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AN ACT

Establishing a health care quality assurance authority;

providing for its powers and duties;
mandati ng seri ous event
review and quality review activities;

pl ans;

requiring patient safety
reporting; defining peer
establishing privileges

and confidentiality afforded to peer review and quality

review activities and records;

and al l ocating staffing and

funds for physician oversight.
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Departnment of Public Welfare.
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Repeal s.
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Ef fecti ve date.

The General Assenbly of the Conmonweal th of Pennsyl vani a

her eby enacts as foll ows:
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CHAPTER 1
GENERAL PROVI SI ONS

Section 101. Short title.

This act shall be known and may be cited as the Patient
Safety and Quality Assurance Act.
Section 102. Statenment of purpose.

It is the purpose of this act to pronote, preserve and
protect the health, safety and welfare of patients by the
ef fective managenent of patient safety and quality inprovenent
activities through:

(1) The creation of a health care environnent that
encourages error identification and the inplenentation of
remedi al steps to reduce the |ikelihood of future serious
events by mnimzing the use of blanme or retribution as a
means of addressing individual involvenent in a nedical
error. This includes encouragi ng organi zational |earning
about nedical errors and supports the sharing of that
know edge to effect behavioral changes in itself and other
health care organi zations to inprove patient safety.

(2) The creation of a health care quality assurance
authority to identify those conditions that mnimze nedical
errors, inprove patient outcones and enhance health care
del i very.

(3) The establishnent of a process for confidential,
effective and appropriate peer review and quality revi ew
activities.

(4) The inposition of mandatory serious event reporting
by all licensed health care facilities.

(5) The allocation of staffing and funds to the State

Board of Medicine and the State Board of Osteopathic Medicine
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in order to strengthen oversight of physician practice.
Section 103. Definitions.

The foll ow ng words and phrases when used in this act shal
have the neanings given to themin this section unless the
context clearly indicates otherw se:

"Act." The Patient Safety and Quality Assurance Act.

"Adverse event." An injury caused by nedi cal managenent
rat her than the underlying condition of the patient.

"Adverse outconme." An outcome that results froman adverse
event.

"Aut hority." The Health Care Quality Assurance Authority
establ i shed in section 301.

"Clinical privileges." Pernmission to provide specific care
services in an organization within well-defined limts, based on
the follow ng factors, including: |icense, education, training,
experience, conpetence, health status and judgnent.

"Credentialing.” The process of obtaining, verifying and
assessing the qualifications of a health care practitioner to
provi de patient care services in or for a health care
or gani zat i on.

"El ectroni c conmuni cation” or "e-mail." The process whereby
information is transferred el ectronically between infornmation
systens, replacing traditional paper, mail and verbal
conmuni cation of this informtion.

"Error." The failure of a planned action to be conpl eted as
i ntended or the use of a wong plan to achieve an aim

"Fund." The Health Care Quality Assurance Trust Fund
establ i shed in section 304.

"Health care insurer.” Any insurance comnpany, association or

exchange authorized to transact the business of insurance in

2002051263B1658 - 4 -



this Commonweal th that provides coverage for health care
services. This shall also include any entity operating under any
of the follow ng:

(1) Section 630 of the act of May 17, 1921 (P.L.682,

No. 284), known as The Insurance Conpany Law of 1921.

(2) The act of Decenber 29, 1972 (P.L.1701, No.364),
known as the Heal th M ntenance Organi zation Act.

(3) The act of Decenber 14, 1992 (P.L.835, No.134),
known as the Fraternal Benefit Societies Code.

(4) 40 Pa.C.S. Ch. 61 (relating to hospital plan

cor porations).

(5) 40 Pa.C.S. Ch. 63 (relating to professional health
services plan corporations).
(6) 40 Pa.C.S. Ch. 67 (relating to beneficial

soci eties).

"Heal th care organization.”" A licensed health care facility,
group practice, integrated delivery system health care insurer
or any entity which is authorized by the laws of this
Commonweal th to deliver, contract to deliver or arrange for the
delivery of health care services.

"Health care practitioner.” An individual who is |icensed,
certified or otherwi se authorized to provide health care
services within this Commonweal t h.

"Licensed health care facility.” Those entities operating
under the act of Cctober 20, 1966 (3rd Sp.Sess., P.L.96, No.6),
known as the Mental Health and Mental Retardation Act of 1966,
the act of June 13, 1967 (P.L.31, No.21), known as the Public
We| fare Code and the act of July 19, 1979 (P.L.130, No.48),
known as the Health Care Facilities Act.

"Li censure board." The State Board of Medicine or the State

2002051263B1658 - 5 -
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Board of Osteopathic Medi cine.

"Medi cal staff." The organization of physicians or dentists
who are credential ed and have privileges at a |icensed health
care facility.

"Medi cation error."™ Any preventable event that may cause or
| ead to i nappropriate nedication use or patient harm Such
events may be related to professional practice, health care
products, procedures and systens, including: prescribing; order
communi cati on; product | abeling, packagi ng and nonencl at ur e;
conmpoundi ng; di spensing; distribution; adm nistration;
education; nonitoring; and use.

"Near error."” Used to describe any process variation which
did not affect the outconme but for which a recurrence carries a
significant chance of a serious adverse outcone.

"Original source docunent." A docunent that was created
outside the scope of any quality review, including peer review,
activities and for a purpose unrelated to quality review,

i ncl udi ng peer review.

"Patient safety officer.” An individual designated by a
nmedi cal facility to coordinate the activities set forth in the
patient safety plan under Chapter 5.

"Peer review." The procedure for evaluation by professional
health care providers of the performance of other simlar health
care providers for the purposes of:

(1) evaluating the quality of health care rendered;
(2) review of patient outcomes; or
(3) evaluating the cost of providing health care
servi ces.
"Peer review action.”™ An action or recommendation of a peer

review conmttee which affects, or nmay affect, adversely the

2002051263B1658 - 6 -
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medi cal staff nenbership or clinical privileges, or nmenbership
in a professional society, of the professional health care
provider. The termincludes a formal decision of a peer review
conmittee not to take an action or make a reconmendati on
described in the previous sentence and al so includes quality
review activities relating to a peer review action.

