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SENATE BILL No. 1193
o

SENATE BILL No. 1193

March 6, 2002, Introduced by Senators SCHWARZ, SHUGARS, JOHNSON, BY RUM,
EMERSON and NORTH and referred to the Committee on Health Policy.

A Dbill to amend 1939 PA 280, entitled
"The social welfare act,"
(MCL 400.1 to 400.119b) by adding sections 111k, 111l, 111m
111n, 1110, 111p, 111q, and 111r.

THE PEOPLE OF THE STATE OF M CHI GAN ENACT:

SEC. 111K. AS USED I N SECTIONS 1111 TO 111R

(A) "BOARD' MEANS THE DRUG UTI LI ZATI ON REVI EW BOARD ESTAB-
LI SHED UNDER SECTI ON 111M

(B) "COW TTEE" MEANS THE PHARMACY AND THERAPEUTI CS COW T-
TEE ESTABLI SHED UNDER SECTI ON 111P

(C "COWPENDI A" MEANS THE " AMERI CAN HOSPI TAL FORMULARY SERV-
| CES DRUG | NFORMATI ON', "U.S. PHARMACOPEI A- - DRUG | NFORMATI ON',
PEER- REVI EMED NMEDI CAL LI TERATURE, AND CLI NI CAL | NFORMATI ON
SUBM TTED TO THE DEPARTMENT OF COVMUNI TY HEALTH BY THE
PHARMACEUTI CAL RESEARCH COVPANY THAT DEVELOPED THE PRODUCT AND I S
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REG STERED W TH THE UNI TED STATES FOOD AND DRUG ADM NI STRATI ON AS
THE PRODUCT DI STRI BUTOR.

(D) "DUR CRI TERI A" MEANS STANDARDS APPROVED BY THE BOARD TO
DETERM NE WHETHER USE OF A DRUG I S LI KELY TO BE MEDI CALLY APPRO-
PRI ATE, BE MEDI CALLY NECESSARY, AND NOT RESULT | N AN ADVERSE MED-
| CAL OUTCOME.

(E) "DRUG UTI LI ZATI ON REVI EW OR "DUR" MEANS BOTH RETROSPEC-
TI' VE AND PROSPECTI VE DRUG UTI LI ZATI ON REVI EW  DUR PROGRAMS ARE
DESI GNED TO ENSURE THAT DRUG UTI LI ZATI ON |'S MEDI CALLY APPROPRI -
ATE, MEDI CALLY NECESSARY, AND NOT LI KELY TO HAVE ADVERSE MEDI CAL

RESULTS.
(F) "PRI OR AUTHORI ZATI ON' MEANS A PROCESS REQUI RI NG THE PRE-
SCRI BER OR THE DI SPENSER TO VERI FY W TH THE STATE DEPARTMENT OF

COMVUNI TY HEALTH OR | TS CONTRACTOR THAT PROPOSED MEDI CAL USE OF A
PARTI CULAR MEDI CI NE FOR A PATI ENT MEETS PREDETERM NED CRI TERI A
FOR COVERAGE BY THE PROGRAM

(G "PROSPECTI VE DUR' MEANS THAT PART OF THE DRUG UTI LI ZA-
TI ON REVI EW PROGRAM THAT OCCURS BEFORE A DRUG |'S DI SPENSED AND
THAT USES THE DUR CRI TERI A TO SCREEN FOR POTENTI AL DRUG THERAPY
PROBLEMS RELATED TO THERAPEUTI C DUPLI CATI ON, DRUG- DI SEASE CONTRA-
| NDI CATI ONS, DRUG- DRUG | NTERACTI ONS, | NCORRECT DRUG DOSAGE OR
DURATI ON OF DRUG TREATMENT, DRUG- ALLERGY | NTERACTI ONS, AND CLI NI -
CAL ABUSE OR M SUSE.

