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(1) The scientific or other appropriate 
training and experience of all per-
sonnel having major responsibilities in 
the research project; 

(2) Whether the project constitutes 
bona fide ‘‘research’’ which is within 
the scope of the regulations of this 
part; and 

(3) Such other factors as he or she 
may consider necessary and appro-
priate. All applications for Confiden-
tiality Certificates shall be evaluated 
by the Secretary through such officers 
and employees of the Department and 
such experts or consultants engaged for 
this purpose as he or she determines to 
be appropriate. 

(b) After consideration and evalua-
tion of an application for an authoriza-
tion of confidentiality, the Secretary 
will either issue a Confidentiality Cer-
tificate or a letter denying a Confiden-
tiality Certificate, which will set forth 
the reasons for such denial, or will re-
quest additional information from the 
person making application. The Con-
fidentiality Certificate will include: 

(1) The name and address of the per-
son making application; 

(2) The name and address of the indi-
vidual primarily responsible for con-
ducting the research, if such individual 
is not the person making application; 

(3) The location of the research 
project; 

(4) A brief description of the research 
project; 

(5) A statement that the Certificate 
does not represent an endorsement of 
the research project by the Secretary; 

(6) The Drug Enforcement Adminis-
tration registration number for the 
project, if any; and 

(7) The date or event upon which the 
Confidentiality Certificate becomes ef-
fective, which shall not be before the 
later of either the commencement of 
the research project or the date of 
issuance of the Certificate, and the 
date or event upon which the Certifi-
cate will expire. 

(c) A Confidentiality Certificate is 
not transferable and is effective only 
with respect to the names and other 
identifying characteristics of those in-
dividuals who are the subjects of the 
single research project specified in the 
Confidentiality Certificate. The recipi-
ent of a Confidentiality Certificate 

shall, within 15 days of any completion 
or discontinuance of the research 
project which occurs prior to the expi-
ration date set forth in the Certificate, 
provide written notification to the Di-
rector of the Institute to which appli-
cation was made. If the recipient deter-
mines that the research project will 
not be completed by the expiration 
date set forth in the Confidentiality 
Certificate he or she may submit a 
written request for an extension of the 
expiration date which shall include a 
justification for such extension and a 
revised estimate of the date for com-
pletion of the project. Upon approval of 
such a request, the Secretary will issue 
an amended Confidentiality Certifi-
cate. 

(d) The protection afforded by a Con-
fidentiality Certificate does not extend 
to significant changes in the research 
project as it is described in the applica-
tion for such Certificate (e.g., changes 
in the personnel having major respon-
sibilities in the research project, major 
changes in the scope or direction of the 
research protocol, or changes in the 
drugs to be administered and the per-
sons who will administer them). The 
recipient of a Confidentiality Certifi-
cate shall notify the Director of the In-
stitute to which application was made 
of any proposal for such a significant 
change by submitting an amended ap-
plication for a Confidentiality Certifi-
cate in the same form and manner as 
an original application. On the basis of 
such application and other pertinent 
information the Secretary will either: 

(1) Approve the amended application 
and issue an amended Confidentiality 
Certificate together with a Notice of 
Cancellation terminating original the 
Confidentiality Certificate in accord-
ance with § 2a.8; or 

(2) Disapprove the amended applica-
tion and notify the applicant in writing 
that adoption of the proposed signifi-
cant changes will result in the issuance 
of a Notice of Cancellation terminating 
the original Confidentiality Certificate 
in accordance with § 2a.8. 

§ 2a.7 Effect of Confidentiality Certifi-
cate. 

(a) A Confidentiality Certificate au-
thorizes the withholding of the names 
and other identifying characteristics of 
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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 

Subpart A—General Provisions 

Sec. 
3.10 Purpose. 
3.20 Definitions. 

Subpart B—PSO Requirements and Agency 
Procedures 

3.102 Process and requirements for initial 
and continued listing of PSOs. 

3.104 Secretarial actions. 
3.106 Security requirements. 
3.108 Correction of deficiencies, revocation, 

and voluntary relinquishment. 
3.110 Assessment of PSO compliance. 
3.112 Submissions and forms. 

Subpart C—Confidentiality and Privilege 
Protections of Patient Safety Work Product 

3.204 Privilege of patient safety work prod-
uct. 

3.206 Confidentiality of patient safety work 
product. 

3.208 Continued protection of patient safety 
work product. 
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