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and utilization of health care items and serv-
ices. 

(6) Improving information available to health 
care providers, patients, and policymakers 

Not later than 18 months after December 8, 
2003, the Secretary shall identify options that 
could be undertaken in voluntary collabora-
tion with private and public entities (as appro-
priate) for the— 

(A) provision of more timely information 
through the programs established under 
titles XVIII, XIX, and XXI of the Social Se-
curity Act [42 U.S.C. 1395 et seq., 1396 et seq., 
1397aa et seq.], regarding the outcomes and 
quality of patient care, including clinical 
and patient-reported outcomes, especially 
with respect to interventions and conditions 
for which clinical trials would not be fea-
sible or raise ethical concerns that are dif-
ficult to address; 

(B) acceleration of the adoption of innova-
tion and quality improvement under such 
programs; and 

(C) development of management tools for 
the programs established under titles XIX 
and XXI of the Social Security Act [42 U.S.C. 
1396 et seq., 1397aa et seq.], and with respect 
to the programs established under such 
titles, assess the feasibility of using admin-
istrative or claims data, to— 

(i) improve oversight by State officials; 
(ii) support Federal and State initiatives 

to improve the quality, safety, and effi-
ciency of services provided under such pro-
grams; and 

(iii) provide a basis for estimating the 
fiscal and coverage impact of Federal or 
State program and policy changes. 

(b) Recommendations 

(1) Disclaimer 

In carrying out this section, the Director 
shall— 

(A) not mandate national standards of 
clinical practice or quality health care 
standards; and 

(B) include in any recommendations re-
sulting from projects funded and published 
by the Director, a corresponding reference to 
the prohibition described in subparagraph 
(A). 

(2) Requirement for implementation 

Research, evaluation, and communication 
activities performed pursuant to this section 
shall reflect the principle that clinicians and 
patients should have the best available evi-
dence upon which to make choices in health 
care items and services, in providers, and in 
health care delivery systems, recognizing that 
patient subpopulations and patient and physi-
cian preferences may vary. 

(3) Rule of construction 

Nothing in this section shall be construed to 
provide the Director with authority to man-
date a national standard or require a specific 
approach to quality measurement and report-
ing. 

(c) Research with respect to dissemination 

The Secretary, acting through the Director, 
may conduct or support research with respect to 

improving methods of disseminating informa-
tion in accordance with subsection (a)(3)(C). 

(d) Limitation on CMS 

The Administrator of the Centers for Medicare 
& Medicaid Services may not use data obtained 
in accordance with this section to withhold cov-
erage of a prescription drug. 

(e) Authorization of appropriations 

There is authorized to be appropriated to 
carry out this section, $50,000,000 for fiscal year 
2004, and such sums as may be necessary for 
each fiscal year thereafter. 

(Pub. L. 108–173, title X, § 1013, Dec. 8, 2003, 117 
Stat. 2438.) 

REFERENCES IN TEXT 

The Social Security Act, referred to in subsec. 
(a)(1)(A), (2)(C)(i), (3)(A)(iii), (C)(i), (4)(A), (6)(A), (C), is 
act Aug. 14, 1935, ch. 531, 49 Stat. 620, as amended. Titles 
XVIII, XIX, and XXI of the Act are classified generally 
to subchapters XVIII (§ 1395 et seq.), XIX (§ 1396 et seq.), 
and XXI (§ 1397aa et seq.), respectively, of chapter 7 of 
this title. Parts C and D of title XVIII of the Act are 
classified generally to parts C (§ 1395w–21 et seq.) and D 
(§ 1395w–101 et seq.), respectively, of subchapter XVIII of 
chapter 7 of this title. For complete classification of 
this Act to the Code, see section 1305 of this title and 
Tables. 

