PRI OR PRI NTER S NO. 2308 PRI NTER S NO. 3690

THE GENERAL ASSEMBLY OF PENNSYLVANIA

HOUSE BILL
No. 1730 %%

| NTRODUCED BY BLACKWELL, PARKER, SHI MKUS, BRENNAN, Kl RKLAND,
JAMES, DePASQUALE, YOUNGBLOOD, MJRT, SIPTROTH, HENNESSEY,
CURRY, JOSEPHS, BOYD, MJUNDY, PALLONE AND SWANGER,
JULY 13, 2007

AS REPORTED FROM COWM TTEE ON HEALTH AND HUMAN SERVI CES, HOUSE
OF REPRESENTATI VES, AS AMENDED, MAY 5, 2008
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REQUI RI NG THE DEPARTMENT OF HEALTH TO ESTABLI SH STANDARDS <—

GOVERNI NG PROTECTI ONS FOR HUMAN SUBJECTS OF RESEARCH IN THI S
COMMONVWEALTH, AND REQUI RI NG RESEARCHERS TO OBTAI N LEGALLY
EFFECTI VE | NFORMED CONSENT FROM EACH RESEARCH SUBJECT OR THE
SUBJECT' S LEGALLY AUTHORI ZED REPRESENTATI VE.
The General Assenbly of the Conmonweal th of Pennsyl vani a
her eby enacts as foll ows:
Seetion—t.—Short-—title- <—
hi hall be | | I . | I I
Consent—Act—
. . i nit .
he f ol low | L ol : L hi hall
I I . . I . hi . | I
| Ly indi I i co

I , , I bi et



© o0 N oo o A~ wWw N P

N ORNN N RN NN N NN R B P B R R R R R
© O N o U~ W N B O © 0 N 0o o M W N B O

30
20070H1730B3690 - 2 -



© o0 N oo o A~ wWw N P

10

11

12

13

14

15

16

17

18

19

20 Seetion5—FEffeetivedate—

21 Fhts—act—shatt—takeetfeect+n60-—days—

22 SECTION 1. SHORT TI TLE. <—
23 TH S ACT SHALL BE KNOWN AND MAY BE Cl TED AS THE PROTECTI ONS
24 FOR HUMAN SUBJECTS OF RESEARCH ACT

25 SECTION 2. DEFI NI TI ONS.

26 THE FOLLOW NG WORDS AND PHRASES WHEN USED I N THI S ACT SHALL
27 HAVE THE MEANINGS G VEN TO THEM I N THI' S SECTI ON UNLESS THE

28 CONTEXT CLEARLY | NDI CATES OTHERW SE:

29 "DEPARTMENT. " THE DEPARTMENT OF HEALTH OF THE COMVONWEALTH.
30 "HUMAN RESEARCH SUBJECT." A LI VI NG | NDI VI DUAL ABOUT WHOM AN
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I NVESTI GATOR CONDUCTI NG RESEARCH OBTAI NS DATA THROUGH
I NTERVENTI ON OR | NTERACTI ON.

"I NFORMED CONSENT. " THE PROCESS OF PROVI DI NG THE KEY FACTS
ABOUT RESEARCH BEFORE HUMAN RESEARCH SUBJECTS DECI DE WHETHER OR
NOT TO PARTICIPATE. IT IS ALSO A CONTI NUI NG PROCESS THROUGHOUT
THE RESEARCH TO PROVI DE | NFORVATI ON TO HELP HUVAN RESEARCH
SUBJECTS DECI DE WHETHER OR NOT TO CONTI NUE PARTI CI PATI ON.

I NFORVED CONSENT MUST BE SOUGHT UNDER Cl RCUMSTANCES THAT
M N M ZE THE PGSSI Bl LI TY OF COERCI ON OF UNDUE | NFLUENCE.

"I NVESTI GATOR. " A PERSON CONDUCTI NG RESEARCH ON BEHALF OF
ANY ORGANI ZATI ON CONDUCTI NG RESEARCH, | NCLUDI NG, BUT NOT LI M TED
TO, PHARVACEUTI CAL COVPANI ES, UNI VERSI TI ES, HOSPI TALS AND
GOVERNMENT ENTI TI ES.

"RESEARCH. " A SYSTEMATI C | NVESTI GATI ON, | NCLUDI NG
DEVELOPMENT, TESTI NG AND EVALUATI ON DESI GNED TO DEVELOP OR
CONTRI BUTE TO GENERALI ZED KNOALEDGE. ACTI VI TI ES WH CH MEET THI S
DEFI NI TI ON CONSTI TUTE RESEARCH FOR PURPOSES OF THI S ACT, WHETHER
OR NOT' THEY ARE SUPPORTED UNDER A PROGRAM VWHI CH | S CONSI DERED
RESEARCH FOR OTHER PURPOSES.