"Peer review activity.” An activity of a licensed health
care facility, professional society, group practice, integrated
delivery system or other professional health care provider with
respect to an individual physician to:

(1) determ ne whether the physician may have cli nical
privileges with respect to or nenbership in the entity;

(2) determne the scope and conditions of such privilege
or nenbership; or

(3) <change or nodify such privileges or menbership.
"Peer review committee.”

(1) A licensed health care facility, professiona
society, group practice, integrated delivery system or other
prof essi onal health care provider and the governi ng body
t hereof , engaging in peer review activities.

(2) Any individual or conmmttee engaging in, or
assisting in, peer review activities on behalf of a |licensed
health care facility, professional society, group practice,
integrated delivery systemor other professional health care
provi der.

"Privileging." The process whereby clinical privileges are
granted for a health care practitioner by a health care
or gani zati on.

"Professional health care provider."” An individual or

organi zati on which is approved, licensed, certified or otherw se

2002051263B1658 - 7 -
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regul ated to practice or operate in the health care field under
the laws of this Commonweal th, including the follow ng
i ndi vi dual s or organi zati ons:
(1) Health care practitioners.
(2) An administrator of a licensed health care facility.
(3) A corporation or other organization operating a
licensed health care facility or any not-for-profit
corporation that is a nmenber or corporate affiliate of the
licensed health care facility or of which the health care
facility is a menber.

"Professional society.” An organization of health care
practitioners.

"Quality inprovenent." An approach to the continuous study
and i nprovenent of the process of providing health care services
to neet the needs of individuals and others.

"Quality of care" or "quality of health care.” The degree to
whi ch health services for individuals and popul ati ons increase
the Iikelihood of desired health outcones and are consi stent
wi th current professional know edge.

"Quality review " The process of review and eval uation by a
revi ew organi zation or review commttee of the quality of
services provided by a professional health care provider for the
pur poses of:

(1) evaluating and inproving the quality of health care
render ed;

(2) reducing norbidity or nortality;

(3) evaluating the cost of providing health care
servi ces;

(4) engaging in self-critical analysis;

(5) evaluating and conducting reporting to Federal or

2002051263B1658 - 8 -
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State regul atory agenci es, national accrediting organizations
or organi zations serving as repositories or clearinghouses
for voluntary medical error reporting prograns, including
reports contenpl ated under this act;

(6) conpiling aggregate data concerning the procedures
and the outcomes of care of professional health care

provi ders for the purposes of evaluating the quality and

ef ficiency of health care services, including practice

anal ysis, review of incident reports, inpatient and

outpatient utilization review, nedical audit, clainms review

and conpliance review of a licensed health care facility with
applicable I aws, rules and regul ations; or
(7) peer review

"Quality review activities.” Al activities, including peer
review, engaged in by a review organization or a review
commttee, or an enpl oyee, agent or contractor thereof, or by
the person or entity which is the subject of the quality review,
or an enpl oyee, agent or contractor thereof, as part of the
qual ity revi ew process.

"Quality reviewrecords.” Al data, information, reports,
docunents, findings, conpilations and sunmaries, testinony and
any ot her records generated by, acquired by, created for or
given to a review organi zation or review conmttee, either oral
or witten, as a part of any quality review including peer
review, regardl ess of when the record is created. The term does
not include original source docunents.

"Revi ew organi zation" or "review commttee."

(1) Any person, panel, national accrediting organization
or conmttee of a health care organization or organizations

engaging in quality review, including peer review, to gather

2002051263B1658 - 9 -
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and review information relating to the care and treatnent of

patients.

(2) Any licensed health care facility's board, commttee
or individual reviewi ng the professional qualifications or
activities of its medical staff or applicants for adm ssion
t her et o.

(3) A conmittee of an association conprised in |arge
part of professional health care providers review ng the
operation of a licensed health care facility or facilities,

i ncl udi ng an organi zati on established by such associ ations

that contracts with a licensed health care facility or

facilities to assist in performng quality review, including
peer review.

"Self-critical analysis.” Al procedures a professional
health care provider uses or functions it perforns to undergo
self-evaluation to identify, investigate and elimnate safety
probl ens and medi cal or systemerrors in order to change and
i nprove health care practices and patient care.

CHAPTER 3
HEALTH CARE QUALI TY ASSURANCE AUTHORI TY
Section 301. Establishnent of authority.

(a) Establishnent.--There is hereby established a body
corporate and politic to be known as the Health Care Quality
Assurance Authority.

(b) Appointnents. --

(1) The authority shall consist of 17 menbers appoi nted
in accordance with the foll ow ng:

(i) The Physician CGeneral of the Departnent of

Heal t h who shall act as chair.

(i1i) Ei ght nmenbers appointed by the Governor.

2002051263B1658 - 10 -



1 (i) Two nmenbers appointed by the President pro

2 tenpore of the Senate and two nenbers appointed by the

3 Mnority Leader of the Senate.

4 (iv) Two nenbers appointed by the Speaker of the

5 House of Representatives and two nenbers appointed by the
6 Mnority Leader of the House of Representatives.

7 (2) No authority nenber may act or attend through a

8 desi gnee or a proxy.

9 (3) Al of the appointnents shall be individuals

10 know edgeabl e in or experienced with patient safety or

11 qual ity inprovenent practices, philosophies and initiatives.
12 (c) Conposition.--The authority shall be conprised of the

13 follow ng:

14 (1) Six of the nenbers appointed to the authority by the
15 Governor must possess expertise in health care, with

16 representation by institution-based, practicing pharnmacists,
17 nurses, physicians and ri sk managers/quality inprovenent

18 personnel. At |east three of these nenbers shall be

19 physi ci ans.
20 (2) Two of the nenbers appointed to the authority by the
21 Governor shall be health care consuners.
22 (3) Menbers appointed to the authority by the
23 | egi sl ature nmust be representatives of |licensed health care
24 facilities. At least three of these nmenbers shall represent
25 hospitals and at | east two of these nenbers shall represent
26 | ong-term care.
27 (4) The nenbers of the authority shall not receive any
28 conpensation for serving but shall be reinbursed at
29 establ i shed Conmonweal th rates for necessary expenses
30 incurred in the performance of their duties.

