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Hazard Evaluation Division (TS—764)

Edwin R. Budd, Acting Deputy Chief
Toxicology Branch deZi; / ‘
Hazard Evaluation Division (TS-769) Z2% yéd 'S4

SUBJECT: Request for waiver of subchronic (2l-day) dermal toxicity
study.

The 21-day dermal study was listed as one of the toxicity
data gaps in the Registration Standard package for MONITOR
(methamidophos), completed by Toxicology Branch in March, 1982.

Chevron Chemical Company requested currently a waiver of the
21-day dermal toxicity study for the reasons detailed in the
Chevron's memo, dated July 11, 1983 (attached).

Toxicology Branch agrees with Chevron's comments and recommends
approval of the requested waiver. Toxicology Branch has, indeed,
data to support Chevron's comments regarding the acute dermal
toxicity, cholinesterase inhibition, metabolism, absorption and

excretion of MONITOR by mammals.
wopa K Locke

Krystyna K. Locke, Toxicologist
Section II, Toxicology Branch
Hazard Evaluation Division (TS-769)
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SUBJECY: Resvaluatien of Reregistrtien Pata Reguirements
for Hethamidophog~=www<ACTI0N HEMORANDOM=— -

Fys ¥ Bouglas B. Campt, Director
Begigstration Division (T8~767)

BACKGROUND:

On September 36, 1982, the Agency issued its Rersglistration
Guidance Package for methamidophos (Moriter). This documant was
issued for manufacturing-use products and certain end-use pro-
ducts containing methamidophos 53 the single active ingredient,
Two ragistrants and their twe manutfacturing-use products wers
invclved, Chevron Chemics) Co. and Mobay Chemical Corp.

REQUEST FOR_ DAYA WAIVER

On July 11, 1983, snd Bovember 85, 1983, Chavron submittscd
the product chemistry, ascute toxicology and produect-specific
data including a request for a dats waiver irom the reguirement
ef the {l-day subchronic dermal study. Chovron submitted this
data waiver request based on the followinag:

i. 7The pracautionary labeling on all Monitor products are
- adeguate o protect the user from repeated akia con-
tact with methamidophos.

2. Methamidophos is acutaly toxic by the dsrmel route.
Since the toxicity and mode cf acticn of this chemical
have been well established, no new information wsuld
be derived from conducting & subchronic dermal
absorption study.

3. The metabolism and excretion of the insecticide in
mennals is very rapid and there iz no evidence of
sezlective sccumulation in any organ systes.
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RBCONSIDERATION OF DATA REQUIREMENTS

Hazard Evaluption Divizion kas evaluated Chevron's
request for the dats walver and recomsends approval of the
requested waiver. Texicology Branch notes in thelr review of
the waiver dated January 30, 1984 that the Branch does have
data to suppork Chevron's comments regarding the acute dermal
toxiecity, chalinesterase inbibition, metabelism, absorption
and excretion of methamidophos by mammals.

ADDITIONAL MODIFICATIONS IN DATA REQUIREMENTS ‘

1. Acuts inhalatioa study

This study wes reviewed by Technical Services
section (T83) and classified as a cere guideline
data. :

2. General chemistry cata

The following general chemistry data have been
reviewsed by TSS and found acceptabie:

a. Deseription of menutacturing process
r. Preoduct analytical method and dats
c. HMelting point

4., Stabiliey

&, i

f. Oxidizing or reducing acticn

The Iollowing general chemistry data have been
reviewsd by TS5 and wera not satisfactory:

g. bDeclaration and certification of ingradient
limies
h. Storage stability

RECOMBENDATION:

paged on an evaluation of Chevron's data waiver reguest
and additiomal information submitted, we balleve the following
data requirsments should be waived or modifiad.

study waiver or Medification

162.81-3 Acute inhalation Data reguirement has
been satistiea

163.82~2 2l-éay subchronic dermal Walved

163.61-4 Description of manutacturing pData requirement has
Progess heen satisfied




.

Study Waiver or modification
163.61-7 Product Analytical Methods Data requirement has
and Data been satisfied
163.64~5 Melting Point Data requirement has

been satisfied

163.64-12 pH ' Data requirement has
been satisfied

163.64~13 Stability Data requirement has
been satisfied

163.64~14 Oxidation/Reduction Data requirement has
been satisfied

We have attached a copy of revised Tables A, and B
incorpeorating the corrections listed above., We hereby
request that you concur with this recommendation.

Herbert S. Harriscon, Chief
Ingsecticide-Rodenticide Branch (TS-~767)
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Do not Concu
bate JUN 21 1984
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Addendum - Methamidophos Registration Standard Bibliography

GsS0043004

GS0043005

Mobay Chemical Corporation (1983). Acute Inhalation
Toxicity Study with Technical Methamidophos
(Monitor) in Rats: study number 80-041-12.
(Unpublished study received August 3, 1983,

with a duplicate copy received November 15, 1983
under 239-2452; prepared by Mobay Chemical
Corporation; submitted by Chevron Chemical Co.;

EPA Accesssion number 250925.)-

Mobay Chemical Corporation (1983). Product
Chemistry Data (received August 3, 1983, with a
duplicate copy received November 15, 1983, under
239-2452; prepared by Mobay Chemical Corporation;
submitted by Chevron Chemical Co.; EPA Accession
number 250925.)




