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necessary to cooperative regulatory
activities or to improve Federal-State
uniformity or to facilitate international
harmonization of regulatory
requirements. Information exchanged
under §§ 20.88(e) or 20.89(d) will not be
available to the public.

IV. Environmental Impact

The agency has determined under 21
CFR 25.24(a)(8) that this action is of a
type that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

V. Analysis of Impacts

FDA has examined the impacts of the
final rule under Executive Order 12866
and the Regulatory Flexibility Act (Pub.
L. 96–354). Executive Order 12866
directs agencies to assess all costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). The agency
believes that this final rule is consistent
with the regulatory philosophy and
principles identified in the Executive
Order. In addition, the final rule is not
a significant regulatory action as defined
by the Executive Order and so is not
subject to review under the Executive
Order.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because the final rule promotes
harmonized regulatory requirements,
nationally and internationally, thereby
reducing disparate regulatory
requirements, the agency certifies that
the final rule will not have a significant
economic impact on a substantial
number of small entities. Therefore,
under the Regulatory Flexibility Act, no
further analysis is required.

List of Subjects in 21 CFR Part 20

Confidential business information,
Courts, Freedom of information,
Government employees.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 20 is
amended as follows:

PART 20—PUBLIC INFORMATION

1. The authority citation for 21 CFR
part 20 is revised to read as follows:

Authority: Secs. 201–903 of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
321–393); secs. 301, 302, 303, 307, 310, 311,
351, 352, 354–360F, 361, 362, 1701–1706,
2101 of the Public Health Service Act (42
U.S.C. 241, 242, 242a, 242l, 242n, 243, 262,
263, 263b–263n, 264, 265, 300u–300u–5,
300aa–1); 5 U.S.C. 552; 18 U.S.C. 1905; 19
U.S.C. 2531–2582; 21 U.S.C. 1401–1403.

2. Section 20.88 is amended by
adding new paragraphs (d) and (e) to
read as follows:

§ 20.88 Communications with State and
local government officials.

* * * * *
(d)(1) The Commissioner of Food and

Drugs, or any other officer or employee
of the Food and Drug Administration
whom the Commissioner may designate
to act on his or her behalf for the
purpose, may authorize the disclosure
of confidential commercial information
submitted to the Food and Drug
Administration, or incorporated into
agency-prepared records, to State
government officials as part of
cooperative law enforcement or
regulatory efforts, provided that:

(i) The State government agency has
provided both a written statement
establishing its authority to protect
confidential commercial information
from public disclosure and a written
commitment not to disclose any such
information provided without the
written permission of the sponsor or
written confirmation by the Food and
Drug Administration that the
information no longer has confidential
status; and

(ii) The Commissioner of Food and
Drugs or the Commissioner’s designee
makes one or more of the following
determinations:

(A) The sponsor of the product
application has provided written
authorization for the disclosure;

(B) Disclosure would be in the interest
of public health by reason of the State
government’s possessing information
concerning the safety, effectiveness, or
quality of a product or information
concerning an investigation, or by
reason of the State government being
able to exercise its regulatory authority
more expeditiously than the Food and
Drug Administration; or

(C) The disclosure is to a State
government scientist visiting the Food
and Drug Administration on the
agency’s premises as part of a joint
review or long-term cooperative training
effort authorized under section 708 of
the Federal Food, Drug, and Cosmetic
Act (the act), the review is in the interest
of public health, the Food and Drug
Administration retains physical control
over the information, the Food and Drug

Administration requires the visiting
State government scientist to sign a
written commitment to protect the
confidentiality of the information, and
the visiting State government scientist
provides a written assurance that he or
she has no financial interest in the
regulated industry of the type that
would preclude participation in the
review of the matter if the individual
were subject to the conflict of interest
rules applicable to the Food and Drug
Administration advisory committee
members under § 14.80(b)(1) of this
chapter. Subject to all the foregoing
conditions, a visiting State government
scientist may have access to trade secret
information, entitled to protection
under section 301(j) of the act, in those
cases where such disclosures would be
a necessary part of the joint review or
training.

(2) Except as provided under
paragraph (d)(1)(ii)(C) of this section,
this provision does not authorize the
disclosure to State government officials
of trade secret information concerning
manufacturing methods and processes
prohibited from disclosure by section
301(j) of the act, unless pursuant to an
express written authorization provided
by the submitter of the information.

(3) Any disclosure under this section
of information submitted to the Food
and Drug Administration or
incorporated into agency-prepared
records does not invoke the rule
established in § 20.21 that such records
shall be made available to all members
of the public.

(e)(1) The Deputy Commissioner for
Policy, or any other officer or employee
of the Food and Drug Administration
whom the Deputy Commissioner for
Policy may designate to act on his or her
behalf for the purpose, may authorize
the disclosure to, or receipt from, an
official of a State government agency of
nonpublic, predecisional documents
concerning the Food and Drug
Administration’s or the other
government agency’s regulations or
other regulatory requirements, or other
nonpublic information relevant to either
agency’s activities, as part of efforts to
improve Federal-State uniformity,
cooperative regulatory activities, or
implementation of Federal-State
agreements, provided that:

(i) The State government agency has
provided both a written statement
establishing its authority to protect such
nonpublic documents from public
disclosure and a written commitment
not to disclose any such documents
provided without the written
confirmation by the Food and Drug
Administration that the documents no
longer have nonpublic status; and


