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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. 

PART 3—PATIENT SAFETY ORGANI-
ZATIONS AND PATIENT SAFETY 
WORK PRODUCT 
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299b–26; 42 U.S.C. 299c–6. 

SOURCE: 73 FR 70796, Nov. 21, 2008, unless 
otherwise noted. 

Subpart A—General Provisions 
§ 3.10 Purpose. 

The purpose of this part is to imple-
ment the Patient Safety and Quality 
Improvement Act of 2005 (Pub. L. 109– 
41), which amended Title IX of the Pub-
lic Health Service Act (42 U.S.C. 299 et 

seq.) by adding sections 921 through 926, 
42 U.S.C. 299b–21 through 299b–26. 

§ 3.20 Definitions. 

As used in this part, the terms listed 
alphabetically below have the mean-
ings set forth as follows: 

Affiliated provider means, with respect 
to a provider, a legally separate pro-
vider that is the parent organization of 
the provider, is under common owner-
ship, management, or control with the 
provider, or is owned, managed, or con-
trolled by the provider. 

AHRQ stands for the Agency for 
Healthcare Research and Quality in 
HHS. 

ALJ stands for an Administrative 
Law Judge of HHS. 

Board means the members of the HHS 
Departmental Appeals Board, in the Of-
fice of the Secretary, which issues deci-
sions in panels of three. 

Bona fide contract means: 
(1) A written contract between a pro-

vider and a PSO that is executed in 
good faith by officials authorized to 
execute such contract; or 

(2) A written agreement (such as a 
memorandum of understanding or 
equivalent recording of mutual com-
mitments) between a Federal, State, 
local, or Tribal provider and a Federal, 
State, local, or Tribal PSO that is exe-
cuted in good faith by officials author-
ized to execute such agreement. 

Complainant means a person who files 
a complaint with the Secretary pursu-
ant to § 3.306. 

Component organization means an en-
tity that: 

(1) Is a unit or division of a legal en-
tity (including a corporation, partner-
ship, or a Federal, State, local or Trib-
al agency or organization); or 

(2) Is owned, managed, or controlled 
by one or more legally separate parent 
organizations. 

Component PSO means a PSO listed 
by the Secretary that is a component 
organization. 

Confidentiality provisions means for 
purposes of subparts C and D, any re-
quirement or prohibition concerning 
confidentiality established by sections 
921 and 922(b)–(d), (g) and (i) of the Pub-
lic Health Service Act, 42 U.S.C. 299b– 
21, 299b–22(b)–(d), (g) and (i) and the 
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