SENATE ANVENDED
PRI OR PRI NTER S NOS. 3519, 3817 PRINTER S NO. 4193

THE GENERAL ASSEMBLY OF PENNSYLVANIA

HOUSE BILL
No. 2443 %%

| NTRODUCED BY KI LLI ON, BASTI AN, ADCLPH, BAKER, BARRAR, BUNT,
CALTAG RONE, CAPPELLI, CLYMER, CRAHALLA, CREI GHTON, DeVEESE,
FREEMAN, GEI ST, HARHAI, HENNESSEY, HERSHEY, KAUFFMAN,
LaGROITA, LEVDANSKY, MARKOSEK, M LLARD, MJSTI O, PERZEL,
PI CKETT, PYLE, ROBERTS, ROSS, SATHER, SAYLOR, E. Z. TAYLOR
TURZAI, WATSON, YOUNGBLOOD, BALDW N, FLEAGLE, THOVAS, GANNON,
WALKO, HARPER, SCOLOBAY, SAI NATO AND DALEY, FEBRUARY 8, 2006

AS AVENDED ON THI RD CONSI DERATI ON, | N SENATE, JUNE 12, 2006

OCO~NOUITARWNE

AN ACT

AVENDI NG THE ACT OF JULY 19, 1979 (P.L.130, NO 48), ENTITLED "AN <—
ACT RELATI NG TO HEALTH CARE; PRESCRI BI NG THE PONERS AND
DUTI ES OF THE DEPARTMENT OF HEALTH;, ESTABLI SHI NG AND
PROVI DI NG THE POAERS AND DUTI ES OF THE STATE HEALTH
COORDI NATI NG COUNCI L, HEALTH SYSTEMS AGENCI ES AND HEALTH CARE
POLI CY BOARD I N THE DEPARTMENT OF HEALTH, AND STATE HEALTH
FACI LI TY HEARI NG BOARD | N THE DEPARTMENT OF JUSTI CE;
PROVI DI NG FOR CERTI FI CATI ON OF NEED OF HEALTH CARE PROVI DERS
AND PRESCRI Bl NG PENALTI ES, " PROVI DI NG FOR CONTI NUATI ON OF
DEMONSTRATI ON PROJIECTS FOR CARDI AC CARE.

The General Assenbly of the Conmonweal th of Pennsyl vani a

her eby enacts as foll ows:
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SECTION 1. THE ACT OF JULY 19, 1979 (P.L.130, NO 48), KNOMN <—
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AS THE HEALTH CARE FACI LI TI ES ACT, |S AVENDED BY ADDI NG A
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SECTI ON TO READ:
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SECTI ON 822.  CONTI NUATI ON OF DEMONSTRATI ON PRAJIECTS FOR CARDI AC <—
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(A)  APPROVAL. - - ANY HOSPI TAL THAT OPERATES A DEMONSTRATI ON

N
(o]

30 PROJECT FOR PERCUTANEQUS CORONARY | NTERVENTI ON MJST, UPON
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EXPI RATI ON OF  THE DEMONSTRATI ON PROJECT PERIGD I NI TIALLY

APPROVED BY THE DEPARTMENT, RECEIVE APPROVAL TO CONTINUE IN THE

DEMONSTRATI ON PROJECT | N ACCORDANCE W TH THE CONDI TI ONS_AGREED

TO BY THE DEPARTMENT, |F THE HOSPI TAL PERFORMS 200 PROCEDURES OR

MORE ANNUALLY OR IS DETERM NED BY THE DEPARTMENT TO BE WTHI N

RANGE OF PERFORM NG 200 PROCEDURES IN THE NEXT 12 MONTHS.

(B) LOAER VOLUME. - - A HOSPI TAL WHI CH OPERATES A DEMONSTRATI ON

PROJECT FOR PERCUTANEQUS CORONARY | NTERVENTI ON THAT PERFORMS

FEWER THAN 200 PROCEDURES ANNUALLY AND VHICH |'S NOT DETERM NED

BY THE DEPARTMENT TO BE W THI N RANGE OF PERFORM NG 200

PROCEDURES IN THE NEXT 12 MONTHS MAY CONTINUE | TS ELECTI VE

PERCUTANEOUS CORONARY | NTERVENTI ON PROGRAM | N ACCORDANCE W TH

ALL OF THE FOLLOW NG REQUI REMENTS:

(1) THE HOSPI TAL SHALL FOLLOW A PROSPECTI VE, RI GOROUS

PROTOCOL FOR CASE SELECTI ON DEVELOPED BY A HOSPI TAL W TH

CARDI AC SURGERY CAPACI TY.

