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§ 21.31 Records stored by the National 
Archives and Records Administra-
tion. 

(a) Food and Drug Administration 
records that are stored, processed, and 
serviced by the National Archives and 
Records Administration in accordance 
with 44 U.S.C. 3103 shall be considered 
to be maintained by the Food and Drug 
Administration. The National Archives 
and Records Administration shall not 
disclose the record except to author-
ized Food and Drug Administration 
employees. 

(b) Each Food and Drug Administra-
tion record pertaining to an identifi-
able individual that was transferred to 
the National Archives of the United 
States as a record determined by the 
National Archives to have sufficient 
historical or other value to warrant its 
continued preservation shall be consid-
ered to be maintained by the National 
Archives and shall not be subject to 
the provisions of this part. 

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

§ 21.32 Personnel records. 
(a) Present and former Food and 

Drug Administration employees desir-
ing access to personnel records about 
themselves should consult system no-
tices applicable to the agency’s per-
sonnel records that are published by 
the Office of Personnel Management 
and the Department as well as any no-
tice issued by the Food and Drug Ad-
ministration. 

(b)(1) The procedures of the Office of 
Personnel Management at 5 CFR parts 
293, 294, and 297 rather than the proce-
dures in § 21.33 and subparts D through 
F of this part, govern systems of per-
sonnel records about Food and Drug 
Administration employees that are 
subject to notice published by the Of-
fice of Personnel Management, i.e., 
systems that: 

(i) The Office of Personnel Manage-
ment maintains. 

(ii) Are maintained by the Division of 
Human Resources Management, Food 
and Drug Administration. 

(iii) Are maintained by Department 
Regional Offices, concerning field em-
ployees. 

(2) The Office of Personnel Manage-
ment’s procedures may, if necessary, be 

supplemented in the Food and Drug 
Administration Staff Manual Guide. 
Current Food and Drug Administration 
employees should mail or deliver writ-
ten requests under the Privacy Act for 
access to personnel records described in 
this paragraph to the Office of Per-
sonnel Management in accordance with 
5 CFR 297.106, the Director, Division of 
Human Resources Management (HFA– 
400), Food and Drug Administration, 
5600 Fishers Lane, Rockville, MD 20857, 
or the personnel officer in the servicing 
HHS Regional Personnel Office. An em-
ployee may consult with or direct his 
or her request to the FDA Privacy Act 
Coordinator (HFI–30). Requests for ac-
cess to personnel records of former em-
ployees that are located in Federal 
Records Centers should be directed to 
the Office of Personnel Management. 
Requests under the Privacy Act for 
amendment of personnel records should 
be directed to these same officials who 
are responsibile for access to personnel 
records under this paragraph. 

(3) With respect to records subject to 
paragraph (b)(1) of this section: 

(i) Refusal to grant access to a 
record, or refusal to amend a record 
upon request of an employee, shall only 
be made by the Associate Commis-
sioner for Management and Operations 
or his or her designate; and 

(ii) Appeals of refusals under para-
graph (b)(3)(i) of this section may be 
made to the Office of Personnel Man-
agement in accordance with 5 CFR 
297.108(g)(3) and 297.113(b). 

(c) Any other Privacy Act Record 
Systems that contain personnel 
records, or records that otherwise con-
cern agency employees, that are main-
tained by offices of the Food and Drug 
Administration rather than the Divi-
sion of Human Resources Management 
but which are not subject to the De-
partment’s notice for personnel records 
in operating offices are subject to this 
part, except that refusals under this 
part to grant access to or amend 
records about present or former em-
ployees shall be made by the Associate 
Commissioner for Management and Op-
erations rather than the Associate 
Commissioner for Public Affairs. 

(d) The following procedures shall 
govern requests under the Privacy Act 
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for personnel records that are main-
tained by the operating offices of the 
Food and Drug Administration in 
which employees work: 

(1) An employee shall upon request be 
told whether records about him are 
maintained. An employee shall be 
given access to records about himself 
that are subject to this paragraph in 
response to an oral or written request 
and through informal procedures, rath-
er than the procedures specified in 
§§ 21.40 through 21.43. 

(2) Employee identity may be 
verified, if necessary, by an FDA ID 
card rather than in accordance with 
§ 21.44. 

(3) Generally no fee shall be charged 
for records requested under this para-
graph. However, in cases where the 
records requested are voluminous, a fee 
may be charged in accordance with 
§ 21.45. 

(4) Records that are subject to this 
paragraph shall be available for access 
to an individual, except to the extent 
that access is refused by the Associate 
Commissioner for Management and Op-
erations or his or her designate on the 
grounds that the record is subject to an 
exemption under § 21.61 or 5 CFR 
297.111. 

(5) Requests under the Privacy Act 
for amendment of records subject to 
this paragraph should be directed to 
the Director, Division of Human Re-
sources Management (HFA–400). Such 
requests shall be reviewed in accord-
ance with subpart E of this part. Re-
fusal to amend a record subject to this 
paragraph (d)(5) shall only be made by 
the Associate Commissioner for Man-
agement and Operations or his or her 
designate. 

(6) Appeals of refusals under para-
graph (d) (4) or (5) of this section may 
be made to the Commissioner of Food 
and Drugs, except where the Associate 
Commissioner for Management and Op-
erations or his or her designate indi-
cates with his or her refusal that the 
appeal should be made to the Office of 
Personnel Management. 

(7) Disclosures of records subject to 
this paragraph are subject to subpart G 
of this part. 

[42 FR 15626, Mar. 22, 1977, as amended at 46 
FR 8457, Jan. 27, 1981; 50 FR 52278, Dec. 23, 
1985] 

§ 21.33 Medical records. 

(a) In general, an individual is enti-
tled to have access to any medical 
records about himself in Privacy Act 
Record Systems maintained by the 
Food and Drug Administration. 

(b) The Food and Drug Administra-
tion may apply the following special 
procedures in disclosing medical 
records to an individual: 

(1) The agency may review the 
records to determine whether disclo-
sure of the record to the individual who 
is the subject of the records might have 
an adverse effect on him. If it is deter-
mined that disclosure is not likely to 
have an adverse effect on the indi-
vidual, the record shall be disclosed to 
him. If it is determined that disclosure 
is very likely to have an adverse effect 
on the individual, he may be requested 
to designate, in writing, a representa-
tive to whom the record shall be dis-
closed. Such representative may be a 
physician, other health professional, or 
other responsible person who would be 
willing to review the record and discuss 
it with the individual. 

(2) The availability of the record may 
be subject to any procedures for disclo-
sure to an individual of medical 
records about himself under part 20 of 
this chapter, in addition to or in lieu of 
the procedures in paragraph (b)(1), that 
are not inconsistent with § 21.41(f). 

Subpart D—Procedures for Notifi-
cation of and Access to 
Records in Privacy Act Record 
Systems 

§ 21.40 Procedures for submitting re-
quests for notification and access. 

(a) An individual may request that 
the Food and Drug Administration no-
tify him whether a Privacy Act Record 
System contains records about him 
that are retrieved by reference to his 
name or other personal identifier. An 
individual may at the same time, or 
after receiving notification that such a 
record about him exists, requests that 
he be given access to the record. 

(b) An individual desiring notifica-
tion or access to records shall mail or 
deliver a request for records in any 
Food and Drug Administration Privacy 
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