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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 1in 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.
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(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.

(¢) 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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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.
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§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.

AHR® 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
provisions, at §§3.206 and 3.208, that im-
plement the statutory prohibition on
disclosure of identifiable patient safety
work product.



Public Health Service, HHS

Disclosure means the release, trans-
fer, provision of access to, or divulging
in any other manner of patient safety
work product by:

(1) An entity or natural person hold-
ing the patient safety work product to
another legally separate entity or nat-
ural person, other than a workforce
member of, or a health care provider
holding privileges with, the entity
holding the patient safety work prod-
uct; or

(2) A component PSO to another enti-
ty or natural person outside the com-
ponent PSO and within the legal entity
of which the component PSO is a part.

Entity means any organization or or-
ganizational unit, regardless of wheth-
er the organization is public, private,
for-profit, or not-for-profit.

Group health plan means an employee
welfare benefit plan (as defined in sec-
tion 3(1) of the Employee Retirement
Income Security Act of 1974 (ERISA))
to the extent that the plan provides
medical care (as defined in paragraph
(2) of section 2791(a) of the Public
Health Service Act, including items
and services paid for as medical care)
to employees or their dependents (as
defined under the terms of the plan) di-
rectly or through insurance, reim-
bursement, or otherwise.

Health insurance issuer means an in-
surance company, insurance service, or
insurance organization (including a
health maintenance organization, as
defined in 42 TU.S.C. 300gg-91(b)(3))
which is licensed to engage in the busi-
ness of insurance in a State and which
is subject to State law which regulates
insurance (within the meaning of 29
U.S.C. 1144(b)(2)). This term does not
include a group health plan.

Health maintenance organization
means:
(1) A Federally qualified health

maintenance organization (HMO) (as
defined in 42 U.S.C. 300e(a));

(2) An organization recognized under
State law as a health maintenance or-
ganization; or

(3) A similar organization regulated
under State law for solvency in the
same manner and to the same extent as
such a health maintenance organiza-
tion.
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HHS stands for the United States De-
partment of Health and Human Serv-
ices.

HIPAA Privacy Rule means the regu-
lations promulgated under section
264(c) of the Health Insurance Port-
ability and Accountability Act of 1996
(HIPAA), at 45 CFR part 160 and sub-
parts A and E of part 164.

Identifiable patient safety work product
means patient safety work product
that:

(1) Is presented in a form and manner
that allows the identification of any
provider that is a subject of the work
product, or any providers that partici-
pate in, or are responsible for, activi-
ties that are a subject of the work
product;

(2) Constitutes individually identifi-
able health information as that term is
defined in the HIPAA Privacy Rule at
45 CFR 160.103; or

(3) Is presented in a form and manner
that allows the identification of an in-
dividual who in good faith reported in-
formation directly to a PSO or to a
provider with the intention of having
the information reported to a PSO
(“‘reporter”’).

Nonidentifiable patient safety work
product means patient safety work
product that is not identifiable patient
safety work product in accordance with
the nonidentification standards set
forth at §3.212.

OCR stands for the Office for Civil
Rights in HHS.

Parent organization means an organi-
zation that: owns a controlling interest
or a majority interest in a component
organization; has the authority to con-
trol or manage agenda setting, project
management, or day-to-day operations;
or the authority to review and override
decisions of a component organization.
The component organization may be a
provider.

Patient Safety Act means the Patient
Safety and Quality Improvement Act
of 2005 (Pub. L. 109-41), which amended
Title IX of the Public Health Service
Act (42 U.S.C. 299 et seq.) by inserting a
new Part C, sections 921 through 926,
which are codified at 42 U.S.C. 299b-21
through 299b-26.

Patient safety activities means the fol-
lowing activities carried out by or on
behalf of a PSO or a provider:
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(1) Efforts to improve patient safety
and the quality of health care delivery;

(2) The collection and analysis of pa-
tient safety work product;

(3) The development and dissemina-
tion of information with respect to im-
proving patient safety, such as rec-
ommendations, protocols, or informa-
tion regarding best practices;

(4) The utilization of patient safety
work product for the purposes of en-
couraging a culture of safety and of
providing feedback and assistance to
effectively minimize patient risk;

(5) The maintenance of procedures to
preserve confidentiality with respect to
patient safety work product;

(6) The provision of appropriate secu-
rity measures with respect to patient
safety work product;

(7) The utilization of qualified staff;
and

(8) Activities related to the operation
of a patient safety evaluation system
and to the provision of feedback to par-
ticipants in a patient safety evaluation
system.

Patient safety evaluation system means
the collection, management, or anal-
ysis of information for reporting to or
by a PSO.

Patient safety organication (PSO)
means a private or public entity or
component thereof that is listed as a
PSO by the Secretary in accordance
with subpart B. A health insurance
issuer or a component organization of a
health insurance issuer may not be a
PSO. See also the exclusions in §3.102
of this part.

Patient safety work product:

(1) Except as provided in paragraph
(2) of this definition, patient safety
work product means any data, reports,
records, memoranda, analyses (such as
root cause analyses), or written or oral
statements (or copies of any of this
material)

(i) Which could improve patient safe-
ty, health care quality, or health care
outcomes; and

(A) Which are assembled or developed
by a provider for reporting to a PSO
and are reported to a PSO, which in-
cludes information that is documented
as within a patient safety evaluation
system for reporting to a PSO, and
such documentation includes the date
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the information entered the patient
safety evaluation system; or

(B) Are developed by a PSO for the
conduct of patient safety activities; or

(ii) Which identify or constitute the
deliberations or analysis of, or identify
the fact of reporting pursuant to, a pa-
tient safety evaluation system.

(2)(i) Patient safety work product
does not include a patient’s medical
record, billing and discharge informa-
tion, or any other original patient or
provider information; nor does it in-
clude information that is collected,
maintained, or developed separately, or
exists separately, from a patient safety
evaluation system. Such separate in-
formation or a copy thereof reported to
a PSO shall not by reason of its report-
ing be considered patient safety work
product.

(i1) Patient safety work product as-
sembled or developed by a provider for
reporting to a PSO may be removed
from a patient safety evaluation sys-
tem and no longer considered patient
safety work product if:

(A) The information has not yet been
reported to a PSO; and

(B) The provider documents the act
and date of removal of such informa-
tion from the patient safety evaluation
system.

(iii) Nothing in this part shall be con-
strued to limit information that is not
patient safety work product from
being:

(A) Discovered or admitted in a
criminal, civil or administrative pro-
ceeding;

(B) Reported to a Federal, State,
local or Tribal governmental agency
for public health or health oversight
purposes; or

(C) Maintained as part of a provider’s
recordkeeping obligation under Fed-
eral, State, local or Tribal law.

Person means a natural person, trust
or estate, partnership, corporation,
professional association or corporation,
or other entity, public or private.

Provider means:

(1) An individual or entity licensed or
otherwise authorized under State law
to provide health care services, includ-
ing—

(i) A hospital, nursing facility, com-
prehensive outpatient rehabilitation
facility, home health agency, hospice
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program, renal dialysis facility, ambu-
latory surgical center, pharmacy, phy-
sician or health care practitioner’s of-
fice (includes a group practice), long
term care facility, behavior health res-
idential treatment facility, clinical
laboratory, or health center; or

(ii) A physician, physician assistant,
registered nurse, nurse practitioner,
clinical nurse specialist, certified reg-
istered nurse anesthetist, certified
nurse midwife, psychologist, certified
social worker, registered dietitian or
nutrition professional, physical or oc-
cupational therapist, pharmacist, or
other individual health care practi-
tioner;

(2) Agencies, organizations, and indi-
viduals within Federal, State, local, or
Tribal governments that deliver health
care, organizations engaged as contrac-
tors by the Federal, State, local, or
Tribal governments to deliver health
care, and individual health care practi-
tioners employed or engaged as con-
tractors by the Federal State, local, or
Tribal governments to deliver health
care; or

(3) A parent organization of one or
more entities described in paragraph
(1)) of this definition or a Federal,
State, local, or Tribal government unit
that manages or controls one or more
entities described in paragraphs (1))
or (2) of this definition.

Research has the same meaning as
the term is defined in the HIPAA Pri-
vacy Rule at 45 CFR 164.501.

Respondent means a provider, PSO, or
responsible person who is the subject of
a complaint or a compliance review.

Responsible person means a Dperson,
other than a provider or a PSO, who
has possession or custody of identifi-
able patient safety work product and is
subject to the confidentiality provi-
sions.

Workforce means employees, volun-
teers, trainees, contractors, or other
persons whose conduct, in the perform-
ance of work for a provider, PSO or re-
sponsible person, is under the direct
control of such provider, PSO or re-
sponsible person, whether or not they
are paid by the provider, PSO or re-
sponsible person.
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Subpart B—PSO Requirements and
Agency Procedures

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

(a) Eligibility and process for initial and
continued listing—(1) Submission of cer-
tification. Any entity, except as speci-
fied in paragraph (a)(2) of this section,
may request from the Secretary an ini-
tial or continued listing as a PSO by
submitting a completed certification
form that meets the requirements of
this section, in accordance with §3.112.
An individual with authority to make
commitments on behalf of the entity
seeking listing will be required to sub-
mit contact information for the entity
and:

(i) Attest that the entity is not sub-
ject to any exclusion in paragraph
(a)(2) of this section;

(ii) Provide certifications that the
entity meets each requirement for
PSOs in paragraph (b) of this section;

(iii) If the entity is a component of
another organization, provide the addi-
tional certifications that the entity
meets the requirements of paragraph
(c)(1)() of this section;

(iv) If the entity is a component of an
excluded entity described in paragraph
(a)(2)(ii), provide the additional certifi-
cations and information required by
paragraph (c)(1)(ii) of this section;

(v) Attest that the entity has dis-
closed if the Secretary has ever
delisted this entity (under its current
name or any other) or refused to list
the entity or whether any of its offi-
cials or senior managers held com-
parable positions of responsibility in
an entity that was denied listing or
delisted and, if any of these cir-
cumstances apply, submit with its cer-
tifications and related disclosures, the
name of the entity or entities that the
Secretary declined to list or delisted;

(vi) Attest that the PSO will prompt-
ly notify the Secretary during its pe-
riod of listing if it can no longer com-
ply with any of its attestations and the
applicable requirements in §§3.102(b)
and 3.102(c) or if there have been any
changes in the accuracy of the infor-
mation submitted for listing, along
with the pertinent changes; and
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(vii) Provide other information that
the Secretary determines to be nec-
essary to make the requested listing
determination.

(2) Exclusion of certain entities. The
following types of entities may not
seek listing as a PSO:

(i) A health insurance issuer; a unit
or division of a health insurance issuer;
or an entity that is owned, managed, or
controlled by a health insurance issuer;

(ii)(A) An entity that accredits or li-
censes health care providers;

(B) An entity that oversees or en-
forces statutory or regulatory require-
ments governing the delivery of health
care services;

(C) An agent of an entity that over-
sees or enforces statutory or regu-
latory requirements governing the de-
livery of health care services; or

(D) An entity that operates a Fed-
eral, state, local or Tribal patient safe-
ty reporting system to which health
care providers (other than members of
the entity’s workforce or health care
providers holding privileges with the
entity) are required to report informa-
tion by law or regulation.

(iii) A component of an entity listed
in paragraph (a)(2)(ii) may seek listing
as a component PSO subject to the re-
quirements and restrictions of para-
graph (¢)(1)(ii) of this section.

(3) Submission of certification for con-
tinued listing. To facilitate a timely
Secretarial determination regarding
acceptance of its certification for con-
tinued listing, a PSO must submit the
required certification no later than 75
days before the expiration of a PSO’s
three-year period of listing.

(b) Fifteen general PSO certification re-
quirements. The certifications sub-
mitted to the Secretary in accordance
with paragraph (a)(1)(ii) of this section
must conform to the following 15 re-
quirements:

(1) Required certification regarding
eight patient safety activities—(i) Initial
listing. An entity seeking initial listing
as a PSO must certify that it has writ-
ten policies and procedures in place to
perform each of the eight patient safe-
ty activities, defined in §3.20. With re-
spect to paragraphs (56) and (6) in the
definition of patient safety activities
regarding confidentiality and security,
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the policies and procedures must in-
clude and provide for:

(A) Compliance with the confiden-
tiality provisions of subpart C of this
part and with appropriate security
measures as required by §3.106 of this
subpart.

(B) Notification of each provider that
submitted patient safety work product
or data as described in §3.108(b)(2) to
the entity if the submitted work prod-
uct or data was subject to an unauthor-
ized disclosure or its security was
breached.

(ii) Continued Listing. A PSO seeking
continued listing must certify that it
is performing, and will continue to per-
form, each of the patient safety activi-
ties defined in §3.20, and is and will
continue to comply with the require-
ments of paragraphs (b)(1)(i)(A) and (B)
of this section.

