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AFFAIRS 

RPAR TASK FORCE 

Enclosed is the EPA Paraquat Decision Document. It reaches the conclusion that 
available data do not support a RPAR (p. 28) and therefore, paraquat will be 
returned to the re-registration process. 

It will be several weeks before EPA officially publishes this document and makes 
formal transmission to Chevron. At that time, we expect them to make specific 
requests for additional data as indicated in the document. By then I will expect 
we will have completed a technical review to surface comments and questions. 
If needed, a meeting of our toxicologists with EPA will be arranged. 

For your information, I have the following observations: 

Reproductive Effects. The data reviewed did not include 
the multi"".generation rat study submitted April 2, 1982. 

Oncogenicity - Chronic Feeding. The Agency did not include 
the mouse lifetime study submitted December 10, 1981. 
The rat and dog studies being requested are well along 
and we expected to have Final Reports by early 1983. 

Mutagenicity. We need toxicology review and recommendations 
regarding the request for point mutation and DNA 
damage tests. 

. Acute Inhalation. As above, we need input on the request for 
another rat study. 

. Subchronic Toxicity. 
Note the requests for: 
a) 21-Day rabbit dermal toxicity study. (·) 
b) Dermal absorption rate assessment study. 
c) Field worke.r /applicator exposure study. 
d) Investigation of face mask filtering capabilities. 

Seiber' s published work; Akes son's recent 
study and the CTL exposure studies are not 
cited. 
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I think it noteworthy that the document states: "Current paraquat labeling is 
explicit in directing those involved in mixing and loading in proper handling 
procedures. 11 (p. 4), that the label is consistent with Agency regulations 
(p. 14) and that precautionary labeling is adequate for prevention of dermal 
acute toxicity (p. 29). 

The Agency clearly intends that the emetic be added to our formulation 
(pp. 13, 29) and it is my understanding that will be accomplished for product 
produced for 1983 sales. 

~_JJ~ 
L. R. STELZER 

LRS:df 
Enclosure 

cc: H. J. Aroyan w / o enclosure 
A. P. Brown 
R. D. Cavalli 
G. M. Doppelt 
c. H. Lupsha 
J. N. Ospenson w/o enclosure 
c. R. Tanner 
A. H. Wischnia 
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.,R':" E. Ridsdale/ICIA 
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I. In tro::3 UC tioo 

-Section 3(a) of the Feda:-al Insecticide Fungicide and :b:3enticide kt 
[FIT'P.A l requires all J:eSticide p:ooucts to be registered by the Mministratcr 

of EPA befcre they may be sold a- distributed. Section 6 (b) of FIFRA 
au thcr i :zes the h3ministcr to issue a ootice of intent to cancel the 
registration of a i:esticide ex to chan;e its classification if it ai:p?ars that 
the i:esticide a- its labelirg •does not canply with the p:-011isions of fFIFRAl 
er, ~n used in acecrdance with ~desp:-ea:3 aid wmally recogni2ed p: actice, 
gene!'ally causes unreasonable ajver-se effects oo the enviroment. • 'Ihus the 
Mministratcr may cancel the registration of a i:esticide whenever- te ex she 
determines that it rx:, l~a:- satisfies the statutc:ry standard fex registration, 
W'lich requires, !l'T10'J3 other things, that the i:esticide oot cause •\nreasonable 
a:lVerse effects en the enviroment" (Section 3(c)(S) of FIFPAl. These 
"t.n:"easonable advet"se effects" at"e defined in ~tion 2 fbb) of FIFRA to incltrle 
•any unreasonable ajverse effects to man ex the enviroment, taking into 
accomt the econanic, sxial and environmental costs 3I'ld benefits of the use of 
any i:,esticide. • 