(2) ALL PHYSI Cl ANS PERFORM NG PERCUTANEQUS CORONARY

| NTERVENTI ONS_AT THE HOSPI TAL W THOUT CARDI AC SURG CAL BACKUP

SHALL RECEI VE OR HAVE RECEI VED FORVAL | NTERVENTI ON TRAI NI NG

AT _A HOSPI TAL W TH OPEN- HEART SURGERY AND NAI NTAI N PROCEDURAL

VOLUMES COVPLI ANT W TH THE AMERI CAN COLLEGE OF CARDI OLOGY

GUI DELI NES. THE PHYSI CIl AN MUST PERFORM AT LEAST 75

PERCUTANEOUS CORONARY | NTERVENTI ONS PER YEAR. THE

PERCUTANEOUS CORONARY | NTERVENTI ONS CAN BE PERFORMED AT ANY

COVBI NATI ON OF_FACI LI TI ES.

(3) ALL PHYSI Cl ANS PERFORM NG PERCUTANEQUS CORONARY

| NTERVENTI ONS_AT THE HOSPI TAL W THOUT CARDI AC SURG CAL

CAPACI TY SHALL BE CREDENTI ALED AND ROTATED THROUGH THE

CATHETERI ZATI ON LAB AT A HOSPI TAL W TH CARDI AC SURGERY

CAPACI TY.
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(4) THE HOSPI TAL SHALL ENSURE THAT OVERSIGHT COF I TS

PROGRAM | S PROVI DED BY | NTERVENTI ONALI ST CARDI OLOE STS WHO

REGULARLY PRACTI CE AT A HOSPI TAL W TH CARDI AC SURGERY

CAPACI TY, WHO SHALL PROVI DE_ASSI STANCE | N ACCORDANCE W TH ALL

OF THE FOLLOW NG

(1) A REVIEWOF ALL POLI G ES AND PROCEDURES FOR THE

OPERATI ON OF THE CARDI AC CATHETERI ZATI ON LABORATORY AND

PERCUTANEOUS CORONARY | NTERVENTI ON PROGRAM W TH

RECOMVENDATI ONS FOR CHANGES, | F _NECESSARY.

(1) AN OPERATI ONS REVI EW CF THE CATHETERI ZATI ON

LABORATORY AND PERCUTANEQUS CORONARY | NTERVENTI ON PROGRAM

EVERY SI X MONTHS.

(11'l') PARTICIPATION I N QUARTERLY PEER REVIEW CF ALL

ELECTI VE CASES AND SELECTED PRI MARY CASES.

(1V) TRAINING OF ALL NEW STAFF AT THE HOSPI TAL

W THOUT CARDI AC SURG CAL BACKUP I N THE CATHETERI ZATI ON

LABORATORY, AND PERI ODI C RETRAI NI NG, AS NECESSARY.

(5) THE HOSPI TAL SHALL HAVE I N PLACE A TRANSFER

AGREEMENT W TH ONE OR MORE HOSPI TALS W TH CARDI AC SURGERY

CAPACI TY FOR EMERGENCY TRANSFER OF PATI ENTS FROM THE

CATHETERI ZATI ON LABORATORY, | F NECESSARY.

(6) THE HOSPI TAL SHALL | MPLEMENT THE SAME PROTOCOLS FOR

BOTH PREELECTI VE AND POSTELECTI VE PERCUTANEQUS CORONARY

| NTERVENTI ON CARE VHI CH ARE UTI LI ZED BY THE HOSPI TAL W TH

CARDI AC SURGERY CAPACI TY.

(7) A TESTED TRANSPORT PROTOCOL WHI CH | NCLUDES

HEL|I COPTERS AND GROUND AVMBULANCES W TH | NTRA- AORTI C BALLOON

PUVP_CAPABI LI TY FOR HEMODYNAM C SUPPORT SHALL BE ESTABLI SHED.

(8) VHEN WEATHER CONDI TI ONS PREVENT THE USE OF THE

TRANSPORT SYSTEM ALL_ELECTI VE PERCUTANEQUS CORONARY
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1 | NTERVENTI ONS_SHALL BE CANCELED, UNLESS CANCELLATION WLL

2 RESULT | N PATI ENT HARM

3 (9) THE HOSPI TAL MUST TRACK THE OUTCOVES OF PATI ENTS AT
4 6_AND 12 MONTHS AFTER EACH PERCUTANEQUS CORONARY | NTERVENTI ON
5 AND YEARLY THEREAFTER, FOR TWO YEARS, TO ASSESS MAJOR ADVERSE
6 CARDI OVASCULAR EVENTS.

