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Bayer Corporation

100 Bayer Road
Pittsburgh, PA 15205-9741
Phone: 412 777-2000

May 4, 2000

Mr. Charles Auer

Director, Chemical Control Division (7405)
Office of Pollution Prevention and Toxics
U.S. Environmental Protection Agency

401 M Street, SW

Washington, D.C. 20460

RE: Ortho-phenylphenol: A FIFRA Substance on the HPV List

Dear Charlie:

Ortho-phenylphenol is currently on the U.S. HPV list and is also registered under the Federal
Insecticide, Fungicide and Rodenticide Act (FIFRA) and used in the US only as a pesticide or as a pesticide
intermediate to manufacture another pesticide. As you know in order to obtain a FIFRA registration,
registrants must conduct and submit to the EPA extensive health and environmental effects testing. The
EPA then must carefully review the data, and make a determination that the intended use of the substance
will not cause unreasonable adverse effects. The data requirements to support this determination are
extensive and go well beyond the screening-level requirements of the OECD/SIDS and the U.S. HPV

programs’

Bayer proposes that this substance receive a designation of “1”, indicating that the chemical is not
considered a candidate for testing under the HPV Challenge Program. To support this, enclosed are three
lists of studies, including the EPA MRID numbers, which have previously been submitted to the Office of
Pesticide Programs. The EPA would not encourage replication of these studies, as it is a waste of animals
and other resources. Summaries of each listed study should be available from the Office of Pesticide

Programs.

Sinrerely,

Donald W. Lamb
Vice President of Product Safety and Regulatory Affairs

! FIFRA also contains exclusive use, confidentiality and data compensation provisions that restrict access
to and use of test data by non-registrants (and their agents). These provisions are designated to protect the
significant investment in research, development and intellectual property required of companies that are
able to obtain a FIFRA registration.
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Mobay Corp. (19889) Submission of Two-generation Dietary Study in
Partial Fulfillment of the Requirements of EPA Data Call-in for
Orthophenylpheriol. Transmittal of 1 study.

Eigenberg, D. (1989) Two-generation Dietary Reproduction Study in
Rats Using Orthophenylphenol: Study No. 85-671~02. Unpublished
study prepared by Mobay Corp. 2111 p. »

Dow and Mobay (1990) Submission of Toxicity Data in Support of
Phase 2 Response for Ortho-phenylphenol. Transmittal of 1
study.

Cosse, P.; Stebbins, K.; Stott, W.; et al. (1990) Ortho-phenylphen-
ol: Palatability/Probe, Four-week and One-year Oral Toxicity
Studies in Beagle Dogs: Lab Project Number: K-001024-038:
K-001024~038A: K-001024-039. Unpublished study prepared by Dow
Chemical Co., Health and Environmental Sciences. 321 p.

Mobay Corp./Dow Chemical Co. (1990) Submission of Chronic Toxicity
Data in support of Orthophenylphenol Phase 2 and Phase 3
Response. Transmittal of 1 study.

Eigenberg, D. (1990) Two-Generation Dietary Reproduction Study in
Rats Using Orthophenyl Phenol: Lab Project Number: 85-671-02.
Unpublished study prepared by Mobay Corp. 2696 p.

Dow Chemical Co. (1991) Submission of toxicity data to support
the reregistration of products containing Ortho-phenylphenol.
Transmittal of 3 studies.

Zablotny, C.; Breslin, W.; Kociba, R. (1991) Ortho-Phenylphenocl
(OPP) : 13-Day Range-finding Oral Gavage Study in New Zealand
White Rabbits: Final Report: Lab Project Number: K-001024-043.
Unpublished study prepared by Dow Chemical Co., Health & Env.
Sciences. 34 p.

Zablotny, C.; Breslin, W.; Kociba, R. (1991) Ortho-Phenylphenol
(OPP) : Gavage Teratology Probe Study in New Zealand White
Rabbits: Final Report: Lab Project Number: K-001024-044. Unpub-
lished study prepared by Dow Chemical Co., Health & Env.
Sciences. 77 p.