(2) Required certification regarding
seven PSO criteria—(i) Initial Listing. In
its initial certification submission, an
entity must also certify that, if listed
as a PSO, it will comply with the seven
requirements in paragraphs (b)(2)(i)(A)
through (G) of this section.

(A) The mission and primary activity
of the PSO must be to conduct activi-
ties that are to improve patient safety
and the quality of health care delivery.

(B) The PSO must have appropriately
qualified workforce members, includ-
ing licensed or certified medical profes-
sionals.

(C) The PSO, within the 24-month pe-
riod that begins on the date of its ini-
tial listing as a PSO, and within each
sequential 24-month period thereafter,
must have 2 bona fide contracts, each
of a reasonable period of time, each
with a different provider for the pur-
pose of receiving and reviewing patient
safety work product.

(D) The PSO is not a health insur-
ance issuer, and is not a component of
a health insurance issuer.

(E) The PSO must make disclosures
to the Secretary as required under
§3.102(d), in accordance with §3.112 of
this subpart.

(F) To the extent practical and ap-
propriate, the PSO must collect pa-
tient safety work product from pro-
viders in a standardized manner that
permits valid comparisons of similar
cases among similar providers.
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(G) The PSO must utilize patient
safety work product for the purpose of
providing direct feedback and assist-
ance to providers to effectively mini-
mize patient risk.

(i1) Continued Listing. A PSO seeking
continued listing must certify that it
is complying with, and will continue to
comply with, the requirements of para-
graphs (b)(2)(i1)(A) through (G) of this
section.

(iii) Compliance with the criterion for
collecting patient safety work product in
a standardized manner to the extent prac-
tical and appropriate. With respect to
paragraph (b)(2)(i)(F) of this section,
the Secretary will assess compliance
by a PSO in the following manner.

(A) A PSO seeking continued listing
must:

(1) Certify that the PSO is using the
Secretary’s published guidance for
common formats and definitions in its
collection of patient safety work prod-
uct (option (1));

(2) Certify that the PSO is using an
alternative system of formats and defi-
nitions that permits valid comparisons
of similar cases among similar pro-
viders (option (II)); or

(3) Provide a clear explanation for
why it is not practical or appropriate
for the PSO to comply with options (I)
or (IT) at this time.

(B) The Secretary will consider a
PSO to be in compliance if the entity
complies with option (I), satisfactorily
demonstrates that option (II) permits
valid comparisons of similar cases
among similar providers, or satisfac-
torily demonstrates that it is not prac-
tical or appropriate for the PSO to
comply with options (I) or (II) at this
time.

(c) Additional certifications required of
component organications—(1) Require-
ments when seeking listing—(i) Require-
ments that all component organizations
must meet. In addition to meeting the 15
general PSO certification requirements
of paragraph (b) of this section, an en-
tity seeking initial listing that is a
component of another organization
must certify that it will comply with
the requirements of paragraph (c)(2) of
this section. A component PSO seeking
continued listing must certify that it
is complying with, and will continue to
comply with, the requirements of this
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same paragraph (c)(2). At initial and
continued listing, a component entity
must attach to its certifications for
listing contact information for its par-
ent organization(s).

(i1) Additional requirements and limita-
tions applicable to components of entities
that are excluded from listing. In addi-
tion to the requirements under para-
graph (c¢)(1)(i) of this section, a compo-
nent of an organization excluded from
listing under paragraph (a)(2)(ii) of this
section must submit the additional cer-
tifications and specified information
for initial and continued listing and
comply with paragraph (c)(4) of this
section.

(2) Required component certifications—
(i) Separation of patient safety work
product. A component PSO must main-
tain patient safety work product sepa-
rately from the rest of the parent orga-
nization(s) of which it is a part, and es-
tablish appropriate security measures
to maintain the confidentiality of pa-
tient safety work product. The infor-
mation system in which the component
PSO maintains patient safety work
product must not permit unauthorized
access by one or more individuals in, or
by units of, the rest of the parent orga-
nization(s) of which it is a part.

(ii) Nondisclosure of patient safety
work product. A component PSO must
require that members of its workforce
and any other contractor staff not
make unauthorized disclosures of pa-
tient safety work product to the rest of
the parent organization(s) of which it
is a part.

(iii) No conflict of interest. The pursuit
of the mission of a component PSO
must not create a conflict of interest
with the rest of the parent organiza-
tion(s) of which it is a part.

(3) Written agreements for assisting a
component PSO in the conduct of patient
safety activities. Notwithstanding the
requirements of paragraph (c)(2) of this
section, a component PSO may provide
access to identifiable patient safety
work product to one or more individ-
uals in, or to one or more units of, the
rest of the parent organization(s) of
which it is a part, if the component
PSO enters into a written agreement
with such individuals or units which
requires that:
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(i) The component PSO will only pro-
vide access to identifiable patient safe-
ty work product to enable such individ-
uals or units to assist the component
PSO in its conduct of patient safety ac-
tivities, and

(ii) Such individuals or units that re-
ceive access to identifiable patient
safety work product pursuant to such
written agreement will only use or dis-
close such information as specified by
the component PSO to assist the com-
ponent PSO in its conduct of patient
safety activities, will take appropriate
security measures to prevent unau-
thorized disclosures and will comply
with the other certifications the com-
ponent has made pursuant to para-
graph (c)(2) of this section regarding
unauthorized disclosures and con-
ducting the mission of the PSO with-
out creating conflicts of interest.

(4) Required attestations, information
and operational limitations for compo-
nents of entities excluded from listing. A
component organization of an entity
that is subject to the restrictions of
paragraph (a)(2)(ii) of this section
must:

(i) Submit the following information
with its certifications for listing:

(A) A statement describing its parent
organization’s role, and the scope of
the parent organization’s authority,
with respect to any of the following
that apply: Accreditation or licensure
of health care providers, oversight or
enforcement of statutory or regulatory
requirements governing the delivery of
health care services, serving as an
agent of such a regulatory oversight or
enforcement authority, or admin-
istering a public mandatory patient
safety reporting system;

(B) An attestation that the parent
organization has no policies or proce-
dures that would require or induce pro-
viders to report patient safety work
product to their component organiza-
tion once listed as a PSO and that the
component PSO will notify the Sec-
retary within 5 calendar days of the
date on which the component organiza-
tion has knowledge of the adoption by
the parent organization of such policies
or procedures, and an acknowledgment
that the adoption of such policies or
procedures by the parent organization
during the component PSO’s period of
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listing will result in the Secretary ini-
tiating an expedited revocation process
in accordance with §3.108(e); and

(C) An attestation that the compo-
nent organization will prominently
post notification on its Web site and
publish in any promotional materials
for dissemination to providers, a sum-
mary of the information that is re-
quired by paragraph (c)(4)(i)(A) of this
section.

(ii) Comply with the following re-
quirements during its period of listing:

(A) The component organization may
not share staff with its parent organi-
zation(s).

(B) The component organization may
enter into a written agreement pursu-
ant to paragraph (c)(3) but such agree-
ments are limited to units or individ-
uals of the parent organization(s)
whose responsibilities do not involve
the activities specified in the restric-
tions in paragraph (a)(2)(ii) of this sec-
tion.

(d) Required mnotifications. Upon list-
ing, PSOs must meet the following no-
tification requirements:

(1) Notification regarding PSO compli-
ance with the minimum contract require-
ment. No later than 45 calendar days
prior to the last day of the pertinent
24-month assessment period, specified
in paragraph (b)(2)(iii)(C) of this sec-
tion, the Secretary must receive from a
PSO a certification that states whether
it has met the requirement of that
paragraph regarding two bona fide con-
tracts, submitted in accordance with
§3.112 of this subpart.

(2) Notification regarding a PSO’s rela-
tionships with its contracting providers—
(i) Requirement. A PSO must file a dis-
closure statement regarding a provider
with which it has a contract that pro-
vides the confidentiality and privilege
protections of the Patient Safety Act
(hereinafter referred to as a Patient
Safety Act contract) if the PSO has
any other relationships with this pro-
vider that are described in paragraphs
(d)(2)(1)(A) through (D) of this section.
The PSO must disclose all such rela-
tionships. A disclosure statement is
not required if all of its other relation-
ships with the provider are limited to
Patient Safety Act contracts.

(A) The provider and PSO have cur-
rent contractual relationships, other
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than those arising from any Patient
Safety Act contracts, including formal
contracts or agreements that impose
obligations on the PSO.

(B) The provider and PSO have cur-
rent financial relationships other than
those arising from any Patient Safety
Act contracts. A financial relationship
may include any direct or indirect
ownership or investment relationship
between the PSO and the contracting
provider, shared or common financial
interests or direct or indirect com-
pensation arrangements whether in
cash or in-Kkind.

(C) The PSO and provider have cur-
rent reporting relationships other than
those arising from any Patient Safety
Act contracts, by which the provider
has access to information regarding
the work and operation of the PSO
that is not available to other con-
tracting providers.

(D) Taking into account all relation-
ships that the PSO has with the pro-
vider, the PSO is not independently
managed or controlled, or the PSO does
not operate independently from, the
contracting provider.

(ii) Content. A PSO must submit to
the Secretary the required attestation
form for disclosures with the informa-
tion specified below in accordance with
§3.112 and this section. The substantive
information that must be included
with each submission has two required
parts:

(A) The Required Disclosures. The first
part of the substantive information
must provide a succinct list of obliga-
tions between the PSO and the con-
tracting provider apart from their Pa-
tient Safety Act contract(s) that cre-
ate, or contain, any of the types of re-
lationships that must be disclosed
based upon the requirements of para-
graphs (d)(2)(i)(A) through (D) of this
section. Each reportable obligation or
discrete set of obligations that the PSO
has with this contracting provider
should be listed only once; noting the
specific aspects of the obligation(s)
that reflect contractual or financial re-
lationships, involve access to informa-
tion that is not available to other pro-
viders, or affect the independence of
PSO operations, management, or con-
trol.
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(B) An Explanatory Narrative. The sec-
ond required part of the substantive in-
formation must provide a brief explan-
atory narrative succinctly describing:
The policies and procedures that the
PSO has in place to ensure adherence
to objectivity and professionally recog-
nized analytic standards in the assess-
ments it undertakes; and any other
policies or procedures, or agreements
with this provider, that the PSO has in
place to ensure that it can fairly and
accurately perform patient safety ac-
tivities.

(iii) Deadlines for submission. The Sec-
retary must receive a disclosure state-
ment within 45 days of the date on
which a PSO enters a contract with a
provider if the circumstances described
in any of the paragraphs (d)(2)(i)(A)
through (D) of this section are met on
the date the contract is entered. Dur-
ing the contract period, if these cir-
cumstances subsequently arise, the
Secretary must receive a disclosure
statement from the PSO within 45 days
of the date that any disclosure require-
ment in paragraph (d)(2)(i) of this sec-
tion first applies.

§3.104 Secretarial actions.

(a) Actions in response to certification
submissions for initial and continued list-
ing as a PSO. (1) In response to an ini-
tial or continued certification submis-
sion by an entity, pursuant to the re-
quirements of §3.102 of this subpart,
the Secretary may—

(i) Accept the certification submis-
sion and list the entity as a PSO, or
maintain the listing of a PSO, if the
Secretary determines that the entity
meets the applicable requirements of
the Patient Safety Act and this sub-
part;

(ii) Deny acceptance of a certifi-
cation submission and, in the case of a
currently listed PSO, remove the enti-
ty from the list if the entity does not
meet the applicable requirements of
the Patient Safety Act and this sub-
part; or

(iii) Condition the listing of an entity
or the continued listing of a PSO, fol-
lowing a determination made pursuant
to paragraph (c) of this section or a de-
termination after review of the perti-
nent history of an entity that has been
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delisted or refused listing and its offi-
cials and senior managers.

(2) Basis for determination. In making
a determination regarding listing, the
Secretary will consider the certifi-
cation submission; any prior actions by
the Secretary regarding the entity or
PSO including delisting; any history of
or current non-compliance by the enti-
ty or the PSO or its officials or senior
managers with statutory or regulatory
requirements or requests from the Sec-
retary; the relationships of the entity
or PSO with providers; and any find-
ings made by the Secretary in accord-
ance with paragraph (c) of this section.

(3) Notification. The Secretary will
notify in writing each entity of action
taken on its certification submission
for initial or continued listing. The
Secretary will provide reasons when an
entity’s certification is conditionally
accepted and the entity is condi-
tionally listed, when an entity’s cer-
tification is not accepted and the enti-
ty is not listed, or when acceptance of
its certification is revoked and the en-
tity is delisted.

(b) Actions regarding PSO compliance
with the minimum contract requirement.
After the date on which the Secretary,
under §3.102(d)(1) of this subpart, must
receive notification regarding compli-
ance of a PSO with the minimum con-
tract requirement—

(1) If the PSO has met the minimum
contract requirement, the Secretary
will acknowledge in writing receipt of
the notification and add information to
the list established pursuant to para-
graph (d) of this section stating that
the PSO has certified that it has met
the requirement.

