SENATE ANVENDED
PRI OR PRI NTER S NOS. 555, 1845, 1909 PRINTER S NO. 2777

THE GENERAL ASSEMBLY OF PENNSYLVANIA

HOUSE BILL
No. 500 %5

| NTRODUCED BY SANTONI, BARRAR, BOYD, CALTAG RONE, CURRY,
FABRI ZI O, GERGELY, HENNESSEY, KILLIQN, KOTIK, MARKGSEK,
PALLONE, RElI CHLEY, WALKO, YOUNGBLOCOD, SIPTROTH, JAMES, MJRT
AND SCOLOBAY, FEBRUARY 26, 2007

SENATOR CORMAN, CONSUMER PROTECTI ON AND PROFESSI ONAL LI CENSURE
I N SENATE, AS AMENDED, OCTOBER 30, 2007

I
RPOOONOUIRWNE

N N T T e e
o O 00 N oo o b~ woDN

AN ACT
Amendi ng the act of Decenber 20, 1985 (P.L.457, No.112),
entitled "An act relating to the right to practice nedicine
and surgery and the right to practice nedically related acts;
reestablishing the State Board of Medical Education and

Li censure as the State Board of Medicine and providing for

its conmposition, powers and duties; providing for the

i ssuance of licenses and certificates and the suspension and

revocation of licenses and certificates; providing penalties;

and maki ng repeals,” providing for perfusionist |icensing,
qual i fications, supervision and scope of practice,
regul ati ons and exenpti ons.

The General Assenbly of the Conmonweal th of Pennsyl vani a
her eby enacts as foll ows:

Section 1. Section 2 of the act of Decenmber 20, 1985
(P.L.457, No.112), known as the Medical Practice Act of 1985, is
anmended by addi ng definitions to read:

Section 2. 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:
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* * %

"Extracorporeal circulation.”" The diversion of a patient's

bl ood through a heart-1lung nmachine or sinilar device that

assunes the functions of the patient's heart, |ung, kidney,

l'i ver or other organs.

* * %

"Perfusion." The functions necessary for the support,

treat nent, nmeasurenent or suppl enentation of the cardi ovascul ar

systens or other organs, or a conbi nati on of those functions,

and for ensuring the saf e managenent of physi ol ogi c functi ons by

nmoni tori ng and anal yzi ng the paraneters of the systens under the

supervision of a |licensed physici an.

"Perfusionist.” An individual who is |licensed to practice

perfusion by the State Board of Medicine or the State Board of

Ost eopat hi ¢ Medi ci ne.

* * %

"VENTRI CULAR ASSI ST DEVICE. " A MECHANI CAL DEVI CE USED TO <—

PARTI ALLY OR COVPLETELY REPLACE THE FUNCTI ON OF A FAI LI NG HEART

THROUGH CONNECTI ONS TO THE HEART AND GREAT VESSELS THAT MAY BE

LOCATED | NTRACORPOREALLY OR EXTRACORPOREALLY. THE TERM | NCLUDES

A DEVICE THAT |S PLACED | NTRAVASCULARLY OR EXTRAVASCULARLY AND

PROVI DES SUPPORT THROUGH DI RECT MEANS OR VI A COUNTERPULSATI ON

* * %

Section 2. Section 3(a) of the act, anended Decenber 10,
2001 (P.L.859, No.92), is anended to read:
Section 3. State Board of Medicine.

(a) Establishnent.--The State Board of Medicine shal
consi st of the comm ssioner or his designee, the Secretary of
Heal th or his designee, two nenbers appointed by the Governor

who shal |l be persons representing the public at |arge and seven
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menber s appoi nted by the Governor, six of whom shall be nedical
doctors with unrestricted licenses to practice nedicine and
surgery in this Coomonwealth for five years inmediately
precedi ng their appointnment and one who shall be a nurse

m dwi f e, physician assistant, certified registered nurse
practitioner, respiratory care practitioner [or], certified

athletic trainer or perfusionist |licensed or certified under the

| aws of this Commonweal th. Al professional and public nenbers

of the board shall be appointed by the Governor, with the advice

and consent of a majority of the menbers elected to the Senate.
Section 3. The act is anmended by adding a section to read:

Section 13. 3. Per f usi oni st .

(a) License required.--Two years after the effective date of

this section, it shall be unlawful for any person to hold

hinself out to the public as a perfusionist or to practice or

offer to practice perfusion unless the person holds a valid,

current license i ssued by the board or the State Board of

Ost eopat hi ¢ Medi ci ne.