(H "RETROSPECTI VE DUR'" MEANS THAT PART OF THE DRUG UTI LI ZA-
TI ON REVI EW PROGRAM THAT IS A HI STORI CAL REVI EW OF DRUG UTI LI ZA-
TI ON DATA USI NG DUR CRI TERI A TO EXAM NE PHARVACY CLAI Ms DATA AND
OTHER | NFORVATI ON TO | DENTI FY OVERUTI LI ZATI ON, UNDERUTI LI ZATI ON,
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3
APPROPRI ATE USE OF GENERI C PRODUCTS, THERAPEUTI C DUPL| CATI ON,
DRUG- DI SEASE CONTRAI NDI CATI ONS, DRUG- DRUG | NTERACTI ONS, | NCORRECT
DRUG DOSAGE OR DURATI ON OF DRUG TREATMENT, AND CLI NI CAL ABUSE OR
M SUSE.

SEC. 111l. THE LEG SLATURE RECOGNI ZES THAT QOUTPATI ENT PRE-
SCRI PTI ON DRUGS ARE AN ESSENTI AL COVPONENT OF PATI ENT CARE AND,
AS A HEALTH BENEFI TS PAYER UNDER THE STATE' S MEDI CAL ASSI STANCE
PROGRAM THE LEG SLATURE DI RECTS THE DEPARTMENT OF COVMUNI TY
HEALTH TO ADD A PRI OR AUTHORI ZATI ON COMPONENT TO | TS DRUG UTI LI -
ZATI ON REVI EW PROGRAM TO ENSURE THAT BENEFI Cl ARI ES HAVE ACCESS TO
MEDI CALLY NECESSARY MEDI CI NES I N A CLI NI CALLY APPROPRI ATE AND
COST- EFFECTI VE MANNER.

SEC. 111M (1) THE DRUG UTI LI ZATI ON REVI EW BOARD | S ESTAB-
LI SHED W THI N THE DEPARTMENT OF COMMUNI TY HEALTH FOR THE PURPOSE
OF | MPLEMENTI NG A RETROSPECTI VE AND PROSPECTI VE DRUG UTI LI ZATI ON
REVI EW PROGRAM

(2) THE BOARD SHALL CONSI ST OF 11 MEMBERS APPO NTED BY THE
DI RECTOR OF THE DEPARTMENT OF COMMUNI TY HEALTH TO | NCLUDE ALL OF
THE FOLLOW NG

(A) FOUR PHYSI CI ANS LI CENSED UNDER ARTI CLE 15 OF THE PUBLI C
HEALTH CODE, 1978 PA 368, MCL 333. 16101 TO 333. 18838, ACTI VELY
ENGAGED | N THE PRACTI CE OF MEDI CI NE, AND CHOSEN FROM A LI ST OF
NOM NEES PROVI DED BY THE M CHI GAN MEDI CAL SCCI ETY.

(B) FIVE PHARMACI STS LI CENSED UNDER ARTI CLE 15 OF THE PUBLI C
HEALTH CODE, 1978 PA 368, MCL 333. 16101 TO 333. 18838, ACTIVELY
ENGAGED | N THE PRACTI CE OF PHARVACY, AND CHOSEN FROM A LI ST OF
NOM NEES PROVI DED BY THE M CH GAN PHARMACY ASSOCI ATI ON.
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(C) ONE RESIDENT OF THI S STATE REPRESENTI NG MEDI CAL
ASSI STANCE PROGRAM BENEFI Cl ARI ES.

(D) ONE RESIDENT OF THI'S STATE REPRESENTI NG THE PHARMACEUTI -
CAL | NDUSTRY CHOSEN FROM A LI ST OF NOM NEES PROVI DED BY THE PHAR-
MACEUTI CAL RESEARCH AND MANUFACTURERS OF AMERI CA.

(3) BOARD MEMBERS SHALL SERVE STAGGERED 3- YEAR TERMS. ONE
PHYSI CI AN, 1 PHARMACI ST, AND THE BENEFI Cl ARY REPRESENTATI VE SHALL
EACH BE | NI TIALLY APPOI NTED FOR 2 YEARS, AND 1 PHYSI Cl AN, 2 PHAR-
MACI STS, AND THE | NDUSTRY REPRESENTATIVE SHALL EACH BE | NI TI ALLY
APPOI NTED FOR 1 YEAR  MEMBERS MAY BE REAPPO NTED FOR A PERI OD
NOT TO EXCEED 3 THREE- YEAR TERMS. VACANCI ES ON THE BOARD SHALL
BE FILLED FOR THE BALANCE OF THE UNEXPI RED TERM FROM NOM NEE
LI STS FOR THE APPROPRI ATE BOARD CATEGORY AS UNDER
SUBSECTI ON (2) .