The Federal Food, Drug, and Cosmetic Act, referred 
to in subsec. (a)(3)(C)(ii)(I), (4)(B), is act June 25, 1938, 
ch. 675, 52 Stat. 1040, as amended, which is classified 
generally to chapter 9 (§ 301 et seq.) of Title 21, Food 
and Drugs. For complete classification of this Act to 
the Code, see section 301 of Title 21 and Tables. 

The Public Health Service Act, referred to in subsec. 
(a)(3)(C)(ii)(I), (4)(A), is act July 1, 1944, ch. 373, 58 Stat. 
682, as amended, which is classified generally to this 
chapter. Title IX of the Act is classified generally to 
this subchapter. For complete classification of this Act 
to the Code, see Short Title note set out under section 
201 of this title and Tables. 

CODIFICATION 

Section was enacted as part of the Medicare Prescrip-
tion Drug, Improvement, and Modernization Act of 
2003, and not as part of the Public Health Service Act 
which comprises this chapter. 

DEFINITION OF ‘‘SECRETARY’’ 

‘‘Secretary’’ as meaning the Secretary of Health and 
Human Services, see section 1(c)(2) of Pub. L. 108–173, 
set out as a note under section 1301 of this title. 

§ 299b–8. Omitted 

CODIFICATION 

Section, Pub. L. 111–5, div. A, title VIII, § 804, Feb. 17, 
2009, 123 Stat. 187, established the Federal Coordinating 
Council for Comparative Effectiveness Research. 

TERMINATION OF FEDERAL COORDINATING COUNCIL FOR 
COMPARATIVE EFFECTIVENESS RESEARCH 

Pub. L. 111–148, title VI, § 6302, Mar. 23, 2010, 124 Stat. 
747, provided that the Federal Coordinating Council for 
Comparative Effectiveness Research established under 
this section terminated on Mar. 23, 2010. 

PART C—PATIENT SAFETY IMPROVEMENT 

§ 299b–21. Definitions 

In this part: 

(1) HIPAA confidentiality regulations 

The term ‘‘HIPAA confidentiality regula-
tions’’ means regulations promulgated under 
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section 264(c) of the Health Insurance Port-
ability and Accountability Act of 1996 (Public 
Law 104–191; 110 Stat. 2033). 

(2) Identifiable patient safety work product 

The term ‘‘identifiable patient safety work 
product’’ means patient safety work product 
that— 

(A) 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 participate in activities that 
are a subject of the work product; 

(B) constitutes individually identifiable 
health information as that term is defined in 
the HIPAA confidentiality regulations; or 

(C) is presented in a form and manner that 
allows the identification of an individual 
who reported information in the manner 
specified in section 299b–22(e) of this title. 

(3) Nonidentifiable patient safety work product 

The term ‘‘nonidentifiable patient safety 
work product’’ means patient safety work 
product that is not identifiable patient safety 
work product (as defined in paragraph (2)). 

(4) Patient safety organization 

The term ‘‘patient safety organization’’ 
means a private or public entity or component 
thereof that is listed by the Secretary pursu-
ant to section 299b–24(d) of this title. 

(5) Patient safety activities 

The term ‘‘patient safety activities’’ means 
the following activities: 

(A) Efforts to improve patient safety and 
the quality of health care delivery. 

(B) The collection and analysis of patient 
safety work product. 

(C) The development and dissemination of 
information with respect to improving pa-
tient safety, such as recommendations, pro-
tocols, or information regarding best prac-
tices. 

(D) The utilization of patient safety work 
product for the purposes of encouraging a 
culture of safety and of providing feedback 
and assistance to effectively minimize pa-
tient risk. 

(E) The maintenance of procedures to pre-
serve confidentiality with respect to patient 
safety work product. 

(F) The provision of appropriate security 
measures with respect to patient safety 
work product. 

(G) The utilization of qualified staff. 
(H) Activities related to the operation of a 

patient safety evaluation system and to the 
provision of feedback to participants in a pa-
tient safety evaluation system. 