(2) If the PSO states that it has not
yvet met the minimum contract re-
quirement by the date specified in
§3.102(d)(1), or if notice is not received
by that date, the Secretary will issue
to the PSO a notice of a preliminary
finding of deficiency as specified in
§3.108(a)(2) and establish a period for
correction that extends until midnight
of the last day of the PSO’s applicable
24-month period of assessment. There-
after, if the requirement has not been
met, the Secretary will provide the
PSO a written notice of proposed rev-
ocation and delisting in accordance
with §3.108(a)(3).
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(c) Actions regarding required disclo-
sures by PSOs of relationships with con-
tracting providers. The Secretary will
review and make findings regarding
each disclosure statement submitted
by a PSO, pursuant to §3.102(d)(2), re-
garding its relationships with con-
tracting provider(s), determine wheth-
er such findings warrant action regard-
ing the listing of the PSO in accord-
ance with paragraph (c)(2) of this sec-
tion, and make the findings public.

(1) Basis of findings regarding PSO dis-
closure statements. In reviewing disclo-
sure statements, submitted pursuant
to §3.102(d)(2) of this subpart, the Sec-
retary will consider the disclosed rela-
tionship(s) between the PSO and the
contracting provider and the state-
ments and material submitted by the
PSO describing the policies and proce-
dures that the PSO has in place to de-
termine whether the PSO can fairly
and accurately perform the required
patient safety activities.

(2) Determination by the Secretary.
Based on the Secretary’s review and
findings, he may choose to take any of
the following actions:

(i) For an entity seeking an initial or
continued listing, the Secretary may
list or continue the listing of an entity
without conditions, list the entity sub-
ject to conditions, or deny the entity’s
certification for initial or continued
listing; or

(ii) For a listed PSO, the Secretary
may determine that the entity will re-
main listed without conditions, con-
tinue the entity’s listing subject to
conditions, or remove the entity from
the list of PSOs.

(3) Release of disclosure statements and
Secretarial findings. (i) Subject to para-
graph (¢)(3)(ii) of this section, the Sec-
retary will make disclosure statements
available to the public along with re-
lated findings that are made available
in accordance with paragraph (c) of
this section.

(ii) The Secretary may withhold in-
formation that is exempt from public
disclosure under the Freedom of Infor-
mation Act, e.g., trade secrets or con-
fidential commercial information that
are subject to the restrictions of 18
U.S.C. 1905.

(d) Maintaining a list of PSOs. The
Secretary will compile and maintain a
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publicly available list of entities whose
certifications as PSOs have been ac-
cepted. The list will include contact in-
formation for each entity, a copy of all
certification forms and disclosure
statements submitted by each entity in
accordance with paragraph (c)(3)(ii) of
this section, the effective date of the
PSO’s listing, and information on
whether a PSO has certified that it has
met the two contract requirement. The
list also will include a copy of the Sec-
retary’s findings regarding each disclo-
sure statement submitted by an entity,
information describing any related
conditions that have been placed by
the Secretary on the listing of an enti-
ty as a PSO, and other information
that this Subpart states may be made
public. AHRQ may maintain a PSO
website (or a comparable future form
of public notice) and may post the list
on this website.

(e) Three-year period of listing. (1) The
three-year period of listing of a PSO
will automatically expire at midnight
of the last day of this period, unless
the listing had been revoked or relin-
quished earlier in accordance with
§3.108 of this subpart, or if, prior to
this automatic expiration, the PSO
seeks a new three-year listing, in ac-
cordance with §3.102, and the Secretary
accepts the PSO’s certification for a
new three-year listing, in accordance
with §3.104(a).

(2) The Secretary plans to send a
written notice of imminent expiration
to a PSO at least 60 calendar days prior
to the date on which its three-year pe-
riod of listing expires if the Secretary
has not yet received a certification for
continued listing. The Secretary plans
to indicate, on the AHRQ PSO website,
the PSOs from whom certifications for
continued listing have not been timely
received.

(f) Effective dates of Secretarial actions.
Unless otherwise stated, the effective
date of each action by the Secretary
pursuant to this subpart will be speci-
fied in the written notice of such ac-
tion that is sent to the entity. When
the Secretary sends a notice that ad-
dresses acceptance or revocation of an
entity’s certifications or voluntary re-
linquishment by an entity of its status
as a PSO, the notice will specify the ef-
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fective date and time of listing or
delisting.

§3.106 Security requirements.

(a) Application. A PSO must secure
patient safety work product in con-
formance with the security require-
ments of paragraph (b) of this section.
These requirements must be met at all
times and at any location at which the
PSO, its workforce members, or its
contractors receive, access, or handle
patient safety work product. Handling
patient safety work product includes
its processing, development, use, main-
tenance, storage, removal, disclosure,
transmission and destruction.

(b) Security framework. A PSO must
have written policies and procedures
that address each of the considerations
specified in this subsection. In address-
ing the framework that follows, the
PSO may develop appropriate and scal-
able security standards, policies, and
procedures that are suitable for the
size and complexity of its organization.

(1) Security management. A PSO must
address:

(i) Maintenance and effective imple-
mentation of written policies and pro-
cedures that conform to the require-
ments of this section to protect the
confidentiality, integrity, and avail-
ability of the patient safety work prod-
uct that is received, accessed, or han-
dled; and to monitor and improve the
effectiveness of such policies and pro-
cedures, and

(ii) Training of the PSO workforce
and PSO contractors who receive, ac-
cess, or handle patient safety work
product regarding the requirements of
the Patient Safety Act, this Part, and
the PSO’s policies and procedures re-
garding the confidentiality and secu-
rity of patient safety work product.

(2) Distinguishing patient safety work
product. A PSO must address:

(i) Maintenance of the security of pa-
tient safety work product, whether in
electronic or other media, through ei-
ther physical separation from non-pa-
tient safety work product, or if co-lo-
cated with non-patient safety work
product, by making patient safety
work product distinguishable so that
the appropriate form and level of secu-
rity can be applied and maintained;
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(ii) Protection of the media, whether
in electronic, paper, or other media or
format, that contain patient safety
work product, limiting access to au-
thorized users, and sanitizing and de-
stroying such media before their dis-
posal or release for reuse; and

(iii) Physical and environmental pro-
tection, to control and limit physical
and virtual access to places and equip-
ment where patient safety work prod-
uct is received, accessed, or handled.

(3) Security control and monitoring. A
PSO must address:

(i) Identification of those authorized
to receive, access, or handle patient
safety work product and an audit ca-
pacity to detect unlawful, unauthor-
ized, or inappropriate receipt, access,
or handling of patient safety work
product, and

(ii) Methods to prevent unauthorized
receipt, access, or handling of patient
safety work product.

(4) Security assessment. A PSO must
address:

(1) Periodic assessments of security
risks and controls to establish if its
controls are effective, to correct any
deficiency identified, and to reduce or
eliminate any vulnerabilities.

(ii) System and communications pro-
tection, to monitor, control, and pro-
tect PSO receipt, access, or handling of
patient safety work product with par-
ticular attention to the transmission
of patient safety work product to and
from providers, other PSOs, contrac-
tors or any other responsible persons.

§3.108 Correction of deficiencies, rev-
ocation, and voluntary relinquish-
ment.

(a) Process for correction of a deficiency
and revocation—(1) Circumstances lead-
ing to revocation. The Secretary may re-
voke his acceptance of an entity’s cer-
tification (‘‘revocation’’) and delist the
entity as a PSO if he determines—

(i) The PSO is not fulfilling the cer-
tifications made to the Secretary as re-
quired by §3.102;

(ii) The PSO has not met the two
contract requirement, as required by
§3.102(d)(1);

(iii) Based on a PSO’s disclosures
made pursuant to §3.102(d)(2) , that the
entity cannot fairly and accurately
perform the patient safety activities of
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a PSO with a public finding to that ef-
fect; or

(iv) The PSO is not in compliance
with any other provision of the Patient
Safety Act or this part.

(2) Notice of preliminary finding of defi-
ciency and establishment of an oppor-
tunity for correction of a deficiency. (i)
Except as provided by paragraph (e) of
this section, if the Secretary deter-
mines that a PSO is not in compliance
with its obligations under the Patient
Safety Act or this subpart, the Sec-
retary must send a PSO written notice
of the preliminary finding of defi-
ciency. The notice must state the ac-
tions or inactions that encompass the
deficiency finding, outline the evidence
that the deficiency exists, specify the
possible and/or required corrective ac-
tions that must be taken, and establish
a date by which the deficiency must be
corrected. The Secretary may specify
in the notice the form of documenta-
tion required to demonstrate that the
deficiency has been corrected.

(ii) The notice of a preliminary find-
ing of deficiency is presumed received
five days after it is sent, absent evi-
dence of the actual receipt date. If a
PSO does not submit evidence to the
Secretary within 14 calendar days of
actual or constructive receipt of such
notice, whichever is longer, which dem-
onstrates that the preliminary finding
is factually incorrect, the preliminary
finding will be the basis for a finding of
deficiency.

(3) Determination of correction of a de-
ficiency. (i) Unless the Secretary speci-
fies another date, the Secretary must
receive documentation to demonstrate
that the PSO has corrected any defi-
ciency cited in the preliminary finding
of deficiency no later than five cal-
endar days following the last day of the
correction period that is specified by
the Secretary in such notice.

(ii) In making a determination re-
garding the correction of any defi-
ciency, the Secretary will consider the
documentation submitted by the PSO,
any assessments under §3.110, rec-
ommendations of program staff, and
any other information available re-
garding the PSO that the Secretary
deems appropriate and relevant to the
PSO’s implementation of the terms of
its certification.
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(iii) After completing his review, the
Secretary may make one of the fol-
lowing determinations:

(A) The action(s) taken by the PSO
have corrected any deficiency, in which
case the Secretary will withdraw the
notice of deficiency and so notify the
PSO;

(B) The PSO has acted in good faith
to correct the deficiency, but the Sec-
retary finds an additional period of
time is necessary to achieve full com-
pliance and/or the required corrective
action specified in the notice of a pre-
liminary finding of deficiency needs to
be modified in light of the experience
of the PSO in attempting to implement
the corrective action, in which case the
Secretary will extend the period for
correction and/or modify the specific
corrective action required; or

(C) The PSO has not completed the
corrective action because it has not
acted with reasonable diligence or
speed to ensure that the corrective ac-
tion was completed within the allotted
time, in which case the Secretary will
issue to the PSO a notice of proposed
revocation and delisting.

(iv) When the Secretary issues a writ-
ten notice of proposed revocation and
delisting, the notice will specify the
deficiencies that have not been timely
corrected and will detail the manner in
which the PSO may exercise its oppor-
tunity to be heard in writing to re-
spond to the deficiencies specified in
the notice.

(4) Opportunity to be heard in writing
following a notice of proposed revocation
and delisting. The Secretary will afford
a PSO an opportunity to be heard in
writing, as specified in paragraph
(a)(4)(i) of this section, to provide a
substantive response to the deficiency
finding(s) set forth in the notice of pro-
posed revocation and delisting.

(i) The notice of proposed revocation
and delisting is presumed received five
days after it is sent, absent evidence of
actual receipt. The Secretary will pro-
vide a PSO with a period of time, be-
ginning with the date of receipt of the
notice of proposed revocation and
delisting of which there is evidence, or
the presumed date of receipt if there is
no evidence of earlier receipt, and end-
ing at midnight 30 calendar days there-
after, during which the PSO may sub-
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mit a substantive response to the defi-
ciency findings in writing.

(ii) The Secretary will provide to the
PSO any rules of procedure governing
the form or transmission of the written
response to the notice of proposed rev-
ocation and delisting. Such rules may
also be posted on the AHRQ PSO Web
site or published in the FEDERAL REG-
ISTER.

(iii) If a PSO does not submit a writ-
ten response to the deficiency find-
ing(s) within 30 calendar days of re-
ceipt of the notice of proposed revoca-
tion and delisting, the notice of pro-
posed revocation becomes final as a
matter of law and the basis for Secre-
tarial action under paragraph (b)(1) of
this section.

(6) The Secretary’s decision regarding
revocation. The Secretary will review
the entire administrative record per-
taining to a notice of proposed revoca-
tion and delisting and any written ma-
terials submitted by the PSO under
paragraph (a)(4) of this section. The
Secretary may affirm, reverse, or mod-
ify the notice of proposed revocation
and delisting and will make a deter-
mination with respect to the continued
listing of the PSO.

(b) Revocation of the Secretary’s accept-
ance of a PSO’s certifications—(1) Estab-
lishing the date and time of revocation
and delisting. When the Secretary con-
cludes, in accordance with a decision
made under paragraphs (a)(5b), (e)(3)(iii)
or (e)(3)(iv)(C) of this section, that rev-
ocation of the acceptance of a PSO’s
certification is warranted for its fail-
ure to comply with requirements of the
Patient Safety Act or of this Part, the
Secretary will establish the effective
time and date for such prompt revoca-
tion and removal of the entity from the
list of PSOs, so notify the PSO in writ-
ing, and provide the relevant public no-
tice required by §3.108(d) of this sub-
part.

