.

MR, ELWORTH. Marcia, you raised an issue that
havi ng been on the staff side of these federal advisory
commttees, | remenber being nortified at what had to be
what Lois' and her staff's workload, going into both the
Food Safety Advisory Commttee and especially Track. And
so | have sone personal appreciation of being up until
11: 00 or 12:00 at night for weeks at a tinme dealing with
that and | don't want to mnimze that.

But | think there's an i ssue here. [t's not
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just that people don't understand what's going on,
al though that's a huge issue. | think what Dan's saying
and what |'ve heard from other grower groups is that to
the extent that they do understand, they're unnerved by
it. And they're on a case by case basis on each of these
assessnents.

You wi Il hear fromthe grower community that
there are either m staken assunptions or data that sinply
wasn't included that woul d have been really beneficial to
the assessnent. So in that sense froma public policy
point of view, if on a case by case, you have chronic
concerns about the risk assessment, it would useful to
step back and | ook at the process and see if there are
ways that the process could nove nore efficiently and
nmore effectively that would at | east mnimze the kind of
case by case problens you keep running into.

So | think, again, and I'mnot so focused on
what the nechanismis as long as there's that kind of
i nterchange, both to look at the policy and to deal with
the fact that it's not just that we don't understand it,
it's that at tinmes we understand it and we really think

there are problens with it.
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| al so have an additional concern having worked
on pesticide issues for along tine and that is if you
don't get the risk issues right, not only do you ness up
the risk assessnment on this side, but you end up focusing
on risks that aren't the inportant ones.

So | think there's -- in terns of focusing on
the right risks, whether it's farmworker, rather than
applicator/handl er or the other way around, | think it's
inportant to get the risk assessnent right so that you
focus on the right risk and mtigate the right risk

Agai n, whoever the risk is assumed by. So |
mean, | guess, what | would recormend in this case is
sone substantive process that both has a benefit to the
grower community, but | think a benefit to the Agency as
well. | nmean, | would not suggest that the -- what cane
out of the dietary risk assessnment was solely useful to
the affected community.

| thought it was really useful to your folks. |
mean, you know, you |earn sonething best when you have to
teach it to sonmebody. And I thought that was rea
hel pful to people at the staff |evel.

M5. MJULKEY: Yeah, we don't disagree with that.
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Ji n?

MR. VROOM Yeah, | just wanted to weigh in on
a, just a generic sense about this work group kind of
issue. And | think Dan and Lois have -- are onto
sonet hi ng about having a clear sense of purpose at the
outset of what's trying to be acconplished. It helps
drive the success of the work group.

And so in consideration of whether we're going
to go forward with sone of these things, | think if we
have clear definition at the outset, that's going to help
everybody in terns of the efficiency of the resources
used in those work groups.

| also think that you need strong |eadership
and good facilitation in those groups to make them
happen. Because you can -- people can conme to the table
and it can be a conplete wash or you can really help
drive them

So if we have cl ear purpose, maybe tine franes
in which things can be acconplished, a willingness to
partici pate and good facilitation, then |I think they can
be successful. OQherw se, we shouldn't do them

MS. MULKEY: Jay.
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MR, VROOM Just to conme back to the Ag Health
Study for a mnute. I'mfairly confident the Agency
staff is aware that the industry is doing sone of its own
i ndependent research with regard to those populations in
North Carolina and I owa workers and farmers and their
famlies -- applicator workers and farmers.

And we do take that issue very seriously and you
know, because there are so many governnment agencies
involved in the Ag Health Study and it's been going on
for so incredibly long, there are sonme concerns about,
you know, renenbering where the protocol started in the
study and how it's evolved and so we have deci ded to nmake
that investnent, a substantial investnent of an
i ndependent | ook at sone of that epidem ology and are
prepared to share that once we have it pulled together.

| think that's a very inportant point and |'m
glad Jimraised that because it could be, you know, both
substantively and probably nore likely politically a
driving factor whenever nore information starts to energe
out of the Ag Health Study.

MS. MULKEY: Jay.

UNI DENTI FI ED MALE: Did you set the timng on
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that? O did you? Timng?

MR VROOM O the industry data? |'msorry,
can't renenber at this nonent. But | think it's catching
up to the sane tinme lines that the reports.

M5. MULKEY: This is newto ne. That doesn't
mean that the Agency didn't know plenty about it.

MR VROOM | think you guys knew about it.

M5. MULKEY: Yeah, are you actually dealing with
t he sane people and gathering data separatel y?

MR VROOM No, | don't think it's --

M5. MIULKEY: O are you review ng our work?

MR VROOM No, | don't think it's the same
peopl e, but we are --

M5. MULKEY: Getting data in the sane places?

MR. VROOM  Yeah

M5. MULKEY: OCh, okay. Well, we have -- we've
finished our tinetable. W've had a full hour of
di scussion. Actually, alittle nore, | think. It was
very rich. It is time for our break. W are schedul ed
to reconvene right at 11:00 and let's try to do that.

(Whereupon, a brief recess was

t aken.)
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M5. MIULKEY: -- be able to finish on tinme or a
little early in spite of ny executive decision to run a
l[ittle longer than it was schedul ed. However we have a
goof -up, our goof-up, which is that one of our nenbers --
you'll renmenber that we nentioned yesterday that Nel son
Carasquill o woul d not be here.

Renmenber, because he was out becom ng a
grandf at her, and Theresa Niada is here for himand she
has been here all day, sitting dutifully in the audience,
unaware that she was a part of the Advisory Commttee.
And | think she would probably like to participate in our
di scussi on on worker protection.

And given our failure to make that practical and
possi bl e during the way that we are doing it, if it won't
troubl e her, we would |love to hear your prospective now.
And we'll take sonme tinme to do that before we go back to
our program

M5. NI ADA: Good norning, everyone. And |I'm
very happy to be here on behalf of Nelson Carasquillo.
There were just a couple of coments. First, | found it
very interesting and the presentations provided a | ot of

useful information.
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One comment, though, | think Jeff, who | don't
see, had nentioned sonething with the pesticide handl er
data base and | had a question if this just includes
regi stered and |licensed handl ers because | was concerned
that there's a lot of farmworkers in our constituency
who are not |icensed and regi stered and may not be a part
of this. So sone valuable data is being m ssed.

We know of a |lot of the farm workers who handl e,
m x, apply pesticides who are not registered, who are not
trained, and who are not given the protective safety
equi pnent. And we had a neeting, actually, with a group
of farm workers |ast night and one gentl eman had
menti oned that he m xes pesticides with water and he has
received no training or equipnent.

And this is something that is very conmon, both
in the area where Cotto (phonetic) works in New Jersey
and Pennsyl vani a, but al so, too, in our other nenber
groups in Florida and along the U S./Mexico border. So I
was concerned that workers aren't being included in this.

This worker was also a field worker and is going
into an area that after has been treated with sone

pesticides, begins to vomt and gets dizzy and nothing --
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and no reporting is happening of this. So | just wanted
to bring sone different scenarios that it's rea
inportant to try to include the farm workers, especially
wi th the pesticide handl er database.

And also with our field workers, | was a little
concerned, | know, with the NIHS study, too. | think it
was Kevin, if | heard correctly, it's with farners,
applicators and their famlies. And a |lot of our
constituency is very concerned about the |long-term
exposure of pesticides on their health and that of their
famly. The | ow grade, you know, daily exposure.

So, too, | know EPA has sone initiatives and
it's doing sonme pilot work to get sone of this data, but
woul d stress the inportance of getting nore |ong-term
data and especially working with community groups who
basically have daily contact with farm workers and can
act as -- you know, to see what sentinel cases there are
and to provide sone very useful information. So, just
very briefly, those coments.

M5. MJULKEY: Thank you. Thank you. Bill, did
you want to add sonet hi ng?

Bl LL: Just one conmment on regarding unlicensed
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and untrai ned m xers, |oaders, handlers and fl aggers.
That is definitely illegal use of pesticides. | talked
earlier, it's against the label. | talked earlier about
uniformty of enforcenment. And this is where the
regul ated community's concern lies in the fact that the
exanple just given is extrenely, highly illegal.

M5. MULKEY: Thank you. Thank you, both. Al
right. The next itemis an update that several of you
request ed about tol erance reassessnent and re-
registration. And Lois, are you doing this, or is Bob
doing this?

M5. ROSSI: Bob is doing this.

M5. MULKEY: Bob McNally, who is part of our
Speci al Review and Re-Registration Division. And there
is a paper on this, two papers, actually, | think.

MR. McNALLY: Yeah, Marcia, there's two things
that were just handed out. Let ne show you what they
| ook like. There's a set of slides that entitled status
of re-registration and tol erance reassessnent that Margie
put on people's chairs and nade available for the public.

And then a thicker docunment that has the six

phase OP process on the front and sort of the status of
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each of the OPs are in that. So if you have those, those
are sort of the basic materials.

VWhat we wanted to do this norning was give you a
brief update of where we stand on tol erance reassessnent
and on re-registration. To do this, let ne just give you
a brief summary of what we did this past fiscal year,

Fi scal Year 2000, that ended Septenber 30.

W had a good year. W conpleted 19 individual
assessnments in Fiscal Year 2000. And in the material
that Margi e handed out, that thicker package, |ater you
can | ook at, there's a sunmary of each of those deci sions
we made on the 19 to give you a little bit of flavor of
t he kind of actions we took.

As you can see here fromthe slide, there's sort
of three broad categories of actions that we took. But
first, there were six chem cals where we had re-
regi stration deci sions made. That's what a RED stands
for. These are chemcals that were registered prior to
1984.

