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individuals who participate as subjects 
in the research project specified in the 
Certificate while the Certificate is in 
effect. The authorization applies to all 
persons who, in the performance of 
their duties in connection with the re-
search project, have access to informa-
tion which would identify the subjects 
of the research. Persons so authorized 
may not, at any time, be compelled in 
any Federal, State, or local civil, 
criminal, administrative, legislative, 
or other proceedings to identify the re-
search subjects encompassed by the 
Certificate, except in those cir-
cumstances specified in paragraph (b) 
of this section. 

(b) A Confidentiality Certificate 
granted under this part does not au-
thorize any person to refuse to reveal 
the name or other identifying charac-
teristics of any research subject in the 
following circumstances: 

(1) The subject (or, if he or she is le-
gally incompetent, his or her guardian) 
consents, in writing, to the disclosure 
of such information, 

(2) Authorized personnel of DHHS re-
quest such information for audit or 
program evaluation of a research 
project funded by DHHS or for inves-
tigation of DHHS grantees or contrac-
tors and their employees or agents car-
rying out such a project. (See 45 CFR 
5.71 for confidentiality standards im-
posed on such DHHS personnel), or 

(3) Release of such information is re-
quired by the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 301) or the reg-
ulations promulgated thereunder (title 
21, Code of Federal Regulations). 

(c) Neither a Confidentiality Certifi-
cate nor the regulations of this part 
govern the voluntary disclosure of 
identifying characteristics of research 
subjects.

§ 2a.8 Termination. 
(a) A Confidentiality Certificate is in 

effect from the date of its issuance 
until the effective date of its termi-
nation. The effective date of termi-
nation shall be the earlier of: 

(1) The expiration date set forth in 
the Confidentiality Certificate; or 

(2) Ten days from the date of mailing 
a Notice of Cancellation to the appli-
cant, pursuant to a determination by 
the Secretary that the research project 

has been completed or discontinued or 
that retention of the Confidentiality 
Certificate is otherwise no longer nec-
essary or desirable. 

(b) A Notice of Cancellation shall in-
clude: an identification of the Con-
fidentiality Certificate to which it ap-
plies; the effective date of its termi-
nation; and the grounds for cancella-
tion. Upon receipt of a Notice of Can-
cellation the applicant shall return the 
Confidentiality Certificate to the Sec-
retary. 

(c) Any termination of a Confiden-
tiality Certificate pursuant to this sec-
tion is operative only with respect to 
the names and other identifying char-
acteristics of individuals who begin 
their participation as research subjects 
after the effective date of such termi-
nation. (See § 2a.4(k) requiring re-
searchers to notify subjects who enter 
the project after the termination of the 
Confidentiality Certificate of termi-
nation of the Certificate). The protec-
tion afforded by a Confidentiality Cer-
tificate is permanent with respect to 
subjects who participated in research 
during any time the authorization was 
in effect.
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§ 4.1 Programs to which these regula-
tions apply. 

(a) The regulations of this part gov-
ern access to the National Library of 
Medicine’s facilities and library collec-
tions and the availability of its biblio-
graphic, reproduction, reference, and 
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related services. These functions are 
performed by the Library directly for 
the benefit of the general public and 
health-sciences professionals as re-
quired by sections 465(b) (3)–(6) of the 
Act (42 U.S.C. 286(b) (3)–(6)). 

(b) The regulations of this part do 
not apply to: 

(1) The Library’s internal functions 
relating to the acquisition and preser-
vation of materials and the organiza-
tion of these materials as required by 
sections 465(b) (1) and (2) of the Act (42 
U.S.C. 286(b) (1) and (2)). 

(2) The availability of ‘‘records’’ 
under the Freedom of Information Act 
or the Privacy Act of 1974 (5 U.S.C. 552, 
552a). These matters are covered in 45 
CFR parts 5 and 5b. 

(3) Federal assistance for medical li-
braries and other purposes which are 
authorized by sections 469–477 of the 
Act (42 U.S.C. 286b to 286b–8). (See parts 
59a, 61 and 64 of this chapter.) 

(4) The availability of facilities, col-
lections, and related services of Re-
gional Medical Libraries established or 
maintained under the authority in sec-
tion 475 of the Act (42 U.S.C. 286b–6). 
(See part 59a, subpart B of this chap-
ter.)

§ 4.2 Definitions. 
As used in this part: 
Act means the Public Health Service 

Act, as amended (42 U.S.C. 201 et seq.). 
Collections means all books, periodi-

cals, prints, audiovisual materials, 
films, videotapes, recordings, manu-
scripts, and other resource materials of 
the library. It does not include data 
processing tapes or programs used sole-
ly for internal processing activities to 
generate reference materials, nor does 
it include ‘‘records’’ of the Library as 
defined in 45 CFR 5.5. Records of the 
Library are available in accordance 
with the regulations under the Free-
dom of Information Act and Privacy 
Act of 1974. (See 45 CFR parts 5 and 5b.) 

Director means the Director of the 
National Library of Medicine or the Di-
rector’s delegate. 

Health-sciences professional means any 
person engaged in: (1) The administra-
tion of health activities; (2) the provi-
sion of health services; or (3) research, 
teaching, or education concerned with 
the advancement of medicine or other 

sciences related to health or improve-
ment of the public health. 

Historical collection means: (1) Mate-
rials in the collections published or 
printed prior to 1914; (2) manuscripts 
and prints; (3) the archival film collec-
tion; and (4) other materials of the col-
lections which, because of age, or 
unique or unusual value, require spe-
cial handling, storage, or protection for 
their preservation, as determined by 
the Director. 

Library means the National Library 
of Medicine, established by section 465 
of the Act (42 U.S.C. 286). 

Regional Medical Library means a 
medical library established or main-
tained as a regional medical library 
under section 475 of the Act (42 U.S.C. 
286b–6).

§ 4.3 Purpose of the Library. 

The purpose of the Library is to as-
sist the advancement of medical and 
related sciences and aid the dissemina-
tion and exchange of scientific and 
other information important to the 
progress of medicine and the public 
health. The Library acquires and main-
tains library materials pertinent to 
medicine, including audiovisual mate-
rials; compiles, publishes, and dissemi-
nates catalogs, indices, and bibliog-
raphies of these materials, as appro-
priate; makes available materials, 
through loan or otherwise; provides 
reference and other assistance to re-
search; and engages in other activities 
in furtherance of this purpose.

§ 4.4 Use of Library facilities. 

(a) General. The Library facilities are 
available to any person seeking to 
make use of the collections. The Direc-
tor may prescribe reasonable rules to 
assure the most effective use of facili-
ties by health-sciences professionals 
and to protect the collections from 
misuse or damage. These rules must be 
consistent with the regulations in this 
part and applicable Department regula-
tions and policies on nondiscrimina-
tion. 

(b) Reading rooms. Public reading 
rooms are available for obtaining and 
reading materials from the collections. 
The Director may prescribe reasonable 
rules designed to provide adequate 
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