Zablotny, C.; Breslin, W.; Kociba, R. (1991) Ortho-Phenylphenol
(OPP) : Gavage Teratology Study in New Zealand White Rabbits:
Final Report: Lab Project Number: K-001024-045. Unpublished
study prepared by Dow Chemical Co., Health & Env. Sciences.
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of Subchronic Toxicity Data in Support of Reregistration of
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Zempel, J.; Szabo, J. (1993) Ortho-Phenylphenol: 21-Day
Repeated Dermal Dose Study of Systemic Toxicity in Fischer 344
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Toxicology Data in Support of Reregistration of 2-Phenylphenol
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Quast, J.; McGuirk, R. (1995) Ortho-Phenylphenol: Two-year
Dietary Chronic Toxicity/Oncogenicity Study in B6C3F1 Mice: Lab
Project Number: K-001024-047. Unpublished study prepared by
The Dow Chemical Co. 1089 p.

Bayer Corp./Dow Chemical Co. Consortium (1996) Submission of
Toxicology Data in Support of FIFRA 6(a)(2) for o-Phenylphenol.
Transmittal of 1 Study.

Wahle, B.; Christenson, W. (1996) Technical Grade
ortho-Phenylphenol: A Combined Toxicity/Oncogenicity Testing
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Unpublished study prepared by Bayer Corp. 4282 p.

**% END OF OUTPUT ***

(c)Copyright 1999 Purdue Research Foundation. All rights reserved.
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Journal of Pharmacology and Experimental Therapeutics 104 (2):
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Miles Inc. (1993) Submission of Toxicology Data in Support of the
Application for Registration of Preventol WB. Transmittal of
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" Bomhard, E. (1993) Preventol WB: Acute Oral Toxicity Study in

Male and Female Wistar Rats: Lab Project Number: T3050198:
22330. Unpublished study prepared by Bayer AG. 45 p.

Kolb, J. (1993) Preventol WB: Study for Skin Sensitization
Effect on Guinea Pigs (Buehler Test): Lab Project Number:
T9050194: 22327. Unpublished study prepared by Bayer AG. 42

p.

Miles Inc. (1993) Submission of Toxicity Data for Preventol WB
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'Maertins, T. (1993) Preventol WB: Acute Inhalation Toxicity in
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study prepared by BAYER AG, Fachbereich Toxikologie. 114 p.
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AG. 39 p.

Bayer Corp., Organic Products Div. (1996) Submission of
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Examine the Mechanism of Urinary Bladder Carcinogenesis in the
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Christenson, W.; Wahle, B.; Cohen, S. (1996) Technical Grade
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ortho-Phenylphenol: A Special Subchronic Dietary Study to
Examine the Mechanism of Urinary Bladder Carcinogenesis in the
Male Rat: Supplement: Lab Project Number: 92-972-MS: 8042-1.
Unpublished study prepared by Bayer Corp. and University of
Nebraska Medical Center. 11 p.

Bayer Corporation (1998) Submission of Toxicity Data in Support
of the Registration of Preventol O Extra. Transmittal of 1
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Eigenberg, D. (1998) A Two-Generation Dietary Reproduction
Study in Sprague Dawley Rats Using Technical Grade
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Ortho-Phenylphenocl: A Combined Chronic Toxicity/Oncogenicity
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(c)Copyright 1999 Purdue Research Foundation. All rights reserved.
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123478-A)

Reitz, R.; Fox, T.; Quast, J.; et al. (1983) Follow-up Studies of
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Ortho-Phenylphenol (CAS No. 90-43-7) Alone and with
7,12-Dimethylbenz(a)Anthracene (CAS No. 57-97-6) in Swiss CD-1
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40976501. Two-generation Reproduction Study in Rats Using
Orthophenylphenocl: Study No. 85-671-02. Prepared by Mobay
Corporation. 7 p.

Deford, C. (1990) Dow Chemical U S A Phase 3 Summary of MRID
00091022 and Related MRIDs 00145962. Molecular Mechanisms
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Bayer Corporation

November 30, 1999 R o T
Pittsburgh, PA 15205-9741
Phone: 412 777-2000

Mr. Charles Auer
Director, Chemical Control Division (7405)

Office of Pollution Prevention and Toxics
U.S. Environmental Protection Agency
401 M Street, S.W.