And essentially what we've done with these is
that we've conpleted the re-registration activity on

them Now, there is one in here that's an OP, you'l
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notice, ethylparathion. That one was voluntarily
canceled so we're able to count that as a RED conpl etion

The next set are what we call I RED. Sonme of you
are famliar with those. Seven of those were conpl eted
| ast year. Six of themwere OPs. One was a carbamate
And what an IRED is an interimre-registration deci sion.
These are those chem cals that are part of a chem ca
famly that has to go through a cunul ati ve assessnent at
a subsequent point.

And | astly, there are six, what we call TREDs,
whi ch stands for tol erance reassessnents. These sort of
fall into three categories. These are post 84s which
under our program are not subject to re-registration.
Secondly, they m ght be inport tol erances only, such as
sonet hing |i ke Mevinphos that you see on the |ist there.

And | astly, they mght be followup activities
to REDS we did before FQPA was passed, that we have to
conme back to under FQPA and look at it again. And an
exanpl e of that would be Counmaphos.

Now, the next slide, we wanted to give you sone
sense of where we stand overall with our re-registration

program Wth the effort that we conducted this year,
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we' re now over 200 REDs conpl eted, which we feel pretty
proud of. There were an additional 231 cases that were
cancel ed.

So when you | ook at the nunbers in total, thus
far, we've conpl eted about 70 percent of our work on re-
regi stration either through the voluntary cancell ations
or through the 204 REDs that have been conpl et ed.

The next slide gives you sort of a quick summary
of those OPs that we did this past year. Again, these
are interimdecisions that are pending the cunul ative
assessnent that needs to be done subsequently. There was
sonme di scussion earlier wth Jeff Dawson about the worker
activities.

VWhat you'll see in the summary in that |arger
material that Margi e handed out is we have taken risk
mtigation steps, for exanple, for workers or ecol ogical
areas in these. What these don't include is the
cunmul ative dietary assessnent, although they each talk
about the individual dietary assessnent.

So that's where we stand on the OPs in terns of
what's been conpl eted through Fiscal Year 2000. Now, |

wanted to give you a flavor for sort of what's com ng up
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in our next set of chem cals.

The next slide that does that is you'll see on
this slide essentially the ones that we'll be doing next
are going to be the OPs that remain and al so the | ast one
there which is not an OP which is propargite. So the
next set you'll see com ng out of the Agency will cone
fromthis |ist.

And then lastly, we wanted to give you a sense
of where we stand on tol erance reassessnent. As you know
under FQPA, we were required to reassess all of the
tol erances that were in existence when FQPA was passed.
And that nunber is 9, 721.

The law required us to reassess a third of those
by the end of first three years, which was August 19,
1999, another third by August by 2002 and the renaining
approximately third by August 2006. Last year, we
conpleted a 121 decisions that we can count. And that's
a key point here as you see a lot of the work we're doing
now i s on the organophosphates. And as | nentioned, we
can't count those until we do the cunul ati ve assessnent.

The next bullet gives you sone sense of where we

stand in total. The key point here is that by August
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2002, the law calls for us to conplete 64 hundred
assessnments by that point. | would add that 3,551 is an
accurate nunber. W counted two -- we had two nanual
recounts this week to verify that nunber as correct.

And several of those tolerances cane in from
Florida, late in the day. The last point | would nmake is
that there are approximtely 11 hundred tol erances that
are associated with the OPs. That once that cunul ative
assessnent is done, then we would be able to count those
as reassessed.

So that's a quick summary of where we stand on
re-registration and tol erance reassessnent as of today.
Let me turn it back over.

MR. Al DALA: If -- Bob, maybe get at the nunber
of -- if and when that tine cones that OPs are because of
cunmul ative, et cetera, et cetera. The nunber of OPs that
woul d make that 35 hundred nunber be --

MR. McNALLY: It woul d be about 11 hundr ed.

MR. Al DALA: El even hundr ed.

MR. McNALLY: So that would get to about 46
hundred. There are about 20 OPs we could count as REDs.

So the 204 nunber would go up to 224, for exanple.
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UNI DENTI FI ED MALE: Ri ght.

MR, ELWORTH. Could | ask a dunb question?

MR. Al DALA: No, only smart ones.

MR, ELWORTH. Wth the cumul ative -- when you do
-- do you issue a RED before the cunulative is conpl eted?

M5. ROSSI: W' ve been issuing individual -- we
call them | REDs, interimRED decisions. So we've been
issuing -- that's what we issued at the end of the fiscal
year on the 14 that we did.

MR. AIDALA: That's the interimpart of it.

M5. ROSSI: That's the interimRED, and that
i ncludes the worker and the eco and the entire picture.

UNI DENTI FI ED FEMALE: On those, the -- where
you' ve identified ecol ogi cal and worker risks, what steps
have you taken beyond that? Has PR notices been issued
for worker risk? Wat, if anything, is issued for eco
risk?

M5. ROSSI: Each of those REDs contains a
mtigation section. And unless those mtigation neasures
are inplenmented, including reduction of rates, increasing
REl's, increasing PH's, and including discontinuing of

certain application nethods, each one of those REDs gives
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a regulatory risk managenent deci sion, which includes
mtigation neasures for eco and worker.

UNI DENTI FI ED FEMALE: Right. But having -- |I'm
sorry. Go ahead.

M5. ROSSI: And those are -- the | abels, the
revised | abels need to be submtted on a deadline through
the processing of the product re-registration.

UNI DENTI FI ED FEMALE: Ckay, | just -- from
readi ng those --

M5. ROSSI: Fromreading the individual |REDs?

UNI DENTI FI ED FEMALE: -- | REDs and goi ng t hrough
the different mtigation nmeasures that are identified and
sone are very specific, what, in addition to that
docunent, would identify the deadlines by which these
nmeasures need to be taken?

M5. ROSSI: That is the docunent.

UNI DENTI FI ED FEMALE: That's it. So, if it's
not in the docunent, then there is no deadline, or?

M5. ROSSI: If there's a neasure that's not in
t he docunent, then it's not inplenented.

UNI DENTI FI ED FEVMALE: Wl |, because the only

thing that you can really see is, for exanple, it says
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cancel -- voluntary cancellation of |awn uses and --

M5. RCSSI: Right.

UNI DENTI FI ED FEMALE: -- and whether or not the
Agency has al ready worked that out with the registrant.
But for exanple where there are -- there's a nmandate to
i npl enent different re-entry intervals --

M5. RCSSI: Right.

UNI DENTI FI ED FEMALE: -- it doesn't -- | nean,
the labels aren't a part of the docunment and there's
not hi ng beyond that. 1Is this an honor systenf

M5. ROSSI: The |abels have to be submtted,

t hough. Now, granted the | abel --

UNI DENTI FI ED MALE: As far as --

M5. MJULKEY: She wants you to explain the
deadl i nes and REDs, the |abel subm ssion deadli nes.

UNI DENTI FI ED FEMALE: Yeah.

M5. ROSSI: There are different deadlines
because for sone of these OPs, we have shortened the
deadline for |abel submssion. Traditionally, the | abel
subm ssions on a |lot of our previous REDs have been very
long. | nean, they've been like 24 nonths and then

anot her 24 nonths to clear through channels of trade and
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this kind of stuff. But on many of these individual
ones, they have specific deadlines that -- where the
| abel s have to be submtted.

MR. AIDALA: If there's no deadline in the
docunent, does that nmean that it has already have to have
been submtted? | believe that's part of the question.

UNI DENTI FI ED FEMALE: Thank you, yes. That's
exactly what | was asking, Jim

UNI DENTI FI ED FEMALE: |If there's no deadline in
t he docunent.

MR. Al DALA: No other says -- it says that the
| abel must be changed to delete the | awn use or the
bl ueberry use. Does that have to have been submtted
before it's witten down unless it has a date in the
docunent? | think that's your question.

M5. ROSSI: |In cases where we've asked for
del etion of uses, we generally have those in hand before
we wite the docunent because we don't elimnate a use
that -- we don't elimnate a use froma risk assessnent
unl ess we have a commtnent that that use --

MR. Al DALA: Right. Wll, unless the docunent

-- | say the blueberry use is phased out in the year
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2001. It would say that.

M5. MULKEY: | think there's a mnor little
adm ni strative point. You guys are talking across each
other. The two year you tal king about, the sort of
generic timng for REDs.

M5. ROSSI: Wen the entire | abels need to be
subm tted.

M5. MIULKEY: Right. |If there's not a specific
date for a change, then that change is picked up on this
two year w ndow.

M5. ROSSI: The product re-registration process.

M5. MULKEY: kay.

UNI DENTI FI ED FEMALE: That's exactly what | was
aski ng.

MB. MULKEY: Right.

UNI DENTI FI ED FEMALE: Thank you. Thanks.

M5. MULKEY: Ckay. Was Bob in the mddle or are
you fi ni shed?

MR. McNALLY: Done.

M5. MJULKEY: So any ot her questions, comments,
di scussion? People are ready to nove on, huh? | think

for those of you who are deadline followers and who worry
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about our ability to get our work done, and | certainly
count nyself anong that, | think Bob did sone of it. It
m ght be worth pointing out.

For exanple, the remai ning work on REDs, 177
REDs to conplete. Bob said that's, | don't know, 20 --
30 percent of our remaining work. W hope and believe
it's not 30 percent of the total work the re-registration
program had to do. For exanple, included in the 177 are
all of these IREDs that are not yet REDs.

So there's all the OPs that are in the two
conplete, but for which alnost all of the classic RED
work is done or nearing done. So that's it.

And al so, these are organi zed around, to sonme
extent, priorities. So while we still are working on the
worst first, tolerance reassessnents, we are, as you saw,
i ncreasingly doing that work and there will remain a | ot
of the easy stuff at the end of the day.

