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HOUSE BILL No. 6568

September 20, 2006, Introduced by Reps. Donigan, Miller, Bennett, Alma Smith, Tobocman
and McDowell and referred to the Committee on Health Policy.

A Dbill to amend 1978 PA 368, entitled
"Public health code,"”
(MCL 333.1101 to 333.25211) by adding 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" NMEANS A CLI NI CAL | NVESTI GATI ON APPROVED
BY THE FEDERAL FOOD AND DRUG ADM NI STRATI ON THAT | NVOLVES ANY
EXPERI MENT TO TEST THE SAFETY OR EFFI CACY OF A DRUG OR BI OLOG CAL
PRODUCT AND 1 OR MORE HUMAN SUBJECTS AND | S | NTENDED TO BE
SUBM TTED TO, OR HELD FOR | NSPECTI ON BY, THE FEDERAL FOOD AND DRUG
ADM NI STRATI ON AS PART OF AN APPLI CATI ON FOR A RESEARCH OR
MARKETI NG PERM T.
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(B) "DEPARTMENT" MEANS THE DEPARTMENT OF COVMUNI TY HEALTH.

(© "HUMAN SUBJECT" MEANS A LIVING | NDI VI DUAL ABOUT WWHOM 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
| NFORMVATI ON.

(D) "I NSTI TUTI ONAL REVI EW BCARD' 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.

(E) "MANUFACTURER' MEANS A PERSON WHO PREPARES, PRODUCES,

DERI VES, PROPAGATES, COVPOUNDS, PROCESSES, PACKAGES, OR REPACKAGES
A DRUG OR DEVI CE SALABLE ON PRESCRI PTI ON ONLY, OR OTHERW SE CHANGES
THE CONTAI NER OR THE LABELI NG OF A DRUG OR DEVI CE SALABLE ON
PRESCRI PTI ON ONLY, AND WHO SUPPLI ES, DI STRI BUTES, SELLS, OFFERS FOR
SALE, BARTERS, OR OTHERW SE DI SPOSES OF THAT DRUG OR DEVI CE AND ANY
OTHER DRUG OR DEVI CE SALABLE ON PRESCRI PTI ON ONLY, TO ANOTHER
PERSON FOR RESALE, COVPOUNDI NG, OR DI SPENSI NG

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

(G "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. (1) THE DEPARTMENT SHALL ADOPT RULES TO | NCORPORATE
BY REFERENCE FEDERAL STATUTES AND REGULATI ONS ON CLI NI CAL TRI ALS
AND THE PROTECTI ON OF HUMAN SUBJECTS. THE DEPARTMENT MAY ADCPT
AMVENDMVENTS TO THOSE STATUTES AND REGULATI ONS THAT ARE NOT
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I NCONSI STENT W TH THOSE STATUTES AND REGULATI ONS. A MANUFACTURER OR
OTHER PERSON THAT DCES BUSI NESS IN THI S STATE SHALL NOT CONDUCT A
CLI NI CAL TRI AL UNLESS THAT RESEARCH | S CONDUCTED | N COVPLI ANCE W TH
THI S PART AND RULES PROMULGATED PURSUANT TO THI S PART

(2) A MANUFACTURER OR OTHER PERSON WHO DCES BUSINESS IN THI S
STATE SHALL REPORT TO THE DEPARTMENT AS PRESCRI BED UNDER SECTI ON
9655 ANY CLI NI CAL TRIAL THAT I'T CONDUCTS OR SPONSORS AND SHALL MAKE
THE RESULTS OF THE CLI NI CAL TRI AL AVAI LABLE TO THE DEPARTMENT AND
THE PUBLI C.

Enacting section 1. This anendatory act does not take effect
unless all of the following bills of the 93rd Legislature are

enacted into | aw

(a) Senate Bill No.  or House Bill No. 6569(request no.
06448' 06) .

(b) Senate Bill No.___ or House Bill No. 6570(request no.
06449' 06) .

(c) Senate Bill No.  or House Bill No. 6571(request no.
06450' 06) .

(d) Senate Bill No.  or House Bill No. 6572(request no.
06451' 06) .

(e) Senate Bill No.___ or House Bill No. 6573(request no.
06452' 06) .
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