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environmental concentration in soil
PECi calculation and the resulting
PECil, as described in question 17.
Therefore, it is important to consider
them in the Phase I EIA. At a meeting
held June 14 through 16, 2000, the VICH
Steering Committee endorsed the final
VICH GL6 guidance that incorporates
these changes.

VICH GL6 offers guidance on how to
assess the environmental impact of
VMP’s other than veterinary biological
products.

In the United States, the
environmental impact of VMP’s is
determined under the requirements
established by the National
Environmental Policy Act (NEPA) (42
U.S.C. 4321 et seq.) and its
implementing regulations (40 CFR part
1500 and 21 CFR part 25) and under the
Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 360b(d)). Under NEPA, an
environmental assessment (EA) is
conducted to determine whether a VMP
may have a significant environmental
impact. A particular VMP may be
categorically excluded from the
requirement of an EA, or it may require
an EA, an environmental impact
statement (EIS), or both.

This final guidance document is
intended to be consistent with the laws
of the European Union, Japan, and the
United States. In an effort to harmonize
the different recommendations in each
of these areas for assessing the
environmental impact of VMP’s, this
final guidance document adopts the
terminology ‘Phase I EIA’s” and “‘Phase
II EIA’s.” Using the terminology of the
final guidance document, a Phase I EIA
is equivalent under NEPA to either a
categorical exclusion or an EA that
addresses only environmental exposures
(40 CFR 1508.4 and 1508.9). A Phase II
EIA is equivalent to an EA with more
extensive data than would be necessary
under the U.S. equivalent of a Phase I
EIA. A Phase II EIA may lead to a
finding of no significant impact or
preparation of an EIS under NEPA.

This final Level 1 guidance is being
issued consistent with FDA’s good
guidance practices regulation (21 CFR
10.115; 65 FR 56468, September 19,
2000). This final guidance document
represents a portion of FDA’s current
thinking on the conduct of ecological
risk assessment for veterinary medicinal
products proposed for marketing in the
European Union, Japan, and the United
States. It does not create or confer any
rights for or on any person, and does not
operate to bind FDA or the public. An
alternate method may be used as long as
it satisfies the requirements of
applicable statutes and regulations.

Information collected is covered
under OMB control number 0910-0332.

III. Comments

As with all of FDA’s guidances, the
public is encouraged to submit written
comments with new data or other new
information pertinent to this final
guidance. FDA will periodically review
the comments in the docket and, where
appropriate, will amend the guidance.
The agency will notify the public of any
such amendments through a notice in
the Federal Register.

Interested persons may, at any time,
submit written comments to the Dockets
Management Branch (address above)
regarding this guidance document. Two
copies of any comments are to be
submitted, except individuals may
submit one copy. Comments should be
identified with the docket number
found in the brackets in the heading of
this document. A copy of the document
and received comments are available for
public examination in the Dockets
Management Branch between 9 a.m. and
4 p.m., Monday through Friday.

Dated: March 5, 2001.
Ann M. Witt,
Acting Associate Commissioner for Policy.
[FR Doc. 01-6116 Filed 3—12-01; 8:45 am]
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SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of a final guidance entitled
“Acceptance of Foreign Clinical
Studies.” This final guidance is
intended to clarify the ethical principles
with which a sponsor must comply
before FDA would accept a foreign
clinical study not conducted under an
investigational new drug application
(IND) or investigational device
exemption (IDE) in support of a
marketing approval application.

DATES: Submit written comments on the
final guidance at any time.

ADDRESSES: Submit written requests for
single copies of the final guidance
entitled “Acceptance of Foreign Clinical
Studies” to the Drug Information Branch
(HFD-210), Center for Drug Evaluation

and Research, Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857. Send two self-
addressed adhesive labels to assist that
office in processing your requests.
Submit written comments on the
guidance to the Dockets Management
Branch (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1601, Rockville, MD 20852. Comments
should be identified with the docket
number found in brackets in the
heading of this document. See the
SUPPLEMENTARY INFORMATION section for
information on electronic access to the
final guidance.

FOR FURTHER INFORMATION CONTACT:
David A. Lepay, Office for Science
Coordination and Communication (HF—
34), Food and Drug Administration,
5600 Fishers Lane, Rockville, MD
20857, 301-827—-4000.

SUPPLEMENTARY INFORMATION:
I. Background

FDA regulations allow for the
acceptance of foreign clinical studies
not performed under an IND or IDE in
support of a marketing approval
application for a drug, biological
product, or device if certain conditions
are met. Under these regulations, the
study must conform to the ethical
principles contained in the Declaration
of Helsinki (the Declaration) or with the
laws and regulations of the country in
which the research was conducted,
whichever provides greater protection of
the human subjects. In October 2000,
the World Medical Association
approved a fifth revision of the
Declaration. FDA is making this
guidance available to clarify which
version of the Declaration was
incorporated into the drug regulations,
and which version of the Declaration
was incorporated into the device
regulations, and, therefore, which
version of the Declaration is applicable
to foreign studies conducted without an
IND or IDE. FDA will also review any
other guidance documents on this
subject, and modify them, if necessary,
to conform to the clarification expressed
in this guidance.

IL. Significance of Guidance

This guidance is being issued
consistent with FDA’s good guidance
practices regulation (21 CFR 10.115; 65
FR 56468, September 19, 2000). The
guidance represents the agency’s current
thinking on the ethical principles with
which a sponsor must comply before
FDA would accept a foreign clinical
study not conducted under an IND or
IDE in support of a marketing approval
application. It does not create or confer
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