And | couldn't tell you how many out of the 177
are going to be easy scientifically and managerially, but
there is a subset of themthat are the ones that you save
to the | ast because they are the |east inportant under

t ol erance reassessnent.
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M5. ROSSI: Yeah, | think in the whol e universe
of REDs, if for those of you who renenber the origina
list AA B Cand Db wwith A and B having sort of the ones
that were -- or had the perceived worst -- or potentially
worst, | think we have sonething |ike 12 renai ning on
l[ist Dthat need to be done. And 20 odd on list C. So -
- and if you take away the OPs, actually, A gets into
alnost like 50 or 60 |eft that we woul d have.

M5. MIULKEY: So of the 177, there's a neani ngful
percentage that are hard and big work, but it's not a
177.

UNI DENTI FI ED FEMALE:  No.

MR. Al DALA: For exanple, if that's about 40 or
so OPs or 35 or so, 40 plus are anthom crobials
(phonetic), 30 are list Cand D. Certainly, that's to be
subtracted, if you will, under that kind of accounting
fromthe 177.

UNI DENTI FI ED FEMALE: Ri ght.

UNI DENTI FI ED FEMALE: So, | guess, just to
clarify, when you say that we had a very good year with
19 per year, this isn't to say that these 177 will take,

and | have not done the math, but 19 per year of these --
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M5. MULKEY: Eight or nine years, no.

UNI DENTI FI ED FEMALE: Yeah.

M5. MULKEY: That's not to say that. That's
part of the nessage | was trying to send.

UNI DENTI FI ED FEMALE: Ckay, that's what |
t hought .

M5. MIULKEY: W are, as Joe said yesterday in
his presentation, we are planning on a -- on the FQPA
statutory tine line basically. And we are planning to
integrate RED conpletion with tol erance reassessnent
conpletion on that tinme |ine.

MR. ELWORTH. But we're not on that 4,030
schedule we were a few -- what was the nunber --

MR. Al DALA: Yeah, 22 hundred or sonething |like
that. The nunber | estimated before | had this job.

M5. MULKEY: And of course, you're the reason
why it's so different story today?

MR. Al DALA: Wiy not. I'Il let you think that.

UNI DENTI FI ED MALE: A |l ot of nenories.

M5. MIULKEY: Ckay. Very good. But anyway, |
just -- Jimwas telling ne we needed to be able to send

that -- we need to be transparent on this, including the

For The Record, Inc.
Wal dorf, WMaryl and
(301) 870- 8025



-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

© 00 N o o b~ w N Pk

N NN R R R R R R R R R
N B O © 00 N OO0 o b W N +— O

452
fact there is still quite a lot of work to do. Don't
m sunderstand ne. It's not all just noving boxes.
Adriana, did you have nore or are you --

ADRI ANA:  Oh, no. |'msorry.

M5. MIULKEY: Any other? Well, that's fine. |
think we can nove directly into our discussion of future
PPDC i ssues. Now, we've heard a | ot about work
gr oup/ wor kshop, deeper, nore conprehensive.

" m choosing to hear all of that as not a single
message, but as a m x of nessages about interaction and -
- because we are going to be selecting nenbers as well as
pl anni ng agendas and ti netabl es, and because our
tinmetable is obviously appropriately integrated with the
CARAT tinetable, | told you what | know about it
yest er day.

We woul d wel cone your feedback about topics and
i ssues, about scope, about nenbership and about
tinmetables for this advisory commttee, including the
whol e question of should we continue to pursue this
advi sory conm ttee.

Qovi ously we' ve deci ded we shoul d, or we

woul dn't have done a call for nenbership, but any subject
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is open for this session. So, have at it. Ww, you guys
are really in a hurry to | eave.

UNI DENTI FI ED MALE: So when is -- what's the
deadl i ne for subm ssion of interest to --

M5. MJULKEY: | believe it's Decenber -- Decenber
27 sticks in ny mnd, but it's in the FR notice. |It's
about a nonth fromwhen it's issued.

| have -- | think | said yesterday, in addition
to indicating whether you personally wi sh to continue,
you might want to indicate others that you think would be
appropriate and interests or points of view, bearing in
mnd that you all tell us and we concur that the scal e of
this advisory commttee is very -- it works. But you pay
a price for this scale.

And the price is that we don't have a |lot of --
| mean, agriculture is incredibly diverse. You cannot
represent the range of agriculture in this room The
non-agricultural pesticide using sector is incredibly

di verse. You can't probably represent it in this room

The public interest community is -- is itself no
one speaks for all. They bring different interests to
the table and they feel -- we all feel resource
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constraints. They seemto have fewer nunbers and it's
sort of obviously apparent that they have fewer nunbers
and that creates sone special strains.

So if they're to be -- if their voices are not
to be cromded out, and if they're to have sort of an --
that's sort of a critical mass of points of view, then
that limts it. So there are a lot of factors. |'m
filling time, hoping sonebody will put up a --

(Laughter.)

M5. MULKEY: \Warren.

WARREN: Well, in the spirit of |ooking at
t ol erance reassessnments, as we | ook down the road to
2003, 4, 5 and 6, there are roughly 771 food use inerts
that are going to have to get reassessed froma tol erance
poi nt of view.

That affects every single food use product
that's out there. And the registrants and the inert
suppliers, | think, really need sone lead tinme and sone
gui dance fromthe Agency as to what we m ght anticipate
in the area of tolerance reassessnment for inerts.

There is going to need to be business deci sions

made. You're going to have to cost out the data or the
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information. You're going to have to have sone kind of a
time line to conplete studies and work on that. No one's
figured out a way to do a year's study in six nonths.

So the bottomline is we need as nuch lead tine
as we can. But we have a very conpl ex set of issues.
And we certainly don't want to have 771 task forces out
there, each generating their own data. So we need to
t hi nk of ways of cost-sharing and grouping and putting
famlies together.

| think we need to try to set sone priorities in
those 771. Wi ch one do you want the first year, the
second year, the third year and the fourth year? | think
it's also inportant to |look at that tinetable.

But | also think we need to try to coordinate
wi th other data generating issues that the Agency is
i nvol ved with, such as HPV and ot her prograns so that
there's a coordination of tests and protocols so that
we're not wasting tinme, effort, research --

(End of Side 1 of Tape 2.)

WARREN: -- inerts. And raises ultinmately the
guestion dealing with transition to other products and

substitutes for those that you are, in fact, |osing.
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So there's a long series of, | think, conplex
and conplicated issues. And yes, 2003 sounds |like a |ong
way off, but we're already working on the 2002 budget and
that time is really very short.

So we're really | ooking for sonme gui dance from
the Agency as to how we m ght proceed in trying to
address sone of the issues or concerns that are going to
be rai sed and would certainly recomend that perhaps we
put a topic like that on our next PPDC neeting and have a
briefing on that as to where we're going.

M5. MULKEY: Well, as you know, we have inert
that's been an issue that this commttee has at | east
spent sone tinme with. Not just inerts disclosure issue,
which is an inportant one and has a work group, but you
remenber we did discuss all the inerts issues.

There's sone data conpensation issues and
others. If this commttee is interested in sort of un-
owni ng the inerts issue in a robust way, | think we have
thought in the past that it was an appropriate forum and
we continue to think that. So any other reactions to
t hat woul d be wel coned to hear.

| think Bob had his tent card up next, but Bil
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seens to want to speak sonething that's nore i medi ately
rel evant.

MR, McNALLY: Yeah, Bill can go. | was just
trying to help you out. Yeah.

M5. MULKEY: Yeah.

BILL: | wanted to talk a little bit in general
about the value of PPDC. And specifically to Warren's
point which is one the things |I'm concerned about is this
i npending data call-in on inerts and the data
requi renents in that.

And what that | ooks like is sonething that seens
to be bubbling up and we weren't really hear -- we were
here bearing different venues, very scary, very, you
know, demandi ng on these chem cal producers in terns of
generating data.

And that seens to |lack transparency to ne in its
evolution. And | would have -- | nean, if it's comng
out next nmonth having it be a PPDC i ssue at this point
seens kind of late. But to Warren's point, | think it's
a huge issue that needs to be addressed.

If this is the right forumfor that, great. But

it needs to be addressed in sonme manner. | think you do
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need to hear from stakeholders on it.

Ckay, having said that, | have found ny
experience on PPDC has been incredibly enriching. You
know, personally comng fromthe non-ag side, being able
to hear the breadth or the scope of what you guys have to
deal with in an agricultural sense. And on a |ot of
different things, |'ve |learned a trenendous anount.

| think ny frustration has been of what val ue do
we provide to the Agency, or what do you ask of us.
mean, we conme, we spend a couple of days. | learn a lot.
| communicate a | ot back to folks, but | kind of at the
end of the day wonder is this -- what is the value to the
Agency. Do you want nore out of us?

| think the work groups |look |like a very good
mechani sm of getting product, where the conmttee seens
advi sory. You get nmaybe richer work out of these work
groups. And if that's a nechanism-- if the commttee is
a nechanismto have the work groups, then | encourage us
to keep that going.

But | am wondering, you know, what val ue do you
guys get out of hearing from us?

M5. MULKEY: Do you have any thoughts? W' ve
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tal ked once or tw ce about our giving you feedback about
what we heard and how we reacted to it. | actually made
sone little feeble attenpts to do a little bit of that
just in the course of this neeting.

M ndful that that was -- but if you have any
t houghts either here or later about -- we actually do
benefit enornmously from hearing your perspectives. And
sone of it influences the way we wite our docunents or
the way we choose how to spend our tinme and |'m not sure
we even have a conscious, full awareness of the |ink
bet ween the kind of feedback we get here.

You know, we go away, say we're hearing these
things. And we may not renenber whether we heard them
here or sonmewhere el se and they influence them So |'m
not sure we can have a perfect feedback |oop, even if we
tried.

