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records for all of the fees involved pur-
suant to § 20.42.

§ 20.52 Request for review without
copying.

(a) A person requesting disclosure of
records shall be permitted an oppor-
tunity to review them without the ne-
cessity for copying them where the
records involved contain only
disclosable data and information.
Under these circumstances, the Food
and Drug Administration will charge
only for the costs of searching for the
records.

(b) Where a request is made for re-
view of records without copying, and
the records involved contain both
disclosable and nondisclosable informa-
tion, the records containing
nondisclosable information shall first
be copied with the nondisclosable in-
formation blocked out and the Food
and Drug Administration will charge
for the costs of searching and copying.

§ 20.53 Indexing trade secrets and con-
fidential commercial or financial in-
formation.

Whenever the Food and Drug Admin-
istration denies a request for a record
or portion thereof on the grounds that
the record or portion thereof is exempt
from public disclosure as trade secret
or confidential commercial or financial
data and information under § 20.61, and
the person requesting the record subse-
quently contests the denial in the
courts, the Food and Drug Administra-
tion will so inform the person affected,
i.e., the person who submitted the
record, and will require that such per-
son intervene to defend the exempt sta-
tus of the record. If a court requires
the Food and Drug Administration to
itemize and index such records, the
Food and Drug Administration will so
inform the person affected and will re-
quire that such person undertake the
itemization and indexing of the
records. If the affected person fails to
intervene to defend the exempt status
of the records and to itemize and index
the disputed records, the Food and
Drug Administration will take this
failure into consideration in deciding
whether that person has waived such
exemption so as to require the Food
and Drug Administration to promptly

make the records available for public
disclosure.

[42 FR 15616, Mar. 22, 1977, as amended at 59
FR 535, Jan. 5, 1994]

Subpart D—Exemptions

§ 20.60 Applicability of exemptions.

(a) The exemptions established in
this subpart shall apply to all Food and
Drug Administration records, except as
provided in subpart E of this part. Ac-
cordingly, a record that is ordinarily
available for public disclosure in ac-
cordance with the provisions in subpart
F of this part or of another regulation
cross-referenced in § 20.100(c) is not
available for such disclosure to the ex-
tent that it falls within an exemption
contained in this subpart, except as
provided by the limitations on exemp-
tions specified in subpart E of this
part. For example, correspondence that
is ordinarily disclosable under § 20.103
is not disclosable to the extent that it
contains trade secrets exempt from dis-
closure under § 20.61 and is not subject
to discretionary release under § 20.82.

(b) Where application of one or more
exemptions results in a record being
disclosable in part and nondisclosable
in part, the rule established in § 20.22
shall apply.

§ 20.61 Trade secrets and commercial
or financial information which is
privileged or confidential.

(a) A trade secret may consist of any
commercially valuable plan, formula,
process, or device that is used for the
making, preparing, compounding, or
processing of trade commodities and
that can be said to be the end product
of either innovation or substantial ef-
fort. There must be a direct relation-
ship between the trade secret and the
productive process.

(b) Commercial or financial informa-
tion that is privileged or confidential
means valuable data or information
which is used in one’s business and is of
a type customarily held in strict con-
fidence or regarded as privileged and
not disclosed to any member of the
public by the person to whom it be-
longs.
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(c) Data and information submitted
or divulged to the Food and Drug Ad-
ministration which fall within the defi-
nitions of a trade secret or confidential
commercial or financial information
are not available for public disclosure.

(d) A person who submits records to
the Government may designate part or
all of the information in such records
as exempt from disclosure under ex-
emption 4 of the Freedom of Informa-
tion Act. The person may make this
designation either at the time the
records are submitted to the Govern-
ment or within a reasonable time
thereafter. The designation must be in
writing. Where a legend is required by
a request for proposals or request for
quotations, pursuant to 48 CFR 352.215–
12, then that legend is necessary for
this purpose. Any such designation will
expire 10 years after the records were
submitted to the Government.

(e) The procedures in this paragraph
apply to records on which the submit-
ter has designated information as pro-
vided in paragraph (d) of this section.
These procedures also apply to records
that were submitted to the Food and
Drug Administration when the agency
has substantial reason to believe that
information in the records could rea-
sonably be considered exempt under ex-
emption 4 of the Freedom of Informa-
tion Act. Certain exceptions to these
procedures are set forth in paragraph
(f) of this section.