(2) Required mnotification of providers
and status of data. (i) Upon being noti-
fied of the Secretary’s action pursuant
to paragraph (b)(1) of this section, the
former PSO will take all reasonable ac-
tions to notify each provider, whose pa-
tient safety work product it collected
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or analyzed, of the Secretary’s ac-
tion(s) and the following statutory in-
formation: Confidentiality and privi-
lege protections that applied to patient
safety work product while the former
PSO was listed continue to apply after
the entity is removed from listing.
Data submitted by providers to the
former PSO for 30 calendar days fol-
lowing the date and time on which the
entity was removed from the list of
PSOs pursuant to paragraph (b)(1) of
this section will have the same status
as data submitted while the entity was
still listed.

(ii) Within 15 days of being notified of
the Secretary’s action pursuant to
paragraph (b)(1) of this section, the
former PSO shall submit to the Sec-
retary confirmation that it has taken
the actions in paragraph (b)(2)(i) of this
section.

(3) Disposition of patient safety work
product and data. Within 90 days fol-
lowing the effective date of revocation
and delisting pursuant to paragraph
(b)(1) of this section, the former PSO
will take one or more of the following
measures in regard to patient safety
work product and data described in
paragraph (b)(2)(i) of this section:

(i) Transfer such patient safety work
product or data, with the approval of
the source from which it was received,
to a PSO that has agreed to receive
such patient safety work product or
data;

(i1) Return such work product or data
to the source from which it was sub-
mitted; or

(iii) If returning such patient safety
work product or data to its source is
not practicable, destroy such patient
safety work product or data.

(¢c) Voluntary relinquishment—(1) Cir-
cumstances constituting voluntary relin-
quishment. A PSO will be considered to
have voluntarily relinquished its sta-
tus as a PSO if the Secretary accepts a
notification from a PSO that it wishes
to relinquish voluntarily its listing as
a PSO.

(2) Notification of voluntary relinquish-
ment. A PSO’s notification of voluntary
relinquishment to the Secretary must
include the following:

(i) An attestation that all reasonable
efforts have been made, or will have
been made by a PSO within 15 calendar
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days of this statement, to notify the
sources from which it received patient
safety work product of the PSO’s in-
tention to cease PSO operations and
activities, to relinquish voluntarily its
status as a PSO, to request that these
other entities cease reporting or sub-
mitting any further information to the
PSO as soon as possible, and inform
them that any information reported
after the effective date and time of
delisting that the Secretary sets pursu-
ant to paragraph (c)(3) of this section
will not be protected as patient safety
work product under the Patient Safety
Act.

(ii) An attestation that the entity
has established a plan, or within 15 cal-
endar days of this statement, will have
made all reasonable efforts to establish
a plan, in consultation with the
sources from which it received patient
safety work product, that provides for
the disposition of the patient safety
work product held by the PSO con-
sistent with, to the extent practicable,
the statutory options for disposition of
patient safety work product as set out
in paragraph (b)(3) of this section; and

(iii) Appropriate contact information
for further communications from the
Secretary.

(3) Response to notification of voluntary
relinquishment. (i) After a PSO provides
the notification required by paragraph
(c)(2) of this section, the Secretary will
respond in writing to the entity indi-
cating whether the proposed voluntary
relinquishment of its PSO status is ac-
cepted. If the voluntary relinquishment
is accepted, the Secretary’s response
will indicate an effective date and time
for the entity’s removal from the list
of PSOs and will provide public notice
of the voluntary relinquishment and
the effective date and time of the
delisting, in accordance with §3.108(d)
of this subpart.

(ii) If the Secretary receives a notifi-
cation of voluntary relinquishment
during or immediately after revocation
proceedings for cause under paragraphs
(a)(4) and (a)(b) of this section, the Sec-
retary, as a matter of discretion, may
accept voluntary relinquishment in ac-
cordance with the preceding paragraph
or decide not to accept the entity’s
proposed voluntary relinquishment and
proceed with the revocation for cause
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and delisting pursuant to paragraph
(b)(1) of this section.

(4) Non-applicability of certain proce-
dures and requirements. (1) A decision by
the Secretary to accept a request by a
PSO to relinquish voluntarily its sta-
tus as a PSO pursuant to paragraph
(c)(2) of this section does not con-
stitute a determination of a deficiency
in PSO compliance with the Patient
Safety Act or with this Subpart.

(ii) The procedures and requirements
of §3.108(a) of this subpart regarding
deficiencies including the opportunity
to correct deficiencies and to be heard
in writing, and the procedures and re-
quirements of §3.108(b) are not applica-
ble to determinations of the Secretary
made pursuant to this subsection.

(d) Public notice of delisting regarding
removal from listing. If the Secretary re-
moves an entity from the list of PSOs
following revocation of acceptance of
the entity’s certification pursuant to
§3.108(b)(1), voluntary relinquishment
pursuant to §3.108(c)(3), or expiration
of an entity’s period of listing pursuant
to §3.104(e)(1), the Secretary will
promptly publish in the FEDERAL REG-
ISTER and on the AHRQ PSO website,
or in a comparable future form of pub-
lic notice, a notice of the actions taken
and the effective dates.

(e) Expedited revocation and delisting—
(1) Basis for expedited revocation. Not-
withstanding any other provision of
this section, the Secretary may use the
expedited revocation process described
in paragraph (e)(3) of this section if he
determines—

(i) The PSO is not in compliance with
this part because it is or is about to be-
come an entity described in §3.102(a)(2).

(ii) The parent organization of the
PSO is an entity described in
§3.102(a)(2) and requires or induces
health care providers to report patient
safety work product to its component
PSO; or

(iii) The circumstances for revoca-
tion in paragraph (a)(1) of this section
exist, and the Secretary has deter-
mined that there would be serious ad-
verse consequences if the PSO were to
remain listed.

(2) Applicable provisions. If the Sec-
retary uses the expedited revocation
process described in paragraph (e)(3) of
this section, the procedures in para-
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graphs (a)(2) through (5) of this section
shall not apply and paragraph (a)(l)
and paragraphs (b) and (d) of this sec-
tion shall apply.

(3) Expedited revocation process. (i)
The Secretary must send the PSO a
written notice of deficiency that:

(A) Identifies the evidence that the
circumstances for revocation and
delisting under paragraph (a)(1) of this
section exist, and any corrective action
that the PSO must take if the Sec-
retary determines that corrective ac-
tion may resolve the matter so that
the entity would not be delisted; and

(B) Provides an opportunity for the
PSO to respond in writing to correct
the facts or the legal bases for delisting
found in the notice, and to offer any
other grounds for its mnot being
delisted.

(ii) The notice of deficiency will be
presumed to be received five days after
it is sent, absent evidence of the actual
receipt date.

(iii) If the PSO does not submit a
written response to the Secretary with-
in 14 calendar days of actual or con-
structive receipt of such notice, which-
ever is longer, the Secretary may re-
voke his acceptance of the PSO’s cer-
tifications and remove the entity from
the list of PSOs.

(iv) If the PSO responds in writing
within the required 14-day time period,
the Secretary may take any of the fol-
lowing actions:

(A) Withdraw the notice of defi-
ciency;

(B) Provide the PSO with more time
to resolve the matter to the Sec-
retary’s satisfaction; or

(C) Revoke his acceptance of the
PSO’s certifications and remove the
entity from the list of PSOs.

§3.110 Assessment of PSO compliance.

The Secretary may request informa-
tion or conduct announced or unan-
nounced reviews of, or site visits to,
PSOs, to assess or verify PSO compli-
ance with the requirements of this sub-
part and for these purposes will be al-
lowed to inspect the physical or virtual
sites maintained or controlled by the
PSO. The Secretary will be allowed to
inspect and/or be given or sent copies
of any PSO records deemed necessary
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and requested by the Secretary to im-
plement the provisions of this subpart.
Such PSO records may include patient
safety work product in accordance with
§3.206(d) of this part.

§3.112 Submissions and forms.

(a) Forms referred to in this subpart
may be obtained on the PSO Web site
(http:/www.pso.ahrq.gov) maintained
for the Secretary by AHRQ or a suc-
Cessor agency or on successor publica-
tion technology or by requesting them
in writing by e-mail at
pso@ahrq.hhs.gov, or by mail from the
Agency for Healthcare Research and
Quality, CQuIPS, PSO Liaison, 540
Gaither Road, Rockville, MD 20850. A
form (including any required attach-
ments) must be submitted in accord-
ance with the accompanying instruc-
tions.

(b) Information submitted to AHRQ
in writing, but not required to be on or
attached to a form, and requests for in-
formation from AHRQ, may be sub-
mitted by mail or other delivery to the
Agency for Healthcare Research and
Quality, CQuIPS, PSO Liaison, 540
Gaither Road, Rockville, MD 20850, by
facsimile at (301) 427-1341, or by e-mail
at pso@ahrq.hhs.gov.

(c) If a submission to the Secretary is
incomplete or additional information
is needed to allow a determination to
be made under this subpart, the sub-
mitter will be notified if any additional
information is required.

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

§3.204 Privilege of patient safety work
product.

(a) Privilege. Notwithstanding any
other provision of Federal, State, local,
or Tribal law and subject to paragraph
(b) of this section and §3.208 of this
subpart, patient safety work product
shall be privileged and shall not be:

(1) Subject to a Federal, State, local,
or Tribal civil, criminal, or administra-
tive subpoena or order, including in a
Federal, State, local, or Tribal civil or
administrative disciplinary proceeding
against a provider;

(2) Subject to discovery in connection
with a Federal, State, local, or Tribal
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civil, criminal, or administrative pro-
ceeding, including in a Federal, State,
local, or Tribal civil or administrative
disciplinary proceeding against a pro-
vider;

(3) Subject to disclosure pursuant to
section 552 of Title 5, United States
Code (commonly known as the Free-
dom of Information Act) or any other
similar Federal, State, local, or Tribal
law;

(4) Admitted as evidence in any Fed-
eral, State, local, or Tribal govern-
mental civil proceeding, criminal pro-
ceeding, administrative rulemaking
proceeding, or administrative adjudica-
tory proceeding, including any such
proceeding against a provider; or

(5) Admitted in a professional dis-
ciplinary proceeding of a professional
disciplinary body established or spe-
cifically authorized under State law.

(b) Exceptions to privilege. Privilege
shall not apply to (and shall not be
construed to prohibit) one or more of
the following disclosures:

(1) Disclosure of relevant patient
safety work product for use in a crimi-
nal proceeding, subject to the condi-
tions at §3.206(b)(1) of this subpart.

(2) Disclosure to the extent required
to permit equitable relief subject to
the conditions at §3.206(b)(2) of this
subpart.

(3) Disclosure pursuant to provider
authorizations subject to the condi-
tions at §3.206(b)(3) of this subpart.

(4) Disclosure of non-identifiable pa-
tient safety work product subject to
the conditions at §3.206(b)(5) of this
subpart.

(c) Implementation and enforcement by
the Secretary. Privilege shall not apply
to (and shall not be construed to pro-
hibit) disclosures of relevant patient
safety work product to or by the Sec-
retary if such patient safety work
product is needed to investigate or de-
termine compliance, or to seek or im-
pose civil money penalties, with re-
spect to this part or the HIPAA Pri-
vacy Rule, or to make or support deci-
sions with respect to listing of a PSO.

§3.206 Confidentiality of patient safe-
ty work product.

(a) Confidentiality. Subject to para-
graphs (b) through (e) of this section,
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and §§3.208 and 3.210 of this subpart, pa-
tient safety work product shall be con-
fidential and shall not be disclosed.

(b) Exceptions to confidentiality. The
confidentiality provisions shall not
apply to (and shall not be construed to
prohibit) one or more of the following
disclosures:

(1) Disclosure in criminal proceedings.
Disclosure of relevant patient safety
work product for use in a criminal pro-
ceeding, but only after a court makes
an in-camera determination that:

(1) Such patient safety work product
contains evidence of a criminal act;

(i1) Such patient safety work product
is material to the proceeding; and

(iii) Such patient safety work prod-
uct is not reasonably available from
any other source.

(2) Disclosure to permit equitable relief
for reporters. Disclosure of patient safe-
ty work product to the extent required
to permit equitable relief under section
922 (f)(4)(A) of the Public Health Serv-
ice Act, provided the court or adminis-
trative tribunal has issued a protective
order to protect the confidentiality of
the patient safety work product in the
course of the proceeding.

(3) Disclosure authorized by identified
providers. (i) Disclosure of identifiable
patient safety work product consistent
with a valid authorization if such au-
thorization is obtained from each pro-
vider identified in such work product
prior to disclosure. A valid authoriza-
tion must:

(A) Be in writing and signed by the
provider from whom authorization is
sought; and

(B) Contain sufficient detail to fairly
inform the provider of the nature and
scope of the disclosures being author-
ized;

(ii) A valid authorization must be re-
tained by the disclosing entity for six
years from the date of the last disclo-
sure made in reliance on the authoriza-
tion and made available to the Sec-
retary upon request.