We woul d probably understate the extent to which
we are relying on you. But if you have any thoughts
about how -- | nean, what | think |I hear you saying is
you're afraid that your input to us just goes into a
bl ack hole and you have no cl ue about whether it's

val uabl e.
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UNI DENTI FI ED MALE: | don't fear that. | wonder

-- and I'd actually like to hear fromothers on this who

have been on the commttee for a while. Do they -- is it
a reciprocal kind of relationship. | nean, it's
certainly -- | learn a lot. There's a lot of education,

there's a lot of informati on downl oad that happens here.

You know, we tend to then throw out sone
t houghts back to you guys. So is that good enough?

M5. MULKEY: We experinented a little bit in
CARAT wi th having nmenbers prepare and present things |ike
we did. But you know, obviously on sonmewhat different
topics. So, in effect, you began to educate us and each
ot her.

And it was a little bit nore sharing of and
maybe -- and part of what | think | hear you saying is
you feel that a certain anmount of what you do is seat of
the pants. It's less prepared. It's nore reactive, and
that given a different subject area, you m ght --

UNI DENTI FI ED MALE: This is a -- you know, |

don't know if Bob shares it. | nean, this kind of easy
deal for me, anyway. | fly in. | sit around. | go
hore.
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M5. MULKEY: You didn't have any honmewor k.

UNI DENTI FI ED MALE: No, there's no honewor k.

You know, and you guys are working and putting together
and to your point earlier, sharing a trenmendous anount of
the burden in this thing. And that works for nme if it
works for you. But if you want sonething el se, |

woul dn't be afraid to ask for it.

M5. MIULKEY: Ckay, that's hel pful. Bob.

MR. McNALLY: Well, you know what, that's the
California way of saying the same things | was going to
say.

M5. MULKEY: You would say themw th a | ot nore
intensity then, right?

MR. McNALLY: | woul d have nore of a New York
approach. But it was very thoughtful and caring.

(Laughter.)

MR. McNALLY: | want to hug you.

UNI DENTI FI ED MALE: Kunbaya.

MR. McNALLY: | just want to offer an opinion.
And the opinion is that | guess, | see the Cormittee as
serving two roles. One of which is for us to cone to you

once in a while and say, gosh, you know what, there's

For The Record, Inc.
Wal dorf, WMaryl and
(301) 870- 8025



-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

© 00 N o o b~ w N Pk

N NN R R R R R R R R R
N B O © 00 N O o b W N +— O

462
this issue out there. You people aren't payi ng enough
attention to and this is like a great opportunity for you
to create sone process for that.

And residential exposure, | think, was an
excel | ent exanple of that being done. | thought, though,
fromthe beginning the nore inportant role for this
Committee was to be sonething like a SAP-11. It's like a
st akehol der advisory panel. [It's in the nature of what
you do that you have to confront contentious issues.

And | guess the normal course of dealing with
those issues in the absence of fora |ike these is that
you just sort of do things in back roons and peopl e
suspect that you did themfor all the wong reasons.

This creates and opportunity for you to get some honest
f eedback and sonme public process and open di scussion of
difficult issues.

So | kind of see this as a place where you cone
to us with your concerns and we create sone opportunity
for you to discuss themin a public way. And | think
it's been successful in that regard.

M5. MULKEY: Ckay, Adriana.

ADRI ANA: | was actually going to second the
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suggestion on | ooking at inerts, not only for inerts, but
| mean in continuing along the lines of the whole
t ol erance reassessnent process.

| think it would be a good idea to have the PPDC
take part in the planning so that this work does get done
intime to facilitate things for EPA and for those who

are going to have to be submtting the data. So | would

just second that. | think that was a good suggesti on.
M5. MULKEY: | should react to what Bill said.
What ever initial data call-in m ght be issued whenever

it's issued, that's certainly not going to be the end of
or necessarily the biggest chunk of the issues that wll
cone up with inerts. So | don't think that should that
occur between now and the next neeting that woul d nean
that this issue would be noot or sort of too |ate.

BILL: Well, just specifically to that point, if
| may. There was a neeting with the biocides panel with
Rob Forrest and the fol ks who were working on this DCl a
coupl e of days ago, and their feedback to hi mwas have
you coordi nated these data requirenents that you're
t hi nking of for these inerts wwth the HPV program and

they're barely aware of the HPV program so --
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M5. MULKEY: | think that was m sl eadi ng.
Susie's been working on this. She mght tell you a
little nore on that.

M5. HAZEN: |'msurprised that that was the
response - -

BILL: That's what | heard. | was not there for
t hose here.

M5. HAZEN. Oh, we have been working very, very
closely with OPPT on the HPV programand in fact, are
this close to being able to issue publicly a matri x of
the testing requirenents for the various HPV prograns all
along the lines to the kids testing program the overlap
with DCls and what that m ght be. So it's very active
and very coordinated for about the past six to nine
nont hs.

BILL: Yeah, the word that -- that's great.
mean, the word | heard was that the data requirenents
were going to be different and that they weren't
coordinated. So | just --

M5. MULKEY: Go ahead.

M5. HAZEN. There certainly may be differences

in the data requirenents between a voluntary programlike
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HPV and data call-in requirenents.

VWhat | am saying is that our efforts here have
been to lay out very clearly for the participants in the
HPV program as well as those who may be subject to DCls
and those who want to participate in any of the other HPV
kind of voluntary progranms, to lay out -- if you think
you're going to be covered by the DCI and you want to
participate in the HPV, here are the data requirenents
for both of those.

Here's the overlap. |If you want to be covered
under both prograns, do this. If you're only interested
in HPV, do that.

BILL: So | can talk to you nore about that.

M5. HAZEN. Absolutely. Please feel free.

BILL: GCkay. Geat.

M5. MULKEY: But one of the -- it is evident
that we have a transparency need if nothing el se.

BILL: Right.

MR, ELWORTH. What is HPV nean?

M5. MULKEY: High Production Volune. 1It's a
program for non-pesticidal chemcals as well as

pesticidal, | guess. But --
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UNI DENTI FI ED FEMALE: It's the 12 hundred -- not
12 hundred. The high production volune chemcals off TR
for which the basic data set has not been devel oped over
tine.

M5. MULKEY: Because you know pesticides are the
nost tested chemcals of all, wth the possible exception
of drugs. And this is an idea of beginning information
on other kinds of chemcals. But it is a voluntary
program except that | think it's going to be -- becone a
regul atory program right?

BILL: There's a conmponent of it, a kid testing
rule, which will becone --

M5. MULKEY: WII| becone regul atory.

UNI DENTI FI ED FEMALE: Probably.

UNI DENTI FI ED MALE: And does it include a | ot of
inerts, or not?

M5. MULKEY: There is sone overlap with inerts.
| guess there's no overlap with actives because they're
all tested. Yeah.

ADRI ANA: | just wanted to concl ude ny statenent
real briefly.

M5. MJULKEY: Sure. Absolutely.

For The Record, Inc.
Wal dorf, WMaryl and
(301) 870- 8025



-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

© 00 N o o b~ w N Pk

N NN R R R R R R R R R
N B O © 00 N O o b W N +— O

467

ADRI ANA: | think that the inportance of keeping
our eye on that part of the inerts, |I think it does
relate directly to the work group on inerts. Because the
work group and the people who |I've talked to on the work
group are concerned with also how the data call-ins are
going to be done and whether or not that's going to end
up being part of the disclosure or dictate what's part of
the disclosure or dictate if it even is going to be a

part of the disclosure.

So I nmean, | don't think we can really separate
them So it would be inportant to have -- rather than
have -- send off a work group and then conme back with a

ot of criticismreally integrate that portion into it.

M5. MJULKEY: Interesting. Jay.

MR VROOM |'d strongly advocate that the PPDC
not just for the next neeting, but at every neeting have
on the agenda sone tine associated wth the big picture.
We tal ked about, you know, earlier, what percent of OPP
i s dedicated resource for worker protection and how does
that | ook over tine.

| think if PPDC regularly | ooked at that sort of

big picture, resource allocation in a little nore detai
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on a regul ar basis on achievenent of goals that Joe
Merenda tal ked with us about yesterday afternoon. |[If you
made that a regular feature to allow us and | woul d
imagine it would be hel pful also for you, on the Agency's
side, to continually get in the habit of |ooking at that
bi g picture.

Because there is so much detail that you can in
any one programarea, you can fall into that and never
come out of it. And I think it would be very hel pful to
al ways keep as a regular feature of every PPDC agenda
that big picture scope | ook updat ed.

Keep it into the continuum perspective because
you know, a nunber |ike 850 people on the OPP payrol
doesn't nean nuch unl ess you know how many that is
conpared to a year ago and what you're anticipating, and
that 200 of them you know, are, quote, at risk, because
of the uncertainty of the re-registration program
reaut hori zation and so on.

| think all of that is very inportant, but it
needs to be put into that |arger picture in continuum

M5. MULKEY: The kind of thing that Joe Merenda

presented yesterday, is that the kind of thing you nean?
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MR. VROOM Wl |, except for the fact that
even forgot to ask hi mwhat your budget this year. You
know, what's the total dollars. Yeah, that's subject,
but with nore conplete detail and perspective, | think.

M5. MULKEY: kay.

MR. VROOM And |'ve got a couple of other
i ssues, but not really at sort of the |evel of agenda for
t he next PPDC neeti ng.

M5. MULKEY: Well, do you want to go ahead and
mention thenf

MR VROOM Sure. W have a grow ng concern and
this doesn't relate to OPP, it's CECA. The reduction
t hi nk, now, to the nunber of staff dedicated to G.P
enforcenent inspections has been cut by 30 percent. And
you'll probably tell me that's in part because Carol
Browner had to find noney to make for the seven mllion
dol | ars.

M5. MULKEY: There probably is sone rel ationship
bet ween those two facts.

