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section, the Food and Drug Adminis-
tration will determine whether disclo-
sure also furthers the requester’s com-
mercial interest and, if so, whether 
this effect outweighs the advancement 
of that public interest. In applying this 
second test, the Food and Drug Admin-
istration will consider the following 
factors: 

(1) Whether disclosure would further 
a commercial interest of the requester, 
or of someone on whose behalf the re-
quester is acting. Commercial interests 
include interests relating to business, 
trade, and profit. Both profit and non-
profit-making corporations have com-
mercial interests, as well as individ-
uals, unions, and other associations. 
The interest of a representative of the 
news media in using the information 
for news dissemination purposes will 
not be considered a commercial inter-
est. 

(2) If disclosure would further a com-
mercial interest of the requester, 
whether that effect outweighs the ad-
vancement of the public interest as de-
fined in paragraph (b) of this section. 

(d) Deciding between waiver and reduc-
tion. If the disclosure of the informa-
tion requested passes both tests de-
scribed in paragraphs (b) and (c) of this 
section, the Food and Drug Adminis-
tration will normally waive fees. How-
ever, in some cases the Food and Drug 
Administration may decide only to re-
duce the fees. For example, the Food 
and Drug Administration may do this 
when disclosure of some but not all of 
the requested records passes the tests. 

(e) Procedure for requesting a waiver or 
reduction. A requester must request a 
waiver or reduction of fees at the same 
time as the request for records. The re-
quester should explain why a waiver or 
reduction is proper under the factors 
set forth in paragraphs (a) through (d) 
of this section. Only the Associate 
Commissioner for Public Affairs may 
make the decision whether to waive or 
reduce the fees. If the Food and Drug 
Administration does not completely 
grant the request for a waiver or reduc-
tion, the denial letter will designate a 
review official. The requester may ap-
peal the denial to that official. The ap-
peal letter should address reasons for 

the Associate Commissioner’s decision 
that are set forth in the denial letter. 

[59 FR 534, Jan. 5, 1994. Redesignated and 
amended at 68 FR 25286, 25287, May 12, 2003] 

§ 20.47 Situations in which confiden-
tiality is uncertain. 

In situations where the confiden-
tiality of data or information is uncer-
tain and there is a request for public 
disclosure, the Food and Drug Adminis-
tration will consult with the person 
who has submitted or divulged the data 
or information or who would be af-
fected by disclosure before determining 
whether or not such data or informa-
tion is available for public disclosure. 

[42 FR 15616, Mar. 22, 1977. Redesignated at 68 
FR 25286, May 12, 2003] 

§ 20.48 Judicial review of proposed 
disclosure. 

Where the Food and Drug Adminis-
tration consults with a person who will 
be affected by a proposed disclosure of 
data or information contained in Food 
and Drug Administration records pur-
suant to § 20.47, and rejects the person’s 
request that part or all of the records 
not be made available for public disclo-
sure, the decision constitutes final 
agency action that is subject to judi-
cial review pursuant to 5 U.S.C. chap-
ter 7. The person affected will be per-
mitted 5 days after receipt of notifica-
tion of such decision within which to 
institute suit in a United States Dis-
trict Court to enjoin release of the 
records involved. If suit is brought, the 
Food and Drug Administration will not 
disclose the records involved until the 
matter and all related appeals have 
been concluded. 

[42 FR 15616, Mar. 22, 1977. Redesignated and 
amended at 68 FR 25286, 25287, May 12, 2003] 

§ 20.49 Denial of a request for records. 
(a) A denial of a request for records, 

in whole or in part, shall be signed by 
the Assistant Commissioner for Public 
Affairs (or delegatee). 

(b) The name and title or position of 
each person who participated in the de-
nial of a request for records shall be set 
forth in the letter denying the request. 
This requirement may be met by at-
taching a list of such individuals to the 
letter. 