(4) BOARD MEMBERS SHALL SELECT A CHAl RPERSON AND A VI CE
CHAl RPERSON ON AN ANNUAL BASI S FROM THE BOARD MEMBERSHI P.

(5) THE BOARD SHALL MEET AT LEAST 6 TI MES EACH YEAR AND MAY
MEET AT OTHER TI MES AT THE DI SCRETI ON OF THE CHAI RPERSON.  NOTI CE
OF A MEETING OF THE BOARD SHALL BE PUBLI SHED I N THE M CHI GAN BUL-
LETIN 30 DAYS BEFORE THE MEETI NG BOARD MEETI NGS SHALL COMPLY
W TH THE OPEN MEETI NGS ACT, 1976 PA 267, MCL 15.261 TO 15. 275.
BOARD MEETI NGS ARE SUBJECT TO THE ADM NI STRATI VE PROCEDURES ACT
OF 1969, 1969 PA 306, 24.201 TO 24.328.

SEC. 111N. THE BOARD SHALL DO ALL OF THE FOLLOW NG

(A) ADVI SE AND MAKE RECOMVENDATI ONS REGARDI NG RULES PROMUL-
GATED BY THE DEPARTMENT OF COMMUNI TY HEALTH | MPLEMENTI NG STATE
AND FEDERAL LAW RELATED TO DRUG UTI LI ZATI ON REVI EW

05406’ 01



5

(B) OVERSEE | MPLEMENTATI ON OF A RETROSPECTI VE AND
PROSPECTI VE DUR PROGRAM FOR THE MEDI CAL ASSI STANCE PROGRAM
I NCLUDI NG RESPONSI Bl LI TY FOR RECOMVENDI NG CRI TERI A FOR SELECTI ON
OF CONTRACTORS AND REVI EW NG CONTRACTS BETWEEN THE MEDI CAL
ASS| STANCE PROGRAM AND ANY OTHER ENTI TY THAT W LL PROCESS AND
REVI EW DRUG CLAI M5 AND PROFI LES FOR THE DUR PROGRAM | N ACCORDANCE
W TH SECTI ONS 111l TO 111R

(C) DEVELOP AND APPLY THE DUR CRI TERI A FOR THE RETROSPECTI VE
AND PROSPECTI VE DUR PROGRAMS AND ENSURE THAT THE DUR CRI TERI A ARE
CONSI STENT W TH THE | NDI CATI ONS SUPPORTED OR REJECTED BY THE COM
PENDI A AND UNI TED STATES FOOD AND DRUG ADM NI STRATI ON APPROVED
LABELI NG FOR THE DRUG THE BOARD SHALL CONSI DER OUTSI DE | NFORNMA-
TI ON PROVI DED BY | NTERESTED PARTI ES, | NCLUDI NG PRESCRI BERS WHO
TREAT SI GNI FI CANT NUMBERS OF PATI ENTS UNDER THE MEDI CAL ASSI ST-
ANCE PROGRAM

(D) ESTABLI SH A PROCESS TO REASSESS THE DUR CRI TERIA ON A
PERI ODI C BASI S AND MODI FY THE PROSPECTI VE AND RETROSPECTI VE DUR
PROGRAMS, AS NECESSARY

(E) PROVIDE A PERI OD FOR PUBLI C COMVENT DURI NG EACH BQOARD
MEETI NG AND FURNI SH NOTI CE OF PROPCSED CHANGES TO THE DUR CRI -
TERI A AND MODI FI CATI ON OF THE PROSPECTI VE AND RETROSPECTI VE DUR
PROGRAMS 30 DAYS BEFORE CONSI DERI NG OR RECOMVENDI NG A PROPOSED
CHANGE TO THE DUR PROGRAMS

