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Subpart E—Procedures for Re-
quests for Amendment of
Records

§ 21.50 Procedures for submitting re-
quests for amendment of records.

(a) An individual who received access
to a record about himself under sub-
part D of this part may request that
the record be amended if he believes
that the record or an item of informa-
tion is not accurate, relevant to a Food
and Drug Administration purpose,
timely, or complete.

(b) Amendments under this subpart
shall not violate existing statute, regu-
lation, or administrative procedure.

(1) This subpart does not permit al-
teration of evidence presented in the
course of judicial proceedings or Food
and Drug Administration adjudicatory
or rule making proceedings or collat-
eral attack upon that which has al-
ready been the subject of any such pro-
ceedings.

(2) If the accuracy, relevancy, timeli-
ness, or completeness of the records
may be contested in any other pending
or imminent agency proceeding, the
Food and Drug Administration may
refer the individual to the other pro-
ceeding as the appropriate means to
obtain relief. If the accuracy, rel-
evance, timeliness, or completeness of
a record is, or has been, an issue in an-
other agency proceeding, the request
under this section shall be disposed of
in accordance with the decision in the
other proceeding, absent unusual cir-
cumstances.

(c) Requests to amend records shall
be submitted, in writing, to the FDA
Privacy Act Coordinator in accordance
with § 21.40(b). Such requests shall in-
clude information sufficient to enable
the Food and Drug Administration to
locate the record, a brief description of
the items of information requested to
be amended, and the reasons why the
record should be amended together
with any appropriate documentation or
arguments in support of the requested
amendment. An edited copy of the
record showing the described amend-
ment may be included. Verification of
identity should be provided in accord-
ance with § 21.44.

(d) Written acknowledgement of the
receipt of a request to amend a record

shall be provided within 10 working
days to the individual who requested
the amendment. Such acknowledge-
ment may request any additional infor-
mation needed to verify identity or
make a determination. No acknowl-
edgement need be made if the request
can be reviewed, processed, and the in-
dividual notified of the agency’s agree-
ment with the request or refusal within
the 10-day period.

[42 FR 15626, Mar. 22, 1977, as amended at 46
FR 8459, Jan. 27, 1981]

§ 21.51 Responses to requests for
amendment of records.

(a) The Food and Drug Administra-
tion shall take one of the following ac-
tions on a request for amendment of
records as promptly as possible:

(1) Amend any portion of the record
which the agency has determined,
based upon a preponderance of the evi-
dence, is not accurate, relevant to a
Food and Drug Administration pur-
pose, timely, or complete, and, in ac-
cordance with paragraph (d)(3) of this
section, inform the individual and pre-
vious recipients of the record that has
been amended of the amendment.

(2) Inform the individual of its re-
fusal to amend any portion of the
record in the manner requested, the
reason for the refusal, and the oppor-
tunity for administrative appeal to the
Commissioner of Food and Drugs. Ex-
cept as provided in § 21.32, such refusal
may only be issued by the Associate
Commissioner for Public Affairs or his
or her designate.

(3) Where another agency was the
source of and has control of the record,
refer the request to that agency.

(b) The agency may, for good cause,
extend the period for taking action an
additional 30 working days if notice is
provided to the individual explaining
the circumstances of the delay.

(c) The officials charged with review-
ing a record to determine how to re-
spond to a request to amend it, shall
assess its accuracy, relevance to a
Food and Drug Administration pur-
pose, timeliness, or completeness. The
determination shall be made in the
light of the purpose for which the
records or system is used, the agency’s
need for the record, and the possible
adverse consequences to the individual
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from the record if not amended. When-
ever the Food and Drug Administration
receives a request for deletion of a
record, or portions of a record, it shall
consider anew whether the contested
information in the record is relevant
and necessary to a Food and Drug Ad-
ministration purpose.

(d) If the Food and Drug Administra-
tion agrees with an individual’s re-
quest, it shall take the following ac-
tions:

(1) So inform the individual in writ-
ing.

(2) In accordance with statute, regu-
lation, or procedure, amend the record
to make it accurate, relevant to a Food
and Drug Administration purpose,
timely, or complete, making note of
the date and fact of the amendment.

(3) If an accounting was made under
§ 21.71(d) of a disclosure of the record
under § 21.71(a), provide a copy of the
record as amended, to all previous re-
cipients of the record.

[42 FR 15626, Mar. 22, 1977, as amended at 46
FR 8459, Jan. 27, 1981]

§ 21.52 Administrative appeals of re-
fusals to amend records.

(a) If an individual disagrees with a
refusal under § 21.51(a)(2) to amend a
record, he or she may appeal that re-
fusal to the Commissioner of Food and
Drugs, Rm. 14–71, 5600 Fishers Lane,
Rockville, MD 20857.

(b) If, upon appeal, the Commissioner
upholds the refusal to amend the
record as requested, he shall inform the
individual:

(1) Of his decision and the reasons for
it.

(2) Of the individual’s right to file
with the Food and Drug Administra-
tion a concise statement of the individ-
ual’s reasons for disagreeing with the
agency’s decision not to amend the
record as requested.

(3) That the statement of disagree-
ment will be made available to all per-
sons listed in an accounting as having
previously received the record and any
person to whom the record is subse-
quently disclosed together with, in the
discretion of the Food and Drug Ad-
ministration, a brief statement sum-
marizing its reasons for refusing to
amend the record. Any individual who
includes false information in the state-

ment of disagreement filed with the
Food and Drug Administration may be
subject to penalties under 18 U.S.C.
1001, the False Reports to the Govern-
ment Act.

