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L.D. 2068 

DATE: (Filing No. S-~~O ) 

BANKING AND INSURANCE 

Reported by: 

Reproduced and distributed under the direction of the Secretary 
of the Senate. 

STATE OF MAINE 
SENATE 

118TH LEGISLATURE 
SECOND REGULAR SESSION 

COMMITTEE AMENDMENT" A-" to S.P. 761, L.D. 2068, Bill, "An 
Act to Permit Off-label Use of Prescription Drugs for Cancer, HIV 
or AIDS" 

Amend the bill by striking out everything after the enacting 
clause and before the summary and inserting in its place the 
following: 

I Sec. 1. 24 MRSA §§2320-F and 2320-G are enacted to read: 

§2320-F. Off-label use of prescription drugs for cancer 

1. Definitions. As used in this section, unless the 
context otherwise indicates, the following terms have the 
following meanings. 

A. "Medica.lly accepted indication" includes any use of a 
drug that has been approved by the federal Food and Drug 
Administration and includes another use of the drug if that 
use is sU9ported by one or more citations in the standard 
reference compendia or if the nonprofit hospital and medical 
service organization involved, based upon guidance provideQ 
by the federal Department of Health anQ Human Services 
Medicare program pursuant to 42 United States Code, Section 
1395x(t), determines that that use is meQically accepted 
based on supportive clinical eyiQence in peer-reviewed 
meQical literature. 

B. "Off-label use" means the prescription anQ use of drugs 
for medically accepteQ indications other than those stated 
in the labeling approyeQ by the federal FOOQ and Drug 
Administration. 

Page l-LR2902(2) 

COMMITTEE AMENDMENT 



L\ \ ~. 

do. ... 

2 

4 

6 

8 

10 

12 

14 

16 

18 

20 

22 

24 

26 

28 

30 

32 

34 

36 

38 

40 

42 

44 

46 

48 

50 

COMMITTEE AMENDMENT ",4" to S.P. 761, L.D. 2068 

C. "Peer-reviewed medical literature" means scientific 
studies published in at least 2 articles from major 
peer-reviewed medical journals that present data that 
supports the proposed off-label use as generally safe and 
effective. 

D. "Standard reference compendia" means: 

(I) The United States Pharmacopeia Drug Information or 
information published by its successor organization: or 

(2) The American Hospital Formulary Service Drug 
Information or information pubiished by its successor 
organization. 

2. Re~ired coverage for off-label use. All individual and 
group nonprofit hospital and medical services plan contracts and 
nonprofit health care plan contracts that provide coverage for 
p-rescription drugs must provide coverage for off-label use in 
accordance with the following. 

A. Individual and group nonprofit hospital and medical 
services plan contracts and nonprofit health care plan 
contracts that provide coverage for prescription drugs may 
not exclude coverage for any such drug used for the 
treatment of cancer for a medically accepted indication on 
the grounds that the drug has not been approved by the 
federal Food and Drug Administration for that indication, as 
long as that use of that drug is a medically accepted 
indication for the treatment of cancer. 

B. Coverage of a drug required by this subsection also 
includes medically necessary services associated with the 
administration of the drug. 

C. This subsection may not be construed to require coverage 
for a drug when the federal Food and Drug Administration has 
determined its use to be contraindicated for treatment of 
the current indication. 

D. A drug use that is covered pursuant to paragraph A may 
not be denied coverage based on a "medical necessity" 
requirement except for a reason that is unrelated to the 
legal status of the drug use. 

E. A contract that provides coverage of a drug as required 
by this subsection may contain provisions for maximum 
benefits and coinsurance and reasonable limitations, 
deductibles and exclusions to the same extent that these 
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COMMITTEE AMENDMENT" A" to S.P. 761, L.D. 2068 

provisions are appliC_-'J,.Q..,Le to coverage of all prescription 
drugs and are not inconsistent with the reguirements of this 
subsection. 

3. Application. The reguirements of this section apply tQ 
all policies, contracts and certificates executed, delivered, 
issued for delivery, continued or renewed in this State on or 
after January 1, 1999. For purposes of this section, all 
~ntracts are deemed to be renewed no later than the next yearly 
anniversary of the contract date. 

