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© 00 N oo 0o b~ w N P

SENATE BILL No. 1242

April 23, 2002, Introduced by Senators SCHWARZ, VAN REGENMORTER, MC MANUS,
HART, GAST, STEIL, HAMMERSTROM, NORTH, BYRUM, LELAND, EMERSON
and GARCIA and referred to the Committee on Health Policy.

A bill to amend 1980 PA 350, entitled
"The nonprofit health care corporation reformact,"”

(MCL 550.1101 to 550.1704) by adding section 416c.
THE PEOPLE OF THE STATE OF M CHI GAN ENACT:

SEC. 416C. (1) A HEALTH CARE CORPORATI ON, GROUP, OR NON-
GROUP CERTI FI CATE THAT PROVI DES PHARMACEUTI CAL COVERAGE SHALL
PROVI DE COVERAGE FOR AN OFF- LABEL USE OF A FEDERAL FOOD AND DRUG
ADM NI STRATI ON APPROVED DRUG AND THE REASONABLE COST OF I TS
ADM NI STRATI ON.

(2) COVERAGE FOR A DRUG UNDER SUBSECTI ON (1) APPLIES I F ALL
OF THE FOLLOW NG CONDI TI ONS ARE MET:

(A) THE DRUG | S APPROVED BY THE FEDERAL FOOD AND DRUG
ADM NI STRATI ON.
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(B) THE DRUG | S PRESCRI BED BY A LI CENSED PARTI Cl PATI NG
HEALTH CARE PROFESSI ONAL, FOR THE TREATMENT OF EI THER OF THE
FOLLOW NG

(i) A LI FE- THREATENI NG CONDI TI ON.

(i) A CHRONI C AND SERI QUSLY DEBI LI TATI NG CONDI TI ON SO LONG
AS THE DRUG | S MEDI CALLY NECESSARY TO TREAT THAT CONDI TI ON AND
THE DRUG | S ON THE PLAN FORMULARY OR ACCESSI BLE THROUGH THE
HEALTH PLAN S FORMULARY PROCEDURES.

(© THE DRUG HAS BEEN RECOGNI ZED FOR TREATMENT FOR THE CON-
DTION FOR VHICH I T IS PRESCRI BED BY 1 OF THE FOLLOW NG

(i) THE AMERI CAN MEDI CAL ASSCOCI ATI ON DRUG EVALUATI ONS.

(i) THE AMERI CAN HOSPI TAL FORMULARY SERVI CE DRUG
| NFORVATI ON.

(iii) THE UNI TED STATES PHARMACOPCEI A DI SPENSI NG | NFORMA-
TION, VOLUME 1, "DRUG | NFORVATI ON FOR THE HEALTH CARE
PROFESSI ONAL" .

(iv) TWO ARTI CLES FROM MAJOR PEER- REVI EWVED MEDI CAL JOURNALS
THAT PRESENT DATA SUPPORTI NG THE PROPOSED OFF- LABEL USE OR USES
AS GENERALLY SAFE AND EFFECTI VE UNLESS THERE | S CLEAR AND CON-

VI NCI NG CONTRADI CTORY EVI DENCE PRESENTED IN A MAJOR PEER- REVI EVED

MEDI CAL JOURNAL.

(3) UPON REQUEST, THE PRESCRI BI NG HEALTH CARE PROFESSI ONAL
SHALL SUPPLY TO THE HEALTH CARE CORPORATI ON DOCUMENTATI ON SUP-
PORTI NG COVPLI ANCE W TH SUBSECTI ON ( 2) .

(4) THI'S SECTI ON DOES NOT PROH BI T THE USE OF A CO PAYMENT
OR SI M LAR MECHANI SM FOR APPROPRI ATELY CONTROLLI NG THE

UTI LI ZATI ON OF A DRUG THAT | S PRESCRI BED FOR A USE DI FFERENT FROM

04909’ 01



© 00 N o 0o b~ W N P

L e o
A W N B O

3

THE USE FOR WHI CH THE DRUG HAS BEEN APPROVED BY THE FOCOD AND DRUG
ADM NI STRATI ON

(5) AS USED IN THI S SECTI ON

(A) "CHRONI C AND SERI QUSLY DEBI LI TATI NG' MEANS A DI SEASE OR
CONDI TI ON THAT REQUI RES ONGO NG TREATMENT TO MAI NTAI N REM SSI ON
OR PREVENT DETERI ORATI ON AND THAT CAUSES SI GNI FI CANT LONG TERM
MORBI DI TY.

(B) "LIFE-THREATENI NG' MEANS A DI SEASE OR CONDI TI ON WHERE
THE LI KELI HOOD OF DEATH IS H GH UNLESS THE COURSE OF THE DI SEASE
'S | NTERRUPTED OR THAT HAS A POTENTI ALLY FATAL OUTCOVE WHERE THE
END PO NT OF CLI NI CAL | NTERVENTI ON IS SURVI VAL

(C© "OFF-LABEL" MEANS THE USE OF A DRUG FOR CLI NI CAL | NDI CA-
TI ONS OTHER THAN THOSE STATED | N THE LABELI NG APPROVED BY THE
FEDERAL FOOD AND DRUG ADM NI STRATI ON
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