(4) That the individual has a right to
seek judicial review of the refusal to
amend the record.

(c) If the Commissioner on adminis-
trative appeal or a court on judicial re-
view determines that the record should
be amended in accordance with the in-
dividual’s request, the Food and Drug
Administration shall proceed in ac-
cordance with § 21.51(d).

(d) A final determination on the indi-
vidual’s administrative appeal of the
initial refusal to amend the record
shall be concluded within 30 working
days of the request for such review
under paragraph (a) of this section, un-
less the Commissioner extends such pe-
riod for good cause and informs the in-
dividual in writing of the reasons for
the delay and of the approximate date
on which a decision of the appeal can
be expected.

[42 FR 15626, Mar. 22, 1977, as amended at 50
FR 52278, Dec. 23, 1985]

§ 21.53 Notation and disclosure of dis-
puted records.

When an individual has filed a state-
ment of disagreement under
§ 21.52(b)(2), the Food and Drug Admin-
istration shall:

(a) Mark any portion of the record
that is disputed to assure that the
record will clearly show that portion is
disputed whenever the record is dis-
closed.

(b) In any subsequent disclosure
under § 21.70 or § 21.71(a), provide a copy
of the statement of disagreement and,
if the Food and Drug Administration
deems it appropriate, a concise state-
ment of the agency’s reasons for not
making the amendment(s) requested.
While the individual shall have access
to any such statement, it shall not be
subject to a request for amendment
under § 21.50.

(c) If an accounting was made under
§ 21.71(d) and (e) of a disclosure of the
record under § 21.71(a), provide to all
previous recipients of the record a copy
of the statement of disagreement and
the agency statement, if any.
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§ 21.54 Amended or disputed records
received from other agencies.

Whenever the Food and Drug Admin-
istration is notified that a record that
it received from another agency was
amended or is the subject of a state-
ment of disagreement, the Food and
Drug Administration shall:

(a) Discard the record, or clearly note
the amendment or the fact of disagree-
ment in its copy of the record, and

(b) Refer persons who subsequently
request the record to the agency that
provided it.

(c) If an accounting was made under
§ 21.71 (d) and (e) of the disclosure of
the record under § 21.71(a), inform all
previous recipients of the record about
the amendment or provide to them the
statement of disagreement and the
agency statement, if any.

Subpart F—Exemptions

§ 21.60 Policy.
It is the policy of the Food and Drug

Administration that record systems
should be exempted from the Privacy
Act only to the extent essential to the
performance of law enforcement func-
tions under the laws that are adminis-
tered and enforced by the Food and
Drug Administration or that govern
the agency.

§ 21.61 Exempt systems.
(a) Investigatory records compiled

for law enforcement purposes, includ-
ing criminal law enforcement purposes,
in the Food and Drug Administration
Privacy Act Record Systems listed in
paragraph (b) of this section are ex-
empt from the following provisions of
the Privacy Act (5 U.S.C. 552a) and of
this part:

(1) Such records are exempt from 5
U.S.C. 552a(c)(3) and § 21.71(e)(4), requir-
ing that an individual be provided with
the accounting of disclosures of records
about himself from a Privacy Act
Record System.

(2) Except where access is required
under 5 U.S.C. 552a(k)(2) and
§ 21.65(a)(2), (such records are exempt
from 5 U.S.C. 552a(d)(1) through (4) and
(f)) and §§ 21.40 through 21.54, requiring
procedures for an individual to be given
notification of and access to records

about himself in a Privacy Act Record
System and to be allowed to challenge
the accuracy, relevance, timeliness,
and completeness of such records.

(3) Such records are exempt from 5
U.S.C. 552a(e)(4)(G) and (H) and
§ 21.20(b)(1) requiring inclusion in the
notice for the system of information
about agency procedures for notifica-
tion, access, and contest.

(4) Such records are exempt from 5
U.S.C. 552a(e)(3) requiring that individ-
uals asked to supply information be
provided a form outlining the author-
ity for the request, the purposes for
which the information will be used, the
routine uses in the notice for the Pri-
vacy Act Record System, and the con-
sequences to the individual of not pro-
viding the information, but only with
respect to records compiled by the
Food and Drug Administration in a
criminal law enforcement investiga-
tion where the conduct of the inves-
tigation would be prejudiced by such
procedures.

(b) Records in the following Food and
Drug Administration Privacy Act
Record Systems that concern individ-
uals who are subject to Food and Drug
Administration enforcement action
and consist of investigatory records
compiled for law enforcement purposes,
including criminal law enforcement
purposes, are exempt under 5 U.S.C.
552a(j)(2) and (k)(2) from the provisions
enumerated in paragraph (a) of this
section:

(1) Bio-research Monitoring Informa-
tion System—HHS/FDA/09–10–0010.

(2) Regulated Industry Employee En-
forcement Records—HHS/FDA/ACMO/
09–10–002.

(3) Employee Conduct Investigative
Records—HHS/FDA/ACMO/09–10–0013.

(c) The system described in para-
graph (b)(3) of this section includes in-
vestigatory records compiled solely for
the purpose of determining suitability,
eligibility, or qualification for Federal
civilian employment, military service,
Federal contracts, and access to classi-
fied information. These records are ex-
empt from disclosure under 5 U.S.C.
552a(k)(5) to the extent that the disclo-
sure would reveal the identity of a
source who furnished information to
the Government under a promise of
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