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The proposed analytical method for
determining residues is gas

chromatography.

Authority: 21 U.S.C. 346a.

Dated: November 13, 1985.
Deuglas . Campt,
Director, Registration Division, Office of
Pesticide Programs.
[FR Doc. 85-27785 Filed 11-26-85; 8:45 am]
BILLING CODE $580-50-M

[OPP-100034 PH-FRL 2930-5]

Disclosure of Reviews of Pesticide
Test Data

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Notice.

SUMMARY: EPA is notifying interested
persons of the issuance of a class
determination concerning the disclosure
of certain EPA-prepared review of data
submitted under the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA).
The class determination concludes that
certain of those reviews are not entitied
to confidential treatment. EPA also is
notifying interested pexsons that EPA
will disclose such reviews to the extent
permitted by the class determinatior.
The class determination is reproduced
in this notice. In brief, it states thatif a
review {or portion thereof] {1} was
prepared by EPA or its contractor, (2)
concerns data or information pertaining
to a test or experiment on a registered or
previously registered pesticide or any of
its ingredients, impur:ties, or
degradation products, {3} contains no
other business information, (4) contains
no information which is described by
FIFRA section 10(d}{1) (A), (B), or (C) or
section 10{d}{2), and (5) does not contain
a complete or essentially complete
unpublished report, it may be disclosed
to auy member of the public, without
regard to FIFRA section 10(g). 85P-2192,
DATE: EPA will commence making the
reviews available to the public on
January 13, 1986 unless the EPA Office
of General Counsel has first been
notified on the commencement by an
affected business of an action in Federal
court to obtain judicial review of the
determination or to obtain a declaratory
judgment under section 10{c) of FIFRA
and to obtain preliminary injunctive
relief against disclosure.

ADDRESS: A notice of commencement of
litigation should be submitted in writing
to: Jane Roemer, Office of General
Counsel {1.E-132G), Environmental
Protection , 401 M Street SW.,,
Washington, D.C. 20460 (202-382-5460).
=N FURTHER INFORMATION CONTACT:

By mail: William Grosse, Program
Management and Support Division
(TS-757C), Office of Pesticide
Programs, Environmental Protection

ency, 401 M Strect SW,
Washington, D.C. 20460.

_Office location and telephone number:

Room 222, CM#2, 1921 Jefferson

Davis Highway, Arlingten, VA (703-
" 557-2613). :
SUPPLEMENTARY INFORMATION: On
September 24, 1985, EPA's Office of
General Counsel issued the following
class determination:
Disclosure of Reviews of Pesticide Test
Data Submitted by Applicants and
Registrants

[Class Determination 3-85]
Background

A. Data

EPA'’s Office of Pesticide Programs
(OPP), other EPA offices, and EPA
contractors prepare reviews of data
received under the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA),
7 U.S.C. 138 et seq. This class
determination, made under 40 CFR 2.207,
concerns the extent to which certain of
these reviews may be disclcsed publicly
by EPA and the procedures that EPA
may use to make disclosures.

Businesses which are applying for
registration of pesticide products or for
experimental use permits or emergency
exemptions, or which hold registrations,
submit test data to OPP for the purpose
of satisfying requirements of FIFRA.
(Some such data are submitted for the
additional purpose of satisfying
requirements :mposed under the Federal
Food, Drug, and Cosmetic Act, 21 US.C.
321 et seq.; EPA's regulations, 40 CFR
2.307(b), require such data to be treated
as data submitted under FIFRA.)

EPA may not withhold information
from disclosure for reasons of business
confidentiality if a statute specifically
requires disclosure of the information.
To the extent information submitted
under FIFRA concerns any test or
experiment on a registered (or
previously registered) pesticide or any
or its ingredients FIFRA sections 10(d)
and 10(g) largely govern the extent to
which the information may be disclosed
to members of the public. FIFRA section
10{d)(1) {7 U.S.C. 136h(d){1)] states:

All information cencerning the objectives,
methodology, results, or significance of any
test or experiment performed on or with a
registered or previously registered pesticide
or its separate ingredients, impurities, or
degradation products, and any information
conceming the effects of such pesticide in the
envirerment, including, but ot lmited o,
date on safety to fizh and wildlife, hwaans

and other mammals, plants, animals, and soil,
and studies on persistence, translocation and
fate in the environment. and metabolism,
shall be available for disclosure to the public;
Provided, That the use of such data for any
registration purpose shali be governed by
section 3 of this act [7 U.S.C. 138a}; Provided
further, That this paragraph does not
authorize the disclosure of any information
that— )

{A) discloses manufacturing or quality
control processes,

(B} discloses the details of any methods for
testing, detecting, or measuring the guality of
any deliberately added inert ingredient of a
pesticide, or

(C) discloses the identity or percentage
quantity of any deliberately added inert
i of a pesticide, unless the
Administrator has first determined that
disclosure is necessary to protect against an
unreasonable risk of injury to health or the
environment.

