
216 

45 CFR Subtitle A (10–1–09 Edition) § 73a.735–401 

Subpart D—Outside Employment 
§ 73a.735–401 General provisions. 

(a) Employees of the Food and Drug 
Administration shall obtain advance 
approval for all outside employment, 
whether paid or unpaid. Employment, 
as used in this section, does not in-
clude: 

(1) Memberships in charitable, reli-
gious, social, fraternal, recreational, 
public service, civic, or similar non-
business organizations. 

(2) Memberships in professional orga-
nizations. (Officeholding, however, re-
quires advance approval.) 

(3) Performance of duties in the 
Armed Forces Reserve or National 
Guard. 

(b) Control activity employees (de-
fined in § 73a.735–502) will not generally 
be granted approval to: 

(1) Manage or direct an organization 
whose activities are subject to FDA 
regulation, or 

(2) Be employed in an organization 
whose business activities are subject to 
FDA regulation unless: 

(i) The regulated activities of the or-
ganization are an insignificant part of 
its total operations, i.e., the regulated 
products of the organization constitute 
no more than 10 percent of its annual 
gross sales, and 

(ii) The outside employment is in 
nonregulated activities of the organi-
zation. 

(c) All other employees will generally 
be granted approval to engage in out-
side employment which is compatible 
with the full performance of their FDA 
duties and responsibilities and which 
will not give rise to a real or apparent 
conflict of interest. Permissible em-
ployment includes but is not limited 
to: 

(1) Employment where the sale of 
FDA-regulated products is incidential 
to the purpose of the establishment, 
e.g., hotels, theaters, bowling alleys, 
and sports arenas. 

(2) Sales and clerical occupations re-
lating to regulated products, e.g., su-
permarkets, drugstores, department 
stores, liquor stores. 

(3) Trade, industrial, and service oc-
cupations relating to regulated prod-
ucts, e.g., gasoline service station at-
tendant, line production or assembly 

work, cook, waiter, waitress, hospital 
attendant, snack bar vendor, ware-
houseman. 

(d) All employees will generally be 
granted approval to engage in paid or 
unpaid outside employment which con-
tributes to their technical or profes-
sional development, e.g., 

(1) Medical, dental, and veterinary 
practices. 

(2) Pharmacy practice after meeting 
the following conditions which will 
serve to protect against possible con-
flicts or apparent conflicts of interest 
and to avoid other problems resulting 
in embarrassment to the employee or 
FDA: 

(i) The primary purpose of the part- 
time employment is to contribute to 
the overall professional development of 
the employee and generally enhance 
his capability to better perform his 
current FDA duties. 

(ii) The part-time duties will be con-
fined generally to dispensing Rx drugs 
and related professional pharmacy du-
ties. 

(iii) The employee will avoid unre-
lated nonprofessional duties such as su-
pervision or management of store oper-
ations, contractual or purchasing re-
sponsibilities (except normal ‘‘out-of- 
stock’’ requisitioning) and repacking 
and relabeling of bulk items. 

(iv) The employee will demonstrate a 
high degree of discretion and judgment 
in his contacts with customers and rep-
resentatives of regulated industry and 
competitor firms so as to avoid giving 
the impression that: 

(a) His part-time actions, rec-
ommendations, opinions, or remarks 
are official points of view; 

(b) He is using his FDA position for 
private gain by oral misrepresentations 
and false claims of the company’s prod-
ucts; 

(c) He is making a Government deci-
sion outside official channels, e.g., to 
customers, prescribing physicians, buy-
ers, distributors; 

(d) He or other FDA representatives 
will give preferential treatment to any 
regulated organization or representa-
tives of such organizations, or that 
FDA employees have not exercised 
complete independence or impartiality 
in carrying out their regulatory and 
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consumer protection responsibilities; 
or 

(e) His part-time work is creating an 
adverse effect on the image of FDA or 
discrediting the integrity of official 
FDA regulatory decisions. 

