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HOUSE BILL No. 5188

September 15, 2005, Introduced by Reps. Gaffney, Mortimer, Hune and Accavitti and
referred to the Committee on Health Policy.

A bill to anend 1978 PA 368, entitled
"Public health code,"
(MCL 333.1101 to 333.25211) by addi ng part 96A.

THE PECPLE OF THE STATE OF M CHI GAN ENACT:
PART 96A. CLIN CAL TRI ALS — HUMAN SUBJECT RESEARCH

SEC. 9651. AS USED IN TH S PART:

(A) "CLIN CAL TRI AL" MEANS RESEARCH | NVOLVI NG HUVAN SUBJECTS
THAT IS CONDUCTED FOR THE PRI MARY PURPOSE OF DETERM NI NG WHETHER OR
NOT A PARTI CULAR DRUG OR MEDI CAL TREATMENT | S SAFE AND EFFECTI VE.

(B) "HUVAN SUBJECT" MEANS A LIVING | NDI VI DUAL ABOUT WHOM AN
I NVESTI GATOR CONDUCTI NG RESEARCH OBTAI NS DATA THROUGH | NTERVENTI ON
OR I NTERACTI ON W TH THE | NDI VI DUAL OR OBTAI NS | DENTI FI ABLE PRI VATE
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I NFORMATI ON

(O "I NSTI TUTI ONAL REVI EW BOARD' MEANS ANY BOARD, COWM TTEE
OR OTHER GROUP FORMALLY DESI GNATED BY A PERSON TO REVI EW TO
APPROVE THE I NI TI ATION OF, AND TO CONDUCT PERI CDI C REVI EW CF,

Bl OVEDI CAL RESEARCH | NVOLVI NG HUVAN SUBJECTS.

(D) "PERSON' MEANS AN | NDI VI DUAL, PARTNERSHI P, CORPORATI ON,
ASSCCI ATI ON, GOVERNMENTAL ENTITY, OR OTHER LEGAL ENTITY, PUBLIC OR
PRI VATE.

(E) "RESEARCH' MEANS A SYSTEMATI C | NVESTI GATI ON, | NCLUDI NG
RESEARCH DEVELOPMENT, TESTI NG AND EVALUATI ON, DESI GNED TO DEVELOP
OR CONTRI BUTE TO GENERAL KNOW.EDGE

SEC. 9653. A PERSON SHALL NOT CONDUCT A CLI NI CAL TRI AL UNLESS
THAT RESEARCH |'S CONDUCTED | N COVPLI ANCE WTH THI S PART AND | N
ACCORDANCE W TH FEDERAL RULES AND REGULATI ONS ON THE PROTECTI ON OF
HUVAN SUBJECTS.

SEC. 9655. AN | NSTI TUTI ONAL REVI EW BOARD FOR A HOSPI TAL OR A
UNI VERSI TY LOCATED IN THI S STATE SHALL NOT APPROVE A CLINI CAL TRI AL
FUNDED | N WHOLE OR I N PART W TH STATE FUNDS UNLESS THE PERSON
AGREES TO MAKE THE RESULTS OF THE RESEARCH AVAI LABLE TO THE PUBLI C
AND TO REG STER THE CLINICAL TRIAL WTH THE CLI Nl CAL TRI ALS DATA
BANK MAI NTAI NED BY THE UNI TED STATES DEPARTMENT OF HEALTH AND HUNAN
SERVI CES PURSUANT TO SECTI ON 113 OF THE FOOD AND DRUG
ADM NI STRATI ON MODERNI ZATI ON ACT OF 1997, PUBLI C LAW 105-115, 111
STAT. 2296, 42 USC 282.
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