Section 10{d}{2) provides that
information conceming the production,
distribution, sale, or inventories of a
pesticide may be entitled to confidential
treatment..

Therefore, if the data in question
concern tests or experiments on a

data are disclosable to most members of
the public subject to sention 10{g).
Hewever, those portions of the data
described by paragraph (A}, {B}, or (C)
of section 10{d}(1), or describad by
section 10{d}{2). may be entitled to
protection from disclosure as
confidential business information.

Despite the provisions of section
10{d}, FIFRA section 10({g) limits EPA’s
right to disclose to some persons data
which are otherwise disclosable under
section 10{d). Section 10(g) {7 US.C.
136h(g)] states in pertinent part:

“The Administrator shall not
knowingly disclose information
submitted by an applicant or registrant
under this Act to any employee or agent
of any business or cther entity engaged
in the production, sale, or distribution of
pesticides in countries other than the
United States or in addition to the
United States or to any cther person
who intends to deliver such data to such
foreign or multinational business or
entity unless the applicant or registrant
has consented to such disclosure.”

B. Reviews of Data

EPA employees and EPA contractors
prepare reviews of the data described in
paragraph A for use by EPA in making
or cXplaining varicus decisions under
FIFRA. In some cases, the review
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concerns a particular study. In other
cases, data from a number of studies
{(which may have been submitted by
different businesses) are reviewed, and
conclusions are drawn from the
combined data.

EPA receives many requests for
disclesure of these reviews of data. EPA
also desires to clarify the extent to
which it may disclose such reviews for
its own purposes. In a memorandum to
the Office of General Counsel dated
May 28, 1985, OPP stated:

“We have an imperative need to freely
disclose our evaluations of registrant-
submitted data and present our
conclusions and the reasons for our
decisions. We wish to explain cur
decisions by sharing data reviews freely
with all interested parties.” _

OFP recommended that these reviews
of pesticide data be treated as
disclosable to any person, without
regard to section 10(g), if the reviews (1)
concern data that would be disclosable
under FIFRA section 19(d) (1), and (2}
have been carefully scrutinized by OPP
to ensure that they contain no data
entitled to confidential treatment under
FIFRA section 10{d}{1} (A), (B}, or (C).
OPP further suggested that it would be
proper to disclose such reviews without
case-by-case prior notification to the
submitter{s) of the item(s) of data which
are the subject of the reviews, if a one-
time notice were provided. Finaily, OPP
requested that the Office of General
Counsel consider issuing a class
determination concerning these matters.
Findings

Under 40 CFR 2.207 I have authority to
issue class determinations concerning
entitlement of business information to
confidential treatment. In the case of
pesticide data reviews, I find that:

(1) EPA possesses (and will continue
to generate) a large number of reviews,
prepared by EPA employees or by EPA
contractors, of data submitted under
FIFRA by registrants applicants for
registration, applicants for experimental
use permits, and applicants for
emergency exemptions.

{2) To the extent that the reviews
concern submissions (or portions
thereof) which are themselves
disclosable under FIFRA section 10(d),
then disclosure of the reviews is
mandatory. Reviews are disclosable
without regard to FIFRA section 10(g).
provided that the reviews do not set
forth essentially complete reports of the
data or information submitted to the
Agency. Reviews of data concerning
submissions which are themselves
disclosable under FIFRA section 10({d)

therefore may properly be treated as a
class.

(3) A class determination will serve
!he useful purpese of establishing the

rocedures and resirictions that will
apply to the disclosure of pesticide data
reviews, thereby allowing OPP to better
conduct its future activities.

The Office of General Counsel has not
been asked to decide, and these findings
do not address, whether the underlying
data on which the reviews are based
may be the subject of a class
determination. The conclusions reached
in this determination with respect to
disclosure of pesticide data reviews
therefore do not control the
disclosability of the underlying data.
Determinations

I have determined that pesticide data
reviews will be treated as follows:

1. The information covered by this
class determination consists of each
review, whether now existing or
prepared at a future data:

(A) which was prepared by EPA
personnel or prepared under an EPA-
funded contract; and

(B) v-hich, to the extent it contains or
refers to any.unpublished “business
information” (as defined in 40 CFR
2.201(c})), contains or refers only to data
or information concerning the
objectives, methodology. results, or
significance of any test or experiment
performed on or with a registered or
previously registered pesticide product
or any of its separate ingredients,
impurities, or degradation products, or
concerning the effects of any such
substance on any organism or the
behavior of any substance in the
environment; and