Subpart E—Financial Interests 
§ 73a.735–501 General provisions. 

(a) No restrictions are placed on own-
ership of diversified mutual funds. 

(b) An FDA employee, other than a 
control activity employee (defined in 
§ 73a.735–502), may have financial inter-
ests: 

(1) In an organization whose FDA- 
regulated activities are an insignifi-
cant part of its total operations, i.e., 
no more than 10 percent of the organi-
zation’s annual gross sales are in prod-
ucts regulated by FDA; or 

(2) In an organization whose FDA- 
regulated business activities are a sig-
nificant part of its total business oper-
ations: Provided, That: 

(i) The holding is less than $5,000 
(value or cost at time of initial report-
ing), 

(ii) The holding represents less than 1 
percent of the total outstanding stock 
shares of that organization, and 

(iii) No more than 50 percent of the 
employee’s total investment value is 
concentrated in organizations whose 
FDA-regulated business activities are a 
significant part of their business oper-
ations. 

(c) Notwithstanding the provisions of 
this part permitting employees to hold 
financial interests in organizations 
subject to FDA regulation, an em-
ployee holding such an interest shall 
not participate in an official matter 
whose outcome would have a direct and 
predictable effect on his financial in-
terest. However, this prohibition is not 
applicable to: 

(1) Diversified mutual funds, which 
are exempted from 18 U.S.C. 208 by 
§ 73.735–501(a) of this chapter. 

(2) Financial interests for which the 
Commissioner has in advance granted a 
written exception on the ground that 
the public interest would be served if a 
particular employee is allowed to par-
ticipate in an official matter whose 
outcome may have a direct and pre-
dictable effect on the employee’s finan-

cial interest. Such exemptions will be 
granted only in exceptional cir-
cumstances. Any determination to au-
thorize such exceptions shall be made 
in accordance with 18 U.S.C. 208(b)(1) 
and documented for public inspection 
in accordance with § 73a.735–504. 

§ 73a.735–502 Employees in regulatory 
activities. 

(a) An employee in regulatory activi-
ties (‘‘control activity’’ employee) may 
hold financial interests in an FDA-reg-
ulated organization only if either of 
the following conditions are met: 

(1) The regulated activities of the or-
ganization are an ‘‘insignificant’’ part 
of its total business operations, or 

(2) Written approval for an individual 
exception is granted by the Commis-
sioner in accordance with § 73a.735–504; 
however, such approval will not be con-
sidered unless all of the following con-
ditions are met: 

(i) Retention of the financial interest 
does not give rise to an actual conflict 
of interest; 

(ii) Acquisition of the financial inter-
est occurred by marriage or inherit-
ance, or the interest was held prior to 
an FDA reorganization, change in regu-
lations, or similar circumstances be-
yond the control of the employee that 
resulted in the interest becoming pro-
hibited; 

(iii) No direct relationship exists be-
tween the employee’s official duties 
and the regulated activities of the or-
ganization in which the financial inter-
est is held; 

(iv) The employee occupies a position 
below that of Bureau/Deputy Bureau 
Director (or Assistant/Deputy General 
Counsel, Food and Drug Division, Of-
fice of the General Counsel); and 

(v) The employee agrees to refrain 
from engaging, either directly or indi-
rectly, in transactions that are de-
signed to increase the value of his ‘‘ex-
cepted’’ financial interest. 

(b) To administer provisions within 
this part, the following interpretations 
apply: 

(1) A ‘‘control activity’’ employee 
(‘‘control activity’’ positions are iden-
tified in Appendix C to Part 73 of this 
chapter), means one who: 

VerDate Nov<24>2008 10:50 Nov 03, 2009 Jkt 217187 PO 00000 Frm 00227 Fmt 8010 Sfmt 8010 Y:\SGML\217187.XXX 217187er
ow

e 
on

 D
S

K
5C

LS
3C

1P
R

O
D

 w
ith

 C
F

R


		Superintendent of Documents
	2014-09-18T11:43:37-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