2002051263B1658 - 11 -
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(d) Terms.--

(1) Wth the exception of the Physician CGeneral, nenbers
of the authority shall serve for terns of four years. No
appoi nted nenber shall be eligible to serve nore than two
full consecutive terns.

(2) Al nenbers to the authority shall be appointed
wi thin 90 days of the effective date of this act, and the
operations of the authority shall begin i mediately upon
constitution of the full authority. The Physician Ceneral
shall convene the first neeting within 30 days after
constitution of the full authority.

(e) Quorum--A mgjority of the nmenbers of the authority
shall constitute a quorum Notw t hstandi ng any other provision
of law, action may be taken by the authority at a neeting upon a
vote of the majority of its nenbers present in person or through
the use of anplified tel ephonic equi pnent.

(f) Meetings.--

(1) The authority shall neet at |east four times a year
and may provide for special neetings as nay be necessary.
Meetings of the authority nmay be held anywhere within this
Commonweal t h.

(2) Al neetings of the authority shall be advertised
and conducted pursuant to 65 Pa.C.S. Ch. 7 (relating to open
neeti ngs) and shall be subject to the act of June 21, 1957
(P.L.390, No.212), referred to as the Ri ght-to-Know Law.

Section 302. Confidentiality and privil ege.

The authority established to carry out the functions
specified in this chapter shall constitute a "revi ew
organi zation" or "review conmttee" as defined in section 103.

Al'l data, logs, information, docunents, findings, conpilations

2002051263B1658 - 12 -



1 and summaries, testinony and any ot her record generated by,

2 acquired by, created for or given to the authority under this

3 section shall constitute "quality review records"” as defined in

4 section 103 and shall be afforded the statutory protections for

5 quality reviewrecords set forth in section 1101.

6 Section 303. Powers and duties.

7 The authority shall do all of the foll ow ng:

8 (1) Enploy staff as necessary to inplenment this act.

9 (2) Receive reports and reconmendations fromthe |ist of
10 approved organi zati ons recogni zed as experts in collecting,
11 i ndependently reviewi ng and anal yzing i nformati on regardi ng
12 patient safety and nedical errors under section 503.

13 (3) Establish a list of approved organizations

14 recogni zed as experts for licensed health care facilities to
15 choose fromfor the purposes of collecting, independently

16 reviewi ng and anal yzing information submtted by health care
17 organi zations and practitioners regardi ng inproving patient
18 out cones, reducing nmedical errors and increasing patient

19 safety.

20 (4) Identify those conditions that inprove patient

21 out cones and enhance health care delivery, reduce nedi cal

22 errors and increase patient safety. Devel op strategies, goals
23 and action plans for achieving inprovenents in these areas.
24 (5) Identify new technol ogi es which enhance the delivery
25 of health care by inproving patient outcones, reducing

26 nmedi cal errors and increasing patient safety.

27 (6) Set priorities on what medical conditions could

28 benefit from systens-w de approaches to inproving health care
29 out cones.

30 (7) Report as necessary to all licensed health care

2002051263B1658 - 13 -
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facilities on trends and recommendati ons to i nprove patient
out cones, reduce nedical errors and increase patient safety.

(8) Apply for, solicit, receive, establish priorities
for, allocate, disburse, adm nister and spend funds in the
fund and ot her funds that are nade available to the authority
fromany source consistent with the purposes of this act.

(9) Advise the State Treasurer in relation to the
i nvestment of any noney held in the fund and advise the State
Treasurer in relation to the use of depositories for noneys
of the fund.

(10) Receive reports and recommendati ons fromthe
Department of Health and the Departnent of Public Welfare
regardi ng the reportable events coll ected under Chapter 7.

(11) Evaluate the effectiveness of the State's mandatory
serious event reporting system Identify known and suspected
obstacles to reporting, recomrend alternative nethods that
wi || enhance reporting and assess the reporting systems
utility in inproving patient safety in licensed health care
facilities.

(12) Make recommendations to the General Assenbly and
t he executive branch of governnent regardi ng changes in the
delivery of health care that inprove patient outcones, reduce
medi cal errors and increase patient safety.

(13) Meet at least quarterly with the Departnent of
Heal th and the Departnent of Public Wl fare to advise and
assist themin inplenmenting this act.

(14) Prepare and publish annually a report of its
findings, conclusions and activities conducted under this
act, including a list of priorities of key issues relating to

patient safety and quality inprovenent that need to be

2002051263B1658 - 14 -
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addressed in this Commonweal th and a plan on how to inpl enent

t hese reconmendations. This report shall be submtted to the

menbers of the follow ng standing comrittees of the General

Assenbly: the Public Health and Welfare Commttee of the

Senat e; the Consunmer Protection and Professional Licensure

Committee of the Senate; the Health and Human Services

Commttee of the House of Representatives; and the

Prof essional Licensure Comm ttee of the House of

Representati ves; and posted on the Departnent of Health's and

the Departnent of Public Welfare's Wuld Wde Wb sites.

(15) Sponsor two educational forunms each year to
facilitate the sharing and exchange of information anong
licensed health care facilities and health care practitioners
regardi ng patient safety issues.

Section 304. Health Care Quality Assurance Trust Fund.

(a) Establishnent.--There is hereby established a separate
account in the State Treasury to be known as the Health Care
Qual ity Assurance Trust Fund. The fund shall be adm nistered by
the State Treasurer with the advice of the authority. All
interest earned fromthe investnent or deposit of noneys
accurul ated in the fund shall be deposited in the fund for the
sanme use

(b) Funds.--Al noneys deposited into the fund shall be held
in trust and shall not be considered general revenue of the
Commonweal th but shall be used only to effectuate the purposes
of this act as determ ned by the authority.

(c) Receipts and other credits.--There shall be paid or
credited to the fund:

(1) Anounts appropriated to the fund in the manner

provi ded by | aw.