(b) Use of title.--A perfusionist who holds a valid, current

li cense i ssued by either board may use the title perfusionist or

| i censed perfusionist, or an appropri ate abbrevi ati on of the

title, such as "LP."

(c) Requl ations.--The board is authorized to pronul gate

requl ations to i npl enment this section.

(d) Supervision and scope of practice.--A perfusionist nmay

perform perfusion 6 ON an i ndividual being treated by a <—

| i censed physici an under nedi cal supervi si on and approval

consi stent with standing orders or protocols of a hospital that

are pronul gated and approved by the physici an desi gnated as the
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medi cal director of the cardi ovascul ar surgery program These

servi ces shall include:

(1) The use of extracorporeal circul ation, |ong-term

cardi opul nonary support techni ques, including extracorporeal

car bon di oxi de renoval , extracorporeal nenbrane oxygenati on

and associ ated therapeuti c and di agnosti ¢ techni ques.

(2) Counterpul sion, ventricul ar assi stance,

aut ot r ansf usi on, bl ood and bl ood conponent conservati on

t echni ques, nyocardi al and organ preservati on, extracorporeal

life support and isolated |inb perfusion.

(3) Blood and bl ood conponent nmanagenent techni ques,

advanced |ife support and other related functions.

(4) |In the performance of the acts described in

paragraphs (1), (2) and (3):

(i) The admi nistration of:

(A) Pharnnacol ogi cal and therapeutic agents.

(B) Blood products or anesthetic agents through

the extracorporeal circuit or through an intravenous

line in conjunction with extracorporeal support,

under the supervision of the treating physici an.

(ii) The performance and use of:

(A) Anticoaqul ati on nonitoring and anal ysi s.

(B) Physiologic nonitoring and anal ysi s.

(C) Blood gas and chenistry nonitoring and

(D) Henmmtol ogic nonitoring and anal ysi s.

(E) Hypotherm a.

(F) Hypertherm a.

(G Nornotherm a.

(H) Henpbconcentrati on and henodil uti on.
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(1) Henpdialysis in conjunction with perfusion

servi ce.

(iii) The observation of signs and synptons rel at ed

to perfusion services, the determ nati on of whether the

si gns and synptons exhi bit abnornmal characteristics and

the i npl ementati on of appropriate reporting, perfusion

protocols or changes in or the initiation of energency

pr ocedur es.

(e) Exenptions.--The foll owi ng persons nay perform

perfusi on, as i ndi cated:

(1) A person |licensed under any other section of this

act or any other law of this Commonweal th, while engaging in

the practice for which the person is |icensed.

(2) A student enrolled in an accredited perfusion

educati on programif perfusion perforned by the student:

(i) is an integral part of the student's course of

study; and

(ii) is perforned under the direct supervision of a

perfusi onist who i s assigned to supervi se the student and

who is on duty and i nmedi ately available in the assi gned

pati ent care area.

(3) A graduate of an accredited perfusi on educati on

program if perfusion services:

(i) are necessary to fulfill the eligibility

requi renents for a certification exam nati on; and

(ii) are perforned under the supervision and

responsibility of a perfusionist who is on duty and

assi gned to supervi se the graduate.

(4) Alegally qualified person enpl oyed by the Federal

Governnent to practice perfusion while in the di scharge of

20070HO500B2777 - 5 -
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the person's official duties.

(5) FOR A VENTRI CULAR ASSI ST DEVI CE UNDER | NVESTI GATIVE = <—

TRIALS BY THE UNI TED STATES FOOD AND DRUG ADM NI STRATI ON OR

APPROVED BY THE UNI TED STATES FOOD AND DRUG ADM NI STRATI ON

SOLELY AS A VENTRI CULAR ASSI ST DEVI CE, A PERSON VHO

(1) HAS SATISFACTORI LY COVPLETED SPECI FI C

VENTRI CULAR ASSI ST DEVI CE TRAINING N A COURSE PROVI DED

BY THE VENTRI CULAR ASSI ST DEVI CE MANUFACTURER; AND

(1) PROVIDES CARE RELATED TO THE VENTRI CULAR ASSI ST

DEVI CE UNDER THE SUPERVI SI ON OF A LI CENSED PHYSI Cl AN.

