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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 incor-
porated 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 Senior Associate Commis-
sioner for Policy, Planning, and Legis-
lation, or the Deputy Commissioner for 
International and Constituent Rela-
tions, or any other officer or employee 
of the Food and Drug Administration 
whom the Senior Associate Commis-
sioner for Policy, Planning, and Legis-
lation or the Deputy Commissioner for 
International and Constituent Rela-
tions may designate to act on their be-
half for the purpose, may authorize the 
disclosure to, or receipt from, an offi-
cial of a State government agency of 
nonpublic, predecisional documents 
concerning the Food and Drug Admin-
istration’s or the other government 
agency’s regulations or other regu-
latory requirements, or other non-
public information relevant to either 
agency’s activities, as part of efforts to 
improve Federal-State uniformity, co-
operative regulatory activities, or im-
plementation of Federal-State agree-
ments, provided that: 

(i) The State government agency has 
the authority to protect such non-
public documents from public disclo-
sure and will not disclose any such doc-
uments provided without the written 
confirmation by the Food and Drug Ad-
ministration that the documents no 
longer have nonpublic status; and 

(ii) The Senior Associate Commis-
sioner for Policy, Planning, and Legis-
lation or the Deputy Commissioner for 
International and Constituent Rela-
tions or their designee makes the de-
termination that the exchange is rea-
sonably necessary to improve Federal- 
State uniformity, cooperative regu-
latory activities, or implementation of 
Federal-State agreements. 

(2) Any exchange under this section 
of nonpublic documents does not in-
voke the rule established at § 20.21 that 

such records shall be made available to 
all members of the public. 

(3) For purposes of this paragraph, 
the term official of a State government 
agency includes, but is not limited to, 
an agent contracted by the State gov-
ernment, and an employee of an orga-
nization of State officials having re-
sponsibility to facilitate harmoni-
zation of State standards and require-
ments in FDA’s areas of responsibility. 
For such officials, the statement and 
commitment required by paragraph 
(e)(1)(i) of this section shall be provided 
by both the organization and the indi-
vidual. 

[42 FR 15616, Mar. 22, 1977, as amended at 60 
FR 63381, Dec. 8, 1995; 65 FR 11887, Mar. 7, 
2000] 

§ 20.89 Communications with foreign 
government officials. 

Communications with foreign gov-
ernment officials shall have the same 
status as communications with any 
member of the public, except that: 

(a) Investigatory records compiled 
for law enforcement purposes by for-
eign government officials who perform 
counterpart functions to the Food and 
Drug Administration in a foreign coun-
try, and trade secrets and confidential 
commercial or financial information 
obtained by such officials, which are 
voluntarily disclosed to the Food and 
Drug Administration as part of cooper-
ative law enforcement and regulatory 
efforts, shall be exempt from public 
disclosure to the same extent to which 
the records would be so exempt pursu-
ant to §§ 20.61 and 20.64, as if they had 
been prepared by or submitted directly 
to Food and Drug Administration em-
ployees, except that investigatory 
records shall be exempt from disclosure 
for a longer period of time if the for-
eign government officials so require as 
a condition of their furnishing the in-
formation to the Food and Drug Ad-
ministration. 

(b) Disclosure of investigatory 
records compiled for law enforcement 
purposes by the Food and Drug Admin-
istration to foreign government offi-
cials who perform counterpart func-
tions to the Food and Drug Adminis-
tration in a foreign country as part of 
cooperative law enforcement efforts 
does not invoke the rule established in 
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§ 20.21 that such records shall be made 
available for disclosure to all members 
of the public. 

(c)(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 pur-
pose, may authorize the disclosure of 
confidential commercial information 
submitted to the Food and Drug Ad-
ministration, or incorporated into 
agency-prepared records, to foreign 
government officials who perform 
counterpart functions to the Food and 
Drug Administration as part of cooper-
ative law enforcement or regulatory ef-
forts, provided that: 

(i) The foreign 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 writ-
ten permission of the sponsor or writ-
ten 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 de-
terminations: 

(A) The sponsor of the product appli-
cation has provided written authoriza-
tion for the disclosure; 

(B) Disclosure would be in the inter-
est of public health by reason of the 
foreign government’s possessing infor-
mation concerning the safety, efficacy, 
or quality of a product or information 
concerning an investigation; or 

(C) The disclosure is to a foreign sci-
entist visiting the Food and Drug Ad-
ministration on the agency’s premises 
as part of a joint review or long-term 
cooperative training effort authorized 
under section 708 of 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 re-
quires the visiting foreign scientist to 
sign a written commitment to protect 
the confidentiality of the information, 
and the scientist provides a written as-
surance that he or she has no financial 
interest in the regulated industry of 
the type that would preclude participa-

tion 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 of the 
foregoing conditions, visiting foreign 
scientists may have access to trade se-
cret information, entitled to protec-
tion under section 301(j) of the Federal 
Food, Drug, and Cosmetic Act (the 
act), in those cases where such disclo-
sures would be a necessary part of the 
joint review or training. 