2002051263B1658 - 15 -
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(2) The follow ng surcharges, which are hereby inposed:

(1) A surcharge upon the health care facility
licensure application and renewal fees of the Departnent
of Health established under section 807(b) of the act of
July 19, 1979 (P.L.130, No.48), known as the Health Care
Facilities Act, in the amount of 10% of each such fee.

(i1i) A surcharge upon the civil penalties collected
by the Departnment of Health established under section
817(b) of the Health Care Facilities Act, in the anmount
of 25% of each such fee.

(ti1) A surcharge upon the licensing, exan nation,
registration, certificates and other fees of all health
care-rel ated professionals of the Bureau of Professional
and Cccupational Affairs of the Departnent of State in
t he anount of 10% of each such fee.

(d) Expenditures.--Mneys in the fund may be expended by the
authority to inplement this act.

CHAPTER 5
PATI ENT SAFETY
Section 501. Patient safety plans.

(a) Devel opnent.--Licensed health care facilities shal
devel op and i nplenment a patient safety plan that incorporates
mechani snms and i nternal, organization-w de systens for
identification and reporting of incidents or occurrences
relating to patient safety and nedical errors and the
i npl enentation of renedial steps to reduce the |ikelihood of
future serious events. The plan shall be devel oped in
consultation with the nmedical staff, nursing staff and ot her
health care practitioners and enpl oyees providing health care

services in the facility. The nedical staff shall have the
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1 primary role in developing and inplenmenting the patient safety
2 plan as a result of its responsibility for the quality of

3 nedical care provided at the facility.

4 (b) Requirenents.--The licensed health care facility's

5 patient safety plan shall:

6 (1) Establish a system for enployees and i ndependent

7 contractors to report incidents or occurrences relating to

8 patient safety and nmedical errors as defined in subsection

9 (c).

10 (2) Be accessible 24 hours a day, 7 days a week.

11 (3) Uilize any method or form of information exchange
12 to receive reports from enpl oyees and i ndependent

13 contractors, including, but not limted to, hotlines,

14 i ncl udi ng anonynous hotlines, electronic communication or e-
15 mai |l s and witten nenoranda, including event reporting forms.
16 If the licensed health care facility establishes a hotline,
17 t he tel ephone nunber shall be nade readily available to al

18 enpl oyees and i ndependent contractors, such as by

19 conspi cuously posting the tel ephone nunber in commobn work
20 ar eas.
21 (4) Develop nore than one conmunication reporting path
22 for an enpl oyee or independent contractor to report incidents
23 or occurrences relating to patient safety and nedical errors.
24 One of the reporting nodes nust allow for anonynous
25 reporting.
26 (5) Notify all enployees and i ndependent contractors of
27 t he exi stence of the nechanisns and internal, organization-
28 wi de systens for performance inprovenent that include the
29 identification and reporting of incidents or occurrences
30 relating to patient safety and nedical errors.
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1 (6) Incorporate findings and recomrendati ons under the
2 patient safety plan, where appropriate, into the health care
3 facility's existing processes and structures for quality

4 review, quality inprovenent or other performance neasurenent
5 and anal ysis activities.

6 (7) Designate and individual within the |licensed health
7 care facility to serve as a patient safety officer. This

8 person shall be responsible for coordinating the activities
9 set forth in the patient safety plan.

10 (c) Scope of reporting.--The types of incidents or

11 occurrences that shall be reported shall include, but not be

12 limted to:

13 (1) Events that cause no harmto patients but are

14 categorized as "near errors.”

15 (2) Serious events which could conprom se quality

16 assurance or patient safety as defined in section 701.

17 (3) Those events with serious adverse outcones.

18 (d) Investigations.--Matters reported shall be docunented
19 and investigated through the |icensed health care facility's
20 process of self-critical analysis with the active invol venent of
21 its nedical staff. Data shall be maintained by the |licensed
22 health care facility that includes:
23 (1) The specific report nade.
24 (2) The nature of any investigation or analysis.
25 (3) The results of any investigation or analysis.
26 (e) Retaliatory action prohibited.--Licensed health care
27 facilities shall:
28 (1) Establish policies and procedures which provide that
29 all enpl oyees, nedical staff menbers, and i ndependent
30 contractors nust be involved in identifying deficiencies in
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current care delivery processes and in designing and
executing solutions needed to create safer systens.

(2) Develop and distribute nonretaliation policies to
al | enpl oyees, nedical staff nmenbers and i ndependent
contractors to encourage the identification and reporting of
i ncidents or occurrences relating to patient safety and
nmedi cal errors under this chapter

(3) Include the identification and reporting of
i ncidents or occurrences relating to patient safety and
nmedi cal errors as a factor in evaluating the performnce of
al | enpl oyees and i ndependent contractors, and in review ng
and acting upon nmatters relating to the nedical staff
menbership and privileges of its nedical staff.

(4) Devel op nmethods to encourage reporting of errors or
patient safety concerns which shall include, but not be
[imted to:

(1) Incorporating accountability for patient safety

i nto enpl oyee position descriptions and establishing a

conpar abl e mechani smthat does the sanme with nenbers of

the licensed health care facility's medical staff.
(1i) Developing a policy setting forth the degrees
of disciplinary actions that may be inposed on al

enpl oyees and i ndependent contractors and the types of

corrective action that may be inposed on nenbers of its

nmedi cal staff for failing to report identified incidents
or occurrences relating to patient safety and nedi cal
errors.

(f) Disciplinary action.--Nothing in this section shal

l[imt a licensed health care facility's ability to take

30 appropriate disciplinary action against an enpl oyee or
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i ndependent contractor for not neeting defined perfornance
expectations or to take corrective action agai nst nedical staff
menbers for unprofessional conduct consistent with nedical staff
byl aws, including nmaking fal se reports regarding errors, near
errors or conplaints related to patient safety.