Washington, D.C. 20460

Re: Ortho-PhenyiPhenol: A FIFRA Registered Substance on the HPV List

Dear Charlie:

Ortho-Phenyl Phenol is currently on the U.S. HPV list and is also registered under the
Federal Insecticide, Fungicide and Rodenticide Act (FIFRA). As you know, in order to obtain
a FIFRA registration, registrants must conduct and submit to EPA extensive health and
environmental effects testing. EPA then must carefully review the data, and make a
determination that the intended use of the substance tested will not cause unreasonable
adverse effects. The data requirements to support this determination are extensive, and go
well beyond the screening-level requirements of the OECD/SIDS and U.S. HPV programs."

Bayer proposes that this substance receive a designation of “1,” indicating that the chemical
is not considered a candidate for testing under the HPV Challenge Program. To support
this, enclosed are three lists of studies, including the EPA MRID numbers, which have
previously been submitted to the Office of Pesticide Programs. EPA would not encourage
replication of studies as this is a waste of animals and other resources. Summaries of each
listed study should be available from the Office of Pesticide Program.

Sincerely, =
=
T
Donald W. Lamb, Ph.D. w "*‘5 :
Vice President Product Safety & Regulatory Affairs 2 grﬁ
w 09
oy
o

enclosures

P 954 868 697

' FIFRA also contains exclusive use, confidentiality and data compensation provisions that restrict access to and
use of test data by non-registrants (and their agents). These provisions are designed to protect the significant
investment in research, development and intellectual property required of companies that are able to obtain a

" FIFRA registration.
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the reregistration of products containing Ortho-phenylphenol.
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(OPP): 13-Day Range-finding Oral Gavage Study in New Zealand
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Sciences. 34 p.

Zablotny, C.; Breslin, W.; Kociba, R. (1991) Ortho-Phenylphenol
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(OPP) : Gavage Teratology Study in New Zealand White Rabbits:
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of Subchronic Toxicity Data in Support of Reregistration of
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Zempel, J.; Szabo, J. (1993) Ortho-Phenylphenol: 21-Day
Repeated Dermal Dose Study of Systemic Toxicity in Fischer 344
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The Dow Chemical Co./Miles Inc. Consortium (1995) Submission of
Toxicology Data in Support of Reregistration of 2-Phenylphenol
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Quast, J.; McGuirk, R. (1995) Ortho-Phenylphenol: Two-year
Dietary Chronic Toxicity/Oncogenicity Study in B6C3Fl Mice: Lab
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Bayer Corp./Dow Chemical Co. Consortium (1996) Submission of
Toxicology Data in Support of FIFRA 6(a) (2) for o-Phenylphenol.
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Wahle, B.; Christenson, W. (1996) Technical Grade .
ortho-Phenylphenol: A Combined Toxicity/Oncogenicity Testing
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Miles Inc. (1993) Submission of Toxicology Data in Support of the
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22330. Unpublished study prepared by Bayer AG. 45 p.

Kolb, J. (1993) Preventol WB: Study for Skin Sensitization
Effect on Guinea Pigs (Buehler Test): Lab Project Number:
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Miles Inc. (1993) Submission of Toxicity Data for Preventol WB



in Support of Registration. Transmittal of 1 Study.

42974101 Maertins, T. (1993) Preventol WB: Acute Inhalation Toxicity in
the Rat: Lab Project Number: T0050195: 22448. Unpublished
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43263300 Miles Inc. (1994) Submission of toxicity data in support of the
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43764600 Bayer Corp. (1995) Submission of Toxicity Data in Support of the
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Method Used by the Department of Toxicology, Bayer AG,
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the Reregistration of ortho-Phenylphenol. Transmittal of 2
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Male Rat: Supplement: Lab Project Number: 92-972-MS: 8042-1.
Unpublished study prepared by Bayer Corp. and University of
Nebraska Medical Center. 11 p.
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Unpublished study prepared by Bayer Corporation. 576 p.
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cal U.S.A., Midland, MI; CDL:110833-B)

Taylor, M.; Kary, T. (1963) Toxicological Properties of Torsite (M-
2469). (Unpublished study received Aug 2, 1963 under unknown
admin. no.; submitted by Dow Chemical U.S.A., Midland, MI; CDL:
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