SECTI ON 3. DEPARTMENT.

(A) ADOPTI ON OF STANDARD. --W THI N SI X MONTHS OF THE
EFFECTI VE DATE OF TH S ACT, THE DEPARTMENT SHALL ADOPT A
PROTECTI ONS FOR HUVAN SUBJECTS OF RESEARCH STANDARD. THE
STANDARD SHALL BE AT LEAST AS PRESCRI PTlI VE AS THE STANDARD
PROMULGATED BY THE DEPARTMENT OF HEALTH AND HUMAN SERVI CES AND
SHALL | NCLUDE THE FOLLOW NG, EXCEPT I N CASES WHERE THE
DEPARTMENT SPECI FI CALLY APPROVES A WAI VER | N ACCORDANCE W TH
FEDERAL REGULATI ONS OR SUBSECTI ON (D). NO I NVESTI GATOR MAY
I NVOLVE A HUVAN BEI NG AS A SUBJECT IN RESEARCH IN THI S
COMMONVEALTH UNLESS THE | NVESTI GATOR HAS OBTAI NED THE LEGALLY

20070H1730B3690 - 4 -



© o0 N oo o A~ wWw N P

N ORNN N RN NN N NN R B P B R R R R R
© O N o U~ W N B O © 0 N 0o o M W N B O

30

EFFECTI VE | NFORVED CONSENT OF THE HUMAN RESEARCH SUBJECT OR THE
SUBJECT' S LEGALLY AUTHORI ZED REPRESENTATI VE. AN | NVESTI GATOR
SHALL SEEK SUCH CONSENT ONLY UNDER CI RCUMSTANCES THAT PROVI DE
THE PROSPECTI VE HUMAN RESEARCH SUBJECT OR THE SUBJECT' S
REPRESENTATI VE SUFFI Cl ENT OPPORTUNI TY TO CONSI DER WHETHER OR NOT
TO PARTI Cl PATE AND THAT M NIM ZE THE PCSSI BI LI TY OF COERCI ON OR
UNDUE | NFLUENCE. THE | NFORVATI ON THAT IS G VEN TO THE HUVAN
RESEARCH SUBJECT OR THE SUBJECT' S REPRESENTATI VE SHALL BE I N
LANGUAGE UNDERSTANDABLE TO THE SUBJECT OR THE SUBJECT' S
REPRESENTATI VE. NO | NFORVED CONSENT, WHETHER ORAL OR WRI TTEN,
MAY | NCLUDE ANY EXCULPATORY LANGUAGE THROUGH VWH CH THE HUMAN
RESEARCH SUBJECT OR THE SUBJECT' S REPRESENTATI VE | S MADE TO
WAl VE OR APPEAR TO WAI VE ANY OF THE SUBJECT' S LEGAL RI GHTS OR
RELEASE OR APPEAR TO RELEASE THE | NVESTI GATOR, THE SPONSOR, THE
I NSTI TUTION OR I TS AGENTS FROM LI ABI LI TY FOR NEGLI GENCE.

(B) | NFORVATI ON REQUI RED. - - I N SEEKI NG | NFORMVED CONSENT, ALL
OF THE FOLLOW NG | NFORVATI ON SHALL BE PROVI DED TO EACH HUMAN
RESEARCH SUBJECT, EXCEPT AS PROVIDED I N SUBSECTI ON (D):

(1) A STATEMENT THAT THE STUDY | NVOLVES RESEARCH, AN
EXPLANATI ON OF THE PURPOSES OF THE RESEARCH, THE EXPECTED
DURATI ON OF THE SUBJECT' S PARTI Cl PATI ON, A DESCRI PTI ON OF THE
PROCEDURES TO BE FOLLOAED AND THE | DENTI FI CATI ON OF ANY
PROCEDURES WHI CH ARE EXPERI MENTAL.

(2) A DESCRIPTI ON OF ANY REASONABLY FORSEEABLE RI SKS OR
DI SCOMFORTS TO THE SUBJECT.

(3) A DESCRIPTION OF ANY BENEFI TS TO THE SUBJECT OR TO
OTHERS VWH CH MAY REASONABLY BE EXPECTED FROM THE RESEARCH.

