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(c) Permit access to information. (1) A 
respondent must permit access by the 
Secretary during normal business 
hours to its facilities, books, records, 
accounts, and other sources of informa-
tion, including patient safety work 
product, that are pertinent to 
ascertaining compliance with the ap-
plicable confidentiality provisions. If 
the Secretary determines that exigent 
circumstances exist, such as when doc-
uments may be hidden or destroyed, a 
respondent must permit access by the 
Secretary at any time and without no-
tice. 

(2) If any information required of a 
respondent under this section is in the 
exclusive possession of any other agen-
cy, institution, or person, and the 
other agency, institution, or person 
fails or refuses to furnish the informa-
tion, the respondent must so certify 
and set forth what efforts it has made 
to obtain the information. 

§ 3.312 Secretarial action regarding 
complaints and compliance reviews. 

(a) Resolution when noncompliance is 
indicated. (1) If an investigation of a 
complaint pursuant to § 3.306 of this 
subpart or a compliance review pursu-
ant to § 3.308 of this subpart indicates 
noncompliance, the Secretary may at-
tempt to reach a resolution of the mat-
ter satisfactory to the Secretary by in-
formal means. Informal means may in-
clude demonstrated compliance or a 
completed corrective action plan or 
other agreement. 

(2) If the matter is resolved by infor-
mal means, the Secretary will so in-
form the respondent and, if the matter 
arose from a complaint, the complain-
ant, in writing. 

(3) If the matter is not resolved by in-
formal means, the Secretary will— 

(i) So inform the respondent and pro-
vide the respondent an opportunity to 
submit written evidence of any miti-
gating factors. The respondent must 
submit any evidence to the Secretary 
within 30 days (computed in the same 
manner as prescribed under § 3.526 of 
this subpart) of receipt of such notifi-
cation; and 

(ii) If, following action pursuant to 
paragraph (a)(3)(i) of this section, the 
Secretary decides that a civil money 
penalty should be imposed, inform the 

respondent of such finding in a notice 
of proposed determination in accord-
ance with § 3.420 of this subpart. 

(b) Resolution when no violation is 
found. If, after an investigation pursu-
ant to § 3.306 of this subpart or a com-
pliance review pursuant to § 3.308 of 
this subpart, the Secretary determines 
that further action is not warranted, 
the Secretary will so inform the re-
spondent and, if the matter arose from 
a complaint, the complainant, in writ-
ing. 

(c) Uses and disclosures of information 
obtained. (1) Identifiable patient safety 
work product obtained by the Sec-
retary in connection with an investiga-
tion or compliance review under this 
subpart will not be disclosed by the 
Secretary, except in accordance with 
§ 3.206(d) of this subpart, or if otherwise 
permitted by this part or the Patient 
Safety Act. 

(2) Except as provided for in para-
graph (c)(1) of this section, informa-
tion, including testimony and other 
evidence, obtained by the Secretary in 
connection with an investigation or 
compliance review under this subpart 
may be used by HHS in any of its ac-
tivities and may be used or offered into 
evidence in any administrative or judi-
cial proceeding. 

§ 3.314 Investigational subpoenas and 
inquiries. 

(a) The Secretary may issue sub-
poenas in accordance with 42 U.S.C. 
405(d) and (e), and 1320a–7a(j), to re-
quire the attendance and testimony of 
witnesses and the production of any 
other evidence including patient safety 
work product during an investigation 
or compliance review pursuant to this 
part. 

(1) A subpoena issued under this 
paragraph must— 

(i) State the name of the person (in-
cluding the entity, if applicable) to 
whom the subpoena is addressed; 

(ii) State the statutory authority for 
the subpoena; 

(iii) Indicate the date, time, and 
place that the testimony will take 
place; 

(iv) Include a reasonably specific de-
scription of any documents or items re-
quired to be produced; and 
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