§2320-G. Off-label use of prescription drugs for HIV or AIDS 

1. Definitions. As used in this section, unless the 
context otherwise indicates, the following terms have the 
following meanings. 

A. "Off-label use" means the prescription and use of drugs 
for indications other than those stated in the labeling 
approved by the federal Food and Drug Administration. 

B. "Peer-reviewed medical literature" means scientific 
studies published in at least 2 articles from major 
peer-reviewed medical journals that present data that 
supports the proposed off-label use as generally safe and 
effective. 

C. "Standard reference compendia" means: 

(1) The United States Pharmacopeia Drug Information or 
information published by its successor organization; or 

(2) The American Hospital Formulary Service Drug 
Information or information published by its successor 
Qrganization. 

2. Required coverage for off-label use. All individual and 
group nQnprofit hQspital and medical services plan contracts and 
nonprofit health care plan contracts that provide coverage for 
prescription drugs must provide coverage for off-label use in 
accordance with the following. 

A. Individual and group nonprofit hospital and medical 
services plan contracts and nonprofit health care plan 
contracts that provide coverage fQr prescription drugs may 
not exclude coverage for any such drug used for the 
treatment of HIV or AIDS on the grQunds that the drug has 
not been approved by the federal Food and Drug 
Administration for that indicatiQn, as long as that drug is 
recognized for the treatment of that indication in one of 
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COMMITTEE AMENDMENT" A" to S.P. 761, L.D. 2068 

the standard reference compendia or in peer-reviewed medical 
literature. 

B. Coverage of a drug required by this subsection also 
inclydes medically necessary services associated with the 
administrgtion of the drug. 

C. This sybsection may not be construed to require covergge 
for 9 drug when the federal Food and Drug Administration hgs 
determined its use to be contraindicated for treatment of 
the current indication. 

D. A drug use thgt is covered pursugnt to pgragraph A may 
not be denied coverage based on a "medical necessity" 
requirement except for a reason that is unrelated to the 
legal status of the drug use. 

E. A contract that provides coverage of a drug as required 
by this subsection may contain provisions for maximum 
benefits and coinsurance and reasonable limitations, 
deductibles and exclusions to the same extent that these 
provisions are applicable to covergge of all prescription 
drugs and gre not inconsistent with the requirements of this 
subsection. 

3. Application. The requirements of this section apply to 
all policies, contracts gnd certificates executed, delivered, 
issued for delivery, continued or renewed in this State on or 
gfter Jgnugry 1, 1999. For purposes of this section, all 
contracts are deemed to be renewed no later than the next yearly 
anniversary of the contract dgte. 

Sec. 2. 24·A MRSA §§2745-E and 2745·F are enacted to read: 

§2745-E. Off-label use of prescription drugs for cancer 

1. Definitions. As used in this section, unless the 
context otherwise indicates, the following terms have the 
following meanings. 

A. "Medicglly gccepted indicgtion" includes any yse of a 
dryg thgt has been approved by the federgl Food gnd Drug 
Administration gnd includes gnother use of the drug if that 
use is supported by one or more citations in the standard 
reference compendia or if the insurer involved, based upon 
guidance provided by the federal Depgrtment of Health and 
Humgn Services Medicgre program pyrsuant to 42 United Stgtes 
Code, Section 1395x(t), determines that that use is 
medicglly gccepted based on supportive clinical evidence in 
peer-reviewed medical literature. 
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COMMITTEE AMENDMENT" A" to S.P. 761, L.D. 2068 

B. "Off-label use" means the prescription and use of drugs 
for medically accepted indications other than those stated 
in the labeling approved by the federal Food and Drug 
Administration. 

C. "Peer-reviewed medical literature" means scientific 
studies published in at least 2 articles from major 
peer-reviewed medical journals that present data that 
supports the proposed off-label use as generally safe and 
effective. 

D. "Standard reference ,compendia" means: 

(1) The United States Pharmacopeia Drug Information or 
information published by its successor organization: or 

(2) The American Hospital Formulary Service Drug 
Information or information published by its successor 
organization. 