(4) Disclosure for patient safety activi-
ties—(i) Disclosure between a provider
and a PSO. Disclosure of patient safety
work product for patient safety activi-
ties by a provider to a PSO or by a PSO
to that disclosing provider.

(i1) Disclosure to a contractor of a pro-
vider or a PSO. A provider or a PSO
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may disclose patient safety work prod-
uct for patient safety activities to an
entity with which it has contracted to
undertake patient safety activities on
its behalf. A contractor receiving pa-
tient safety work product for patient
safety activities may not further dis-
close patient safety work product, ex-
cept to the provider or PSO with which
it is contracted.

(iii) Disclosure among affiliated pro-
viders. Disclosure of patient safety
work product for patient safety activi-
ties by a provider to an affiliated pro-
vider.

(iv) Disclosure to another PSO or pro-
vider. Disclosure of patient safety work
product for patient safety activities by
a PSO to another PSO or to another
provider that has reported to the PSO,
or, except as otherwise permitted in
paragraph (b)(4)(iii) of this section, by
a provider to another provider, pro-
vided:

(A) The following direct identifiers of
any providers and of affiliated organi-
zations, corporate parents, subsidi-
aries, practice partners, employers,
members of the workforce, or house-
hold members of such providers are re-
moved:

(1) Names;

(2) Postal address information, other
than town or city, State and zip code;

(3) Telephone numbers;

(4) Fax numbers;

() Electronic mail addresses;

(6) Social security numbers or tax-
payer identification numbers;

7 Provider or practitioner
credentialing or DEA numbers;

(8) National provider identification
number;

(9) Certificate/license numbers;

(10) Web Universal Resource Locators
(URLsS);

(11) Internet Protocol (IP) address
numbers;

(12) Biometric identifiers, including
finger and voice prints; and

(13) Full face photographic images
and any comparable images; and

(B) With respect to any individually
identifiable health information in such
patient safety work product, the direct
identifiers listed at 45 CFR 164.514(e)(2)
have been removed.
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(5) Disclosure of nonidentifiable patient
safety work product. Disclosure of non-
identifiable patient safety work prod-
uct when patient safety work product
meets the standard for nonidentifica-
tion in accordance with §3.212 of this
subpart.

(6) Disclosure for research. (i) Disclo-
sure of patient safety work product to
persons carrying out research, evalua-
tion or demonstration projects author-
ized, funded, certified, or otherwise
sanctioned by rule or other means by
the Secretary, for the purpose of con-
ducting research.

(ii) If the patient safety work product
disclosed pursuant to paragraph
(b)(6)(1) of this section is by a HIPAA
covered entity as defined at 45 CFR
160.103 and contains protected health
information as defined by the HIPAA
Privacy Rule at 45 CFR 160.103, such
patient safety work product may only
be disclosed under this exception in the
same manner as would be permitted
under the HIPAA Privacy Rule.

(T) Disclosure to the Food and Drug Ad-
ministration (FDA) and entities required
to report to FDA. (i) Disclosure by a pro-
vider of patient safety work product
concerning an FDA-regulated product
or activity to the FDA, an entity re-
quired to report to the FDA concerning
the quality, safety, or effectiveness of
an FDA-regulated product or activity,
or a contractor acting on behalf of
FDA or such entity for these purposes.

(ii) Any person permitted to receive
patient safety work product pursuant
to paragraph (b)(7)(i) of this section
may only further disclose such patient
safety work product for the purpose of
evaluating the quality, safety, or effec-
tiveness of that product or activity to
another such person or the disclosing
provider.

(8) Voluntary disclosure to an accred-
iting body. (i) Voluntary disclosure by a
provider of patient safety work product
to an accrediting body that accredits
that provider, provided, with respect to
any identified provider other than the
provider making the disclosure:

(A) The provider agrees to the disclo-
sure; or

(B) The identifiers
§3.206(b)(4)(iv)(A) are removed.

(ii) An accrediting body may not fur-
ther disclose patient safety work prod-

at
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uct it receives pursuant to paragraph
(b)(8)(1) of this section.

(iii) An accrediting body may not
take an accrediting action against a
provider based on a good faith partici-
pation of the provider in the collection,
development, reporting, or mainte-
nance of patient safety work product in
accordance with this Part. An accred-
iting body may not require a provider
to reveal its communications with any
PSO.

(9) Disclosure for business operations.
(i) Disclosure of patient safety work
product by a provider or a PSO for
business operations to attorneys, ac-
countants, and other professionals.
Such contractors may not further dis-
close patient safety work product, ex-
cept to the entity from which they re-
ceived the information.

(ii) Disclosure of patient safety work
product for such other business oper-
ations that the Secretary may pre-
scribe by regulation as consistent with
the goals of this part.

(10) Disclosure to law enforcement. (i)
Disclosure of patient safety work prod-
uct to an appropriate law enforcement
authority relating to an event that ei-
ther constitutes the commission of a
crime, or for which the disclosing per-
son reasonably believes constitutes the
commission of a crime, provided that
the disclosing person believes, reason-
ably under the circumstances, that the
patient safety work product that is dis-
closed is necessary for criminal law en-
forcement purposes.

(ii) Law enforcement personnel re-
ceiving patient safety work product
pursuant to paragraph (b)(10)(i) of this
section only may disclose that patient
safety work product to other law en-
forcement authorities as needed for law
enforcement activities related to the
event that gave rise to the disclosure
under paragraph (b)(10)(i) of this sec-
tion.

(c) Safe harbor. A provider or respon-
sible person, but not a PSO, is not con-
sidered to have violated the require-
ments of this subpart if a member of
its workforce discloses patient safety
work product, provided that the disclo-
sure does not include materials, includ-
ing oral statements, that:

(1) Assess the quality of care of an
identifiable provider; or
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(2) Describe or pertain to one or more
actions or failures to act by an identifi-
able provider.

(d) Implementation and enforcement by
the Secretary. The confidentiality provi-
sions shall not apply to (and shall not
be construed to prohibit) disclosures of
relevant patient safety work product
to or by the Secretary if such patient
safety work product is needed to inves-
tigate or determine compliance or to
seek or impose civil money penalties,
with respect to this part or the HIPAA
Privacy Rule, or to make or support
decisions with respect to listing of a
PSO.

(e) No limitation on authority to limit or
delegate disclosure or use. Nothing in
subpart C of this part shall be con-
strued to limit the authority of any
person to enter into a contract requir-
ing greater confidentiality or dele-
gating authority to make a disclosure
or use in accordance with this subpart.

§3.208 Continued protection of patient
safety work product.

(a) Except as provided in paragraph
(b) of this section, patient safety work
product disclosed in accordance with
this subpart, or disclosed
impermissibly, shall continue to be
privileged and confidential.

(b)(1) Patient safety work product
disclosed for use in a criminal pro-
ceeding pursuant to section 922(c)(1)(A)
of the Public Health Service Act, 42
U.S.C. 299b-22(c)(1)(A), and/or pursuant
to §3.206(b)(1) of this subpart continues
to be privileged, but is no longer con-
fidential.

(2) Non-identifiable patient safety
work product that is disclosed is no
longer privileged or confidential and
not subject to the regulations under
this part.

(3) Paragraph (b) of this section ap-
plies only to the specific patient safety
work product disclosed.

§3.210 Required disclosure of patient
safety work product to the Sec-
retary.

Notwithstanding any other provision
in this part, providers, PSOs, and re-
sponsible persons must disclose patient
safety work product upon request by
the Secretary when the Secretary de-
termines such patient safety work
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product is needed to investigate or de-
termine compliance or to seek or im-
pose civil money penalties, with re-
spect to this part or the HIPAA Pri-
vacy Rule, or to make or support deci-
sions with respect to listing of a PSO.

§3.212 Nonidentification
safety work product.

of patient

(a) Patient safety work product is
nonidentifiable with respect to a par-
ticular identified provider or a par-
ticular identified reporter if:

(1) A person with appropriate knowl-
edge of and experience with generally
accepted statistical and scientific prin-
ciples and methods for rendering infor-
mation not individually identifiable:

(i) Applying such principles and
methods, determines that the risk is
very small that the information could
be used, alone or in combination with
other reasonably available informa-
tion, by an anticipated recipient to
identify an identified provider or re-
porter; and

(ii) Documents the methods and re-
sults of the analysis that justify such
determination; or

(2)(1) The following identifiers of such
provider or reporter and of affiliated
organizations, corporate parents, sub-
sidiaries, practice partners, employers,
members of the workforce, or house-
hold members of such providers or re-
porters are removed:

(A) The direct identifiers listed at
§3.206(b)(4)(iv)(A)(1) through (13) of this
subpart;

(B) Geographic subdivisions smaller
than a State, including street address,
city, county, precinct, zip code and
equivalent geocodes, except for the ini-
tial three digits of a zip code if, accord-
ing to the current publicly available
data from the Bureau of the Census,
the geographic unit formed by com-
bining all zip codes with the same
three initial digits contains more than
20,000 people;

(C) All elements of dates (except
year) for dates directly related to a pa-
tient safety incident or event; and

(D) Any other unique identifying
number, characteristic, or code except
as permitted for re-identification; and

(ii) The provider, PSO or responsible
person making the disclosure does not
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have actual knowledge that the infor-
mation could be used, alone or in com-
bination with other information that is
reasonably available to the intended
recipient, to identify the particular
provider or reporter.

(3) Re-identification. A provider, PSO,
or responsible person may assign a
code or other means of record identi-
fication to allow information made
nonidentifiable under this section to be
re-identified by such provider, PSO, or
responsible person, provided that:

(i) The code or other means of record
identification is not derived from or re-
lated to information about the provider
or reporter and is not otherwise capa-
ble of being translated so as to identify
the provider or reporter; and

(ii) The provider, PSO, or responsible
person does not use or disclose the code
or other means of record identification
for any other purpose, and does not dis-
close the mechanism for re-identifica-
tion.

(b) Patient safety work product is
non-identifiable with respect to a par-
ticular patient only if the individually
identifiable health information regard-
ing that patient is de-identified in ac-
cordance with the HIPAA Privacy Rule
standard and implementation speci-
fications for the de-identification at 45
CFR 164.514(a) through (c).

Subpart D—Enforcement Program

§3.304 Principles for achieving com-
pliance.

(a) Cooperation. The Secretary will,
to the extent practicable, seek the co-
operation of providers, PSOs, and re-
sponsible persons in obtaining compli-
ance with the applicable confiden-
tiality provisions.

(b) Assistance. The Secretary may
provide technical assistance to pro-
viders, PSOs, and responsible persons
to help them comply voluntarily with
the applicable confidentiality provi-
sions.

§3.306 Complaints to the Secretary.

(a) Right to file a complaint. A person
who believes that patient safety work
product has been disclosed in violation
of the confidentiality provisions may
file a complaint with the Secretary.
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(b) Requirements for filing complaints.
Complaints under this section must
meet the following requirements:

(1) A complaint must be filed in writ-
ing, either on paper or electronically.

(2) A complaint must name the per-
son that is the subject of the complaint
and describe the act(s) believed to be in
violation of the applicable confiden-
tiality provision(s).

(3) A complaint must be filed within
180 days of when the complainant knew
or should have known that the act
complained of occurred, unless this
time limit is waived by the Secretary
for good cause shown.

(4) The Secretary may prescribe addi-
tional procedures for the filing of com-
plaints, as well as the place and man-
ner of filing, by notice in the FEDERAL
REGISTER.

(c) Investigation. The Secretary may
investigate complaints filed under this
section. Such investigation may in-
clude a review of the pertinent policies,
procedures, or practices of the respond-
ent and of the circumstances regarding
any alleged violation. At the time of
initial written communication with
the respondent about the complaint,
the Secretary will describe the act(s)
that are the basis of the complaint.

§3.308 Compliance reviews.

The Secretary may conduct compli-
ance reviews to determine whether a
respondent is complying with the ap-
plicable confidentiality provisions.

§3.310 Responsibilities of respondents.

(a) Provide records and compliance re-
ports. A respondent must keep such
records and submit such compliance re-
ports, in such time and manner and
containing such information, as the
Secretary may determine to be nec-
essary to enable the Secretary to as-
certain whether the respondent has
complied or is complying with the ap-
plicable confidentiality provisions.

(b) Cooperate with complaint investiga-
tions and compliance reviews. A respond-
ent must cooperate with the Secretary,
if the Secretary undertakes an inves-
tigation or compliance review of the
policies, procedures, or practices of the
respondent to determine whether it is
complying with the applicable con-
fidentiality provisions.
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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
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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
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

issued under this
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(v) If the subpoena is addressed to an
entity, describe with reasonable par-
ticularity the subject matter on which
testimony is required. In that event,
the entity must designate one or more
natural persons who will testify on its
behalf, and must state as to each such
person that person’s name and address
and the matters on which he or she will
testify. The designated person must
testify as to matters known or reason-
ably available to the entity.