(C) which does not contain (or from
which has been deleted) any
information the disclosure of which
would disclose:

(1) manufacturing or quality control
processes; or

(2) the details of any methods for
testing, detecting, or measuring the
quantity of any deliberately added inert
ingredient of a pesticide product; or

(3) the identity or percentage quantity
of any deliberately added inert
ingredient of a pesticide product; or

(4) unpublished information
concerning the production, distribution,
sale, or inventories of a pesticide (such
information might appear in reviews
which discuss the amount of a pesticide
sold or used in a given time, and thus
might concern the “significance” of data
from a test or experiment); and

(D) which does not contain or consist
of any complete unpublished report
submitted to EPA by an “affected

BEST COPY AVAILABLE

business" (see definition at 40 CFR
2.201(d)); and

(E) which does not contain or conms’c
of excerpts or restatements of any such
report which reveal the full methodology
and complete results of the study, test,
or experiment, and ali explanatory
information necessary to understand the
methodology or interpret the results.

II. The information covered by this
determination is not entitled to
confidential treatment, because it
consists entirely of information required
by statute (FIFRA section 10{d)) to be
disclosed.

III. The information covered by this
determination is not subject to FIFRA
section 10(g), and thus may be disclosed
to any person. Section 10{g) is intended
to prevent a person from obiaining,
under FIFRA, data generated at another
person’s expense and then using the
data to obtain the approval of another
country’s government to manufacture,
sell, or use pesticides in that country,
See, e.g., Congressional Record, October
31, 1977, page H 11864 {daily ed.)
{(remarks of Congressman Fithian):
‘[Under new section 10{g]], foreign
competitors or multinational

. corporations could not legally obtain

research data, paid for by others, and
utilize it for registration abroad—where
compensation would not have to be
paid.’ Disclosure of EPA reviews of data
(provided that they are truly reviews,
end net essenhal!y complete reports})
will not be useful in obtaining approvals
by governments of other countries. To
the extent that such a country requires
data to evaluate the request, it is
unlikely to be satisfied with a review of
data conducted by EPA; to the extent
that such a country is willing to accept
an EPA review in lieu of data, it is just
as likely to accept other readily
available information indicating EPA’s
position, such as evidence that EPA has
registered the product. It should also be
noted that EPA has for years published
many quite comprehensive reviews of
information submitted under FIFRA in
various formats (e.g., registration
standard science chapters, proposed
and final regulations setting tolerances
for pesticide residues on food, special
review netices) without objection from
data submitters that such publication
violatus FIFRA section 10{g).

IV. If OPP concludes that a review
clearly is coverec by this determination,
QPP need not follow the procedures set
forth in 40 CFR 2.204{c}, {d){1), and {e)
which provide affected businesses an
opportunity to assert and attempt to
substantiate a business confidentiality
claim prior to EPA’s final confidentiality
determination). In most cases, OPP will
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be able to determine readily whether a
review is described by paragraphs L (A)
and (B) above. With regard to
paragraphs L {C), (D). and (E) above, in
most cases it also should be apparent
from the face of the review whether its
disslssure would reveal information
described by FIFRA section 10(d)(1} (A),
{B), or (C} or 19(d}(2), and if so, what
pre-disclosure deletions would be
necessary. However, in any case where
OPP has doubt on either score, the
procedure set forth in 40 CFR 2.204(d)(1)
and (e) must be followed. .

V. The pre-disclosure notice
requirements in FIFRA section 10{c) and
40 CFR 2.204(d)(2), 2.205 (f), and 2.307 (d)
and (e) may be satisfied, insofar as
information covered by this
determination is concerned, by:

{A) Furnishing to each current
registrant of a pesticide product, each
current applicant for registration, and
each other data submitter whose
identity is now known to EPA a copy of
this determination and a notice of the
Agency's intent to disclose and and all
information covered by this
determination, in the form required
§§ 2.205(f) and 2.307, by certified mai
return receipt requested, or by personal
delivery; _

(B) Publishing a copy of this
determination and a copy of a notice of
intent to disclose the information
covered by this determination in the
Federal . and

{C) Continuing the current practice of
requiring each person (other than a
government agency) who applies for an
experimental use permit or a registration
to first obtain a company number, and
furnishing to each person who applies
for assignment of a company number:

(1) A copy of this determination; and

(2) A notice stating that disclosure of
any review which EPA may prepare of
any data submitted by the person under
FIFRA will be governed by this
determination, and that EPA will furnish
no further notice prior to disclosure of
such information.

‘The Class Determination was signed
by Lee A. DeHihns, I, Associate
General Counsel, Grants, Contracts, and
General Law Division.