(2) Except as provided under para-
graph (c)(1)(ii)(C) of this section, this 
provision does not authorize the disclo-
sure to foreign government officials of 
other countries of trade secret infor-
mation 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 sub-
mitter of the information. 

(3) Any disclosure under this section 
of information submitted to the Food 
and Drug Administration or incor-
porated 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. 

(d)(1) The Senior Associate Commis-
sioner for Policy, Planning, and Legis-
lation, or the Deputy Commissioner for 
International and Constituent Rela-
tions, or any other officer or employee 
of the Food and Drug Administration 
whom the Senior Associate Commis-
sioner for Policy, Planning, and Legis-
lation or the Deputy Commissioner for 
International and Constituent Rela-
tions may designate to act on their be-
half for the purpose, may authorize the 
disclosure to, or receipt from, an offi-
cial of a foreign government agency of 
nonpublic, predecisional documents 
concerning the Food and Drug Admin-
istration’s or the other government 
agency’s regulations or other regu-
latory requirements, or other non-
public information relevant to either 
agency’s activities, as part of coopera-
tive efforts to facilitate global harmo-
nization of regulatory requirements, 
cooperative regulatory activities, or 
implementation of international agree-
ments, provided that: 
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(i) The foreign government agency 
has the authority to protect such non-
public documents from public disclo-
sure and will not disclose any such doc-
uments provided without the written 
confirmation by the Food and Drug Ad-
ministration that the documents no 
longer have nonpublic status; and 

(ii) The Senior Associate Commis-
sioner for Policy, Planning, and Legis-
lation or the Deputy Commissioner for 
International and Constituent Rela-
tions or their designee makes the de-
termination that the exchange is rea-
sonably necessary to facilitate global 
harmonization of regulatory require-
ments, cooperative regulatory activi-
ties, or implementation of inter-
national agreements. 

(2) Any exchange under this section 
of nonpublic documents does not in-
voke the rule established in § 20.21 that 
such records shall be made available to 
all members of the public. 

(e) For purposes of this section, the 
term ‘‘official of a foreign government 
agency’’ includes, but is not limited to, 
employees (whether temporary or per-
manent) of and agents contracted by 
the foreign government, or by an inter-
national organization established by 
law, treaty, or other governmental ac-
tion and having responsibility to facili-
tate global or regional harmonization 
of standards and requirements in 
FDA’s areas of responsibility or to pro-
mote and coordinate public health ef-
forts. For such officials, the statement 
and commitment required by para-
graph (c)(1)(i) of this section shall be 
provided on behalf of both the organi-
zation and the individual. 

[42 FR 15616, Mar. 22, 1977, as amended at 58 
FR 61603, Nov. 19, 1993; 60 FR 63382, Dec. 8, 
1995; 65 FR 11888, Mar. 7, 2000] 

§ 20.90 Disclosure to contractors. 
(a) Data and information otherwise 

exempt from public disclosure may be 
disclosed to contractors with the Food 
and Drug Administration and their em-
ployees for use only in their work for 
the Food and Drug Administration. 
Contractors and their employees are 
thereafter subject to the same legal re-
strictions and penalties with respect to 
the disclosure of such data and infor-
mation as Food and Drug Administra-
tion employees. 

(b) A written agreement between the 
Food and Drug Administration and any 
contractor shall be entered into before 
data and information otherwise exempt 
from public disclosure may be disclosed 
to the contractor. The contractor shall 
agree to establish and follow security 
precautions considered by the Food and 
Drug Administration to be necessary 
to ensure proper and confidential han-
dling of the data and information. The 
written agreement shall include, where 
appropriate, provisions establishing: 

(1) Restrictions on access to the data 
and information by the contractor, its 
employees, or other persons; 

(2) Physical storage requirements; 
(3) Requirements for the handling 

and accountability of the data and in-
formation by the contractor and its 
employees; 

(4) Limitations on reproduction, 
transmission, and disclosure of the 
data and information; 

(5) A requirement of advance ap-
proval by the Food and Drug Adminis-
tration of the use by the contractor of 
subcontractors, vendors, or suppliers; 

(6) Procedures to be followed when 
the contractor employs time-shared 
computer operations; 

(7) Methods of destroying source doc-
uments or related waste material; and 

(8) The period during which the con-
tractor may retain such data and infor-
mation. 

§ 20.91 Use of data or information for 
administrative or court enforce-
ment action. 

Nothing in this part or this chapter 
shall prevent the Food and Drug Ad-
ministration from using any data or in-
formation, whether obtained volun-
tarily or involuntarily and whether or 
not it is available for public disclosure, 
as the basis for taking any administra-
tive or court enforcement action with-
in its jurisdiction. Data and informa-
tion otherwise exempt from public dis-
closure are nevertheless available for 
public disclosure to the extent nec-
essary to effectuate such action, e.g., 
the brand name, code designation, and 
distribution information are released 
when a product is recalled. 
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