2. Regyjred cove~~e~~f~o~r~~o~f~f~-~l~ab~e~l~~u~s~e~. __ ~A~l~l __ ~i~n~d~i~v~i~d~u~a~l 
insurance policies and contracts that provide coverage for 
prescription drugs must provide coverage for off-label use in 
accordance with the following. 

A. Individual insurance pOlicies and contracts that provide 
coverage for prescription drugs may not exclude coverage for 
any such drug used for the treatment of cancer for a 
medically accepted indication on the grounds that the drug 
has not been approved by the federal Food and Drug 
Administration for that indication, as long as use of that 
drug is a medically accepted indication for the treatment of 
cancer. 

B. Coverage of a drug required by this subsection also 
includes medically necessary services associated with the 
administration of the drug. 

C. This subsection may not be construed to require~~ 
for a drug when the federal Food and Drug Administration has 
determined its use to be contraindicated for treatment of 
the current indication. 

D. A drug use that is covered pursuant to paragraph A may 
not be denied coverage based on a "medical necessity" 
requirement except for a reason that is unrelated to the 
legal status of the drug use. 
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COMMITTEE AMENDMENT" A-" to S.P. 761, L.D. 2068 

E. A contract that provides coverage of a drug as required 
by this subsection may contain provisions for maximum 
benefits and coinsurance and reasonable limitations, 
deductibles and exclusions to the same extent that these 
provisions are applicable to coverage of all prescription 
drugs and are not inconsistent with the requirements of this 
subsection. 

3. Application. The requirements of this section apply to 
all policies, contracts and certificates executed, delivere~ 

issued for delivery, continued or renewed in this State on or 
after January 1, 1999. For purposes of this section, all 
contracts are deemed to be renewed no later than the next yearly 
anniversary of the contract date. 

§2745-F. Off-label use of prescription drugs for HIV or AIDS 

1. Definitions. As used in this section, unless the 
context otherwise indicates, the following terms have the 
following meanings. 

A. "Off-label use" means the prescription and use of drugs 
for indications other than those stated in the labeling 
approved by the federal Food and Drug Administration. 

B. "Peer-reviewed medical literature" means scientific 
studies published in at least 2 articles from major 
peer-reviewed medical journals that present data that 
supports the proposed off-label use as generally safe and 
effective. 

C. "Standard reference compendia" means: 

(1) The United States Pharmacopeia Drug Information or 
information published by its successor organization: or 

(2) The American Hospital Formulary Service Drug 
Information or information published by its successor 
organization. 

2. Required coverage for off-label use. All individual 
insurance policies and contracts that provide coverage for 
prescription drugs must provide coverage for off-label use in 
accordance with the following. 

A. Individual insurance policies and contracts that provide 
coverage for prescription drugs may not exclude coverage for 
any such drug used for the treatment of HIV or AIDS on the 
grounds that the drug has not been approved by the federal 
Food and Drug Administration for that indication, as long as 
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COMMITTEE AMENDMENT "A-" to S.P. 761, L.D. 2068 

that drug is recognized for the treatment of that indication 
in one of the standard reference compendia or in 
peer-reviewed medical literature. 

B. Coverage of a drug required by this subsection also 
includes medically necessary services associated with the 
administration of the drug. 

C. This subsection may not be construed to require coverage 
for a drug when the federal Food and Drug Administration has 
determined its use to be contraindicated for treatment of 
the current indication. 

D. A drug use that is covered pursuant to paragraph A may 
not be denied coverage based on a "medical necessity" 
requirement except for a reason that is unrelated to the 
~al status of the drug use. 

E. A contract that provides coverage of a drug as required 
by this subsection may contain provisions for maximum 
benefits and coinsurance and reasonable limitations, 
deductibles and exclusions to the same extent that these 
provisions are applicable to coverage of all prescription 
drugs and are not inconsistent with the requirements of this 
subsection. 

3. Application. The requirements of this section apply to 
all policies, contracts and certificates executed, delivered, 
issued for delivery, continued or renewed in this State on or 
after January 1, 1999. For purposes of this section, all 
contracts are deemed to be renewed no later than the next yearly 
anniversary of the contract date. 