(4) A DI SCLOSURE COF APPROPRI ATE ALTERNATI VE PROCEDURES
OR COURSES OF TREATMENT, | F ANY, THAT M GHT BE ADVANTAGEQUS
TO THE SUBJECT.
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1 (5) A STATEMENT DESCRI BI NG THE EXTENT, |F ANY, TO WH CH
2 CONFI DENTI ALI TY OF RECORDS | DENTI FYI NG THE SUBJECT WLL BE

3 MAI NTAI NED

4 (6) FOR RESEARCH | NVOLVI NG MORE THAN M NI MAL RI SK, AN

5 EXPLANATI ON AS TO WHETHER ANY COMPENSATI ON AND ANY MEDI CAL

6 TREATMENTS ARE AVAI LABLE I F I NJURY OCCURS AND, |F SO WHAT

7 THEY CONSI ST OF OR WHERE FURTHER | NFORMATI ON MAY BE OBTAI NED.
8 (7) AN EXPLANATI ON OF WHOM TO CONTACT FOR ANSVERS TO

9 PERTI NENT QUESTI ONS ABOUT THE RESEARCH AND THE SUBJECT' S

10 Rl GHATS, AND VHOM TO CONTACT I N THE EVENT OF A RESEARCH-

11 RELATED | NDJURY TO THE SUBJECT.

12 (8) A STATEMENT THAT PARTI Cl PATI ON | S VOLUNTARY AND THAT
13 REFUSAL TO PARTI Cl PATE W LL | NVOLVE NO PENALTY OR LOSS OF

14 BENEFI TS TO VH CH THE SUBJECT | S OTHERW SE ENTI TLED

15 (© ADDI TI ONAL ELEMENTS OF | NFORMED CONSENT. - - WHEN

16 APPROPRI ATE, ONE OR MORE OF THE FOLLOW NG ELEMENTS OF

17 1 NFORVATI ON SHALL ALSO BE PROVI DED TO EACH HUVAN RESEARCH

18 SUBJECT:

19 (1) A STATEMENT THAT THE PARTI CULAR TREATMENT OR

20 PROCEDURE MAY | NVOLVE RI SKS TO THE SUBJECT OR TO THE EMBRYO
21 OR FETUS, |F THE SUBJECT IS OR MAY BECOVE PREGNANT, VH CH ARE
22 CURRENTLY UNFORSEEABLE

23 (2) ANTI Cl PATED Cl RCUMSTANCES UNDER WHI CH THE SUBJECT' S
24 PARTI Cl PATI ON MAY BE TERM NATED BY THE | NVESTI GATOR W THOUT
25 REGARD TO THE SUBJECT' S CONSENT.

26 (3) ANY ADDI TI ONAL COSTS TO THE SUBJECT THAT NMAY RESULT
27 FROM PARTI CI PATI ON | N THE RESEARCH

28 (4) THE CONSEQUENCES OF A SUBJECT' S DECI SI ON TO W THDRAW
29 FROM THE RESEARCH AND PROCEDURES FOR ORDERLY TERM NATI ON OF
30 PARTI Cl PATI ON BY THE SUBJECT.
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(5) A STATEMENT THAT SI GNI FI CANT NEW FI NDI NGS DEVELOPED
DURI NG THE COURSE OF THE RESEARCH MAY RELATE TO THE SUBJECT' S
W LLI NGNESS TO CONTI NUE PARTI Cl PATI ON.

(6) THE APPROXI MATE NUMBER OF SUBJECTS I N THE STUDY.

(D) WAIVER --THE DEPARTMENT MAY APPROVE A CONSENT PROCEDURE
VWH CH DCES NOT | NCLUDE OR WHI CH ALTERS SOVE OR ALL OF THE
ELEMENTS OF | NFORVED CONSENT SET FORTH I N SUBSECTI ONS (B) AND
(© OR WAIVE THE REQUI REMENT TO OBTAI N | NFORMED CONSENT,

PROVI DED THAT:

(1) THE RESEARCH OR DEMONSTRATI ON PRQJECT IS TO BE
CONDUCTED BY OR SUBJECT TO THE APPROVAL OF STATE OR LOCAL
GOVERNMENT OFFI CI ALS AND IS DESI GNED TO STUDY, EVALUATE OR
OTHERW SE EXAM NE:

(1) PUBLIC BENEFI T OR SERVI CE PROGRAMES;
(1'l') PROCEDURES FOR OBTAI NI NG BENEFI TS OR SERVI CES

UNDER THOSE PROGRAMS;

(1'11) PCSSI BLE CHANGES | N OR ALTERNATI VES TO THOSE

PROGRAMS OR PROCEDURES; OR

(1'V) POsSI BLE CHANGES | N METHODS COR LEVELS COF

PAYMENT FOR BENEFI TS OR SERVI CES UNDER THOSE PROGRAMS.

(2) THE RESEARCH COULD NOT BE PRACTI CABLY CARRI ED OQUT
W THOUT THE WAI VER OR ALTERATI ON.

SECTI ON 4. RULES AND REGULATI ONS.

THE DEPARTMENT SHALL PROMULGATE RULES AND REGULATI ONS AS
NECESSARY TO CARRY OUT THE PROVI SIONS OF THI S ACT.

SECTI ON 5. EFFECTI VE DATE.

TH' S ACT SHALL TAKE EFFECT JULY 1, 2008.
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