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ATTACHMENT TII

Purpose of Suhmission

American Cyanamid requests a waiver of the following studies
required per the Temephos Registratiop Standard (1981). -

- Avian single dose oral LDy for technical.

- Fish acute ICgy for granulars.

Acute toxicity to agquatic invertebrates for emulsifiable concentrates.
Acute toxicity to estuarine and marine organisms for technical,
emulsifiable concentrate ard granular,

5. Seed gemination/emergence and vegetative vigor for technical.

B W N

Discussion . .
Respect ive camments to the above are as follows:

1. The registrant submitted a study* in support of the avian single
dose oral D5y requirement. The study is not acceptable to
fulfill this requirement for at least two reasons; one, it is - -
a seven day feeding study, more appropriate to a subacute dietary
study than an acute oral study. Secondly, the test species,
Japanese quail, is not a recamended specie at this time,
" Incamplete data show temephos to be highly toxic to birds (LDgy=30-80

mg/kg).

A definitive IDsy of the technical by oral intubation to a waterfowl
(prefered since most, if not all, uses are direct application to water)
is needed: to determine precautionary labeling; to campare with measyre-
or estimated residues in the enviromment (for granular formulations

for camparison with toxicity levels of other organisms ard other

- pesticides; and, ultimately, as part of the data base, to indicate
whether populations of birds exposed to temephos are likely to be
significantly reduced by acute poisoning.

2/3. o data were submitted that would satify requirements for 2 and 3 above.

determine precautionary labelimg indicating, amorg other items, the
toxicity and potential hazards of end-use formulations [The inert

A= 20X more toxic than the technical. The effect of inert ingredients
upon the toxicity anrd consequently the hazard of a pesticide formulatjc-

*Exhibit 14, Seven Day Repeated Feedirg Study to Young Coturnix ;
Quail, American Cyanamid Co., May 12, 1965. - :
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the formulated product is introduced directly into the aquatic ernviron-
ment]; to campare with measured or est imated residues of the end-use
product in water; to detemmine if additional data are necessary; for
camparison with toxicity levels of other organisms and other pesticides;
ard, ultimately, as part of the data base, to irdicate whether populatior
of these organisms exposed to the formulated product are likely to be

significantly reduced by acute poisoning.

4. American Cyanamid per jetter dated 12/21/81, jndicated they are desirous
 of canceling temephos use on food crops (i.e. citrus, Biothion® 6E.

the technical grade of the active igredient ard ef fectively reduces
testing costs by approximately $3100. However, temephoS produ?:t'é are
interded for direct application ®© the estuarine enviromment. addition-
ally, an ingredient in the end-use formulation other than the active
ingredient is expected to enhance (as discussed above) the toxicity or
to cause toxicity to estuarine organisms. Laboratory studies, then, on
the LCgg for mollusc. shrimp ard fish are needed for the EC and gramular
to determine precautionary labeling, to campare with measured or estimate
residues in water, to determine if additional data are needed and for

risk determinations.

5. EEB concurs with the waiver request of 5 above. At this time the Agency.
is requiring these data on a case by case basis per 158 of the Proposed
Guidelines. We do not feel these data are needed at this time. In case

any future phytotoxicity problems arise we may/ask for these data.

pased on qur best estimate, the total costs for the ecolagical effects data
requested are approximately $8600.00. It is EER's opinion that Arerican
Cynamid's estimate of the damestic useage of temephos (based on 65,000 1bs
sold and a use rate of 0.03 1b a.i./A) on 2,167,000 surface acres of water
or wetlands is further justification for asking for these relatively in-
nsive data for a chamical that can be used in areas with comnercially

valuable aguatic species. -

Conclusions

EEB has considered the request for a waiver of the ecological effects data
requirements (100 above) set forth in the TemephOS R_egistration standard.
The following conclusions apply: .

1. Data waivers aré =
a. estuarine studies for technical . y
b. seed gennination/arergence and vegetative vigor. ' o



ATTACHMENT II

Data requirements (with guidelineb citation no.) are -

a. avian acute oral LDgy for technical (71-1).

b. fish acute ICsp for 5% G (72-1).

c. aquatic invertebrate LCsg for 40-60% EC (72-2).

d. acute toxicity to estuarine organisms for EC and G (72-3)°

[ 8]
.

Note: Cyanamid contends they only sell Abate technical (although their
technical bulletin indicates that Cyanamid markets liquid ard gramular
formulations of Abate worldwide). If Cyanamid does only sell Abate
technical damestically, the decision whether Cyanamid need only submit
data pertinent to registration of technical (MUP, and would thus not be
responsible for formulated product testing) should be made by RD or
sameone other than EFB. We are of the understanding, per Herb. Harrison,
that American Cyanamid, as th basic U.S. producer of temephos, is
responsible for all data requirements. ’
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