(1) When the Food and Drug Adminis-
tration receives a request for such
records and determines that disclosure
may be required, the Food and Drug
Administration will make reasonable
efforts to notify the submitter about
these facts. The notice will include a
copy of the request, and it will inform
the submitter about the procedures and
time limits for submission and consid-
eration of objections to disclosure. If
the Food and Drug Administration
must notify a large number of submit-
ters, notification may be done by post-
ing or publishing a notice in a place
where the submitters are reasonably
likely to become aware of it.

(2) The submitter has 5 working days
from receipt of the notice to object to
disclosure of any part of the records
and to state all bases for its objections.

(3) The Food and Drug Administra-
tion will give consideration to all bases
that have been stated in a timely man-
ner by the submitter. If the Food and
Drug Administration decides to dis-
close the records, the Food and Drug
Administration will notify the submit-
ter in writing. This notice will briefly
explain why the agency did not sustain
the submitter’s objections. The Food
and Drug Administration will include
with the notice a copy of the records
about which the submitter objected, as
the agency proposes to disclose them.
The notice will state that the Food and
Drug Administration intends to dis-
close the records 5 working days after
the submitter receives the notice un-
less a U.S. District Court orders the
agency not to release them.

(4) If a requester files suit under the
Freedom of Information Act to obtain
records covered by this paragraph, the
Food and Drug Administration will
promptly notify the submitter.

(5) Whenever the Food and Drug Ad-
ministration sends a notice to a sub-
mitter under paragraph (e)(1) of this
section, the Food and Drug Adminis-
tration will notify the requester that
the Food and Drug Administration is
giving the submitter a notice and an
opportunity to object. Whenever the
Food and Drug Administration sends a
notice to a submitter under paragraph
(e)(3) of this section, the Food and
Drug Administration will notify the re-
quester of this fact.

(f) The notice requirements in para-
graph (e) of this section do not apply in
the following situations:

(1) The Food and Drug Administra-
tion decided not to disclose the
records;

(2) The information has previously
been published or made generally
available;

(3) Disclosure is required by a regula-
tion issued after notice and oppor-
tunity for public comment, that speci-
fies narrow categories of records that
are to be disclosed under the Freedom
of Information Act, but in this case a
submitter may still designate records
as described in paragraph (d) of this
section, and in exceptional cases, the
Food and Drug Administration may, at
its discretion, follow the notice proce-
dures in paragraph (e) of this section;
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(4) The information requested has not
been designated by the submitter as ex-
empt from disclosure when the submit-
ter had an opportunity to do so at the
time of submission of the information
or within a reasonable time thereafter,
unless the Food and Drug Administra-
tion has substantial reason to believe
that disclosure of the information
would result in competitive harm; or

(5) The designation appears to be ob-
viously frivolous, but in this case the
Food and Drug Administration will
still give the submitter the written no-
tice required by paragraph (e)(3) of this
section (although this notice need not
explain our decision or include a copy
of the records), and the Food and Drug
Administration will notify the re-
quester as described in paragraph (e)(5)
of this section.

[42 FR 15616, Mar. 22, 1977, as amended at 59
FR 535, Jan. 5, 1994]

§ 20.62 Inter- or intra-agency memo-
randa or letters.

All communications within the Exec-
utive Branch of the Federal govern-
ment which are in written form or
which are subsequently reduced to
writing may be withheld from public
disclosure except that factual informa-
tion which is reasonably segregable in
accordance with the rule established in
§ 20.22 is available for public disclosure.

§ 20.63 Personnel, medical, and similar
files, disclosure of which con-
stitutes a clearly unwarranted inva-
sion of personal privacy.

(a) The names or other information
which would identify patients or re-
search subjects in any medical or simi-
lar report, test, study, or other re-
search project shall be deleted before
the record is made available for public
disclosure.

(b) The names and other information
which would identify patients or re-
search subjects should be deleted from
any record before it is submitted to the
Food and Drug Administration. If the
Food and Drug Administration subse-
quently needs the names of such indi-
viduals, a separate request will be
made.

(c) Requests for deletion of business
or product names prior to disclosure of
any record to the public shall not be

granted on the ground of privacy, but
such deletion may be justified under
another exemption established in this
subpart, e.g., the exemption for trade
secrets and confidential commercial or
financial information under § 20.61.