MR VROOM So I'll save you from having to nake
that statenent. But it's creating now a significant

probl em for conpanies trying to market pesticides in
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other countries that traditionally have deferred to and
accepted U S. G.P |l aboratory test data.

More than one -- we've had one problemw th one
South Anmerican country in particular over the years with
regard to acceptability of U S. and European | aboratory
data. But it's really spreading now because of this
reduction in the anount of staff that are doing G.P
i nspections and just raising questions in the
i nternational community about the credibility of U S
based test data.

And | think that's a problemthat needs to be
addressed. And |I'msure that OPP has an interest in
that, even though this is not your direct line authority.
So that's one issue. | don't know if we can tal k about
t hat now.

M5. MULKEY: Let nme answer that very brief.
We've shown an interest in that in sone very particul ar
ways. |'mvery careful not to air internal agency
del i berations publicly. But we've shown an interest in
that. Have you attenpted to engage COECA seni or
| eadership on this topic?

MR VROOM | think we have, but probably not
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effectively and probably not on this nost recent |evel of
concerns.

M5. MULKEY: Well, one of the things we can do
is offer our offices as -- so we could neet jointly with
you if there was that. (I naudible).

V5. LINDSAY: Well, | was going to say, not the
senior nost |evel, but at least at ny level, there
actual ly have been neetings and di scussi ons between CEKA,
OPP and ACPA. It's not that we've solved the problens
yet .

MR. VROOM R ght.

M5. MULKEY: But you've net with ACPA on this
topi c?

MS. LINDSAY: On this very, very topic. And
we' ve tal ked about sone possibilities of what can be done
on the credibility front, not so much on the OECA
resource problem

MR. VROOM R ght.

M5. LI NDSAY: \Which doesn't nean that it can't
usefully be raised to higher levels, but | thought it
woul d be hel pful for people to note that there's already

a di scussi on ongoi ng.
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M5. MULKEY: | did not know that. | was -- |
mean, |'ve offered sonme nmenorandum and so forth. But
that's hel pful to know that that's and inportant -- |
think we have a neeting on that tonorrow, too, with
anot her interest group.

MR. VROOM \What are there, like 1,500
| aboratories in the United States that are GLP. | nean,
it's a big job.

M5. LINDSAY: Yeah, | nean, this is actually, |
think, in a way a chronic problemin that for countries
who want |ike regular annual GLP certification of
| aboratories, there's never been the resources | think
since we've had a GLP programto do that |evel of
i nspecti on.

W' ve piggy-backed on sone FDA resources, but
you're still not going to get to every |ab every year, or
every lab every other year, or every third year

MR VROOM We think with six enployees in OEKA
doing this, that you know, they can do maybe 25 or 30 a
year .

VS. LI NDSAY:  Yeah.

MR. VROOM And there's 1,500 or so.
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M5. LINDSAY: There's a disparity --

M5. MJULKEY: And al ways has been, is what you're
sayi ng.

MS. LINDSAY: Yeah, and Jay is right, though,
that there is sonme of the recent reorgani zational efforts
have di m nished still further the | evel of resources
t here.

M5. MULKEY: And you had another itenf

MR. VROOM The 2001 conpany/agency priority
list, we are confused by which is which and how the |ist
got created, quarter by quarter, that JimJones has
shared with us recently and would i ke to have a little
nore conversation on that.

MS. MULKEY: Yeah, absolutely, you're always
wel cone. J.J.

DR. STEINBERG Kind of hitting the agenda itens
for 2001 and beyond. To me there were three high points
and a nunber of other smaller areas which | think wll
evol ve, but all very inportant. As | prom sed the data
center, and you need sone central repository that wll
supply the -- you need the perfect data page, the perfect

inventory. | think you should continue to strive to do
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that to nmake that available to everyone. | think it
woul d be hel pful to the public, helpful to academ a,
unquestionably helpful to industry. |If they had the
basi ¢ data, then everyone can contest whatever nodels
they want, but the data has to be easy, accessible, user-
friendly and of course, as we said, the perfect data
center.

UNI DENTI FI ED MALE: Free, right?

DR. STEI NBERG Ri ght.

UNI DENTI FI ED MALE: Free?

DR STEI NBERG  But of course. Free, neans that
they're com ng out of the pockets of 275 mllion
Anericans, all of us included. Labeling is com ng back.
And | abeling is -- we spoke a little bit about it. |
suspect that as tinme goes on, labeling wll be as
inportant to everyone as it was to the industry, to the
Anmerican public, and to the EPA as it was when FDA went
t hrough this.

So | think everyone needs to understand that
this is going to happen one way or another and | think
that's going to nove along. | would not be surprised if

in tw or three years, you have 50 people working on
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t his.

M5. MULKEY: Are you tal king about ingredient
| abel i ng?

DR. STEINBERG | think ingredient |abeling for
consuners, to nmake this available just Iike the FDA nade
this available. As you well know, and | hate to nention
it, this was a multi-billion dollar cost to everyone
involved. It is going to happen. | think it's a good
time to start thinking about this across the board.

To me, one of the nore exciting things that was
reveal ed was this EUP process because | think it's one
the future thinking processes that you know have with
industry and with the EPA. It's a wonderful opportunity
to get novel products and new ways of using products into
the pipeline. Any way that you could expedite that would
be terrific.

It's a way of catalyzing the next generation of
products that people will use which will be better and
safer and anything that you do that, |I think is future-
forward thinking stuff. And | view that as very
exci ting.

Smal l er things, | would have |Iiked a report,
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even 15 mnutes, on kids. That should be, Jay nentioned,
kind of reports as it relates to big picture stuff. That
was on ny list. 1'd like to see things related to kids.
| loved having ORD here. Again, a 15 to 30 report is a
m ni mum from CRD

Qobvi ously, the worker related issues, if we have

big issues related to that, we need to discuss it. If it
doesn't make a PPDC agenda, it should still be put on --
de riguer -- so that we can at |east know what's going
on.

As Phil mentioned, we al so need a technol ogy
w zard sonewhere in here to make sure that we can get
this information out. Maybe actually do this in rea
time. Maybe make this available to many constituencies
across the country. And | think that technology is
available and I think that would be a great thing to do.

And, you know, | think the PPDC with the work

groups and wth other potential workshops, | think it
delivers a very good product. | like the products.
like the stuff that the rodenticide group did. | think

the conmttees are doing a good job in delivering on what

t he PPDC shoul d do.
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And therefore, | think, it should be encouraged.
And obviously the staff did a great job in putting it
t oget her.

M5. MJULKEY: Hearing you -- we haven't -- EPA
has a new O fice of Environnmental |Information. One of
the primary purposes of which, as | understand it, is to
provide a central focus to the devel opnent of data, the
maki ng publicly avail able of data accessibility of data,
so anong of the things we mght facilitate your ability
to engage with that office, as wwth ORD. Hear straight
fromthem Dan, | believe you were next.

MR. BOTTS: Looking around the table and
recogni zing only probably four people who sat down at the
very first PPDC neeting back in 1995, right after the
shut down of the governnent, infanmous shut-down of the
governnment, consider this gray beard concerns and whet her
or not I volunteered to up for another termor not is
going to be totally contingent on whether ny boss feels
he can justify the 200 segnents a year on Delta flying
back and forth to Washington at our expense, by the way.

Just to bring sonme of the issues here today, one

of the frustrations that |I've had over the history of the
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1 organi zation is | don't think we've ever been utilized to
2 the degree that we could have been utilized to help the
3 Agency work through sone of the nore controversial issues
4 t hat have cone before.
5 Not just tol erance reassessnment and FQPA issues,
6 but other issues that are out there. And sonehow the
7 wor k group nechani sm sone of those kind of things need
h 8 to be fuller -- nore fully devel oped, but it needs to be
z 9 devel oped with the help of the PPDC nenbers. W need to
% 10 hel p you drive that process forward rather than relying
: 11 on staff resources at the Agency to do that.
U 12 And toward that end since we hanmered t he worker
o 13 part of it alnost ad infinitumearlier, I'd like to
a 14 suggest that there be a -- essentially a three or four
m 15 menber group put together of PPDC nenbership to help
> 16 frame how we would like to see this whole worker issue
- 17 brought forward. And maybe have that as a work
E 18 assi gnment between now and t he next neeting.
u 19 And at the potential expense of the wath of ny
q 20 boss, | would like to volunteer to participate on such a
¢ 21 wor k group because it has been sonething that has in a
n_ 22 tremendous -- or focus group or whatever you want to call
L
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it -- to bring that issue back to this group to see,
expl ore how to nove forward.

Some of the other issues that | think we need to
be advised of, and | really appreciate the presentation
by ORD and the Research Triangle Park Scientists on the
ri sk assessnent information and that health based
information that was provi ded yesterday, but there's also
ot her research efforts at the Agency, the Environnental
Fate Lab out of Athens and the Ci ncinnati |ab that |ooks
at anti-mcrobials and efficacy testing, sone of those
I Ssues.

| think sonme of those things would be as
interesting as the human health effects information if we
could just get brought up to date on what those |abs are
doing in support of the prograns and the decision process
at the Agency.

And just to hit on one particular point, the
presentation yesterday was amazing. | really enjoyed
that. But | think it would alnost worth a field trip
down to their facility where you could get the individua
scientists that are directly involved as well as the

person overseeing it.
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So -- and have nore of a real informational
distribution so we really see what information is being
generated, and beyond just the summary scope of the
information. That would -- | think that's al nobst worth
maybe on an invitation basis, if you want to cone, cone.

And we'll set it up, or facilitate setting it up
and then have that kind of discussion. | think you'l
get alnost as |large of an attendance at that kind of
nmeeting as you would at a formal PPDC neeti ng.