The nw ircnnen ta1 'A:'otec tioo Agency, l'Er eaf ter referred to as the Agency, 
created the Febuttable Frestm1pticn ,8qainst Registration [RPARl t:rocess to 
facilitate the identification of I)2Sticide uses t,,,tiich may rot satisfy the 
statutcry standard fer registration aoo to p:011ide a public, informal p:ocedt.re 
for the gathering and ei,aluation of infcrmaticn about the risks and benefits of 
these uses. The regulations g011erning the RPAR p:ocess are set ferth in 5 
40 CFR 162.11. These regulations set forth certain criteria of risk and 
p::-011ide that an RPAR shall arise c13ainst-a i:esticide if the ligency determires 
that the ingredient(s), rretat:olite(s), er degra:lation p:-o::3u:t(s) of the 
i;:esticide in qi.Estioo ~t a- exceed any of these risk criteria. 

!n crlmin ister ing the RPAR p::-cce ss , the lqency a::H-eres to the standard fer 
initiating the RPAA p:ocess established by Section 3(c) (8), ore of the 19'78 
anerrlnents to FIFRA, \olhich p:-O'Jides that the ,8qency may rot start an RPAR 
tnless it has •a validated test er otha:- significant evidence risirg p:\rlent 
concerns of unreasonable !rlverse risk to man er the envirorroent." 

1-hen the ligenc:y ?,lblishes a ootice indicating that an RPAR has arisen, the 
regulations (40 CFR 162.11) require that an o~tunity then l::e p:-011ided fer 
registrants, applicants, aro interested ~s:,ns to slbnit evidence to rebut the 
l'.X'esumption, er evidence relat.in; to the eco11crnic, sxial, and envirorrnental 
benefits fer zrrrt use of the i;:esticide. If the p:-esUTTPtions of risk are oot 
rebutted, the evidence en the benefits of the r;esticide is evaluated c!!"ld 

ca,s idered alorx::; with the in fcrma tioo on the risks. '1'tE A:;Jency then analyzes 
vac-ious ITetoc1Js of redu:ing the anount of risk fran the µ?sticide ~ether with 
their costs aro determines whether' the i;:esticide can be regulated so that the 
tenefits of contim.ed use oun.eigh the ris.1<s. If rreaSUC'es shcrt of 
cancellatioo canoot redlJCe the risks asscciated wit..'1 any given use of the 
p!sticide to a level \lbich is ouhie igred by benefits, the use in guestioo truSt 
be cancelled. 

Paraquat first cane LTider intensive lqency review dl.E to the widely t-eld 
belief that neither' an antidote ncr a cc::r:rronly accepted first aid treat:rrP-nt 
existed. In addition, p:iraquat's p::>tential fer exceedin; 40 CFR 162.11 risk 
criteria in relatioo to b:::>th its dermal and inhalatioo toxicity was to 1::e 
reviewed. '!he Federal :A:!g.ister N::>tice announcing the A:;Jency' s intent to 
iniate the scientific review of paraquat ( 43 FR 30613) cited 

1 
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• ••• ter ato;;enici ty, lack of errergency t:rea t:tent, chronic effects, retroouctive 
effects, oncogenicity (data gap), muta:;enicity (data gap) and acut:E! effects• as 
areas of o:,ncer-n. Altho~h the above ooted criteria form:!d the l=t"ima:y 
concerns, the Agency a::!ditionally initiated a review of all available fish 
arl wildlife data as W!ll as those hunan heal th effect data not s~cifically 
addressed within 43 FR _30613. 

'!'his decision docunent is div iced into five sections. Section I is this 
int:roouctia,. Sectia1 II dis:::usses general infor.natia1 a, the ~oouct's 
chemistry, uses, and tolerances. !=ection llI a:3dresses the Jrimary prp:)se of 
the review: it canpares data oo p:)tential adverse effects of paraquat with the 
A:;ency' s a-iteria ftr a R!buttable R-:esumption Against ~istratioo. Section 
IV sunmari:zes the conclusions of this ,:-eview of paraquat an:! recamends actions 
to be taY.en as a result of these conclusions. Section Vis a bibliograi;:hical 
listi.n; of the stu:Hes cited. 