(d) Names of individuals conducting
investigations, studies, or tests on
products or ingredients shall not be de-
leted prior to disclosure of any record
to the public unless extraordinary cir-
cumstances are shown.

(e) A request for all records relating
to a specific individual will be denied
as a clearly unwarranted invasion of
personal privacy unless accompanied
by the written consent of the individ-
ual named.

(f) The names and any information
that would identify the voluntary re-
porter or any other person associated
with an adverse event involving a
human drug, biologic, or medical de-
vice product shall not be disclosed by
the Food and Drug Administration or
by a manufacturer in possession of
such reports in response to a request,
demand, or order. Information that
would identify the voluntary reporter
or persons identified in the report in-
cludes, but is not limited to, the name,
address, institution, or any other infor-
mation that would lead to the identi-
ties of the reporter or persons identi-
fied in a report. This provision does not
affect disclosure of the identities of re-
porters required by a Federal statute
or regulation to make adverse event re-
ports. Disclosure of the identities of
such reporters is governed by the appli-
cable Federal statutes and regulations.

(1) Exceptions. (i) Identities may be
disclosed if both the voluntary reporter
and the person identified in an adverse
event report or that person’s legal rep-
resentative consent in writing to dis-
closure, but neither FDA nor any man-
ufacturer in possession of such reports
shall be required to seek consent for
disclosure from the voluntary reporter
or the person identified in the adverse
event report or that person’s legal rep-
resentative; or

(ii) Identities of the voluntary re-
porter and the person who experienced
the reported adverse event may be dis-
closed pursuant to a court order in the
course of medical malpractice litiga-
tion involving both parties; or (iii) The
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report, excluding the identities of any
other individuals, shall be disclosed to
the person who is the subject of the re-
port upon request.

(2) Preemption. No State or local gov-
erning entity shall establish or con-
tinue in effect any law, rule, regula-
tion, or other requirement that per-
mits or requires disclosure of the iden-
tities of the voluntary reporter or
other person identified in an adverse
event report except as provided in this
section.

[42 FR 15616, Mar. 22, 1977, as amended at 60
FR 16968, Apr. 3, 1995]

§ 20.64 Records or information com-
piled for law enforcement purposes.

(a) Records or information compiled
for law enforcement purposes may be
withheld from public disclosure pursu-
ant to the provisions of this section to
the extent that disclosure of such
records or information:

(1) Could reasonably be expected to
interfere with enforcement proceed-
ings;

(2) Would deprive a person to a right
to a fair trial or an impartial adjudica-
tion;

(3) Could reasonably be expected to
constitute an unwarranted invasion of
personal privacy;

(4) Could reasonably be expected to
disclose the identity of a confidential
source, including a State, local, or for-
eign agency or authority or any pri-
vate institution which furnished infor-
mation on a confidential basis; and in-
formation furnished by a confidential
source in the case of a record compiled
by the Food and Drug Administration
or any other criminal law enforcement
authority in the course of a criminal
investigation or by an agency conduct-
ing a lawful national security intel-
ligence investigation;

(5) Would disclose techniques and
procedures for law enforcement inves-
tigations or prosecutions or would dis-
close guidelines for law enforcement
investigations or prosecutions, if such
disclosure could reasonably be ex-
pected to risk circumvention of the
law; or

(6) Could reasonably be expected to
endanger the life or physical safety of
any individual.

(b) Records include all records relat-
ing to regulatory enforcement action,
including both administrative and
court action, which have not been dis-
closed to any member of the public, in-
cluding any person who is the subject
of the investigation.

(c) Any record which is disclosed to
any person, including any person who
is the subject of a Food and Drug Ad-
ministration investigation, and any
data or information received from any
person who is the subject of a Food and
Drug Administration investigation re-
lating to such investigation, is avail-
able for public disclosure at that time
in accordance with the rule established
in § 20.21, except that:

(1) Disclosure of such records shall be
subject to the other exemptions estab-
lished in this subpart and to the limi-
tations on exemptions established in
subpart E of this part.

(2) The record of a section 305 hearing
shall be available for public disclosure
only in accordance with the provisions
of § 7.87 of this chapter.

(d) Records for law enforcement pur-
poses shall be subject to the following
rules:

(1) No such record is available for
public disclosure prior to the consider-
ation of regulatory enforcement action
based upon that record’s being closed,
except as provided in § 20.82. The Com-
missioner will exercise his discretion
to disclose records relating to possible
criminal prosecution pursuant to § 20.82
prior to consideration of criminal pros-
ecution being closed only very rarely
and only under circumstances that
demonstrate a compelling public inter-
est.