(2) A subpoena under this section
must be served by—

(i) Delivering a copy to the natural
person named in the subpoena or to the
entity named in the subpoena at its
last principal place of business; or

(ii) Registered or certified mail ad-
dressed to the natural person at his or
her last known dwelling place or to the
entity at its last known principal place
of business.

(3) A verified return by the natural
person serving the subpoena setting
forth the manner of service or, in the
case of service by registered or cer-
tified mail, the signed return post of-
fice receipt, constitutes proof of serv-
ice.

(4) Witnesses are entitled to the same
fees and mileage as witnesses in the
district courts of the United States (28
U.S.C. 1821 and 1825). Fees need not be
paid at the time the subpoena is
served.

(5) A subpoena under this section is
enforceable through the district court
of the United States for the district
where the subpoenaed natural person
resides or is found or where the entity
transacts business.

(b) Investigational inquiries are non-
public investigational proceedings con-
ducted by the Secretary.

(1) Testimony at investigational in-
quiries will be taken under oath or af-
firmation.

(2) Attendance of non-witnesses is
discretionary with the Secretary, ex-
cept that a witness is entitled to be ac-
companied, represented, and advised by
an attorney.

(3) Representatives of the Secretary
are entitled to attend and ask ques-
tions.

(4) A witness will have the oppor-
tunity to clarify his or her answers on
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the record following questioning by the
Secretary.

(5) Any claim of privilege must be as-
serted by the witness on the record.

(6) Objections must be asserted on
the record. Errors of any kind that
might be corrected if promptly pre-
sented will be deemed to be waived un-
less reasonable objection is made at
the investigational inquiry. Except
where the objection is on the grounds
of privilege, the question will be an-
swered on the record, subject to objec-
tion.

(7) If a witness refuses to answer any
question not privileged or to produce
requested documents or items, or en-
gages in conduct likely to delay or ob-
struct the investigational inquiry, the
Secretary may seek enforcement of the
subpoena under paragraph (a)(b) of this
section.

(8) The proceedings will be recorded
and transcribed. The witness is entitled
to a copy of the transcript, upon pay-
ment of prescribed costs, except that,
for good cause, the witness may be lim-
ited to inspection of the official tran-
script of his or her testimony.

(9)(i) The transcript will be sub-
mitted to the witness for signature.

(A) Where the witness will be pro-
vided a copy of the transcript, the
transcript will be submitted to the wit-
ness for signature. The witness may
submit to the Secretary written pro-
posed corrections to the transcript,
with such corrections attached to the
transcript. If the witness does not re-
turn a signed copy of the transcript or
proposed corrections within 30 days
(computed in the same manner as pre-
scribed under §3.526 of this part) of its
being submitted to him or her for sig-
nature, the witness will be deemed to
have agreed that the transcript is true
and accurate.

(B) Where, as provided in paragraph
(b)(8) of this section, the witness is lim-
ited to inspecting the transcript, the
witness will have the opportunity at
the time of inspection to propose cor-
rections to the transcript, with correc-
tions attached to the transcript. The
witness will also have the opportunity
to sign the transcript. If the witness
does not sign the transcript or offer
corrections within 30 days (computed
in the same manner as prescribed
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under §3.526 of this part) of receipt of
notice of the opportunity to inspect
the transcript, the witness will be
deemed to have agreed that the tran-
script is true and accurate.

(ii) The Secretary’s proposed correc-
tions to the record of transcript will be
attached to the transcript.

§3.402

(a) General rule. A person who dis-
closes identifiable patient safety work
product in knowing or reckless viola-
tion of the confidentiality provisions
shall be subject to a civil money pen-
alty for each act constituting such vio-
lation.

(b) Violation attributed to a principal.
A principal is independently liable, in
accordance with the federal common
law of agency, for a civil money pen-
alty based on the act of the principal’s
agent, including a workforce member,
acting within the scope of the agency if
such act could give rise to a civil
money penalty in accordance with
§3.402(a) of this subpart.

Basis for a civil money penalty.

§3.404 Amount of a civil money pen-
alty.

(a) The amount of a civil money pen-
alty will be determined in accordance
with paragraph (b) of this section and
§3.408.

(b) The Secretary may impose a civil
monetary penalty in the amount of not
more than $11,000. This amount has
been updated and will be updated annu-
ally, in accordance with the Federal
Civil Monetary penalty Inflation Ad-
justment Act of 1990 (Pub. L. 101-140),
as amended by the Federal Civil Pen-
alties Inflation Adjustment Act Im-
provements Act of 2015 (section 701 of
Pub. L. 114-74). The amount, as up-
dated, is published at 45 CFR part 102.

[81 FR 61560, Sept. 6, 2016]

§3.408 Factors considered in deter-
mining the amount of a civil money
penalty.

In determining the amount of any
civil money penalty, the Secretary
may consider as aggravating or miti-
gating factors, as appropriate, any of
the following:

(a) The nature of the violation.
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(b) The circumstances, including the
consequences, of the violation, includ-
ing:

(1) The time period during which the
violation(s) occurred; and

(2) Whether the violation caused
physical or financial harm or
reputational damage;

(c) The degree of culpability of the
respondent, including:

(1) Whether the violation was inten-
tional; and

(2) Whether the violation was beyond
the direct control of the respondent.

(d) Any history of prior compliance
with the Patient Safety Act, including
violations, by the respondent, includ-
ing:

(1) Whether the current violation is
the same or similar to prior viola-
tion(s);

(2) Whether and to what extent the
respondent has attempted to correct
previous violations;

(3) How the respondent has responded
to technical assistance from the Sec-
retary provided in the context of a
compliance effort; and

(4) How the respondent has responded
to prior complaints.

(e) The financial condition of the re-
spondent, including:

(1) Whether the respondent had finan-
cial difficulties that affected its ability
to comply;

(2) Whether the imposition of a civil
money penalty would jeopardize the
ability of the respondent to continue to
provide health care or patient safety
activities; and

(3) The size of the respondent.

(f) Such other matters as justice may
require.

§3.414 Limitations.

No action under this subpart may be
entertained unless commenced by the
Secretary, in accordance with §3.420 of
this subpart, within 6 years from the
date of the occurrence of the violation.

§3.416 Authority to settle.

Nothing in this subpart limits the
authority of the Secretary to settle
any issue or case or to compromise any
penalty.
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§3.418 Exclusivity of penalty.

(a) Except as otherwise provided by
paragraph (b) of this section, a penalty
imposed under this part is in addition
to any other penalty prescribed by law.

(b) Civil money penalties shall not be
imposed both under this part and under
the HIPAA Privacy Rule (45 CFR parts
160 and 164).

§3.420 Notice of proposed determina-
tion.

(a) If a penalty is proposed in accord-
ance with this part, the Secretary
must deliver, or send by certified mail
with return receipt requested, to the
respondent, written notice of the Sec-
retary’s intent to impose a penalty.
This notice of proposed determination
must include:

(1) Reference to the statutory basis
for the penalty;

(2) A description of the findings of
fact regarding the violations with re-
spect to which the penalty is proposed;

(3) The reason(s) why the violation(s)
subject(s) the respondent to a penalty;

(4) The amount of the proposed pen-
alty;

(5) Any factors described in §3.408 of
this subpart that were considered in
determining the amount of the pro-
posed penalty; and

(6) Instructions for responding to the
notice, including a statement of the re-
spondent’s right to a hearing, a state-
ment that failure to request a hearing
within 60 days permits the imposition
of the proposed penalty without the
right to a hearing under §3.504 of this
subpart or a right of appeal under
§3.548 of this subpart, and the address
to which the hearing request must be
sent.

(b) The respondent may request a
hearing before an ALJ on the proposed
penalty by filing a request in accord-
ance with §3.504 of this subpart.

§3.422 Failure to request a hearing.

If the respondent does not request a
hearing within the time prescribed by
§3.504 of this subpart and the matter is
not settled pursuant to §3.416 of this
subpart, the Secretary may impose the
proposed penalty or any lesser penalty
permitted by sections 921 through 926
of the Public Health Service Act, 42
U.S.C. 299b-21 through 299b-26. The Sec-
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retary will notify the respondent by
certified mail, return receipt re-
quested, of any penalty that has been
imposed and of the means by which the
respondent may satisfy the penalty,
and the penalty is final on receipt of
the notice. The respondent has no right
to appeal a penalty under §3.548 of this
subpart with respect to which the re-
spondent has not timely requested a
hearing.

§3.424 Collection of penalty.

(a) Once a determination of the Sec-
retary to impose a penalty has become
final, the penalty will be collected by
the Secretary, subject to the first sen-
tence of 42 U.S.C. 1320a-7a(f).

(b) The penalty may be recovered in
a civil action brought in the United
States district court for the district
where the respondent resides, is found,
or is located.

(c) The amount of a penalty, when fi-
nally determined, or the amount
agreed upon in compromise, may be de-
ducted from any sum then or later
owing by the United States, or by a
State agency, to the respondent.

(d) Matters that were raised or that
could have been raised in a hearing be-
fore an ALJ, or in an appeal under 42
U.S.C. 1320a—7a(e), may not be raised as
a defense in a civil action by the
United States to collect a penalty
under this part.

§3.426 Notification of the public and
other agencies.

Whenever a proposed penalty be-
comes final, the Secretary will notify,
in such manner as the Secretary deems
appropriate, the public and the fol-
lowing organizations and entities
thereof and the reason it was imposed:
The appropriate State or local medical
or professional organization, the appro-
priate State agency or agencies admin-
istering or supervising the administra-
tion of State health care programs (as
defined in 42 U.S.C. 1320a-7(h)), the ap-
propriate utilization and quality con-
trol peer review organization, and the
appropriate State or local licensing
agency or organization (including the
agency specified in 42 U.S.C. 13%5aa(a),
1396a(a)(33)).
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§3.504 Hearings before an ALJ.

(a) A respondent may request a hear-
ing before an ALJ. The parties to the
hearing proceeding consist of—

(1) The respondent; and

(2) The officer(s) or employee(s) of
HHS to whom the enforcement author-
ity involved has been delegated.

(b) The request for a hearing must be
made in writing signed by the respond-
ent or by the respondent’s attorney and
sent by certified mail, return receipt
requested, to the address specified in
the notice of proposed determination.
The request for a hearing must be
mailed within 60 days after notice of
the proposed determination is received
by the respondent. For purposes of this
section, the respondent’s date of re-
ceipt of the notice of proposed deter-
mination is presumed to be 5 days after
the date of the notice unless the re-
spondent makes a reasonable showing
to the contrary to the ALJ.

(c) The request for a hearing must
clearly and directly admit, deny, or ex-
plain each of the findings of fact con-
tained in the notice of proposed deter-
mination with regard to which the re-
spondent has any knowledge. If the re-
spondent has no knowledge of a par-
ticular finding of fact and so states,
the finding shall be deemed denied. The
request for a hearing must also state
the circumstances or arguments that
the respondent alleges constitute the
grounds for any defense and the factual
and legal basis for opposing the pen-
alty.

(d) The ALJ must dismiss a hearing
request where—

(1) On motion of the Secretary, the
ALJ determines that the respondent’s
hearing request is not timely filed as
required by paragraph (b) or does not
meet the requirements of paragraph (c)
of this section;

(2) The respondent withdraws the re-
quest for a hearing;

(3) The respondent abandons the re-
quest for a hearing; or

(4) The respondent’s hearing request
fails to raise any issue that may prop-
erly be addressed in a hearing.

§3.506 Rights of the parties.

(a) Except as otherwise limited by
this subpart, each party may—
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(1) Be accompanied, represented, and
advised by an attorney;

(2) Participate in any conference held
by the ALJ;

(3) Conduct discovery of documents
as permitted by this subpart;

(4) Agree to stipulations of fact or
law that will be made part of the
record;

(5) Present evidence relevant to the
issues at the hearing;

(6) Present and cross-examine wit-
nesses;

(7) Present oral arguments at the
hearing as permitted by the ALJ; and

(8) Submit written briefs and pro-
posed findings of fact and conclusions
of law after the hearing.

(b) A party may appear in person or
by a representative. Natural persons
who appear as an attorney or other
representative must conform to the
standards of conduct and ethics re-
quired of practitioners before the
courts of the United States.

(c) Fees for any services performed
on behalf of a party by an attorney are
not subject to the provisions of 42
U.S.C. 406, which authorizes the Sec-
retary to specify or limit their fees.

§3.508 Authority of the ALdJ.

(a) The ALJ must conduct a fair and
impartial hearing, avoid delay, main-
tain order, and ensure that a record of
the proceeding is made.