SEC. 111o. (1) THE BOARD, | N COOPERATI ON W TH THE DEPART-
MENT OF COVMUNI TY HEALTH, SHALL CREATE AND | MPLEMENT A PROSPEC-
TI' VE AND RETROSPECTI VE DUR PROGRAM FOR QUTPATI ENT PRESCRI PTI ON
DRUGS UNDER THE MEDI CAL ASSI STANCE PROGRAM USI NG DUR CRI TERIA TO
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ENSURE THAT DRUG UTI LI ZATI ON | S MEDI CALLY APPROPRI ATE, MEDI CALLY
NECESSARY, AND NOT LI KELY TO RESULT | N ADVERSE MEDI CAL OUTCOVES.

(2) THE DEPARTMENT OF COVMUNI TY HEALTH MAY CONTRACT W TH AN
ENTI TY TO PROCESS AND REVI EW DRUG CLAI Ms AND PROFI LES FOR THE DUR
PROGRAM  THE DEPARTMENT OF COVMUNI TY HEALTH SHALL USE A COWPETI -
TI VE Bl DDI NG PROCESS AS REQUI RED UNDER SECTI ON 261 OF THE MANAGE-
MENT AND BUDGET ACT, 1984 PA 431, MCL 18. 1261.

(3) THE PROSPECTI VE DUR PROGRAM SHALL BE BASED ON DUR CRI -
TERI A ESTABLI SHED BY THE BOARD AND SHALL PROVI DE THAT, BEFORE A
PRESCRI PTION | S FI LLED OR DELI VERED, A REVI EW SHALL BE CONDUCTED
BY A PHARMACI ST AT THE PO NT OF SALE TO SCREEN FOR A POTENTI AL
DRUG THERAPY PROBLEM | N CONDUCTI NG THE PROSPECTI VE DUR REVI EW
A PHARMACI ST SHALL NOT ALTER THE PRESCRI BED OUTPATI ENT DRUG THER-
APY W THOUT A NEW PRESCRI PTI ON ORDER BY THE PRESCRI BI NG PHYSI Cl AN
AND APPROVAL BY THE PATI ENT. THE PROSPECTI VE DUR REVI EW SHALL
SCREEN FOR ALL OF THE FOLLOW NG

(A) THERAPEUTI C DUPLI CATI ON.

(B) DRUG DI SEASE CONTRAI NDI CATI ONS.

(C) DRUG DRUG | NTERACTI ONS.

(D) 1 NCORRECT DRUG DOSACGE OR DURATI ON OF DRUG TREATMENT.

(E) DRUG ALLERGY | NTERACTI ONS.

(F) CLIN CAL ABUSE OR M SUSE.

(4) THE RETROSPECTI VE DUR PROGRAM SHALL BE BASED ON DUR CRI -
TERI A ESTABLI SHED BY THE BOARD USI NG THE DEPARTMENT OF COVMUNI TY
HEALTH S MECHANI ZED DRUG CLAI M5 PROCESSI NG AND | NFORIVATI ON
RETRI EVAL SYSTEM TO ANALYZE MEDI CAL ASSI STANCE CLAI M5 TO DO ALL
OF THE FOLLOW NG
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(A) | DENTI FY PATTERNS OF FRAUD, ABUSE, GROSS OVERUSE OR
UNDERUSE, OR | NAPPROPRI ATE OR MEDI CALLY UNNECESSARY CARE.

(B) ASSESS DATA ON DRUG USE BY APPLYI NG AND REVI EW NG CRI -
TERI A DEVELOPED FROM THE COMPENDI A OR UNI TED STATES FOOD AND DRUG
ADM NI STRATI ON APPROVED LABELI NG FOR THE PURPOSE OF EVALUATI NG
ALL OF THE FOLLOW NG

(i) THERAPEUTI C APPROPRI ATENESS.

(ii) OVERUTI LI ZATI ON OR UNDERUTI LI ZATI ON.

(iii) APPROPRI ATE USE OF GENERI C PRODUCTS.

(iv) THERAPEUTI C DUPLI CATI ON.

(v) DRUG- DI SEASE CONTRAI NDI CATI ONS.

(vi) DRUG DRUG | NTERACTI ONS.

