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(3) A determination that public dis-
closure of any information would con-
stitute an unwarranted invasion of per-
sonal privacy in violation of § 20.63 of 
this chapter. 

[42 FR 15615, Mar. 22, 1977, as amended at 46 
FR 8456, Jan. 27, 1981; 50 FR 52278, Dec. 23, 
1985; 55 FR 1404, Jan. 16, 1990; 65 FR 56479, 
Sept. 19, 2000] 

Subpart B—Reporting of Violations 

§ 19.21 Duty to report violations. 
(a) The Office of Internal Affairs, Of-

fice of the Commissioner, is responsible 
for obtaining factual information for 
the Food and Drug Administration on 
any matter relating to allegations of 
misconduct, impropriety, conflict of 
interest, or other violations of Federal 
statutes by agency personnel. 

(b) Any Food and Drug Administra-
tion employee who has factual infor-
mation showing or who otherwise be-
lieves that any present or former Food 
and Drug Administration employee has 
violated or is violating any provision of 
this subpart or of 45 CFR parts 73 or 73a 
or of any statute listed in appendix A 
to 45 CFR part 73 should report such in-
formation directly to the Office of In-
ternal Affairs. Any such reports shall 
be in writing or shall with the assist-
ance of the Office of Internal Affairs, 
be reduced to writing, and shall be 
promptly investigated. 

(c) Any report pursuant to paragraph 
(b) of this section and any records re-
lating to an investigation of such re-
ports shall be maintained in strict con-
fidence in the files of the Office of In-
ternal Affairs, shall be exempt from 
public disclosure, and may be reviewed 
only by authorized Food and Drug Ad-
ministration employees who are re-
quired to do so in the performance of 
their duties. 

[42 FR 15615, Mar. 22, 1977, as amended at 46 
FR 8456, Jan. 27, 1981; 50 FR 52278, Dec. 23, 
1985; 60 FR 47478, Sept. 13, 1995] 

Subpart C—Disqualification 
Conditions 

§ 19.45 Temporary disqualification of 
former employees. 

Within 1 year after termination of 
employment with the Food and Drug 

Administration, no former Food and 
Drug Administration employee, includ-
ing a special government employee, 
shall appear personally before the Food 
and Drug Administration or other fed-
eral agency or court as agent or attor-
ney for any person other than the 
United States in connection with any 
proceeding or matter in which the 
United States is a party or has a direct 
and substantial interest and which was 
under his official responsibility at any 
time within one year preceding termi-
nation of such responsibility. The term 
official responsibility means the direct 
administrative or operating authority, 
whether intermediate or final, and ei-
ther exercisable alone or with others, 
and either personally or through subor-
dinates, to approve, disapprove, or oth-
erwise direct government action. 

§ 19.55 Permanent disqualification of 
former employees. 

No former Food and Drug Adminis-
tration employee, including a special 
government employee, shall knowingly 
act as agent or attorney for anyone 
other than United States in connection 
with any judicial or other proceeding, 
application, request for a ruling or 
other determination, contract, claim, 
controversy, charge, accusation, or 
other particular matter involving a 
specific party or parties in which the 
United States is a party or has a direct 
and substantial interest and in which 
he participated personally and substan-
tially through decision, approval, dis-
approval, recommendation, rendering 
of advice, investigation, or otherwise 
as a Food and Drug Administration 
employee. 

PART 20—PUBLIC INFORMATION 

Subpart A—Official Testimony and 
Information 

Sec. 
20.1 Testimony by Food and Drug Adminis-

tration employees. 
20.2 Production of records by Food and Drug 

Administration employees. 
20.3 Certification and authentication of 

Food and Drug Administration records. 

Subpart B—General Policy 

20.20 Policy on disclosure of Food and Drug 
Administration records. 
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