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Noverber 18, 1980
See also audit of June 29, 1979

F%?EM Task Foroe for Re-assessment
of Chemical Safety 'DATE
sugsect  AUDIT AND VALIDATION OF THE STUDY: "RABBIT TERATOGENIC STUDY

08JET CAPTAN AND PHALTAN"

NAME OF LABORATORY: .
STUDY NUMBER:

FINAL REPORT DATE:
TEST MATERIALS:

OTHER NAMTS:
PETITIONER:

TYPE OF STUDY:

TEST SPECIES:

FILE UNDER:

ORIGINAL REPORT FILE UNDER:

RECOMMENDATION:

IBT
J-5420

OCIOBER 17, 1967

(1) CAPTAN (2) FOLPET

(1) ORTHOCIDE-406, SR-406 (2)

CHEVRON CHEMICAL CO. ORTHO DIVISION ~°
TERATOGENIC

RABBIT

(1) CAPTAN  (2) FOLPET

CAPTAN AND ALSO UNDER FOLPET

INVALID STUDY

N3, 4

PHALTAN

OVERALL COMMENTS

The raw data, especially those dealing with skeletal
and internal examinations of the progeny - are either
missing or are incamplete. Numerous discrepancies
were noted between raw data and results given in the
final report. Control data are carpletely unavailable.
In: view of the above, the present study is cons:Ldered
lnvalld.

NOTE: The present study was partu'.ally audited and validated. See Captan file:
Memo by H. Cunningham, dated June 29, 1979, and entltled—"_Valldat:Lon
of Rabbit Teratogenic Study with Captan (IBT No. J-5420)".




"Pabkit Teratndgenic Studv--Captan and Phaltan”

AUDIT:

1. Report No.:

2. Date of Study:

)

Sponsor:
4. DProtoceol:

5. Test Material:

6. Animal Suitability:

7. Raw Data:

VALIDATION OF EVALUATION:

1. Dates:

2. Protocol:

3. Test Material:-

4. Personhel:

J-5420 .
Dated October 17, 1967

Dates of proposed start and termination

are not available.

Chevron Chemical Company,
Ortho Division.

Proposed hand written protocol is
available on microfiche.

IBT internal memo of 6-15-1967,
states that the test material is
"on hand". ’ -

New Zealand rabbit of unknown
origin and strain.

RA. N

Hand written individual animal
records, signed and dated. These
records, however, are not complete.

Females were bred from 6-13-1967
to 7-4-1967; they were killed from
7-4-1967 to 8-2-1967.

"Proposed"'protocol was apparently
followed.

No information available on microfiche.

Report prepared by: Gerald Kennedy, B.S.
Staff Assistant
and
Greenie' Jackson, M.S.
Technical Supervisor
: Wedge's Creek-Research Farm
Report approved by: Ottis E. Fapcher, Ph.D.
: Director
-and
J. C. Calandra, M.D.,Pl.
President

Hand written records are signed by
Victor Hardie.

P



TN mve e - M
LNICUTION OF THE STUDY: The in

ooy ¥ formaticn available cn micrefiche
consiste cf a copv of +he final repcrt,
financial statements, hand written proto-
col, and incomplete raw data for individuz
animals

Raw data are not available:for control

animais, fer the group given thalidomide at
qhest dose level, i.e. 50 ra/ycﬁ for

male animals and breeding procedure; o

indicate "that dissection and skeletal

examinations were performed; to show in -

what ferm the test materials were utilized.

The available raw data were compared with
results found in the final report and
‘the errcrs and discrepencies are shown

in the attached corrected Tables II, IV,
V and VI. ]

F4

Some minor differences were noted bethen
tha corrected figures of the pré#sént memo
and those in memo of H. Cunningham of June
29, 1979. This is apparently due to

. differences in interpretation of some of
the raw data.

OVERALL COMMENTS: The raw data, especially those dealing with
skeletal and internal examinations of the
progeny are either missing or are incomplet
Numerous discrepencies were noted between
raw data and results given in the final
report. Contrel data are completely -
unavailable. 1In view of the above, the
present study is considered invalid.




Captan Review

Page is not included in this copy.

Pages 4 through _ 8 are not included in this copy.

The material not included contains the following type of
information:

Identity of product inert ingredients.
Identity of product inert impurities.

Description of the product manufacturing process.

¥ ’ﬁ

Description of quality control procedures.
Identity of the source of product ingredients.
Sales or other commercial/financial information.
A draft pro@uct label.
The product confidential statement of formula.
Information about a pending registration action.
X FIFRA registration data.

The documént is a duplicate of page(s)

The document is not respomnsive to the requést.

The information not included is generally considered confidential
by product registrants. If you have any questions, please
contact the individual who prepared the response to your request.