(vii) | NCORRECT DRUG DOSAGE OR DURATI ON OF DRUG TREATMENT.

(viii) CLI NI CAL ABUSE OR M SUSE.

(C) PROPOSE REMEDI AL STRATEG ES TO | MPROVE THE QUALITY OF
CARE AND PROMOTE EFFECTI VE USE OF MEDI CAL ASSI STANCE PROGRAM
FUNDS OR BENEFI Cl ARY EXPENDI TURES.

SEC. 111P. (1) NOTW THSTANDI NG ANY OTHER PROVI SI ON OF LAW
THE DEPARTMENT OF COVMUNI TY HEALTH MAY | MPLEMENT A PRI OR AUTHORI -
ZATI ON PROGRAM FOR OUTPATI ENT PRESCRI PTI ON DRUGS UNDER THE MEDI -
CAL ASS| STANCE PROGRAM ONLY AS PROVI DED | N SECTI ONS 1111 TO
111R.

(2) THE PHARMACY AND THERAPEUTI CS COMM TTEE | S ESTABLI SHED
W THI N THE DEPARTMENT OF COMMUNI TY HEALTH FOR THE PURPOSES OF
| MPLEMENTI NG PRI OR AUTHORI ZATI ON FOR OUTPATI ENT PRESCRI PTI ON
DRUGS UNDER THE MEDI CAL ASSI STANCE PROGRAM
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(3) THE COW TTEE SHALL CONSI ST CF 11 MEMBERS APPO NTED BY
THE DI RECTOR OF THE DEPARTMENT OF COVMUNI TY HEALTH TO | NCLUDE ALL
OF THE FOLLOW NG

(A) FIVE PHYSI CI ANS LI CENSED UNDER ARTI CLE 15 OF THE PUBLI C
HEALTH CODE, 1978 PA 368, MCL 333. 16101 TO 333. 18838, ACTIVELY
ENGAGED | N THE PRACTI CE OF MEDI CI NE, AND CHOSEN FROM A LI ST OF
NOM NEES PROVI DED BY THE M CHI GAN MEDI CAL SCCI ETY.

(B) FOUR PHARMACI STS LI CENSED UNDER ARTI CLE 15 OF THE PUBLI C
HEALTH CODE, 1978 PA 368, MCL 333. 16101 TO 333. 18838, ACTIVELY
ENGAGED | N THE PRACTI CE OF PHARVACY, AND CHOSEN FROM A LI ST OF
NOM NEES PROVI DED BY THE M CH GAN PHARVMACY ASSOCI ATI ON

(C) ONE RESIDENT OF THI S STATE REPRESENTI NG MEDI CAL ASSI ST-
ANCE PROGRAM BENEFI CI ARI ES.

(D) ONE RESIDENT OF THI S STATE REPRESENTI NG THE PHARMACEUTI -
CAL | NDUSTRY CHOSEN FROM A LI ST OF NOM NEES PROVI DED BY THE PHAR-
MACEUTI CAL RESEARCH AND MANUFACTURERS OF AMERI CA.

(4) COW TTEE MEMBERS SHALL SERVE STAGGERED 3- YEAR TERMS.
TWO PHYSI CI ANS, 1 PHARMACI ST, AND THE MEDI CAL ASSI STANCE BENEFI -
Cl ARY REPRESENTATI VE SHALL EACH BE I NI TI ALLY APPO NTED FOR 2- YEAR
TERMS, AND 1 PHYSI Cl AN, 1 PHARMACI ST, AND THE | NDUSTRY REPRESEN-
TATI VE SHALL EACH BE | NI TI ALLY APPO NTED FOR 1- YEAR TERNMES.
MEMBERS MAY BE REAPPO NTED FOR A PERI OD NOT TO EXCEED 3
THREE- YEAR TERMS. VACANCI ES ON THE COMM TTEE SHALL BE FI LLED FOR
THE BALANCE OF THE UNEXPI RED TERM FROM NOM NEE LI STS FOR THE
APPROPRI ATE COW TTEE CATEGORY AS UNDER SUBSECTI ON (3).