Sec.3. 24-A MRSA §§2837-F and 2837-G are enacted to read: 

§2837-F. Off-label use of prescription drugs for cancer 

1. Definitions. As used in this section, unless the 
context otherwise indicates, the following terms have the 
following meanings. 

A. "Medically accepted indication" includes any use of a 
QI"ug that has been approved by the federal Food and Drug 
Administration and includes another use of the drug if that 
use is supported by one or more citations in the standard 
reference compendia or if the insurer involved, based upon 
guidance provided by the federal Department of Health and 
Human Services Medicare program pursuant to 42 United St~ 
Code, Section 1395x(t), determines that that_---1!.~,i,§ 
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COMMITTEE AMENDMENT" A" to S.P. 761, L.D. 2068 

medically accepted based on supportive clinical evidence in 
peer-reviewed medical literature. 

B. "Off-label use" means the prescription and use of drugs 
for medically accepted indications other than those stated 
in the labeling approved by the federal Food and Drug 
Administration. 

C. "Peer-reviewed medical literature" means scientific 
studies published in at least 2 articles from major 
peer-reviewed medical journals that present data that 
supports the proposed off-label use as generally safe and 
effective. 

D. "Standard reference compendia" means: 

(1) The United States Pharmacopeia Drug Information or 
information published by its successor Qrganization: or 

(2) The American Hospital Formulary Service Drug 
Information or information published by its successor 
organization. 

2. Required coverage for off-label use. All group 
insurance policies and contracts that provide coverage for 
prescription drugs must provide coverage for off-label use in 
accordance with the following. 

A. Group insurance policies and contracts that provide 
coverage for prescription drugs may not exclude coverage of 
any such drug used for the treatment of cancer for a 
medically accepted indication on the grounds that the drug 
has not been approved by the federal Food and Drug 
Administration for that indication, as long as that use of 
that drug is a medically accepted indication for the 
treatment of cancer. 

B. Coverage of a drug required by this subsection also 
includes medically necessary services associated with the 
administration of the drug. 

C. This subsection may not be construed to require coverage 
for a drug when the federal Food and Drug Administration has 
determined its use to be contraindicated for treatment of 
the current indication. 

D. A drug use that is covered pursuant to paragraph A may 
not be denied coverage based on a "medical necessity" 
requirement except for a reason that is unrelated to the 
legal status of the drug use. 
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COMMITTEE AMENDMENT" A" to S.P. 761, L.D. 2068 

E. A contract that provides coverage of a drug as required 
by this subsection may contain provisions for maximum 
benefits and coinsurance and reasonable lim~ion~ 

deductibles and exclusions to the same extent that tJl~ 

provisions are applicable to coverage of all prescril?tiQn 
drugs and are not inconsistent with the requirements of this. 
subsection. 

3. Application. The requirements of this section al?ply tQ 

all l?olicies, contracts and certificates executed, d~livered~ 

issued for delivery, continued or renewed in this St;a~ on Qr 
after ___ JaQ.1J.Q.XY L 1999. For purposes of this section, alI 
~ractL are deemed to be renewed no lat;er than the next; yearly 
anniversary_Qf t;he contract dat;e. 

§2837-G. Off-label use of prescription drugs for HIV or AIQS 

1. Definitions. As used in 
~c~o~n~t;~e~x~t~~o~t;~herwise indicates, the 
following me~nings. 

this section, unless 
following terms have 

the 
, the 

A. "Off-label use" means the prescription and use of drugs 
for indicat;ions other t;han those st;ated in t;he labeling 
approved by t;he federal Food and Drug Administration. 

B. "Peer-reviewed medical literature" means scientific 
studies published in at least 2 articles from major 
peer-reviewed medical journals that; present; data that 
support;s the proposed off-label use as generally safe and 
effective. 

C. "Standard reference compendia" means: 

(1) The Unit;ed States Pharmacopeia Drug Information or 
information published by its successor organization; or 

(2) The American Hospital Formulary Service Drug 
Information or information published by it;s successor 
organization. 