(6) Patient safety evaluation system 

The term ‘‘patient safety evaluation sys-
tem’’ means the collection, management, or 
analysis of information for reporting to or by 
a patient safety organization. 

(7) Patient safety work product 

(A) In general 

Except as provided in subparagraph (B), 
the term ‘‘patient safety work product’’ 
means any data, reports, records, memo-

randa, analyses (such as root cause analy-
ses), or written or oral statements— 

(i) which— 
(I) are assembled or developed by a 

provider for reporting to a patient safety 
organization and are reported to a pa-
tient safety organization; or 

(II) are developed by a patient safety 
organization for the conduct of patient 
safety activities; 

and which could result in improved patient 
safety, health care quality, or health care 
outcomes; or 

(ii) which identify or constitute the de-
liberations or analysis of, or identify the 
fact of reporting pursuant to, a patient 
safety evaluation system. 

(B) Clarification 

(i) Information described in subparagraph 
(A) does not include a patient’s medical 
record, billing and discharge information, or 
any other original patient or provider 
record. 

(ii) Information described in subparagraph 
(A) does not include information that is col-
lected, maintained, or developed separately, 
or exists separately, from a patient safety 
evaluation system. Such separate informa-
tion or a copy thereof reported to a patient 
safety organization shall not by reason of its 
reporting be considered patient safety work 
product. 

(iii) Nothing in this part shall be con-
strued to limit— 

(I) the discovery of or admissibility of 
information described in this subpara-
graph in a criminal, civil, or administra-
tive proceeding; 

(II) the reporting of information de-
scribed in this subparagraph to a Federal, 
State, or local governmental agency for 
public health surveillance, investigation, 
or other public health purposes or health 
oversight purposes; or 

(III) a provider’s recordkeeping obliga-
tion with respect to information described 
in this subparagraph under Federal, State, 
or local law. 

(8) Provider 

The term ‘‘provider’’ means— 
(A) an individual or entity licensed or 

otherwise authorized under State law to pro-
vide health care services, including— 

(i) a hospital, nursing facility, compre-
hensive outpatient rehabilitation facility, 
home health agency, hospice program, 
renal dialysis facility, ambulatory surgical 
center, pharmacy, physician or health care 
practitioner’s office, long term care facil-
ity, behavior health residential treatment 
facility, clinical laboratory, or health cen-
ter; or 

(ii) a physician, physician assistant, 
nurse practitioner, clinical nurse special-
ist, certified registered nurse anesthetist, 
certified nurse midwife, psychologist, cer-
tified social worker, registered dietitian or 
nutrition professional, physical or occupa-
tional therapist, pharmacist, or other indi-
vidual health care practitioner; or 
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(B) any other individual or entity specified 
in regulations promulgated by the Sec-
retary. 

(July 1, 1944, ch. 373, title IX, § 921, as added Pub. 
L. 109–41, § 2(a)(5), July 29, 2005, 119 Stat. 424.) 

REFERENCES IN TEXT 

Section 264(c) of the Health Insurance Portability and 
Accountability Act of 1996, referred to in par. (1), is sec-
tion 264(c) of Pub. L. 104–191, which is set out as a note 
under section 1320d–2 of this title. 

PRIOR PROVISIONS 

A prior section 921 of act July 1, 1944, was renumbered 
section 941 and is classified to section 299c of this title. 

Another prior section 921 of act July 1, 1944, was clas-
sified to section 299c of this title prior to the general 
amendment of this subchapter by Pub. L. 106–129. 