(5) COW TTEE MEMBERS SHALL SELECT A CHAI RPERSON AND A VI CE
CHAI RPERSON ON AN ANNUAL BASI S FROM THE COWM TTEE MEMBERSH P.
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(6) THE COMWM TTEE SHALL MEET AT LEAST 6 TI MES EACH YEAR AND
MAY MEET AT OTHER TI MES AT THE DI SCRETI ON OF THE CHAlI RPERSON
NOTI CE OF A MEETI NG OF THE COW TTEE SHALL BE PUBLI SHED I N THE
M CHI GAN BULLETI N 30 DAYS BEFORE THE MEETI NG COW TTEE MEETI NGS
SHALL COWPLY W TH THE PROVI SI ONS OF THE OPEN MEETI NGS ACT, 1976
PA 267, MCL 15.261 TO 15.275. COW TTEE MEETI NGS ARE SUBJECT TO
THE PROVI SI ONS OF THE ADM NI STRATI VE PROCEDURES ACT OF 1969, 1969
PA 306, MCL 24.201 TO 24. 328.

SEC. 111Q THE COW TTEE SHALL DO ALL OF THE FOLLOW NG

(A) ADVI SE AND MAKE RECOMVENDATI ONS REGARDI NG RULES PROMUL-
GATED BY THE DEPARTMENT REGARDI NG OUTPATI ENT PRESCRI PTI ON DRUG
PRI OR AUTHORI ZATI ON

(B) OVERSEE THE | MPLEMENTATI ON OF A DRUG PRI OR AUTHORI ZATI ON
PROGRAM FOR THE MEDI CAL ASSI STANCE PROGRAM

(© ESTABLI SH THE DRUG PRI OR AUTHORI ZATI ON REVI EW PROCESS | N
COVPLI ANCE W TH SECTI ON 111R

(D) MAKE FORVAL RECOMVENDATI ONS TO THE DEPARTMENT REGARDI NG
ANY OUTPATI ENT PRESCRI PTI ON DRUG COVERED BY THE MEDI CAL ASSI ST-
ANCE PROGRAM REQUI RI NG PRI OR AUTHORI ZATI ON

(E) REVIEWON A SEM ANNUAL BASI S WHETHER DRUGS PLACED ON
PRI OR AUTHORI ZATI ON ARE TO REMAI N ON PRI OR AUTHORI ZATI ON

(F) I'F NECESSARY, MODI FY THE PRI OR AUTHORI ZATI ON REVI EW PRO-
CESS TO ACH EVE THE OBJECTI VES OF TH S ACT.

SEC. 111R (1) A DRUG PRI OR AUTHORI ZATI ON PROGRAM SHALL
MEET ALL OF THE FOLLOW NG CONDI TI ONS:
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(A) THE PROGRAM SHALL PROVI DE TELEPHONE, FACSI M LE, OR OTHER
ELECTRONI CALLY TRANSM TTED APPROVAL OR DENI AL W THI N 24 HOURS
AFTER RECEI PT OF THE PRI OR AUTHORI ZATI ON REQUEST.

(B) I'N AN EMERGENCY SI TUATI ON, | NCLUDI NG A SI TUATION I N
VH CH A RESPONSE TO A PRI OR AUTHORI ZATI ON REQUEST | S UNAVAI LABLE,
A 72-HOUR SUPPLY OF THE PRESCRI BED DRUG SHALL BE DI SPENSED AND
PAI D FOR BY THE MEDI CAL ASSI STANCE PROGRAM COR, AT THE DI SCRETI ON
OF THE COMW TTEE, A SUPPLY GREATER THAN 72 HOURS THAT W LL ASSURE
A M N MUM EFFECTI VE DURATI ON OF THERAPY FOR AN ACUTE
| NTERVENTI ON

(C) AUTHORI ZATI ON SHALL BE GRANTED | F THE DRUG | S PRESCRI BED
FOR A MEDI CALLY ACCEPTED USE SUPPORTED BY EI THER THE COMPENDI A,
APPROVED PRODUCT LABELI NG OR PEER- REVI EMED LI TERATURE UNLESS
THERE IS A THERAPEUTI CALLY EQUI VALENT GENERI C DRUG THAT | S AVAI L-
ABLE W THOUT PRI OR AUTHORI ZATI ON