(g) Report to the governing body.--At |east quarterly, after
review by and input fromthe nedical staff consistent with the
licensed health care facility's nedical staff bylaws, and in
accordance with the process set forth in the patient safety
plan, a report to the licensed health care facility's governing
body shall be made on the occurrence of nedical errors and
actions taken by the facility to inprove patient safety. Such
report shall include information generated fromthe |icensed
health care facility's internal, organization-w de systens for
the identification and reporting of incidents or occurrences
relating to patient safety and nedical errors.

(h) Records.--All data, |logs, reports, information,
docunents, findings, conpilations and summari es and any ot her
records generated by, acquired by, created for or given to the
licensed health care facility's governing body under this
section shall constitute "quality review records” as defined in
section 103 and shall be afforded the statutory protections for
quality review records set forth in Chapter 11
Section 502. Confidentiality and privil ege.

Any conmittee established to carry out the functions
specified in this chapter shall constitute a "revi ew
organi zation" or "review conmttee" as defined in section 103.
Al'l data, logs, information, docunents, findings, conpilations
and summari es, testinony and any ot her record generated by,

acquired by, created for or given to the revi ew organi zati on or
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review conmttee under this section shall constitute "quality
revi ew records" as defined in section 103 and shall be afforded
the statutory protections for quality review records set forth
in section 1101.

Section 503. External reporting and informati on exchange.

(a) Establishnent.--Perfornmance nonitoring and i nprovenent
in health care are data driven. As part of the patient safety
pl an, licensed health care facilities shall:

(1) Establish a mechanism and participate in the

vol untary reporting and sharing of information or know edge

wi th an organi zation that has been approved for use in

col l ecting, independently review ng and anal yzing information

submtted by health care organi zations and practitioners for

t he purpose of education and organi zational |earning about

i mprovi ng patient outcones, reducing nmedical errors and

i ncreasi ng patient safety.

(2) Each licensed health care facility shall choose at

| east one organi zation to voluntarily report to and share

information with that which is |isted by the authority as

acceptable for use as set forth in section 302. The |icensed
health care facility shall maintain the relationship with
this organi zation for at |east two years.

(3) Each licensed health care facility shall notify the
authority of any changes in its relationship with the

sel ect ed organi zation or the selection of a new or additional

organi zation used to neet the external reporting and

i nformati on exchange requirenents.

(b) Data collection.--Licensed health care facilities shal
pl an and design informati on managenent processes to neet

internal and external information needs. Licensed health care
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facilities shall choose which types of data and information are
important to nonitor and voluntarily report based on its

m ssion, the scope of care and services provided and popul ati ons
served, and which neets the data reporting requirenents of the
organi zation it chooses to voluntarily report to and share
information wth.

(c) Subm ssion of reports.--Each licensed health care
facility shall ensure that aggregate data and trendi ng
i nformati on based on the expert organi zation's findings and
analysis is submtted to the authority at |east quarterly. The
data and trending information shall be reported to the authority
directly by the expert organization.

(d) Mandatory participation.--To effectively inplenent
processes for reporting and sharing of information or know edge
wi th organi zati ons recogni zed as experts in collecting,

i ndependently reviewi ng and anal yzing informati on subm tted by
heal th care organi zations and practitioners for the purpose of
education and organi zati onal |earning about nedical errors and
to effect behavioral changes to inprove patient safety,
participation by licensed health care facilities shall be
voluntary for two years. At the expiration of two years,
participation with at | east one of these organizations shall be
mandatory by all licensed health care facilities.

CHAPTER 7

MANDATORY REPORTI NG OF SERI OQUS EVENTS

Section 701. Reporting requirenents.

(a) Establishnent.--1f a licensed health care facility is
aware of a situation or the occurrence of an event at the
facility which could seriously conprom se quality assurance or

patient safety, the facility shall notify the Departnent of
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Health for facilities operating under the act of July 19, 1979
(P.L.130, No.48), known as the Health Care Facilities Act, and
the Departnent of Public Welfare for facilities operating under
the act of COctober 20, 1966 (3rd Sp. Sess., P.L.96, No.6), known
as the Mental Health and Mental Retardation Act of 1966, and the
act of June 13, 1967 (P.L.31, No.2l1), known as the Public
Wl fare Code, collectively, the applicable State agency with
| icensure jurisdiction.
"Seriously conprom se quality assurance or patient safety"”
when used in this chapter neans an unexpected occurrence
i nvol vi ng death or serious physical or psychol ogical injury.
Serious injury specifically includes loss of |inb or function.
(b) Reportable events.--For purposes of this chapter, the
foll owi ng events shall be reported to the Departnent of Health
or the Departnent of Public Welfare:

(1) dinical treatnment or nedical intervention-rel ated
events, not related to the natural course of the patient's
i1l ness or underlying condition or pursuant to a patient
directive:

(i) Unanticipated death or maj or permanent | oss of
function.

(i1i) Deaths due to malnutrition, dehydration or
sepsis that occurred followi ng conduct on the part of the
licensed health care facility or its staff, enployees or
i ndependent contractors.

(i1i1) Deaths or serious injuries related to a
medi cation error

(iv) Transfers to a hospital from another |icensed
health care facility as a result of injuries or accidents

occurring in the facility and not reportabl e under any
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1 ot her category. Transferring facilities are responsible
2 for maki ng the report.

3 (v) Substantiated conplaints of patient abuse.

4 (vi) Surgery perforned on the wong patient or on

5 t he wong body part.

6 (vii) Henolytic transfusion reaction involving

7 adm ni stration of blood or blood products having ngjor

8 bl ood group inconpatibilities.

9 (2) Nonclinical patient safety and security events:

10 (1) Suicide of a patient that occurred at the

11 licensed health care facility.