2. Required coverage for off-label use. All group 
insurance policies and cont;ract;s that; provide coverage for 
prescription drugs must provide coverage for off-label use in 
accordance with t;he following. 

A. Group insurance policies and cont;racts that; provide 
coverage for prescription drugs may not; exclude covera~ 
any such drug used for t;he t;reatment of HIV or AIDS ~t.lJg 
groundS t;hat t;he drug has not; been apPU2ved by __ ~_(ru~&ral 
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COMMITTEE AMENDMENT" A" to S.P. 761, L.D. 2068 

Food and Dru~inistration for that indication, as long as 
that drug is recognized for the treatment of that indicatiQn 
in one of the standard reference compendia or in 
peer-reviewed medical literature. 

B. Coverage of a drug reguired by this subsection also 
includes medically necessary services associated with the 
administration of the drug. 

C. This subsection may not be construed to reguire coverage 
for a drug when the federal Food and Drug Administration has 
determined its use to be contraindicated for treatment of 
the current indication. 

D. A drug use that is covered pursuant to paragraph A may 
not be denied coverage based on a "medical necessity" 
reguirement except for a reason that is unrelated to the 
legal status of the drug use. 

E. A contract that provides coverage of a drug as reguired 
by this subsection may contain provisions for maximum 
benefits and coinsurance and reasonable limitations, 
deductibles and exclusions to the same extent that these 
provisions are applicable to coverage of all prescription 
drugs and are not inconsistent with the reguirements of this 
subsection. 

3. Application. The reguirements of this section apply to 
all policies, contracts and certificates executed, delivered, 
issued for delivery, continued or renewed in this State on or 
after January 1, 1999. For purposes of this section, all 
contracts are deemed to be renewed no later than the next yearly 
anniversary of the contract date. 

Sec. 4. 24-A MRSA §§4234-D and 4234-E are enacted to read: 

§4234-D. Off-label use of prescription drugs for cancer 

1. Definitions.. As used in this section, unless the 
context otherwise indicates, the following terms have the 
following meanings. 

A. '''Medically accepted indication" includes any use of a 
drug that has been approved by the federal Food and Drug 
Administration and includes another use of the drug if that 
use is supported by one or more citations in the standard 
reference compendia or if the health maintenance 
organization involved, based upon guidance provided by the 
federal Department of Health and Human Services Medicare 
EXQgram pursuant to 42 United States Code, Section 1395x(t), 
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COMMITTEE AMENDMENT" A" to S.P. 761, L.D. 2068 

determines that that use is medically accepted based on 
supportive clinical evidence in peer reviewed medical 
literature. 

B. "Off label use" means the prescription and use of drugs 
for medically accepted indications other than those stated 
in the labeling approved by the federal Food and Drug 
Administration. 

C. "Peer reviewed medical literature" means scientific 
studies published in at least 2 articles from major 
peer reviewed medical journals that present data that 
supports the proposed off label use as generally safe and 
effective. 

D. "Standard reference compendia" means: 

(1) T~nited States Pharmacopeia Drug Information or 
information published by its successor organization: Qr 

(2) The American Hospital Formulary Service Drug 
Information or information published by its successor 
organization. 

2. Required coverage for off label use. All health 
26 maintenance organization individual and group contracts that 

provide coverage for prescription drugs must provide coverage for 
28 off-label use in accordance with the following. 

30 A. Health maintenance organization individual and group 
contracts that provide coverage for prescription drugs may 

32 not exclude coverage of any such drug used for the treatment 
of cancer for a medically accepted indication on the grounds 

34 that the drug has not been approved by the federal Food and 
Drug Administration for that indication, as long as that use 

36 of that drug is a medically accepted indication for the 
treatment of cancer. 

38 

40 

42 

44 

46 

48 

B. Coverage of a drug required by this subsection also 
includes medically necessary services associated with the 
administration of the drug. 

C. This subsection may not be construed to require coverage 
for a drug when the federal Food and Drug Administration has 
determined its use to be contraindicated for treatment of 
the current indication. 