(D) THE DRUG UTI LI ZATI ON REVI EW PROGRAM ADM NI STRATORS SHALL
CONSULT W TH PRESCRI BERS TO DEVELOP A STREAMLI NED PROCESS FOR THE
PRESCRI BER TO FURNI SH ANY DOCUMENTATI ON REQUI RED TO SUPPORT A
PRI OR AUTHORI ZATI ON REQUEST, | NCLUDI NG, BUT NOT LIM TED TO, NANMNE,
TI TLE, ADDRESS, AND TELEPHONE NUMBER OF THE PRESCRI BER MAKI NG THE
REQUEST, DATE OF THE REQUEST, THE PRODUCT NAME OF THE REQUESTED
DRUG, A DESCRI PTI ON OF THE Cl RCUMSTANCES AND BASI S FOR THE
REQUEST, AND WHETHER THE REQUEST | S AN EMERGENCY. THE PROCESS
SHALL FLOW DI RECTLY FROM THE PATI ENT CARE | NTERACTI ON. THE
DEPARTMENT OF COVMUNI TY HEALTH SHALL NOT REQUI RE A SEPARATE SET
OF TASKS OF THE PRESCRI BER
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(2) THE COW TTEE SHALL NOT RECOMVEND A DRUG FOR PRI OR
AUTHORI ZATI ON, AND THE DEPARTMENT OF COVMUNI TY HEALTH SHALL NOT
PLACE A DRUG ON PRI OR AUTHORI ZATI ON, UNLESS ALL OF THE FOLLOW NG
CONDI TI ONS ARE MET:

(A) THE COMM TTEE ANALYZES THE RETROSPECTI VE DUR DATA USI NG
THE DUR CRI TERIA TO I DENTI FY A DRUG USE OF WHICH IS LI KELY NOT
TO BE MEDI CALLY APPROPRI ATE OR MEDI CALLY NECESSARY OR | S LI KELY
TO RESULT I N AN ADVERSE MEDI CAL OUTCOME.

(B) THE COVM TTEE CONSI DERS THE POTENTI AL | MPACT ON PATI ENT
CARE AND THE POTENTI AL FI SCAL | MPACT THAT MAY RESULT FROM A DRUG
ON PRI OR AUTHORI ZATI ON

(C ANY CONSI DERATI ON OF THE COST OF THE DRUG BY THE COWM T-
TEE SHALL REFLECT THE TOTAL COST OF TREATI NG THE CONDI TI ONS FOR
VH CH THE DRUG | S PRESCRI BED, | NCLUDI NG NONPHARMACEUTI CAL COSTS
AND COSTS | NCURRED BY OTHER SECTORS OF THE STATE HEALTH CARE PRO-
GRAM THAT MAY BE AFFECTED BY THE DRUG S AVAI LABILITY FOR USE I N
TREATI NG MEDI CAL ASSI STANCE PROGRAM BENEFI CI ARI ES.

(D) THE COWM TTEE PROVI DES 30 DAYS PUBLI C NOTI CE PRIOR TO
EACH MEETI NG DEVELOPI NG RECOMMENDATI ONS CONCERNI NG WHETHER A DRUG
SHOULD BE PLACED ON PRI OR AUTHORI ZATI ON.  ANY | NTERESTED PARTY
MAY REQUEST AN OPPORTUNI TY TO MAKE AN ORAL PRESENTATI ON TO THE
COMW TTEE RELATED TO THE PRI OR AUTHORI ZATI ON OF THE DRUG  THE
COMWM TTEE SHALL ALSO CONSI DER ANY | NFORMATI ON PROVI DED BY ANY
| NTERESTED PARTY, | NCLUDI NG, BUT NOT LIM TED TGO, PHYSI CI ANS
PHARMACI STS, BENEFI Cl ARI ES, AND MANUFACTURERS OR DI STRI BUTORS OF
THE DRUG.
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(E) THE COWM TTEE MAKES A FORVAL WRI TTEN RECOMVENDATI ON TO
THE DEPARTMENT OF COVMUNI TY HEALTH THAT A DRUG BE PLACED ON PRI OR
AUTHORI ZATI ON THAT | S SUPPCORTED BY AN ANALYSI S OF PROSPECTI VE AND
RETROSPECTI VE DUR DATA DEMONSTRATI NG ALL OF THE FOLLOW NG