12 (1i) Elopenents fromthe licensed health care

13 facility resulting in death or serious injury. The term
14 "el openment” includes instances where a resident or

15 inpatient of a licensed health care facility | eaves

16 wi t hout the know edge of such facility. The term does not
17 i nclude instances where a patient |eaves agai nst nedi cal
18 advice (AMA) or |eaves a hospital emergency depart nment

19 bef ore being registered or admtted.
20 (ii1) Rape that occurred on the prem ses of the
21 licensed health care facility. Reporting shall occur once
22 a licensed health care facility has substantial evidence
23 that a rape has occurred. An allegation of rape is not
24 report abl e.
25 (iv) Infant abduction or infant discharged to the
26 wong famly.
27 (v) Unlicensed practice of a regul ated profession
28 (vi) A health care facility going on "divert status"”
29 when the diversion is for eight continuous hours or over
30 12 hours in a 24-hour period. Reporting shall include
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when the facility went on divert status, when the
facility went off divert status, the reasons for divert
status and what the facility did to avoid the divert
st at us.

(3) Threats to the continuation of health care services:

(1) Significant disruption of services due to
di saster such as fire, storm flood or other occurrence.
Thi s includes instances where the disruption of services
can not be renedied by alternative back-up or support
systens, such as auxiliary generators. It also includes
i nstances where the licensed health care facility nust
transfer all or a portion of its patients or residents to
other licensed health care facilities.

(ii) Notification of term nation of any services
vital to the continued safe operation of the facility or
the health and safety of its patients and personnel,
including the anticipated or actual term nation of
el ectric, gas, steam heat, water, sewer and | ocal
exchange t el ephone servi ce.

(1i1) Receipt of a strike notice.

(c) Changes.--Modification of this list or requirenents for
reporting of additional events shall only be done based on the
recommendati ons of the authority. These changes shall be made by
statement of policy following a 60-day public coment period and
publication in the Pennsyl vania Bulletin.

(d) Notification.--Reporting to the Departnment of Health or
t he Departnent of Public Welfare shall:

(1) Be made within seven cal endar days foll ow ng
recognition by the licensed health care facility of any

matter reportabl e under section 702.
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(2) Be made by tel ephone, facsimle or electronic
conmuni cation or e-mail.

(e) Agency responsibilities.--The Departnment of Health and
t he Departnent of Public Welfare shall:

(1) Have in place systens capable of receiving reports
24 hours a day, 7 days a week.

(2) Use the information contained in the notification
fromthe licensed health care facility only in connection
with the enforcenment of its |icensure responsibilities.

(f) Report details.--Initial notification shall include
sufficient detail and information to alert the Departnent of
Health or the Departnent of Public Welfare as to the nature of
the event and the prelimnary steps which the licensed health
care facility intends to take to further investigate or rectify
the situation. Wthin 60 cal endar days of making the initial
notification to the Departnment of Health or the Departnent of
Public Wl fare, the licensed health care facility shall concl ude
its internal investigation regarding the event and provide to
the applicable State agency with licensure jurisdiction a final
witten report that shall include the follow ng informtion:

(1) a description of the event;

(2) any steps the facility has taken to rectify the
situation; and

(3) any steps the facility intends to inplenent to
reduce the risk of simlar events occurring in the future.
(g) Confidentiality.--The notification requirenents of this

section do not require a facility to include information which
is deenmed confidential and not reportable to the Departnent of
Heal th or the Departnent of Public Welfare under other

provi sions of Federal or State |aw or regul ations.
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Section 702. Confidentiality and privil ege.

Al'l data, information, docunents, findings, conpilations and
summari es, testinony and any ot her record generated by, acquired
by, created for or given to the Departnent of Health or the
Department of Public Welfare under this section shall be held in
confi dence and shall not be disclosed to any person except to
the extent necessary to carry out the purposes of this chapter.
Information contained in section 701 shall not be subject to
di scovery or introduction into evidence in any civil,
adm nistrative or arbitration action or proceedi ng except a
proceedi ng of the Bureau of Professional and Cccupati onal
Affairs of the Departnment of State brought under this chapter.
No person who participated in any review, investigation or
subsequent action taken by the Departnment of Health or the
Department of Public Welfare regardi ng an event reported under
this chapter shall be permtted or required to testify in any
civil, admnistrative or arbitration action or proceeding as to
any evidence or other matters relating to such review,

i nvestigation or subsequent action except in a proceeding of the

Bureau of Professional and Cccupational Affairs of the

Department of State brought under this chapter.

Section 703. Duties of Departnent of Health and Departnent of
Public Welfare.

Fol l owi ng notification of a serious event, receipt of a final
witten report and after an investigation, if warranted, if the
Department of Health or the Departnment of Public Wl fare has
reasonabl e cause to believe that practices occurred involving
noral turpitude, dishonesty or corruption or were outside of the
scope of the profession involving an individual or individuals

who are licensed, certified or otherwise regulated to practice
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or operate in the health care field under the laws of the
Commonweal th, the agency shall refer the matter to the Bureau of
Prof essi onal and Occupational Affairs of the Departnent of State
for investigation.

Section 704. Reports to public and General Assenbly.

(a) Annual reporting.--The Departnent of Health and the
Department of Public Welfare shall prepare and publish on an
annual basis a report regarding the information coll ected under
this chapter. These reports shall be posted on the Departnent of
Health's and the Departnment of Public Wlfare's World Wde Wb
sites and submitted to the nmenbers of the follow ng standing
commttees of the General Assenbly: the Public Health and
Wl fare Conmittee of the Senate and the Consuner Protection and
Prof essional Licensure Comm ttee of the Senate, and the Heal th
and Human Services Conmittee of the House of Representatives and
t he Professional Licensure Commttee of the House of
Represent ati ves.

(b) Content.--The reports shall only contain the follow ng
aggregate information:

(1) the total nunber of reports received by type of
licensed health care facility;

(2) the total nunmber of referrals for investigation nade
to the Bureau of Professional and Occupational Affairs of the
Departnment of State; and

(3) the total nunber of reports nade for each specified
category listed in this chapter
(c) Licensure actions.--The Departnent of Health and the

Department of Public Welfare shall publish on its respective
Wrld Wde Wb site any |icensure actions taken against a

licensed health care facility relating to any of the reportable
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events |isted under section 701.
Section 705. Sanctions for failure to report.