Recent PR notice on what was advi sory | anguage
versus enforceabl e | anguage on | abels. The Consuner
Labeling Initiative dealt with one segnent. | share a
tremendous | evel of frustration with ny nmenbership on ag
| abel s and in being able to read and understand what they
actually nmean, both froma use instruction standpoint, as
wel |l as the environnmental fate, restrictions and those
ki nd of things.

| would Iike to see a discussion of that whol e
i ssue and the process because sonme of the |abels that are
out there now, if you read every word on there |ike
you' re supposed to do, they becone contradictory to a

| arge degree.
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And I'"'mnot real sure that in sonme cases that
it's -- based on the | abel |anguage that acconpani es the
product, that you could actually apply the product in
sone | ocations, in particularly Florida.

Har noni zation i ssues, we had a neeting with sonme
-- with an ACPA Comm ttee on Tuesday afternoon discussing
har noni zation with Canada or the NAFTA process. And
there's sone | abeling issues there, sone worker issues,
sone other things. It would be real interesting in the
Il ong termfocus of where inpacts on OPP prograns.

That whol e harnoni zation i ssue, not only with
t he NAFTA process, but OECD and EU i ssues and those kind
of things, there's a whole universe of energing things
that conme out of those type discussions that | think this
group needs to at |least be briefed on so that they
understand that those are potential inpacts as well.

VWat else? | think that pretty well covers ny
list of agenda itens and issues. But | just -- | would
really like to see this group becone nuch nore active
because of the discussion potential that you get in a
smal | er group.

There's a lot nore in-depth, relevant discussion
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than you get at | arger group, |larger advisory group type
efforts. And | don't think we've fully reached the
potential of this group because of how we function and
the structure and the process. And |I'mgoing to put sone
of this in witing and get it to Margie, even though
she's tired of getting e-mails from ne.

M5. MULKEY: Well, that's good. That's hel pful.
W're trying to take good notes, but |let ne cone back to
the first itemyou nentioned which is the worker issue.
And what | understood to be sone interest in PPDC, ny
word, owning the worker issue to sone extent and fromthe
st andpoi nt of Agency advisors. As you know, since you're
a nmenber of CARAT, there has been a | ot of vocal interest
in having that advisory commttee enbrace the worker
issue. We've not instantly accepted that, in part
because it is not within the subject matter of tol erance
reassessnent or transition, at |east not directly.

Do you think, through your good offices or
others, the ownership of that issue in organization as it
relates to advisory and stakehol der pieces, would
substitute. Because otherwi se, | nean, we're going to be

| ooki ng at, you know, all the things you suggested and in
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effect, to repeat them or double work them or sonething
in that forumas well.

MR. BOTTS: Personal opinion. There's so nuch
Cross over representation between the two groups. You've
got a core group of people that are on both groups. And
it alnobst depends on howit's structured and how it goes
forward. | don't see that there is absolute ownership in
either place. | think that the actual work group aspect
and getting the understanding and getting it through the
process probably does nore appropriately reside with PPDC
than it does with CARAT or any of the other FQPA advisory
groups just because of how those were structured and what
they were directed to. But that's not to say that it
woul dn't beconme an agenda update item for CARAT to say
this is what PPDC is doing. W'd |Iike your advice on
whet her we' re addressing the issues that you want to go
forward with. [It's not an either/or type situation in ny
m nd just because of cross over --

M5. MULKEY: Do you think there's a workabl e way
to keep --

MR, BOTTS: | think so. But | think you' ve got

to get nore ownership at the commttee | evel of the issue
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in framng the process rather than comng in the way we
have.

And that's why | think it's going to take a
little bit of work and a little bit of effort to get down
a straw docunent that says this is what a subset of this
group thinks needs to be done to really get it to the
poi nt where we're not doing a presentation that we're
going to end up having nore questions on afterwards and
nmore focus to make it nore neaningful, to get it directed
into a direction that can really be neaningful to the
| ar gest audi ence possi bl e.

M5. MULKEY: And let ne ask you one nore
question on that topic. If we were to start that
exerci se by asking a group fromthis nenbership, m ndful
as well that this nmenbership as PPDC nenbership is going
to conme to a close and we'll have a new nenbershi p, which
may have the same bodies, but legally is a new thing.

But if we were to start by asking that group to engage in
t he exercise of planning the workshop that we've al ready
announced, would that be a productive first step?

MR. BOTTS: It depends on how far the planning

process has al ready gone on for the workshop, itself.
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M5. MJULKEY: Not very far. | can tell you that.

MR, BOTTS: Then it probably would be extrenely
val uabl e, no matter whether the people that were invol ved
in the planning process of the existing PPDC now are
still on the PPDC down the road. | don't think that
makes any difference.

M5. MULKEY: That's hel pful. Thank you. |
think Beth and then Larry, and then Jay, | think.

M5. MARSHALL: | heard Dan say that it's been
five years since we started this commttee.

MR BOITS: | think it's six. |'mnot sure. It
m ght be --

UNI DENTI FI ED FEMALE: It was fornmed in '95, but
there was a --

MR. BOTTS: A gap before it started.

UNI DENTI FI ED FEMALE: -- because the gover nnment
went down for a while.

M5. MULKEY: Two or three weeks.

M5. MARSHALL: You know, tine flies when you're
having fun, | guess.

UNI DENTI FI ED FEMALE: | know, but the funding to
do --
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M5. MULKEY: | see.

MR. BOTTS: W got del ayed by six nonths from
the first neeting because of a three nonth delay in
dol |l ars com ng out of budget.

M5. MULKEY: | see.

M5. MARSHALL: So | also want to echo sone of
the things that Bill said. This has been a trenendous
| earni ng experience for me. | have found nyself over the
years al ways fascinated by what we tal k about.

Frequently, very inpressed with the quality of work that
OPP has done and continues to do. And sonetines,
infuriated and appal |l ed at sone of the things | hear.

t hi nk you shoul d demand nore of the nmenbers of this
commttee. | was active on two work groups very early in
the process. One designed a the infanmous brochure that
went to --

UNI DENTI FI ED MALE: Never to be seen, |'msure.

M5. MARSHALL: Well, yes, | haven't seen any,
yes.

M5. LINDSAY: It's right outside, excuse ne.
It's right outside.

UNI DENTI FI ED MALE: The store.
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M5. MJULKEY: The store, he said.

M5. LINDSAY: No, it's been sighted in the
store.

M5. MARSHALL: A remarkably |iberal store owner
is all | can say.

UNI DENTI FI ED MALE: It never nmade it to the west
coast.

MR. BOTTS: It did make it to Florida. It's in
supermarkets in Florida.

M5. MARSHALL: But that thing is -- one of the
things that came up during that process was that this was
to be the begi nning of an outreach, OPP outreach to the
general public. You have trenendous comruni cation with
the direct stakeholders, the users and workers. But the
general public, | think, is still pretty oblivious to
what you do, and that's unfortunate for you and the
general public, too.

So |l would like to see a topic, you know, where
have we gone since the brochure. Wat's happened since
t he i nfanous brochure and shoul d there be nore infanous
brochures out there.

The other work group | was on was the ecol ogi cal
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standards work group. Now, the ecol ogical standards work
group had a |l ot of homework. They actually, probably had
about six inches nore paperwork then the rodenticide work
group had to read. And | think we all felt good about
what happened at that commttee. So demand nore. Don't
be afraid to ask us to do honmework.

| guess that's --

M5. MULKEY: Ckay. Thank you. Larry?

MR. ELWORTH. A couple of things. One is --
wel |, several things actually.

M5. MULKEY: What | want to know is can we neet
i n Boone?

MR. ELWORTH:  Sure, sure. Cone into Asheville.

M5. MULKEY: | |ove Asheville.

MR. ELMORTH: One is | would echo what Dan said.
| Iike -- well, a couple of people have noticed who
aren't menbers of the commttee, but noticed the
di fference between this commttee and CARAT and the
ability for people to be able to talk across the table to
each other rather than just to the Chair. And also to
the extent to which people do not have prepared

statenents comng into the neeting as often happens in
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CARAT.

M5. MULKEY: Do you think it's a function of
scale or a lot of other things?

MR. ELMWORTH. | think it's a function of scale.
| think this commttee predated some of the political
attention to the issues that subsequently happened from
Food Safety Advisory Commttee on.

But | also think it's the issues, too. They

tend to be nore technical in nature. And | actually w sh

we had a better fight on the inerts thing. | think that
was shaping up. | think we could have had a better
argunent going on. |'d like to see nore of that.

M5. MULKEY: You like the little flavor that you
got .

MR, ELWORTH. Right. And as probably the nost
significant source of Beth's frustration and irritation,
l'd like to see nore of that, too, so --

M5. MJULKEY: Wy not.

MR. ELWORTH. One thing on work groups and it
goes back to, I think, all the work groups, | really
support and maybe expand on what Dan said as far as when

we set up work groups.
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| think it's real inportant, a real useful step
inthis would be to have a relatively, a conmttee of
only PPDC nenbers to sit down and really tal k about
outlining the scope of work or charge for the commttee
before you bring in lots of other people.

| think that would nake it clear what it was
t hat people wanted to acconplish fromit, and al so give
sonme structure to the commttee. So it's a nore direct
process. You can get fromone place to the other.
t hink that would be real hel pful

| do appreciate your raising the issue of the
i ntersection between CARAT and FIFRA and | think there
may be other issues and maybe residential is one of them
in which the focus fromPPDC -- focus at |east on the
issue in PPDC is a nore natural fit over a |onger period
of time than with CARAT.

And | do think it's possible to focus on an
i ssue here and then brief CARAT on the deliberations and
maybe engage that commttee as well. So | don't think
that's especially difficult conceptually for people.