(i) THE EXPECTED | MPACT OF A DECI SION ON THE CLI NI CAL CARE
LI KELY TO BE RECEI VED BY BENEFI Cl ARI ES FOR VWHOM THE DRUG | S MEDI -
CALLY NECESSARY

(i) THE EXPECTED | MPACT ON PHYSI CI ANS WHOSE PATI ENTS
REQUI RE THE DRUG.

(1ii) THE EXPECTED FI SCAL | MPACT ON THE MEDI CAL ASSI STANCE
PROGRAM

(F) THE DEPARTMENT OF COVMUNI TY HEALTH ACCEPTS OR REJECTS
THE RECOMVENDATI ON OF THE COW TTEE AND, IN A WRI TTEN DECI SI ON,
DETERM NES WHETHER A DRUG SHALL BE PLACED ON PRI OR
AUTHORI ZATI ON.  THE DEPARTMENT OF COVMUNI TY HEALTH MAY CONSI DER
ANY ADDI TI ONAL AND CLARI FYI NG | NFORVATI ON PROVI DED BY ANY | NTER-
ESTED BEFORE PARTY RENDERI NG | TS DECI S| ON

(G THE DEPARTMENT OF COVMUNI TY HEALTH S DECI SI ON SHALL BE
PUBLI SHED FOR PUBLI C COMMENT FOR A PERI GD OF NOT LESS THAN 30
DAYS. THE EFFECTI VE DATE OF THE DECI SI ON SHALL NOT BE PRI OR TO
THE CLOSE OF THE COMVENT PERI GD AND EFFECTI VE NOTI CE OF THE
DECI SION' S FINALITY IS AVAI LABLE TO PRESCRI BERS

(3) NOTW THSTANDI NG ANY OTHER PROVI SI ON OF SECTI ONS 1111 TO
111R, UNLESS A DRUG HAS BEEN APPROVED OR HAD ANY OF | TS PARTI CU-
LAR USES APPROVED BY THE UNI TED STATES FOOD AND DRUG ADM NI STRA-
TI ON UNDER A PRI ORI TY REVI EW CLASSI FI CATI ON, THAT DRUG SHALL NOT
BE RECOMMENDED TO REQUI RE PRI OR AUTHORI ZATI ON BY THE COVMM TTEE
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AND PLACED ON PRI OR AUTHORI ZATI ON BY THE DEPARTMENT OF COVMUNI TY
HEALTH.

(4) THE COW TTEE SHALL DEVELOP A GRI EVANCE MECHANI SM FOR
| NTERESTED PARTI ES TO APPEAL THE DEPARTMENT OF COVMUNI TY HEALTH S
DECI SI ON TO PLACE A DRUG ON PRI OR AUTHORI ZATI ON.  AFTER PARTI CI -
PATI NG I N THE GRI EVANCE MECHANI SM DEVELOPED BY THE COWM TTEE, ANY
| NTERESTED PARTY AGCRI EVED BY THE PLACEMENT OF A DRUG ON PRI OR
AUTHORI ZATI ON | S ENTI TLED TO AN ADM NI STRATI VE HEARI NG BEFORE THE
DEPARTMENT OF COVMUNI TY HEALTH ACCORDI NG TO THE PROVI SI ONS OF THE
ADM NI STRATI VE PRCCEDURES ACT OF 1969, 1969 PA 306, MCL 24.201 TO

24. 328.
(5) THE COW TTEE SHALL REVI EW THE PRI OR AUTHORI ZATI ON
STATUS OF A DRUG EVERY 6 MONTHS.

(6) THE COWM TTEE SHALL PROVI DE 30 DAYS PUBLI C NOTI CE PRI OR
TO EACH MEETI NG DETERM NI NG | F CHANGES SHOULD BE MADE TO THE DRUG
PRI OR AUTHORI ZATI ON REVI EW PROCESS.
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