(6) A PERSON VWHO PERFORMS AUTOTRANSFUSI ON OR BLOGD

CONSERVATI ON TECHNI QUES UNDER THE SUPERVI SI ON OF A LI CENSED

PHYSI ClI AN.

(7) A PERSON VHO

(1) 1S TRAI NED ACCORDI NG TO THE EXTRACORPOREAL

VEMBRANE OXYGENATI ON SPECI ALI ST GUI DELI NES OF THE

EXTRACORPOREAL LI FE SUPPORT ORGANI ZATI ON;  AND

(1) OPERATES AN EXTRACORPCOREAL MEMBRANE OXYGENATI ON

CIRCU T UNDER THE SUPERVI SI ON OF A LI CENSED PHYSI Cl AN.

(f) CQualifications.--An applicant shall be |licensed to

practi ce perfusion under this act if the applicant neets all of

the followi ng qualifications and has otherwi se conplied with the

provi sions of this act:

(1) The person is at | east 18 years of age.

(2) The person is of good noral character.

(3) The person has graduated from an accredited

per f usi on program approved by the board.

(4) The person is certified by a certifyi ng agency

approved by a nationally recogni zed accredi ti ng agency

approved by the board. The certification shall include an
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exanm nati on approved by the board.

(5) The person has conpl eted an application form

provi ded by the board and paid the appropri ate fee.

(g) Certain certified persons not graduates of accredited

prograns. --Wthin two years of the effective date of this

section, an applicant who was not a graduate of an accredited

program prior to 1981, but net the then-current eligibility

requi renents for certification as a certified clinical

per fusi oni st and subsequently was certified, shall be |icensed

as a perfusionist if the applicant otherwi se conplies with the

provi sions of this act.

(h) Tenporary graduate |license to practice perfusion.--

(1) The board may i ssue a tenporary qgraduate |license to

practi ce perfusion to an individual who has graduated from an

educati onal programthat conplies with the educati on

requi renents of this act. The foll owi ng shall apply:

(i) The individual has applied for the exani nation

and is eligible to take the requi red exani nati on.

(ii) The individual's authorization to practice

perfusion is granted only under the supervisi on and

direction of a perfusionist |licensed under this act.

(iii) The license shall be i ssued for a period of

two years and shall be nonrenewabl e.

(iv) The license shall expire i medi ately upon

notice that the individual has failed the required

exanm nati on under this act.

(i) Tenporary provisional |license to practice perfusion.--

(1) The board may i ssue a tenporary provisional |icense

to practice perfusion if all the foll owi ng requirenents are

net :

20070HO500B2777 - 7 -
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(i) The individual holds a current |license which is

i n good standi ng under the | aws of another state,

District of Colunbia or territory of the United States

whi ch includes certification by a certifying agency

approved by a nationally recogni zed accrediti ng agency.

(ii) The individual neets the requirenents as set

forth in subsection (f)(1), (2) and (3).

(2) The license shall be i ssued for a period of one vyear

and shall be nonrenewabl e.

(i)

Tenporary energency exenption.--

(1) An individual who holds a current |license as a

perfusionist in another state, the District of Colunbia or a

territory of the United States or has obtai ned nati onal

certification may provide a one-ti ne energency perfusioni st

service in this Conmmonwealth without first obtaining a

license fromthe board if:

(i) Prior to the out-of-State perfusionist

perform ng the energency perfusionist services in this

Commpnweal th, the out-of-State perfusioni st submts by

el ectroni c neans and on forns approved by the board,

notificati on of enmergency practice which shall include an

acknow edgnent that the out-of-State perfusionist is

subject to the jurisdiction of the board in the sane

manner as if the out-of-State perfusionist were |icensed

by the board.

(ii) The health care facility |licensed by the

Departnent of Health certifies to the board, by

el ectroni c neans and on forns approved by the board,

prior to the out-of-state perfusionist perforning the

energency perfusionist services in this Commponweal th that

20070HO500B2777 - 8 -
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all of the foll owi ng appl y:

(A) The energency perfusi oni st services were

provided for a patient of the health care facility.

(B) The perfusionist |licensed by the board and

retained by the health care facility that woul d

normally performthe energency perfusi oni st services

was not avail abl e or incapable of providing the

per f usi oni st servi ces.

(C) No other perfusionist |licensed by the board

was avail able to provide or capable of providing the

ener gency perfusion service.

(D) The out-of-State perfusi onist provided only

t he energency perfusioni st services for the patient

of the health care facility and no other perfusionist

services at the health care facility.