§ 299b–22. Privilege and confidentiality protec-
tions 

(a) Privilege 

Notwithstanding any other provision of Fed-
eral, State, or local law, and subject to sub-
section (c), patient safety work product shall be 
privileged and shall not be— 

(1) subject to a Federal, State, or local civil, 
criminal, or administrative subpoena or order, 
including in a Federal, State, or local civil or 
administrative disciplinary proceeding against 
a provider; 

(2) subject to discovery in connection with a 
Federal, State, or local civil, criminal, or ad-
ministrative proceeding, including in a Fed-
eral, State, or local civil or administrative 
disciplinary proceeding against a provider; 

(3) subject to disclosure pursuant to section 
552 of title 5 (commonly known as the Free-
dom of Information Act) or any other similar 
Federal, State, or local law; 

(4) admitted as evidence in any Federal, 
State, or local governmental civil proceeding, 
criminal proceeding, administrative rule-
making proceeding, or administrative adju-
dicatory proceeding, including any such pro-
ceeding against a provider; or 

(5) admitted in a professional disciplinary 
proceeding of a professional disciplinary body 
established or specifically authorized under 
State law. 

(b) Confidentiality of patient safety work prod-
uct 

Notwithstanding any other provision of Fed-
eral, State, or local law, and subject to sub-
section (c), patient safety work product shall be 
confidential and shall not be disclosed. 

(c) Exceptions 

Except as provided in subsection (g)(3)— 

(1) Exceptions from privilege and confidential-
ity 

Subsections (a) and (b) shall not apply to 
(and shall not be construed to prohibit) one or 
more of the following disclosures: 

(A) Disclosure of relevant patient safety 
work product for use in a criminal proceed-
ing, but only after a court makes an in cam-
era determination that such patient safety 
work product contains evidence of a crimi-
nal act and that such patient safety work 

product is material to the proceeding and 
not reasonably available from any other 
source. 

(B) Disclosure of patient safety work prod-
uct to the extent required to carry out sub-
section (f)(4)(A). 

(C) Disclosure of identifiable patient safe-
ty work product if authorized by each pro-
vider identified in such work product. 

(2) Exceptions from confidentiality 

Subsection (b) shall not apply to (and shall 
not be construed to prohibit) one or more of 
the following disclosures: 

(A) Disclosure of patient safety work prod-
uct to carry out patient safety activities. 

(B) Disclosure of nonidentifiable patient 
safety work product. 

(C) Disclosure of patient safety work prod-
uct to grantees, contractors, or other enti-
ties carrying out research, evaluation, or 
demonstration projects authorized, funded, 
certified, or otherwise sanctioned by rule or 
other means by the Secretary, for the pur-
pose of conducting research to the extent 
that disclosure of protected health informa-
tion would be allowed for such purpose under 
the HIPAA confidentiality regulations. 

(D) Disclosure by a provider to the Food 
and Drug Administration with respect to a 
product or activity regulated by the Food 
and Drug Administration. 

(E) Voluntary disclosure of patient safety 
work product by a provider to an accrediting 
body that accredits that provider. 

(F) Disclosures that the Secretary may de-
termine, by rule or other means, are nec-
essary for business operations and are con-
sistent with the goals of this part. 

(G) Disclosure of patient safety work prod-
uct to law enforcement authorities relating 
to the commission of a crime (or to an event 
reasonably believed to be a crime) if the per-
son making the disclosure believes, reason-
ably under the circumstances, that the pa-
tient safety work product that is disclosed is 
necessary for criminal law enforcement pur-
poses. 

(H) With respect to a person other than a 
patient safety organization, the disclosure of 
patient safety work product that does not 
include materials that— 

(i) assess the quality of care of an identi-
fiable provider; or 

(ii) describe or pertain to one or more ac-
tions or failures to act by an identifiable 
provider. 

(3) Exception from privilege 

Subsection (a) shall not apply to (and shall 
not be construed to prohibit) voluntary disclo-
sure of nonidentifiable patient safety work 
product. 

(d) Continued protection of information after 
disclosure 

(1) In general 

Patient safety work product that is dis-
closed under subsection (c) shall continue to 
be privileged and confidential as provided for 
in subsections (a) and (b), and such disclosure 
shall not be treated as a waiver of privilege or 
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