(b) The ALJ may—

(1) Set and change the date, time and
place of the hearing upon reasonable
notice to the parties;

(2) Continue or recess the hearing in
whole or in part for a reasonable period
of time;

(3) Hold conferences to identify or
simplify the issues, or to consider
other matters that may aid in the ex-
peditious disposition of the proceeding;

(4) Administer oaths and affirma-
tions;

(5) Issue subpoenas requiring the at-
tendance of witnesses at hearings and
the production of documents at or in
relation to hearings;

(6) Rule on motions and other proce-
dural matters;

(7) Regulate the scope and timing of
documentary discovery as permitted by
this subpart;
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(8) Regulate the course of the hearing
and the conduct of representatives,
parties, and witnesses;

(9) Examine witnesses;

(10) Receive, rule on,
limit evidence;

(11) Upon motion of a party, take of-
ficial notice of facts;

(12) Conduct any conference, argu-
ment or hearing in person or, upon
agreement of the parties, by telephone;
and

(13) Upon motion of a party, decide
cases, in whole or in part, by summary
judgment where there is no disputed
issue of material fact. A summary
judgment decision constitutes a hear-
ing on the record for the purposes of
this subpart.

(¢c) The ALJ—

(1) May not find invalid or refuse to
follow Federal statutes, regulations, or
Secretarial delegations of authority
and must give deference to published
guidance to the extent not inconsistent
with statute or regulation;

(2) May not enter an order in the na-
ture of a directed verdict;

(3) May not compel settlement nego-
tiations; or

(4) May not enjoin any act of the Sec-
retary.

exclude, or

§3.510 Ex parte contacts.

No party or person (except employees
of the ALJ’s office) may communicate
in any way with the ALJ on any mat-
ter at issue in a case, unless on notice
and opportunity for both parties to
participate. This provision does not
prohibit a party or person from inquir-
ing about the status of a case or asking
routine questions concerning adminis-
trative functions or procedures.

§3.512 Prehearing conferences.

(a) The ALJ must schedule at least
one prehearing conference, and may
schedule additional prehearing con-
ferences as appropriate, upon reason-
able notice, which may not be less than
14 business days, to the parties.

(b) The ALJ may use prehearing con-
ferences to discuss the following—

(1) Simplification of the issues;

(2) The necessity or desirability of
amendments to the pleadings, includ-
ing the need for a more definite state-
ment;
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(3) Stipulations and admissions of
fact or as to the contents and authen-
ticity of documents;

(4) Whether the parties can agree to
submission of the case on a stipulated
record;

(5) Whether a party chooses to waive
appearance at an oral hearing and to
submit only documentary evidence
(subject to the objection of the other
party) and written argument;

(6) Limitation of the number of wit-
nesses;

(7) Scheduling dates for the exchange
of witness lists and of proposed exhib-
its;

(8) Discovery of documents as per-
mitted by this subpart;

(9) The time and place for the hear-
ng;

(10) The potential for the settlement
of the case by the parties; and

(11) Other matters as may tend to en-
courage the fair, just and expeditious
disposition of the proceedings, includ-
ing the protection of confidentiality of
identifiable patient safety work prod-
uct that may be submitted into evi-
dence or otherwise used in the pro-
ceeding, if appropriate.

(c) The ALJ must issue an order con-
taining the matters agreed upon by the
parties or ordered by the ALJ at a pre-
hearing conference.

§3.514 Authority to settle.

The Secretary has exclusive author-
ity to settle any issue or case without
the consent of the ALJ.

§3.516 Discovery.

(a) A party may make a request to
another party for production of docu-
ments for inspection and copying that
are relevant and material to the issues
before the ALJ.

(b) For the purpose of this section,
the term ‘‘documents’ includes infor-
mation, reports, answers, records, ac-
counts, papers and other data and doc-
umentary evidence. Nothing contained
in this section may be interpreted to
require the creation of a document, ex-
cept that requested data stored in an
electronic data storage system must be
produced in a form accessible to the re-
questing party.

(c) Requests for documents, requests
for admissions, written interrogatories,
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depositions and any forms of discovery,
other than those permitted under para-
graph (a) of this section, are not au-
thorized.

(d) This section may not be construed
to require the disclosure of interview
reports or statements obtained by any
party, or on behalf of any party, of per-
sons who will not be called as witnesses
by that party, or analyses and sum-
maries prepared in conjunction with
the investigation or litigation of the
case, or any otherwise privileged docu-
ments.

(e)(1) When a request for production
of documents has been received, within
30 days the party receiving that re-
quest must either fully respond to the
request, or state that the request is
being objected to and the reasons for
that objection. If objection is made to
part of an item or category, the part
must be specified. Upon receiving any
objections, the party seeking produc-
tion may then, within 30 days or any
other time frame set by the ALJ, file a
motion for an order compelling dis-
covery. The party receiving a request
for production may also file a motion
for protective order any time before
the date the production is due.

(2) The ALJ may grant a motion for
protective order or deny a motion for
an order compelling discovery if the
ALJ finds that the discovery sought—

(i) Is irrelevant;

(ii) Is unduly costly or burdensome;

(iii) Will unduly delay the pro-
ceeding; or

(iv) Seeks privileged information.

(3) The ALJ may extend any of the
time frames set forth in paragraph
(e)(1) of this section.

(4) The burden of showing that dis-
covery should be allowed is on the
party seeking discovery.

§3.518 Exchange of witness lists, wit-
ness statements, and exhibits.

(a) The parties must exchange wit-
ness lists, copies of prior written state-
ments of proposed witnesses, and cop-
ies of proposed hearing exhibits, in-
cluding copies of any written state-
ments that the party intends to offer
in lieu of live testimony in accordance
with §3.5638, not more than 60, and not
less than 15, days before the scheduled
hearing.
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(b)(1) If, at any time, a party objects
to the proposed admission of evidence
not exchanged in accordance with para-
graph (a) of this section, the ALJ must
determine whether the failure to com-
ply with paragraph (a) of this section
should result in the exclusion of that
evidence.

(2) Unless the ALJ finds that extraor-
dinary circumstances justified the fail-
ure timely to exchange the information
listed under paragraph (a) of this sec-
tion, the ALJ must exclude from the
party’s case-in-chief—

(i) The testimony of any witness
whose name does not appear on the
witness list; and

(ii) Any exhibit not provided to the
opposing party as specified in para-
graph (a) of this section.

(3) If the ALJ finds that extraor-
dinary circumstances existed, the ALJ
must then determine whether the ad-
mission of that evidence would cause
substantial prejudice to the objecting
party.

(i) If the ALJ finds that there is no
substantial prejudice, the evidence
may be admitted.

(ii) If the ALJ finds that there is sub-
stantial prejudice, the ALJ may ex-
clude the evidence, or, if he or she does
not exclude the evidence, must post-
pone the hearing for such time as is
necessary for the objecting party to
prepare and respond to the evidence,
unless the objecting party waives post-
ponement.

(c) Unless the other party objects
within a reasonable period of time be-
fore the hearing, documents exchanged
in accordance with paragraph (a) of
this section will be deemed to be au-
thentic for the purpose of admissibility
at the hearing.

§3.520 Subpoenas for attendance at
hearing.

(a) A party wishing to procure the
appearance and testimony of any per-
son at the hearing may make a motion
requesting the ALJ to issue a subpoena
if the appearance and testimony are
reasonably necessary for the presen-
tation of a party’s case.

(b) A subpoena requiring the attend-
ance of a person in accordance with
paragraph (a) of this section may also
require the person (whether or not the
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person is a party) to produce relevant
and material evidence at or before the
hearing.

(c) When a subpoena is served by a re-
spondent on a particular employee or
official or particular office of HHS, the
Secretary may comply by designating
any knowledgeable HHS representative
to appear and testify.

(d) A party seeking a subpoena must
file a written motion not less than 30
days before the date fixed for the hear-
ing, unless otherwise allowed by the
ALJ for good cause shown. That mo-
tion must—

(1) Specify any evidence to be pro-
duced;

(2) Designate the witnesses; and

(3) Describe the address and location
with sufficient particularity to permit
those witnesses to be found.

(e) The subpoena must specify the
time and place at which the witness is
to appear and any evidence the witness
is to produce.

(f) Within 15 days after the written
motion requesting issuance of a sub-
poena is served, any party may file an
opposition or other response.

(g) If the motion requesting issuance
of a subpoena is granted, the party
seeking the subpoena must serve it by
delivery to the person named, or by
certified mail addressed to that person
at the person’s last dwelling place or
principal place of business.

(h) The person to whom the subpoena
is directed may file with the ALJ a mo-
tion to quash the subpoena within 10
days after service.

(i) The exclusive remedy for contu-
macy by, or refusal to obey a subpoena
duly served upon, any person is speci-
fied in 42 U.S.C. 405(e).

§3.522 Fees.

The party requesting a subpoena
must pay the cost of the fees and mile-
age of any witness subpoenaed in the
amounts that would be payable to a
witness in a proceeding in TUnited
States District Court. A check for wit-
ness fees and mileage must accompany
the subpoena when served, except that,
when a subpoena is issued on behalf of
the Secretary, a check for witness fees
and mileage need not accompany the
subpoena.
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§3.524 Form, filing, and service of pa-
pers.

(a) Forms. (1) Unless the ALJ directs
the parties to do otherwise, documents
filed with the ALJ must include an
original and two copies.

(2) Every pleading and paper filed in
the proceeding must contain a caption
setting forth the title of the action, the
case number, and a designation of the
paper, such as motion to quash sub-
poena.

(3) Every pleading and paper must be
signed by and must contain the address
and telephone number of the party or
the person on whose behalf the paper
was filed, or his or her representative.

(4) Papers are considered filed when
they are mailed.

(b) Service. A party filing a document
with the ALJ or the Board must, at the
time of filing, serve a copy of the docu-
ment on the other party. Service upon
any party of any document must be
made by delivering a copy, or placing a
copy of the document in the United
States mail, postage prepaid and ad-
dressed, or with a private delivery serv-
ice, to the party’s last known address.
When a party is represented by an at-
torney, service must be made upon the
attorney in lieu of the party.

(c) Proof of service. A certificate of
the natural person serving the docu-
ment by personal delivery or by mail,
setting forth the manner of service,
constitutes proof of service.

§3.526 Computation of time.

(a) In computing any period of time
under this subpart or in an order issued
thereunder, the time begins with the
day following the act, event or default,
and includes the last day of the period
unless it is a Saturday, Sunday, or
legal holiday observed by the Federal
Government, in which event it includes
the next business day.

(b) When the period of time allowed
is less than 7 days, intermediate Satur-
days, Sundays, and legal holidays ob-
served by the Federal Government
must be excluded from the computa-
tion.

(c) Where a document has been served
or issued by placing it in the mail, an
additional 5 days must be added to the
time permitted for any response. This
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paragraph does not apply to requests
for hearing under §3.504.

§3.528 Motions.

(a) An application to the ALJ for an
order or ruling must be by motion. Mo-
tions must state the relief sought, the
authority relied upon and the facts al-
leged, and must be filed with the ALJ
and served on all other parties.

(b) Except for motions made during a
prehearing conference or at the hear-
ing, all motions must be in writing.
The ALJ may require that oral mo-
tions be reduced to writing.

(c) Within 10 days after a written mo-
tion is served, or such other time as
may be fixed by the ALJ, any party
may file a response to the motion.

(d) The ALJ may not grant a written
motion before the time for filing re-
sponses has expired, except upon con-
sent of the parties or following a hear-
ing on the motion, but may overrule or
deny the motion without awaiting a re-
sponse.

(e) The ALJ must make a reasonable
effort to dispose of all outstanding mo-
tions before the beginning of the hear-
ing.

§3.530 Sanctions.

The ALJ may sanction a person, in-
cluding any party or attorney, for fail-
ing to comply with an order or proce-
dure, for failing to defend an action or
for other misconduct that interferes
with the speedy, orderly or fair con-
duct of the hearing. The sanctions
must reasonably relate to the severity
and nature of the failure or mis-
conduct. The sanctions may include—

(a) In the case of refusal to provide or
permit discovery under the terms of
this part, drawing negative factual in-
ferences or treating the refusal as an
admission by deeming the matter, or
certain facts, to be established;

(b) Prohibiting a party from intro-
ducing certain evidence or otherwise
supporting a particular claim or de-
fense;

(c) Striking pleadings, in whole or in
part;

(d) Staying the proceedings;

(e) Dismissal of the action;

(f) Entering a decision by default;

(g) Ordering the party or attorney to
pay the attorney’s fees and other costs
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caused by the failure or misconduct;
and

(h) Refusing to consider any motion
or other action that is not filed in a
timely manner.

§3.532 Collateral estoppel.

When a final determination that the
respondent violated a confidentiality
provision has been rendered in any pro-
ceeding in which the respondent was a
party and had an opportunity to be
heard, the respondent is bound by that
determination in any proceeding under
this part.

§3.534 The hearing.

(a) The ALJ must conduct a hearing
on the record in order to determine
whether the respondent should be
found liable under this part.

(b)(1) The respondent has the burden
of going forward and the burden of per-
suasion with respect to any challenge
to the amount of a proposed penalty
pursuant to §§3.404 and 3.408, including
any factors raised as mitigating fac-
tors.