VerDate mar<24>2004 11:19 Jul 07, 2004 Jkt 203064 PO 00000 Frm 00227 Fmt 8010 Sfmt 8010 Y:\SGML\203064T.XXX 203064T



228 

21 CFR Ch. I (4–1–04 Edition) § 20.50 

(c) A letter denying a request for 
records, in whole or in part, shall state 
the reasons for the denial and shall 
state that an appeal may be made to 
the Deputy Assistant Secretary for 
Public Affairs (Media), Department of 
Health and Human Services. The agen-
cy will also make a reasonable effort to 
include in the letter an estimate of the 
volume of the records denied, unless 
providing such an estimate would harm 
an interest protected by an exemption 
under the Freedom of Information Act. 
This estimate will ordinarily be pro-
vided in terms of the approximate 
number of pages or some other reason-
able measure. This estimate will not be 
provided if the volume of records de-
nied is otherwise indicated through de-
letions on records disclosed in part. 

(d) Minor deletions of nondisclosable 
data and information from disclosable 
records shall not be deemed to be a de-
nial of a request for records. 

[42 FR 15616, Mar. 22, 1977, as amended at 46 
FR 8457, Jan. 27, 1981; 55 FR 1405, Jan. 16, 
1990. Redesignated and amended at 68 FR 
25286, 25287, May 12, 2003] 

§ 20.50 Nonspecific and overly burden-
some requests. 

The Food and Drug Administration 
will make every reasonable effort to 
comply fully with all requests for dis-
closure of nonexempt records. Nonspe-
cific requests or requests for a large 
number of documents that require the 
deployment of a substantial amount of 
agency man-hours to search for and 
compile will be processed taking into 
account the staff-hours required, the 
tasks from which these resources must 
be diverted, the impact that this diver-
sion will have upon the agency’s con-
sumer protection activities, and the 
public policy reasons justifying the re-
quests. A decision on the processing of 
such a request for information shall be 
made after balancing the public benefit 
to be gained by the disclosure against 
the public loss that will result from di-
verting agency personnel from their 
other responsibilities. In any situation 
in which it is determined that a re-
quest for voluminous records would un-
duly burden and interfere with the op-
erations of the Food and Drug Admin-
istration, the person making the re-
quest will be asked to be more specific 

and to narrow the request, and to agree 
on an orderly procedure for the produc-
tion of the requested records, in order 
to satisfy the request without dis-
proportionate adverse effects on agen-
cy operations. 

[42 FR 15616, Mar. 22, 1977. Redesignated at 68 
FR 25286, May 12, 2003] 

§ 20.51 Referral to primary source of 
records. 

Upon receipt of a request for a record 
or document which is contained in 
Food and Drug Administration files 
but which is available elsewhere at a 
lower cost, the person requesting the 
record or document shall be referred to 
the primary source of the record or 
document. 

[42 FR 15616, Mar. 22, 1977. Redesignated at 68 
FR 25286, May 12, 2003] 

§ 20.52 Availability of records at Na-
tional Technical Information Serv-
ice. 

The Food and Drug Administration is 
furnishing a number of records to the 
National Technical Information Serv-
ice (NTIS), 5285 Port Royal Rd., Spring-
field, VA 22162, which reproduces and 
distributes such information to the 
public at cost. A single copy of each 
such record shall be available for pub-
lic review at the Food and Drug Ad-
ministration. All persons requesting 
copies of such records shall be an-
swered by referring the person request-
ing the records to NTIS. 

[42 FR 15616, Mar. 22, 1977, as amended at 54 
FR 9038, Mar. 3, 1989. Redesignated at 68 FR 
25286, May 12, 2003] 

§ 20.53 Use of private contractor for 
copying. 

The Food and Drug Administration 
may furnish requested records to a pri-
vate contractor for copying after dele-
tion of all nondisclosable data and in-
formation. Under these circumstances, 
the Food and Drug Administration will 
charge the person requesting the 
records for all of the fees involved pur-
suant to § 20.45. 

[42 FR 15616, Mar. 22, 1977. Redesignated and 
amended at 68 FR 25286, 25287, May 12, 2003] 
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