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

§3.20 Definitions.

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

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

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

ALJ stands for an Administrative
Law Judge of HHS.

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

Bona fide contract means:

(1) A written contract between a pro-
vider and a PSO that is executed in
good faith by officials authorized to
execute such contract; or

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

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

Component organization means an en-
tity that:

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

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

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

Confidentiality provisions means for
purposes of subparts C and D, any re-
quirement or prohibition concerning
confidentiality established by sections
921 and 922(b)—(d), (g) and (i) of the Pub-
lic Health Service Act, 42 U.S.C. 299b-
21, 299b-22(b)-(d), (g) and (i) and the
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provisions, at §§3.206 and 3.208, that im-
plement the statutory prohibition on
disclosure of identifiable patient safety
work product.

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
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such a health maintenance organiza-
tion.

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.
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Patient safety activities means the fol-
lowing activities carried out by or on
behalf of a PSO or a provider:

(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 organization (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
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system for reporting to a PSO, and
such documentation includes the date
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.

(ii) 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—
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(i) A hospital, nursing facility, com-
prehensive outpatient rehabilitation
facility, home health agency, hospice
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)(i) of this definition or a Federal,
State, local, or Tribal government unit
that manages or controls one or more
entities described in paragraphs (1)(i)
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 person,
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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