Any |icensed health care facility that fails to report any
matt er under section 701 shall be subject to all avail able
sanctions by the applicable State agency with licensure
jurisdiction as set forth in the act of Cctober 20, 1966 (3rd
Sp. Sess., P.L.96, No.6), known as the Mental Health and Mental
Ret ardati on Act of 1966, the act of June 13, 1967 (P.L. 31,

No. 21), known as the Public Welfare Code, and the act of July
19, 1979 (P.L.130, No.48), known as the Health Care Facilities
Act .
CHAPTER 9
PEER REVI EW ACTI VI TI ES
Section 901. Standards for peer review activities.
(a) Peer review activities.--For purposes of the protection
set forth in section 902, peer review activities nmust be taken:
(1) in the reasonable belief that the action was in the
furtherance of quality health care;
(2) wth a reasonable effort to obtain the facts of the
matter; and
(3) in the case of a peer review action:
(i) after adequate notice and hearing procedures are
afforded to the professional health care provider
i nvol ved or after such other procedures as are fair to
t he professional health care provider under the
ci rcunst ances; and
(ii) in the reasonable belief that the action was
warranted by the facts known after such reasonable effort
to obtain facts and after neeting the requirenent of this

par agr aph.
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Peer review activities shall be presuned to have net the
precedi ng standards necessary for the protection set out in
section 902 unless the presunption is rebutted by a
preponderance of the evidence. The standard of review shall be
an objective one which |ooks to the totality of the

ci rcumnst ances.

(b) Notice and hearing.--Peer review activities are deened
to have net the adequate notice and hearing requirenent of
subsection (a)(3) with respect to a professional health care
provider if the conditions set forth in the Health Care Quality
| nprovenent Act of 1986 (Public Law 99-660, 42 U S.C. §
11112(2)(a) and (b)) are nmet. Nothing in this section precludes
the use of alternative dispute resolution consistent with
medi cal staff and hospital byl aws.

(c) Construction of section.--For purposes of section 902,
nothing in this section shall be construed as:

(1) requiring the procedures referred to in subsection

(a)(3):

(i) where there is no adverse peer review action
t aken; or
(ii) in the case of a suspension or restriction of
clinical privileges, for a period of not |onger than 14
days, during which an investigation is being conducted to
determ ne the need for a peer review action; or
(2) precluding an inmedi ate suspension or restriction of
clinical privileges, subject to subsequent notice and hearing
or other adequate procedures, where the failure to take such
an action may result in an immnent danger to the health of
any i ndividual .

Section 902. Imunity fromliability.
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(a) Imunity.--If peer review action or peer review
activities neet all the standards specified in section 901,
not wi t hst andi ng any other provision of |law, the follow ng
persons or entities shall not be held to have viol ated any
criminal law or to be civilly liable under any |aw for noney
damages by reason of having participated in such review, by
furni shing professional counsel or services or by reason of
havi ng provi ded such information:

(1) The peer review comittee.

(2) Any person acting as a nmenber or staff to the peer
review conmttee.

(3) Any person under contract or other agreenent with
the peer review comm ttee.

(4) Any person who participates with or assists the peer
review conmttee.

(5) Any person providing information to the peer review
conmittee.

(b) Applicability.--The imunity provisions in subsection
(a) shall apply unless:

(1) the information provided is unrelated to the
performance of the duties and functions of such peer review
conmittee;

(2) the information provided is false and the person
provi di ng such i nformation knew, or had reason to believe,

t hat such information was fal se; or

(3) any actions taken by such peer review comittee were
notivated by malice toward any person affected by such
action.

CHAPTER 11
QUALI TY REVI EW RECORDS
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Section 1101. Confidentiality and privilege.

(a) Review activities.--All quality review activities,

i ncludi ng peer review, and all records of a review organization
or review conmmttee, including a peer review conmttee, shall be
hel d in confidence and shall not be disclosed to any person
except to the extent necessary to carry out the functions of the
review conmttee or review organi zation or as provided in
sections 1102 and 1104. Except as provided for in subsection
(c), quality review records shall not be subject to discovery or
introduction into evidence in any civil, admnistrative or
arbitration action or proceeding, and no person who parti ci pated
in any quality review activities of such review organi zation or
review conmttee shall be permtted or required to testify in
any civil, admnistrative or arbitration action or proceeding as
to any evidence or other matters relating to such quality review
activities.

(b) Use of records.--A review organi zation or review
commttee may not use quality review records for any purpose
ot her than conducting quality review or quality review
activities except as provided in subsection (c).

(c) Actions and proceedi ngs.--Notw thstanding the provisions
of subsections (a) and (b), in a civil action or fair hearing
procedure brought by the practitioner who is the subject of the
peer review to chall enge the outconme of the peer review, the
presiding officer or judge may upon a show ng of good cause by
the practitioner or licensed health care facility order the
di sclosure to the practitioner or permt the |icensed health
care facility the use of such records of the peer review
committee as are necessary in order to enable the practitioner

or licensed health care facility to adequately prepare and
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present its case. If disclosure is ordered, such disclosure
shall not constitute a waiver of the quality review privilege
for any purpose, and the practitioner or |icensed health care
facility to whomthe records are disclosed shall be bound to
mai ntain their confidentiality in accordance with the terns of
this act.
Section 1102. Aggregate data.

Under no circunstances shall any aggregate data concerning
t he procedures and outcomes of professional health care
provi ders conpiled for the purposes of evaluating the quality
and efficiency of health care services be disclosed or rel eased
to any person or entity other than a revi ew organi zati on or
review conmttee without the express prior witten consent of
such professional health care provider. Such aggregate data and
other quality review records shall be used for quality review
pur poses only, and in no event shall such aggregate data or any
other quality review records be sold or otherwise simlarly
di stributed, but a review organi zation or review commttee shal
be authorized to utilize the services of and/or pay a fee to
anot her person or entity to conpile or analyze such aggregate
data. Notw thstanding the former provisions, a review
organi zation or review conmttee shall have the authority to
publ i sh aggregate data in blinded formso |ong as the published
data does not disclose any information identifying any patient
or professional health care provider. Such publication shall not
constitute a waiver of the quality review privilege or any other
privil ege.
Section 1103. Exceptions.