(2) The Secretary has the burden of
going forward and the burden of per-
suasion with respect to all other issues,
including issues of liability and the ex-
istence of any factors considered as ag-
gravating factors in determining the
amount of the proposed penalty.

(3) The burden of persuasion will be
judged by a preponderance of the evi-
dence.

(c) The hearing must be open to the
public unless otherwise ordered by the
ALJ for good cause shown, which may
be that identifiable patient safety work
product has been introduced into evi-
dence or is expected to be introduced
into evidence.

(d)(1) Subject to the 15-day rule under
§3.518(a) and the admissibility of evi-
dence under §3.540, either party may
introduce, during its case in chief,
items or information that arose or be-
came known after the date of the
issuance of the notice of proposed de-
termination or the request for hearing,
as applicable. Such items and informa-
tion may not be admitted into evi-
dence, if introduced—

(i) By the Secretary, unless they are
material and relevant to the acts or
omissions with respect to which the
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penalty is proposed in the notice of
proposed determination pursuant to
§3.420 of this part, including cir-
cumstances that may increase pen-
alties; or

(ii) By the respondent, unless they
are material and relevant to an admis-
sion, denial or explanation of a finding
of fact in the notice of proposed deter-
mination under §3.420 of this part, or to
a specific circumstance or argument
expressly stated in the request for
hearing under §3.504, including cir-
cumstances that may reduce penalties.

(2) After both parties have presented
their cases, evidence may be admitted
in rebuttal even if not previously ex-
changed in accordance with §3.518.

§38.538 Witnesses.

(a) Except as provided in paragraph
(b) of this section, testimony at the
hearing must be given orally by wit-
nesses under oath or affirmation.

(b) At the discretion of the ALJ, tes-
timony of witnesses other than the tes-
timony of expert witnesses may be ad-
mitted in the form of a written state-
ment. The ALJ may, at his or her dis-
cretion, admit prior sworn testimony
of experts that has been subject to ad-
verse examination, such as a deposition
or trial testimony. Any such written
statement must be provided to the
other party, along with the last known
address of the witness, in a manner
that allows sufficient time for the
other party to subpoena the witness for
cross-examination at the hearing.
Prior written statements of witnesses
proposed to testify at the hearing must
be exchanged as provided in §3.518.

(c) The ALJ must exercise reasonable
control over the mode and order of in-
terrogating witnesses and presenting
evidence so as to:

(1) Make the interrogation and pres-
entation effective for the ascertain-
ment of the truth;

(2) Avoid repetition or needless con-
sumption of time; and

(3) Protect witnesses from harass-
ment or undue embarrassment.

(d) The ALJ must permit the parties
to conduct cross-examination of wit-
nesses as may be required for a full and
true disclosure of the facts.

(e) The ALJ may order witnesses ex-
cluded so that they cannot hear the
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testimony of other witnesses, except
that the ALJ may not order to be ex-
cluded—

(1) A party who is a natural person;

(2) In the case of a party that is not
a natural person, the officer or em-
ployee of the party appearing for the
entity pro se or designated as the par-
ty’s representative; or

(3) A natural person whose presence
is shown by a party to be essential to
the presentation of its case, including a
person engaged in assisting the attor-
ney for the Secretary.

§38.540 Evidence.

(a) The ALJ must determine the ad-
missibility of evidence.

(b) Except as provided in this sub-
part, the ALJ is not bound by the Fed-
eral Rules of Evidence. However, the
ALJ may apply the Federal Rules of
Evidence where appropriate, for exam-
ple, to exclude unreliable evidence.

(c) The ALJ must exclude irrelevant
or immaterial evidence.

(d) Although relevant, evidence may
be excluded if its probative value is
substantially outweighed by the danger
of unfair prejudice, confusion of the
issues, or by considerations of undue
delay or needless presentation of cumu-
lative evidence.

(e) Although relevant, evidence must
be excluded if it is privileged under
Federal law.

(f) Evidence concerning offers of com-
promise or settlement is inadmissible
to the extent provided in Rule 408 of
the Federal Rules of Evidence.

(g) Evidence of crimes, wrongs, or
acts other than those at issue in the in-
stant case is admissible in order to
show motive, opportunity, intent,
knowledge, preparation, identity, lack
of mistake, or existence of a scheme.
This evidence is admissible regardless
of whether the crimes, wrongs, or acts
occurred during the statute of limita-
tions period applicable to the acts or
omissions that constitute the basis for
liability in the case and regardless of
whether they were referenced in the
Secretary’s notice of proposed deter-
mination under §3.420.

(h) The ALJ must permit the parties
to introduce rebuttal witnesses and
evidence.
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(i) All documents and other evidence
offered or taken for the record must be
open to examination by both parties,
unless otherwise ordered by the ALJ
for good cause shown.

§3.542 The record.

(a) The hearing must be recorded and
transcribed. Transcripts may be ob-
tained following the hearing from the
ALJ. A party that requests a transcript
of hearing proceedings must pay the
cost of preparing the transcript unless,
for good cause shown by the party, the
payment is waived by the ALJ or the
Board, as appropriate.

(b) The transcript of the testimony,
exhibits, and other evidence admitted
at the hearing, and all papers and re-
quests filed in the proceeding con-
stitute the record for decision by the
ALJ and the Secretary.

(c) The record may be inspected and
copied (upon payment of a reasonable
fee) by any person, unless otherwise or-
dered by the ALJ for good cause shown,
which may include the presence in the
record of identifiable patient safety
work product.

(d) For good cause, which may in-
clude the presence in the record of
identifiable patient safety work prod-
uct, the ALJ may order appropriate
redactions made to the record.

§3.544 Post hearing briefs.

The ALJ may require the parties to
file post-hearing briefs. In any event,
any party may file a post-hearing brief.
The ALJ must fix the time for filing
the briefs. The time for filing may not
exceed 60 days from the date the par-
ties receive the transcript of the hear-
ing or, if applicable, the stipulated
record. The briefs may be accompanied
by proposed findings of fact and conclu-
sions of law. The ALJ may permit the
parties to file reply briefs.

§3.546 ALJ’s decision.

(a) The ALJ must issue a decision,
based only on the record, which must
contain findings of fact and conclu-
sions of law.

(b) The ALJ may affirm, increase, or
reduce the penalties imposed by the
Secretary.

(c) The ALJ must issue the decision
to both parties within 60 days after the
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time for submission of post-hearing
briefs and reply briefs, if permitted,
has expired. If the ALJ fails to meet
the deadline contained in this para-
graph, he or she must notify the par-
ties of the reason for the delay and set
a new deadline.

(d) Unless the decision of the ALJ is
timely appealed as provided for in
§3.548, the decision of the ALJ will be
final and binding on the parties 60 days
from the date of service of the ALJ’s
decision.

§3.548 Appeal of the ALJ’s decision.

(a) Any party may appeal the deci-
sion of the ALJ to the Board by filing
a notice of appeal with the Board with-
in 30 days of the date of service of the
ALJ decision. The Board may extend
the initial 30 day period for a period of
time not to exceed 30 days if a party
files with the Board a request for an
extension within the initial 30 day pe-
riod and shows good cause.

(b) If a party files a timely notice of
appeal with the Board, the ALJ must
forward the record of the proceeding to
the Board.

(c) A notice of appeal must be accom-
panied by a written brief specifying ex-
ceptions to the initial decision and rea-
sons supporting the exceptions. Any
party may file a brief in opposition to
the exceptions, which may raise any
relevant issue not addressed in the ex-
ceptions, within 30 days of receiving
the notice of appeal and the accom-
panying brief. The Board may permit
the parties to file reply briefs.

(d) There is no right to appear per-
sonally before the Board or to appeal
to the Board any interlocutory ruling
by the ALJ.

(e) The Board may not consider any
issue not raised in the parties’ briefs,
nor any issue in the briefs that could
have been raised before the ALJ but
was not.

(f) If any party demonstrates to the
satisfaction of the Board that addi-
tional evidence not presented at such
hearing is relevant and material and
that there were reasonable grounds for
the failure to adduce such evidence at
the hearing, the Board may remand the
matter to the ALJ for consideration of
such additional evidence.
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(g) The Board may decline to review
the case, or may affirm, increase, re-
duce, reverse or remand any penalty
determined by the ALJ.

(h) The standard of review on a dis-
puted issue of fact is whether the ini-
tial decision of the ALJ is supported by
substantial evidence on the whole
record. The standard of review on a dis-
puted issue of law is whether the deci-
sion is erroneous.

(i) Within 60 days after the time for
submission of briefs and reply briefs, if
permitted, has expired, the Board must
serve on each party to the appeal a
copy of the Board’s decision and a
statement describing the right of any
respondent who is penalized to seek ju-
dicial review.

(j)(1) The Board’s decision under
paragraph (i) of this section, including
a decision to decline review of the ini-
tial decision, becomes the final deci-
sion of the Secretary 60 days after the
date of service of the Board’s decision,
except with respect to a decision to re-
mand to the ALJ or if reconsideration
is requested under this paragraph.

(2) The Board will reconsider its deci-
sion only if it determines that the deci-
sion contains a clear error of fact or
error of law. New evidence will not be
a basis for reconsideration unless the
party demonstrates that the evidence
is newly discovered and was not pre-
viously available.

(3) A party may file a motion for re-
consideration with the Board before
the date the decision becomes final
under paragraph (j)(1) of this section. A
motion for reconsideration must be ac-
companied by a written brief speci-
fying any alleged error of fact or law
and, if the party is relying on addi-
tional evidence, explaining why the
evidence was not previously available.
Any party may file a brief in opposi-
tion within 15 days of receiving the mo-
tion for reconsideration and the accom-
panying brief unless this time limit is
extended by the Board for good cause
shown. Reply briefs are not permitted.

(4) The Board must rule on the mo-
tion for reconsideration not later than
30 days from the date the opposition
brief is due. If the Board denies the mo-
tion, the decision issued under para-
graph (i) of this section becomes the
final decision of the Secretary on the
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date of service of the ruling. If the
Board grants the motion, the Board
will issue a reconsidered decision, after
such procedures as the Board deter-
mines necessary to address the effect of
any error. The Board’s decision on re-
consideration becomes the final deci-
sion of the Secretary on the date of
service of the decision, except with re-
spect to a decision to remand to the
ALJ.

(5) If service of a ruling or decision
issued under this section is by mail,
the date of service will be deemed to be
5 days from the date of mailing.

(k)(1) A respondent’s petition for ju-
dicial review must be filed within 60
days of the date on which the decision
of the Board becomes the final decision
of the Secretary under paragraph (j) of
this section.

(2) In compliance with 28 U.S.C.
2112(a), a copy of any petition for judi-
cial review filed in any U.S. Court of
Appeals challenging the final decision
of the Secretary must be sent by cer-
tified mail, return receipt requested, to
the General Counsel of HHS. The peti-
tion copy must be a copy showing that
it has been time-stamped by the clerk
of the court when the original was filed
with the court.

(3) If the General Counsel of HHS re-
ceived two or more petitions within 10
days after the final decision of the Sec-
retary, the General Counsel will notify
the U.S. Judicial Panel on Multidis-
trict Litigation of any petitions that
were received within the 10 day period.

§3.550 Stay of the Secretary’s decision.

(a) Pending judicial review, the re-
spondent may file a request for stay of
the effective date of any penalty with
the ALJ. The request must be accom-
panied by a copy of the notice of appeal
filed with the Federal court. The filing
of the request automatically stays the
effective date of the penalty until such
time as the ALJ rules upon the re-
quest.

(b) The ALJ may not grant a re-
spondent’s request for stay of any pen-
alty unless the respondent posts a bond
or provides other adequate security.

(¢c) The ALJ must rule upon a re-
spondent’s request for stay within 10
days of receipt.
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§3.552 Harmless error.

No error in either the admission or
the exclusion of evidence, and no error
or defect in any ruling or order or in
any act done or omitted by the ALJ or
by any of the parties is ground for
vacating, modifying or otherwise dis-
turbing an otherwise appropriate rul-
ing or order or act, unless refusal to
take such action appears to the ALJ or
the Board inconsistent with substan-
tial justice. The ALJ and the Board at
every stage of the proceeding must dis-
regard any error or defect in the pro-
ceeding that does not affect the sub-
stantial rights of the parties.

PART 4—NATIONAL LIBRARY OF
MEDICINE

Sec.

4.1 Programs to which these regulations
apply.

4.2 Definitions.

4.3 Purpose of the Library.

4.4 Use of Library facilities.

4.5 TUse of materials from the collections.

4.6 Reference, bibliographic, reproduction,
and consultation services.

4.7 Fees.

4.8 Publication of the Library and informa-
tion about the Library.

AUTHORITY: 42 U.S.C. 216, 286.

SOURCE: 56 FR 29188, June 26, 1991, unless
otherwise noted.

§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
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
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or the Privacy Act of 1974 (56 U.S.C. 552,
5562a). These matters are covered in 45
CFR parts 5 and 5b.

(3) Federal assistance for medical 1i-
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).
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