On issues, | would like to see PPDC focus in

what ever way i s appropriate on worker and residential in
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a substantive way, you know, on the risk assessnents in
particular. One thing that canme to m nd as we've been
tal ki ng about worker is -- and | think there was sone
i nternational prograns on worker.

And there was sonme junk that | couldn't go to
when | was in the governnent to Costa Rica which really
di sappointed ne. But there is sone international stuff
t he Agency is doing on worker protection, if |I'm not
m st aken.

UNI DENTI FI ED FEMALE: That's ri ght.

MR. ELMWORTH. And | think that's pretty
i nteresting work.

UNI DENTI FI ED FEMALE: Yeah.

MR. ELWORTH. That's in the | arger context of
the international program

MS. LINDSAY: W' re doing sonme specific stuff
actual ly through NAFTA. The literal worker protection
stuff is primarily focused on U. S./ Mexi co.

MR. ELWORTH R ght.

M5. LINDSAY: The applicator/handl er stuff at
this point is primarily focused U. S./Canada. But in both

cases, we've also tal ked about, at |east over tine,
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making it sort of a full tri-national continental
approach to an integrated worker safety program

MR. ELVWORTH. | nean, that's not a pressing
issue, but it's one of sone interest. And by the sane
t oken, we haven't tal ked about harnoni zation efforts on
the registration side with Canada in quite a while.

M5. MIULKEY: W can nention that --

MR. ELWORTH. Yeah, and | think that's worth
doing. And the other thing that I -- we haven't talked
about in a while is the extent to which on sone of these

FI FRA i ssues the Agency is |looking at, in quotation

mar ks, benefits assessnents, and how that's -- | nean
it'"s -- | nean you've got plenty to do, but |I'd be
i nt erest ed.

And | think it also has sone bearing on the way
the departnent's really reordered its data collection
process to make it nore accessible and relevant to the
agencies' uses. So | think it would be a useful
conversation between USDA and EPA.

And actually, one of the things | was going to
ask you if you would do, just briefly, you went through a

schedul e yesterday of kind of the up-com ng events with
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1 CARAT on the work groups.

2 M5. MULKEY: On a couple of topics.

3 MR. ELWORTH. Coul d you go through them

4 M5. MULKEY: | guess | could that right now

5 because it's not that | ong.

6 MR. ELWORTH: Pl ease.

7 M5. MJULKEY: On CARAT, the things | nentioned
h 8 were a two workshops and two work groups. A work group
z 9 on public participation and transition. Sort of the
E 10 public participation process issue and transition.
: 11 Apparently we are looking to solicit participation on
U 12 that very quickly. And the idea is that it mght neet is
o 13 in late February and that's because it would be in
a 14 conjunction with when we think we would have the first
u‘ 15 CARAT neeti ng.
> 16 MR. ELWORTH.  You're thinking the next CARAT
- 17 nmeeting would be | ate February?
E 18 M5. MULKEY: February, and that's what M ke
u 19 McCabe said. And again, that's obviously a little tricky
q 20 date to commt to for obvious reasons.
¢ 21 MR ELWORTH. Ri ght.
(a8 22 MS. MULKEY: Assunming that CARAT continues as
L
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everybody anticipates it will, to involve the senior
political |eadership. But it's obviously possible to
have a neeting in which people acting in those positions
are incl uded.

MR ELWORTH:  Um hum

M5. MULKEY: The work group on cunul ative --
that was cunmulative. | said transition, but |I neant
cunmul ative. Oh, I'mreally nmessing up. I|I'mtired. 1|'m
| ooki ng at the work group on cunul ative would be to neet
in January to get started. And that's the one in which
we have early solicitation and to get started. The work
group on transition would have the neeting in February,
consonant (phonetic). In fact it's sonewhat of a cost
saving, too, of everybody. Not just of our travel costs,
but everybody's costs and tine, to have it with a
nmeeting. So cumulative gets started early because of the
public participation process needs to be ready for the
risk assessnment. And so the idea is to get that started
so that we can conbine those in tine. And | think the
USDA has been particularly active in urging that. So the
cunul ative work group gets an early start. Transition

work group, a little bit later start. The tw workshops,
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1 the worker one, as | said, we were planning on holding

2 off until March because we have these other workshops on

3 the worker protection program And that's al so

4 consistent wth the idea of having sone planning tine.

5 And the other workshop is on --

6 UNI DENTI FI ED MALE: Dri nki ng water.

7 M5. MULKEY: Drinking water. And | believe
h 8 that's for early January. W were actually prepared to
z 9 do it in Decenber. And | think we were | obbied by sone
E 10 of you --
: 11 UNI DENTI FI ED FEVMALE: By the CARAT nenbers.
U 12 M5. MULKEY: Ch, the CARAT nenbers, by sone of
o 13 t he CARAT nenbers that that was just -- wait until
a 14 January. So that's January. That workshop we're going
m 15 to -- you know, take sone of the |lessons we heard from
> 16 you guys about making it as neaningful. One of the
- 17 things I'mcurious to know was whet her sone kind of break
E 18 out groups as part of a workshop get you a little nore of
m 19 this flavor of a work group neeting and so that's one of
q 20 the ideas | took away fromthis is | don't know how many
¢ 21 of you attended the cunulative. It was not really a
(a8 22 whol e day. It ran until about 2:00 or 3:00. |If we
L
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really did a whol e day, we could have had sort of a
nor ni ng deep downl oadi ng, a two hour work group and then
sone. So, you know, if you're really make these a whol e
day, you can do sone things to try to make it nore
meani ngful. So that's one of the things we'll try to
factor into that.

MR. ELMORTH: | would to the extent that it's
possi bl e would urge to do the worker as soon as possible
since those assessnents are ongoi ng.

M5. MJULKEY: W understand. W tal ked about
that in that trade-off and the inportance of that.
That's why | also heard you -- | think the case study
which is the -- appears to ne to be the single best thing
to do around transparency.

| think we're going to | ook for an opportunity,
whether it's a technical briefing that we just say we're
going to do an extra, you know, period on worker, case
study, or whether, you know, tinme it so it's the sane
peopl e and the sanme case, or sonething else. And |'m
just doing this off the top of ny head.

UNI DENTI FI ED FEMALE: | think their input is

needed to help us --
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M5. MJULKEY: Oh, | know so --

UNI DENTI FI ED FEMALE: -- to figure out what it
is we're not --

M5. MJULKEY: -- a case study. Right. But |
think we're going |ook for sone opportunities to get sone
t hi ngs goi ng on transparency, at |east.

MR. ELWORTH: Yeah, and | would at |east to the
extent ny sanity is possible --

M5. MJULKEY: You're going to volunteer, too?

MR, ELWORTH:. Yeah, | nmean | took seriously what
you said. If you all want to get this work done, could
you all pitchinalittle bit?

M5. MILKEY: Yeah.

MR. ELWORTH. And the other thing is |
appreci ate having USDA here. | know that when we set up
PPDC, it wasn't -- this is different from CARAT in the
sense that it's not the two senior |eaderships.

MS. MULKEY: Right.

MR, ELWORTH: But | think it's real helpful to
have USDA here, both its representatives and | really
appreci ate that.

M5. MJULKEY: | do, too. And FDA and you know,
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perhaps, sonetime CDC. And | think we offer to you
gui dance of whether we ought to do nore to share the
| eadershi p of sone sessions wth other federal agencies.
So if you have input or thoughts about that, | think
we're open on that. Jay?

MR C | liked Larry's idea about focusing on
benefits. And | would suggest that maybe that be a
regul ar agenda item Sone segnent at every PPDC neeting
to tal k about the benefits because al nost everything we
tal k about relates to risk assessnent, risk managenent,
risk mtigation

And I"'mtrying to get out of that discipline,
just internally. So I think that would be a healthy
thing to strive to try to do. Not to manufacture
sonet hing, but just to make sure we're thinking about
that side of the equation all the tine.

M5. MULKEY: The very brief presentation we had
yesterday on use and usage --

(End of Side 2 of Tape 2.)

M5. MULKEY: -- effect of that makes sense
routinely.

UNI DENTI FI ED MALE: The other topic | don't
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1 think 1've heard nentioned which is reenmerging and the
2 representative fromthe City of Seattle nentioned sal non
3 yesterday. But the convergence of pesticide regulation
4 and t he Endangered Species Act is com ng back around.
5 M5. MULKEY: We've noticed.
6 UNI DENTI FI ED FEMALE: It's conver ged.
7 M5. MJULKEY: We have several. | think the right
h 8 nunber is several filed lawsuits that we're defending.
z 9 Two at | east.
E 10 M5. LI NDSAY: Well, we have several notices that
: 11 have been filed, one of which has noved fromthe notice
U 12 stage to a lawsuit stage, and the others have not.
o 13 MS. MULKEY: All right. There's still notices
a 14 of intent.
m 15 M5. LINDSEY: The two big ones involve sal non.
> 16 M5. MULKEY: All right. Theresa.
- 17 M5. MURTAGH | just wanted to comment. | could
E 18 see with the worker topic this norning, with the
u 19 mechani snms that are in place to protect workers, the risk
q 20 assessnent for neasurenent and al so the WPS for
¢ 21 nmedi cating health effects. But we find that this is
(a8 22 really based on conpliance where there are a nunber of
L
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growers who are conplying, but we're finding in our
experience the overwhel m ng percentage are not conplying.
Wi ch -- al though these nechanisns are in place, because
of lack of conpliance, the reality is that workers are
bei ng exposed to pesticides that are giving them both
acute and chronic health effects. So I1'd like to see
nore -- one of the priorities for here, too, is to use
this as a venue, not only the national assessnment that's
been going on and especially for next nonth, but also use
the PPDC to address issues such as reporting, enforcenent
and al so nore health data regardi ng farm workers,
especially the chronic effects.

| mean, | could see fromthe list here, this is
a very diverse group with very different interests. But
| think a common interest we all share is health and
safety of workers and growers and the famlies. So to
try to use this as a nechanismto address when conpli ance
i s not happeni ng.