Final Determination and Notice That
Information Will Be Disclosed

In view of Class Determination 85-3,
the information covered by that class
determination clearly is not entitled to
confidential treatment, within the
meaning of 40 CFR 2.204(d)(2).
Accordingly, I am hereby notifying all
affected businesses that:

(1) For the reasons stated in Cless
Determination 85-3, EPA will disclose to
any member of the public any and all

reviews covered by the class
determination without further notice to
affected businesses.

{2) Disclosure of reviews covered by
Class Determination 85-3 and
concerning data or information
submitted by an affected business may
commence on January 13, 1986, unless
before that date the EPA Office of
General Counsel has been notified by
that affected business of the business's
commencement of any action in &
Federal court to obtain judicial review
of the determination or to obtaina |
declaratory judgment under section
10(c) of FIFRA and to obtain preliminary
injunctive relief against disclosure (see
40 CFR 2.205(f) and 2.307(e)).

(3) If such litigation is timely
commenced by the affected business,
EPA may nonetheless make the
information available to the public {in
the absence of an order by the court to
the contrary), once the court has denied
a motion for a preliminary injunction in
the action or has otherwise upheld the
EPA determination, or whenever it
appears to the EPA Office of General
Counsel, after reasonable notice to the
business, that the business is not taking
appropriate messures to obtain a speedy
resolution of the action (see 40 CFR
2.205(f) and 2.307(e)). .

Thir notice constitutes final agency
action concerning any and all business
confidentiality claims that may have
been or could have been made, or that
may be made in the future, with regard
to any information covered by Class
Determination 85-3. This final agency
action may be subject to judical review
under Chapter 7 of Title 5, United States
Code, under FIFRA section 10{c), or
other law.

Dated November 18, 1985.
Steven Schatzow,
Director, Office of Pesticide Programs
[FR Doc. 85-38157 Filed 11-26-85; 8:45 am]

BILLING CODE 6580-50-M
Cilean Alr Sclentific
Committee, Sclence Advisory Board,

on Particulate 3
Open Mesting

Under Pub. L. 92-463, notice is hereby
given that a meeting of the Clean Air
Scientific £ dvisory Committee's
(CASAC) Subcommittee on Particulate
Matter will be held December 16-17,
1985 starting at 9:30 a.m. in the Main
Auditorium, Environmental Research
Center, Environmental Protection
Agency Route 54 and Alexander Drive,
Research Triangle Park, North Carolina.

Thet of the meeting is to allow
the Committee to review and provide its
advice to the Agency on: 1) The March

20, 1984 (49 FR 10408} proposed
revisions to the National Ambient Air
Quality Standards (NAAQS) for
Particulate Matter; and 2) pertinent new

studies conducied since the panel last

reviwed this issue in 1881. For further

information concerning the proposed
revisions to the NAAQS, please contact
Mr. John Haines, U.S. EPA, Office of Air
Quality Planning and Standards (MD-
12), Research Triangle Park, North
Carolina 27711 (919) 541-5531 or (FTS)
629-5531. For further information
concerning new studies, please contact
Ms. Diane Ray, U.S. EPA, Environmental

_Criteria and Assessment Office (MD-

52), Research Triangle Park, North
Carolina 27711 (919) 541-3637 or (FTS)
629-3637.

The meeting is open to the public. Any
member of the public wishing to attend
or obtain information should contact Mr.
Robert Flaak, Executive Secretary,
Clean Air Scientific Advisory
Committee (CASAC), Science Advisory
Board (A-101F), U.S. EPA, Washington,
DC 20460 {202} 382-2552, prior to the
meeting. Persons wishing to make
statements at the meeting must contact
Mr. Flaak no later than close of business
on December 10, 1985.

Dated: November 21, 1985.

Kathleen Conway,

Acting Director, Science Advisary Board.
[FR Doc. 85-28314 Filed 11-26-85; 8:45 amj
BILLING CODE €560-50-8

[Docket No. OPP-180684 FRL-2950-8]

Montana and Wyoming; issuance of
Specific Exemptions for Use of
Strychnine To Control Rabid Skunks

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Notice.

summaRY: EPA has granted specific
exemptions to the Montana Department
of Livestock and the Wyoming
Department of Agriculture (hereafter
referred to individually by state name or
collectively as “Applicants”) for use of
stychnine in eggs to control rabid
skunks. These specific exemptions are
issued uant to section 18 of the
Federal Insecticide, Fungicide, and
Rodenticide Act, as amended (FIFRA).
As a part of its decision to approve
these exemptions, EPA has determined

" that the Applicant’s requests

to use strychnine in a way that had
previously been cancelied and therefore
that the requests were subject to EPA’s
Subpart D rules, 40 CFR 164.130—
164.133. As required by these rules, the
Agency first determined that substantial