-
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p:>tential. '1'he Pgency will, therefcre, request slbnission of 
a::lditiooal muta;enic test data. 'Ihese data requests will incll..ce a 
mcmnalian .!!! ~ p:,int mutaticn test and a J:rimary Ota. dancge test. 

. . 
E. tack of Emergency Treatment 

ks discussed earlier in this doc~nt, both the cral 
crlministraticn and skin absa:ption of paraquat have been resp:%1Sible 
fer p:,isonirg incidents. ks little as 1 teaspx,n of paraquat can lecrl 
.to interstitial fitrosis, respiratcry faihre and death. Followin; 
in;Jestion, several days elapse befcre dysp,ea and seve:-al ~eks t:efcre 
death. Histopathologic evaluatiai of the lun; in fatal irr;esticn 
cases show several states of lu,g irrvolvenent. 'lhe J%imary FCocess 
appears to consist of hem::rrh"cge, edema, increased macrophcges and 
tronchiolar dancge. '!his is follO\ted by septal thic'l(ening, fi!::rosis, 
increased fitroblasts and hooey carbirg (Febello and 1".ascn, 1978). 
'!he J!,gency, ro1oever, believes that the therai:eutic a'PF%"oach to 
treatment of acute cral expostre (Cavalli and Fletcher, 1977) has been 
demcnstrated partially effective. 'lhe 811 s.rvival rate occi.rring in 
those case histcries available to the lgency in carbinatioo with the 
rapid a11ailability of treatment infcrmation (J:rOV'ided by the placement 
of a Olevrcn Olemi.cal Co. 24-ho1.r energency treatment telepha,e nunber 
at all lal::eling) SU3gests an a:3equate emergency treatment fer 
accidental cral contaninatiai. In ~iticn, the lgen:::y, en AiX'il 14, 
1982, established an ~emptioo -fran tolerance fer an emetic "'1ich is 
to be inccrp:rated into cirrent paraquat formulations. This emetic is 
in tended to Woce rapid vani ~ thereby redu:: ing the ahs:r ptia, of 
paraquat. 'Ire lgency, therefcre, does not l:elieve that adeguate 
grou,ds C1ZTently exist for the initiation of an ~R actia, based 
up::::n the lack of emergency treatment fer cral exi:osure. 

0.rrently, no data are .wailable with ~ich to assess the a::lecpacy of 
emergency treatment fa' perma1 abscrptiai of paraquat. The lgerc'f has 
noted, ~er, that relatively few dermal exp:,s.re cases have 
resulted in fatalities. Paraquat i:rodu:::ts, with the exc::eptiai of a 
hanec,....,,er use FCodu:::t c:cntainirg a very lc,r.,.r concentratiai of active 
in;redient, l:ear restricted use classificatioo. A?Plicatcrs of su:::h 
i:rodu:::ts are required to imdergo training in the safe handling and use 
of pesticides and receive instru:::tiai in iroouct labeli.n; aro label 
interFCetaticn. Ctrrent paraquat i:rodu:::ts bear lal::elin:; instru:::tia,s 
fer mixers and applicatcrs in exp:,stre redu:::ticn techniques. Those 
involved in mix in; are instru:::t:ed to "'ear a full face shield, rubber 
glC1.Tes and aFCon• while applicata:s facirg a risk of exp:,sure are 
instru:::ted to "\ear goggles and a~011ed face TMSk capable of 
filterin; si:ray droplets.• 'Ibey are ~itiaially instru:::ted to •~ar 
water}:l"oof !con.ear and clothirg llhen sirayirg er '-'hen contactin; 
vegetaticn ~t with si:ray.• 'Ihe .egency l:elieves that the 
Jrecauticnary treaslres dictated by C\rl"ent lat:elirg zre a::leq.1ate f:cr 
the iX'e'-lentia, of dermal acute toxicity. "'1ile reemphasizin; that no 
data at"e .wailable with resJ:ect to emergency treatment fa: dermal 
abscrpticn, t:l'E lgency has caiclooed that an RPAR actia, \10Uld not 
aPE=ear warrented. 
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