(2) After the consideration of regu-
latory enforcement action is closed,
such records shall be made available
for public disclosure except to the ex-
tent that other exemptions from dis-
closure in this subpart are applicable.
No statements of witnesses obtained
through promises of confidentiality are
available for public disclosure.

(3) The consideration of regulatory
enforcement action based upon a par-
ticular record shall be deemed to be
closed within the meaning of this sec-
tion:

(i) If it relates to administrative ac-
tion, when a final decision has been
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made not to take such action or such
action has been taken and the matter
has been concluded.

(ii) If it relates to court action, when
a final decision has been made not to
recommend such action to a United
States attorney based upon that
record, or a recommendation has been
finally refused by a United States at-
torney, or court action has been insti-
tuted and the matter and all related
appeals have been concluded, or the
statute of limitations runs.

(iii) If it relates to both administra-
tive and court action, when the events
described in both paragraph (d)(3) (i)
and (ii) of this section have occurred.

(4) Prior to disclosure of any record
specifically reflecting consideration of
possible criminal prosecution of any
individual, all names and other infor-
mation that would identify an individ-
ual who was considered for criminal
prosecution but who was not pros-
ecuted shall be deleted unless the Com-
missioner concludes that there is a
compelling public interest in the dis-
closure of such names.

(e) Names and other information that
would identify a Food and Drug Admin-
istration employee shall be deleted
from records prior to public disclosure
only pursuant to § 20.32.

[42 FR 15616, Mar. 22, 1977, as amended at 59
FR 536, Jan. 5, 1994]

Subpart E—Limitations on
Exemptions

§ 20.80 Applicability of limitations on
exemptions.

(a) The limitations on exemptions es-
tablished in this subpart shall apply to
all Food and Drug Administration
records, except as specifically provided
herein. Accordingly, a record that is
ordinarily exempt from public disclo-
sure in accordance with the provisions
in subpart D of this part is available
for such disclosure to the extent that it
falls within a limitation on the exemp-
tion contained in this subpart. For ex-
ample, an investigatory record that is
ordinarily exempt from disclosure
under § 20.64 is disclosable to Congress
in accordance with the provisions of
§ 20.87.

(b) Disclosure of a record to any
member of the public pursuant to the

provisions in § 20.81, data and informa-
tion previously disclosed to the public,
in § 20.82, discretionary disclosure by
the Commissioner, and in § 20.83, disclo-
sure pursuant to a court order, shall in-
volve the rule established in § 20.21 that
the record shall be made available for
disclosure to all members of the public
who request it. Disclosure of a record
only to the limited categories of per-
sons and under the conditions specified
in § 20.84, special government employ-
ees, in § 20.85, other Federal govern-
ment departments and agencies, in
§ 20.86, in camera disclosure in adminis-
trative or court proceedings, in
§ 20.87(b), Congress, in § 20.88, State and
local government officials, in § 20.89,
foreign government officials, and in
§ 20.90, contractors, which does not re-
sult in disclosure of the record to any
member of the public in an authorized
manner, shall not invoke the rule es-
tablished in § 20.21.

(c) Disclosure to government employ-
ees and special government employees
of records exempt from public disclo-
sure shall subject those persons to the
same restrictions with respect to the
disclosure of such records as any Food
and Drug Administration employee.

(d) In the case of a record in a Pri-
vacy Act Record System, as defined in
§ 21.3(c) of this chapter:

(1) The availability to an individual,
as defined in § 21.3(a), of a record about
himself that is retrieved by the indi-
vidual’s name or other personal identi-
fier and is contained in a Privacy Act
Record System shall be subject to the
special requirements of part 21 of this
chapter (the privacy regulations) and
shall not be subject to the exemptions
in subpart D of this part except that
where the system is exempt and the re-
quested record is not available under
§ 21.61 of this chapter, the provisions of
this part shall apply.

(2) The availability of a record about
an individual to persons other than the
individual who is the subject of the
record shall be subject to the special
requirements of part 21, subpart G, of
this chapter (restrictions on disclosure
in the privacy regulations), and shall
not be subject to the limitations on ex-
emptions in this subpart except as pro-
vided in part 21, subpart G, of this
chapter.
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