7 (10) THE HOSPI TAL MUST PARTI Cl PATE | N THE AVERI CAN

8 COLLEGE OF CARDI OLOGY NATI ONAL CARDI OVASCULAR DI SEASE

9 REG STRY. CARDI OLOd STS FROM THE HOSPI TAL. W TH CARDI AC

10 SURGERY CAPACITY WLL REVIEWA SAMPLE OF CASE REPORTS FROM

11 THE PRIOR 12 MONTHS TO DETERM NE THE ACCURACY OF REPORTI NG

12 IN ADDI TION TO THE REQUI REMENT OF THI S PARAGRAPH, THE

13 HOSPI TAL W THOUT CARDI AC SURG CAL BACKUP_ NAY PARTI Cl PATE IN
14 AN | NDEPENDENT STUDY OF ELECTI VE PERCUTANEOUS CORONARY

15 | NTERVENTI ON CASES TO EVALUATE OUTCOMES FOR ELECTI VE

16 PERCUTANEOUS CORONARY | NTERVENTI ONS_AT DI SCHARGE, AND AT 6

17 AND 12 MONTHS.

18 (G CGENERAL REQUI REMENTS. - - ALL_HOSPI TALS SUBJECT TO THI' S

19 SECTION SHALL COVPLY WTH ALL OF THE FOLLOW NG
20 (1) THE HOSPI TAL SHALL USE A PATI ENT CONSENT FORM FOR
21 ALL ELECTI VE PERCUTANEOUS CORONARY | NTERVENTI ONS THAT
22 I NCLUDES THE FOLLOW NG STATEMENT:
23 "THE PENNSYLVANI A DEPARTMENT OF HEALTH AND THE AMERI CAN
24 COLLEGE OF CARDI OLOGY RECOVIVEND THAT_ PATI ENTS UNDERGO
25 ELECTI VE ANG OPLASTY PROCEDURES I N A HOSPI TAL W TH ONSI TE
26 OPEN- HEART SURGERY SERVI CES. "
27 A LI ST OF HOSPI TALS VWH CH PROVI DE ONSI TE OPEN- HEART SURG CAL
28 SERVICES WTH N A 50-M LE RADIUS OF THE HOSPI TAL SHALL BE
29 ATTACHED TO THE CONSENT FORM
30 (2) THE HOSPI TAL SHALL REPORT WTHI N 24 HOURS AND IN A
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MANNER PRESCRI BED BY THE DEPARTMENT, ANY TRANSFER MADE BY THE

HOSPI TAL_ TO ANY_ OTHER HOSPI TAL AS A RESULT OF THE PERFORMANCE

OF AN ELECTI VE PERCUTANEQUS CORONARY | NTERVENTI ON.

(3) THE DEPARTMENT MAY TERM NATE A PERCUTANEQUS CORONARY

| NTERVENTI ON PROGRAM SUBJECT TO THIS SECTION | F THE

DEPARTMENT DETERM NES THAT THE HOSPI TAL HAS DEMONSTRATED

NEGATI VE OUTCOVES THAT SERI OQUSLY JEOPARDI ZE PATI ENT SAFETY,

I N ACCORDANCE WTH THI S ACT.

(4) THE HOSPI TAL SHALL NOTIFY ITS LIABILITY | NSURANCE

CARRIER THAT I T I'S PROVI DI NG ELECTI VE PERCUTANEQUS CORONARY

| NTERVENTI ON SERVI CES W THOUT ONSI TE AVAI LABI LI TY OF OPEN-

HEART SURG CAL SERVI CE.

(D) PERVANENT APPROVAL. - - THE DEPARTMENT NMAY DETERM NE AT ANY

TIME THAT CONTI NUATI ON OF THE DEMONSTRATI ON PROJECT IS NO LONGER

NECESSARY TO ALLOW FOR THE PROVI SI ON OF PERCUTANEOUS CORONARY

| NTERVENTI ONS | N HOSPI TALS W THOUT CARDI AC SURG CAL BACKUP_AND

MAY PERVANENTLY APPROVE SUCH SERVI CES AT THAT TIME. THE

DEPARTMENT SHALL | SSUE A DECI SI ON REGARDI NG A DETERM NATI ON

UNDER THI S SUBSECTI ON NO LATER THAN TWO YEARS FROM THE EFFECTI VE

DATE OF THI S SECTI ON AND ANNUALLY THEREAFTER.

SECTION 2. TH S ACT SHALL TAKE EFFECT | MVEDI ATELY.
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