(2) The out-of-State perfusionist shall obtain a |license

fromthe board if a health care facility |licensed by the

Departnment of Health retains the perfusionist or if the

perfusi oni st provides any future perfusioni st services.

(3) The out-of-State perfusionist shall not perform any

ot her perfusioni st services other than the energency

per f usi oni st servi ces.

(k) Professional liability.--

(1) A licensed perfusionist practicing in this

Commpnweal th shall nmaintain a | evel of professional liability

i nsurance cover age as—+teguiredfor—a nonparticipatinghealth

20070HO500B2777 - 9 -
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Error—Fund— IN THE M Nl MUM AMOUNT OF $1, 000, 000 PER

OCCURRENCE OR CLAI MS MADE. FAILURE TO NAI NTAI N | NSURANCE

COVERAGE AS REQUIRED SHALL SUBJECT THE LI CENSEE TO

DI SCI PLI NARY PROCEEDI NGS. THE BOARD SHALL ACCEPT FROM

PERFUSI ONI STS_AS SATI SFACTORY EVI DENCE OF | NSURANCE COVERAGE

ANY OF THE FOLLOW NG

(1) SELF- 1 NSURANCE

(1) PERSONALLY PURCHASED LI ABILITY | NSURANCE; OR

(11'l') PROFESSI ONAL LI ABILITY | NSURANCE COVERAGE

PROVI DED BY THE PERFUSI ONI ST' S EMPLOYER OR SIM LAR

| NSURANCE COVERAGE ACCEPTABLE TO THE BOARD.

(2) A license applicant shall provide proof that the

appli cant has obtai ned professional liability insurance in

accordance with paragraph (1). It is sufficient if the

applicant files with the application a copy of a letter from

the applicant's professional liability insurance carrier
i ndicating that the applicant will be covered agai nst
professional liability in the required anbunts effective upon

the i ssuance of the applicant's |license to practice perfusion

in this Commobnweal th. Upon i ssuance of the |icense, the

|i censee has 30 days to subnit to the board the certificate

of insurance or a copy of the policy declaration page.

(1) Licensure fees.--All application and |licensure fees

shall be set by the board by requl ati on.

(m Reciprocal disciplinary action.--Di sciplinary action

taken by the State Board of Medici ne agai nst a perfusi oni st

licensed by it shall be enforceable by the State Board of

Ost eopat hi ¢ Medi ci ne agai nst that sane individual if the

i ndi vi dual holds or seeks a |license to practice as a

perfusionist with the State Board of Osteopathi c Medici ne.
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(n) Continuing education. --

(1) The board shall adopt, pronul gate and enforce rul es

and reqgul ati ons consi stent with the provisions of this act

establ i shing requi renents of conti nui ng educati on to be net

by individuals |licensed as perfusionists under this act as a

condition for renewal of their |licenses. The regul ati ons

shall include any fees necessary for the board to carry out

its responsibilities under this section.

(2) Beginning with the |license period desi gnated by

requl ation, |licensees shall be required to attend and

conpl ete 30 hours of nandatory conti nui ng educati on during

each two-vyear |license period. Nationally certified education

courses shall be considered as creditable, in addition to any

ot her courses the board deens creditable toward nmeeti ng the

requi renents for continui ng educati on.

(3) An individual applying for the first tine for

licensure in this Commonweal th shall be exenpted fromthe

conti nui ng educati on requirenents for the biennial renewal

period following initial |icensure.

(4) (i) The board may waive all or a portion of the

conti nui ng educati on requirenent for biennial renewal for

a licensee who shows to the sati sfacti on of the board

that the |licensee was unable to conplete the requirenents

due to serious illness, mlitary service or other

denonstrat ed hardshi p.

(ii) The request shall be made in witing with

appropri ate docunentati on and shall include a description

of circunstances sufficient to show why the |licensee is

unable to conply with the conti nui ng educati on

requi renent.
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1 (5) A licensee seeking to reinstate an inactive or

2 | apsed |icense shall show proof of conpliance with the

3 continui ng education requirenent for the precedi ng biennium
4 (6) Al courses, locations, instructors and providers
5 shal | be approved by the board. No credit shall be given for
6 any course in office nmanagenent.

7 Section 4. The State Board of Medicine shall pronul gate

8 regulations to carry out the provisions of this act within 18
9 nonths of the effective date of this section.

10 Section 5. This act shall take effect in 60 days.
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