M5. MULKEY: This is the, at |east, the second
and nmaybe the third or fourth tine that |'ve heard
enforcenment, conpliance and that part of our m ssion,

EPA' s m ssi on.
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So I've heard information, research
enf orcenment/conpliance. W pretty much, the
communi cation activities internal to OPP, there is a
press office. And they have sone involvenent with these
matters, but -- so | think I"'mhearing a thene here that
integrating the rest of our agency with the work of this
organi zation in sonme nore robust way would be wel coned.
And that of course, includes our regional
offices. And we hear you. |It's not easy. But it
certainly makes sense. Well, | think, Phil, you m ght

wi nd up having the last word which seens sort of

sui t abl e.

MR. BENEDI CT: Probably that's wong. | want to
t hank you. This has been very rewarding for nme. |'ve
really enjoyed it. | always get a lot out of comng to
these neetings. | do think, though, that you could
challenge us a little nore. | think you could give us
briefing. 1 think we do have the best discussions when

we have the briefing papers ahead of tinme. And spend
nore tinme tal king about those issues. And | really think
that we need the dialogue here. So | think you could get

in -- Margie's good about sending the stuff. | didn't
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read the rodenticide thing that was this thick, but |
read everything else that cane to ne.

M5. MULKEY: They insisted that you get this,
you understand. They were hopi ng sonebody woul d, |
t hi nk.

MR, BENEDI CT: So | guess | would chall enge you
to chall enge us nore and spend nore tinme dialoging. The
other thing that | personally think has been m ssing here
and | understand why it's going on. Wen you have brand
new | aws that are very conplicated to inplenent, and
there's a ot of science behind it, you need to bring
peopl e up to speed on all of those issues.

But at sone point, | really think sone group
needs to tal k about nore -- and Jay said it, nore |ong
termplanning, long termdirection. For exanple, we had
a subcommttee, a work group at one tinme on environnental
measures. They never did very nuch.

| really still think that it's extrenely
inmportant for all of our prograns, either there's a
federal |aw that says now you' re supposed to be doing
things to show these kinds of neasures. Having a

di al ogue around what we can use in the states and the
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f ederal agenci es.

And to ne, the pesticide programis nore than
OPP. It's OPP, it's -- and it's also your sister agency
there that does enforcenent. Having those people to the
table is very inportant. To have in the USDA is
inportant. Having all the players are -- well -- so,
fromyour |eadership, if you could drag sonme of those
people to the table, | think it would help.

And also, if we could begin to spend a little
bit of time and have sonebody or this body spend a little
bit of tinme on kind of being a little bit visionary on
where the programis going, and how we can do a better
j ob of neasuring what we've done, | think everybody woul d
benefit.

M5. MULKEY: Al right. WlIl, we have sone
public commentors and we have plenty of tine and we'll
still be through early. So we'll go to themnow By ny
count, three, because |'m assum ng, Theresa, you no
| onger since we had made that m stake. The first nane |
have, the handwiting is just vague enough that it |ooks
for all the world Iike the nane is Dan G icknman

(phonetic). Now ny guess is that we do not have Dan
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1 G@ickman with us today. Dan, is it duxman? From an
2 organi zation called ISEA, | S E A Interested in talking
3 about occupational exposure. Well, maybe Dan cane and
4 left.
5 UNI DENTI FI ED MALE: Maybe he was the Secretary.
6 M5. MIULKEY: Yeah, maybe it was. Lori Berger,
7 California M nor Crops Council.
h 8 M5. BERGER  Yes, ny nane is Lori Berger. And
z 9 |"'mw th an organi zation, the California M nor Crops
E 10 Council, which is a coalition of growers from stone
: 11 fruits, citrus, strawberries, kiw fruit. W' ve got
U 12 about 15 commodities that are nmenbers of this
o 13 organi zation. And | also sit on CARAT.
a 14 And 1'd like to comment that | really enjoyed
m 15 observing your neeting. |'ve really appreciated the
> 16 di al ogue that you all do have across your table. And |
- 17 hope that CARAT will evolve. | don't knowif it's a
E 18 matter of size or history, but I think it's really good
m 19 how much conversation does go on across the table.
q 20 | just wanted to nake a couple of comments. One
¢ 21 relative to a topic covered yesterday, and that has to do
(a8 22 with EUPs. These are very, very inportant as we nove
L
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into reduced risk scenarios and so forth. The acreage
considerations, | would really appreciate the opportunity
to have input on how many acres these commobdities get to
test out new products.

If there's a fornmula that can be devised, rather
than just a 100 acres per mnor crop, we really need to
| ook at that nore closely for the benefit of these
growers as they nove into new types of pest nanagenent,
especially orchard crops. Just -- we need to | ook at
that nore closely.

Al so, the watershed considerations, R ck Kegw n
(phonetic) did comrent that there was going to be room
for adjusting the conmments or the requirenents for the
watershed. But | think we really need to be careful when
we determ ne the EUP requirenents with regards to
wat er shed because that could be extrenely limting to our
ability to test these new materials or old materials
across the wide variety of circunstances and situations
that we have in many of these states.

And | also just wanted to say that we really
appreci ate the agency noving towards putting the EUPs

outside of the priority ranking for the registrant. W
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really do see, though, we need to be able to have these
on new chem stries as well. So anything we can do al ong
those lines to have new chem cals evaluated with this new
set of circunstances woul d be very hel pful.

Then the second area that | wanted to comment on
has to do with the workshops on worker protection. | did
participate in the cunulative risk workshop and | was
al so di sappoi nted that not nore of ny CARAT col | eagues
were there. | think part of that m ght have been there
wasn't a whole lot of lead tinme and | think people are
really interested in that.

And for those of us wanting to have nore
di al ogue, those opportunities for education are extrenely
inportant. So | really appreciate that, both the
opportunity just for those workshops and the fact that
you literally do provide resource for us to travel to
those neetings. That nmakes a real big difference for
t hose of us representing grower groups. So thanks for
t hat .

And let's see, just if you can try to schedul e
those neetings in conjunction with PPDC or CARAT, | think

that you wll have greater participation. And anything

For The Record, Inc.
Wal dorf, WMaryl and
(301) 870- 8025



-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

© 00 N o o b~ w N Pk

N NN R R R R R R R R R
N B O © 00 N O o b W N +— O

507
that we can do fromthe field |level to support your
efforts and get nore people involved, whether it's
getting people back here to Washington, or setting up
sonme of these teleconferencing sem nars, just please |et
us know. So those are ny comments. Thank you.

M5. MULKEY: Thank you. Well, as we solicit
witten public comment on the EUP proposal, we hope your
organi zation will be able to weigh in and give us -- not
that we didn't listen today, but give us naybe sone
speci fi c suggestions or options around these issues that
you rai sed.

And Julie Spagnola, who works with Beyer, Buyer

M5. SPAGNOLA: Beyer, Buyer, US.. This wll be
pretty quick. So I won't keep you much |onger and |I'm
glad Lois is still here because | really wanted to talk
about the value of the conference calls and the process
and especially involving the state -- the
user/ st akehol ders.

The i nput that they've been able to provide in
this process is getting the agency and the registrants a

| ot of information about actual use practices and the
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situations that they encounter, you know, that the users
encounter in applying products.

And | think we've seen the range of this input,
you know, the involvenment going fromthe conference calls
to presentations, all the way to OPP staff going to
Fl orida and going up in helicopters to see how nosquito
control applications were nade.

And | think this has just been absolutely
i nval uable to the agency and to the registrants as we go
through this process in coming up wwth the nost -- you
know, the nost infornmed and, | think, ultimtely, nost
effective risk mtigation neasures. Because | think by
knowi ng exactly how products are being used and the
situations encountered, we can, you know, make the best
deci si ons.

And | guess | would al so, you know, encourage
t he agency even to consider maybe soliciting sone of this
input fromthe user comunity early in the process, even
into the risk assessnent process, so that maybe sone of
those inputs can be put into the assessnments and not, you
know, and help conme up with a nore refined assessnent

that then, you know, prior to going to the mtigation.
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So, again, | just think that that input fromthe
user community has just been really val uable and our
experience. And | think we've probably been -- Beyer's
probably been in nore conference calls with the Agency
t han probably anyone. So it's really been -- 1 think
that's been sonething that we have | earned through the
process. Thank you.

M5. MULKEY: Thank you. Well, by ny
under st andi ng, we have cone to the conclusion of this
| ast nmeeting of this Chartered Pesticide Program D al ogue
Commttee. Thank you for your service. Thank you for
t hese two days.

Jimasked that | particularly thank you on his
behal f. He, you know, the hot issues -- he's around, so
you may get a chance to greet himas you go out. But he
wanted to be sure that you understood his desire to share
the salute to your service and to thank you.

And we, of course, look forward to seeing all of
you because all of you matter to us in our program
what ever your next incarnation is in dealing with us.
Whether it's as a part of this commttee as we

reconstitute it or whether it's a part of sone other
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means, by other commttees or otherw se.

W are really glad that our colleagues fromthe
USDA and FDA and Canada were here. W're going to try to
do nore and better with that regard. M brother is a
senior ORD official, so | entertained a group of them
| ast night.

But one of the things I instilled in them was
how val uabl e their presence was at this neeting. And it
was that they are trying to sort of think nore in terns
of outreach and customner service.

And so | think this is a sort of a fertile tineg,
not to nention that I know sonebody there for us to get
theminvolved. He's at the Cncinnati |ab, Associate
Director for ECO So good-bye, good days, see you soon.

UNI DENTI FI ED MALE: Happy new year.

(Wher eupon, the neeting was

concl uded.)
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