Not wi t hst andi ng the confidentiality provisions of sections

1101 and 1102:
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(1) information, docunents or records which constitute
original source docunents may be obtained fromtheir original
sources to the extent otherw se discl osable or discoverabl e;
and
(2) information or testinony otherw se disclosable or
di scoverable may be elicited fromany person as to natters
within that person's know edge provided that the infornmation
was not obtai ned or opinions formed by the person as a result
of the person's participation in any quality review
activities.
Section 1104. \Waiver.

Except as provided in this section, the evidentiary
privileges created by this chapter shall be invoked by al
Wi tnesses, licensed health care facilities, review organizations
and review committees in all judicial, admnistrative, civil or
arbitration actions or proceedings. The discl osure of
confidential privileged quality review records between a review
organi zation or review conmttee and any of the foll ow ng does
not constitute a waiver of the privilege:

(1) a professional health care provider under review,

(2) another review organi zation or review comittee
performng a quality review function whether affiliated or
not ;

(3) a State agency with licensing jurisdiction and
aut hority;

(4) any Federal or State agency requiring by |aw the
di scl osure of confidential privileged quality review records
or information contenpl ated by Chapter 5; or

(5) a credentials verification organization gathering

information relating to applications.
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The organi zation or witness invoking the privilege shall be
granted a protective order preventing the release of its
proceedi ngs, records and files or the testinony of the wtness
as applicable. The unintentional or m staken discl osure of
confidential privileged quality review records does not
constitute a waiver of the privilege.

CHAPTER 13

PHYSI Cl AN OVERSI GHT

Section 1301. Staffing and sal ari es.

(a) General counsel.--The State Board of Medicine and the
State Board of Osteopathic Medicine shall each enploy a board
general counsel and each shall al so enploy an executive director
who in turn shall enploy such qualified investigators and
attorneys and admi nistrative staff as are necessary to fully
i npl enent the boards' authority to revoke, suspend, limt and
otherwi se regul ate the |icenses of physicians and to issue
repri mands and fines, to require refresher educati onal courses
or require licensees to subnit to independent nedi cal
exam nation or nedical treatnment. The boards shall each set
sal ary ranges for such positions as are sufficient, in their
sol e discretion and without reference to other governnent pay
scales, to attract and retain top quality individuals, nor shal
the selection of particular individuals be subject to the
approval of the admnistrative, judicial or |egislative branches
of government and shall be nade entirely on nerit.

(b) Hearing exam ners.--The boards shall also each enpl oy
with the approval of the Governor such hearing exam ners as are
necessary to conduct hearings in accordance with the
di sciplinary authority granted the boards and may adopt rul es

and regul ations setting forth the powers, standards and duties
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of such exam ners. The hearing exam ners shall have the power to
conduct hearings, adm nister oaths and to i ssue subpoenas in
accordance with such regul ati ons.
Section 1302. Disciplinary commttee.

Each board shall appoint a five to nine nenber disciplinary
comm ttee conposed primarily of physicians to oversee the
di sciplinary process. The disciplinary commttee shall review
conplaints and requests frominvestigators and prosecuti ng
attorneys to determ ne which conplaints and requests require
i nvestigation and which after investigation warrants the
i ssuance of an order to show cause. The disciplinary conmttee
may require additional investigation and shall require expert
reports on issues that require such unless expertise in that
specialty is available froma conmttee nmenber. The disciplinary
commttee shall receive its legal advice fromthe board counsel
The disciplinary conmttee shall also review requests for
tenporary i medi at e suspensi on wi t hout hearing and nmaeke
recomrendati on to the board.
Section 1303. Tenporary i medi ate suspensi ons.

On recommendati ons and findings of the disciplinary comrttee
and findings by the board that:

(1) the conduct of a physician poses an inmediate risk
of harmto patients; and
(2) the likelihood is that a successful prosecution wll

lead to license revocation and not to sone | esser penalty,
t he boards may i npose an i mredi ate tenporary suspension of up to
ten days. The physician shall receive notice and a statenent of
findings prior to any i nmedi ate suspension and a hearing shal
be held before a hearing exam ner within ten days of the

effective date of the inmediate suspension at which hearing the
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i ssues of risk of imMediate risk of harmto patients and the

i kelihood that a successful prosecution shall lead to |icensure
revocation shall be heard. In no case, by waiver of the
physi ci an or otherwi se, shall an i medi ate tenporary suspension
exceed 60 days.

Section 1304. Appropriations.

The activities of the boards shall not be the financial
obl i gation of the Commonweal th but shall be supported by |icense
and ot her fees and charges and fines collected by the nedical
board and by the osteopathic nedical board respectively, and
such anounts are hereby specifically appropriated for the
excl usive use by the State Board of Medicine and the State Board
of Osteopathic Medicine respectively in carrying out the
provi sions of this act. Further each board shall set fees,
charges and fines at such levels as are reasonably necessary to
carry out the provisions of this act.

CHAPTER 15
M SCELLANEQUS PROVI SI ONS
Section 1501. Severability.

The provisions of this act are severable, except with respect
to the provisions contained in Chapters 5, 9 and 11. Except with
respect to Chapters 5, 9 and 11, if any provision of this act or
its application to any person or circunstance is held invalid,
the invalidity shall not affect other provisions or applications
of this act which can be given effect without the invalid
provi sion or application. In the case of Chapters 5, 9 and 11
if one or nore of these chapters are held invalid, none of the
provisions in the renmaining chapters shall be given effect.
Section 1502. No private right of action.

No private right of action is created through the adoption of
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1 this act.

2 Section 1503. Repeals.

3 Al'l acts and parts of acts are repeal ed insofar as they are
4 inconsistent wth this act.

5 Section 1504. Regul ations.

6 The Departnent of Health and the Departnent of Public Welfare
7 shall pronul gate regul ati ons necessary to carry out the

8 provisions of this act.

9 Section 1505. Applicability.

10 Chapters 9 and 11 shall apply to peer review and quality

11 review activities occurring on or after the effective date of
12 this act.

13 Section 1506. Effective date.

14 This act shall take effect in 120 days.
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