D. A drug use that is covered pursuant to paragraph A may 
not be denied coverage based on a "medical necessity" 
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COMMITTEE AMENDMENT It A" to S.P. 761, L.D. 2068 

reguirement except for a reason that is unrelated to the 
legal status of the drug use. 

E. A contract that provides coverage of a drug as reguired 
by this subsection may contain provisions for maximum 
benefits and coinsurance and reasonable limitationS I 

deductibles and exclusions to the Same extent that these 
provisions are applicable to coverage of all prescription 
drugs and are not inconsistent with the reguirements of this 
subsection. 

3. Application. The reguirements of this section apply to 
all policies, contracts and certificates executed, delivered, 
issued for delivery, continued or renewed in this State on or 
after January 1, 1999. For purposes of this section, all 
contracts are deemed to be renewed no later than the next yearly 
anniversary of the contract date. 

§4234-E. Off-label use of prescription drugs for HIV or AIDS 

1. Definitions. As used in this section, unless the 
context otherwise indicates, the following terms have the 
following meanings. 

A. "Off-label use" means the prescription and use of drugs 
for indications other than those stated in the labeling 
approved by the federal Food and Drug Administration. 

B. "Peer-reviewed medical literature" means scientific 
studies published in at least 2 articles from major 
peer-reviewed medical journals that present data that 
supports the proposed off-label use as generally safe and 
effective. 

C. "Standard reference compendia" means: 

(1) The United States Pharmacopeia Drug Information Qr 
information published by its successor organization: or 

(2) The American Hospital Formulary Service Drug 
Information or information published by its successor 
organization. 

2. Required coverage for off-label use. All health 
maintenance organization individual and group contracts that 
provide coverage for prescription drugs must provide coverage for 
off-label use in accordance with the following. 

A. Health maintenance organization individual and group 
contracts that provide coverage for prescription drugs may 

Page l2-LR2902(2) 

COMMITTEE AMENDMENT 



«~. 

"~ .. '':} 

2 

4 

6 

8 

10 

12 

14 

16 

18 

20 

22 

24 

26 

28 

30 

32 

34 

36 

38 

40 

42 

44 

46 

48 

COMMITTEE AMENDMENT" A" to S.P. 761, L.D. 2068 

not exclude coverage of any such drug used for the treatm~ 
of HIV or AIDS on the grounds that the drug has not been 
approved by the federal Food and Drug Administration for 
that indication, as long as that drug is recognized for the 
treatment of that indication in one of the standard 
reference compendia or in peer reviewed medical literature. 

B. Coverage of a drug required by this subsection also 
includes medically necessary services associated with the 
administration of the drug. 

C. This subsection may not be construed to require coverage 
for a drug when the federal Food and Drug Administration has 
determined its use to be contraindicated for treatment of 
the current indication. 

D. A drug use that is covered pursuant to paragraph A may 
not be denied coverage based on a "medical necessity" 
requirement except for a reason that is unrelated to the 
legal status of the drug use. 

E. A contract that provides coverage of a drug as required 
by this subsection may contain provisions for maximum 
benefits and coinsurance and reasonable limitations, 
deductibles and exclusi.ons to the same extent that these 
prov~s~ons are applicable to coverage of all prescription 
drugs and are not inconsistent with the requirements of this 
subsection. 

3. Application. The requirements of this section apply to 
all policies, contracts and certificates executed, delivered, 
issued for delivery, continued or renewed in this State on or 
after January 1, 1999. For purposes of this section, all 
contracts are deemed to be renewed no later than the next yearly 
anniversary of the contract date. ' 

Further amend the bill by inserting at the end before the 
summary the fOllowing: 

'FISCAL NOTE 

The state employees' health insurance program will incur 
some minor additional costs related to the requirement that 
health insurance policies include coverage for the use of certain 
off-label prescriptions. These costs are not expected to affect 
the amounts budgeted by state departments and agencies for state 
employee health insurance. 
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COMMIT'l'EE AMENDMENT If A" to S.P. 761, L.D. 2068 

The Bureau of Insurance within the Department of 
Professional and Financial Regulation will incur some minor 
additional costs to review new contract filings. These costs can 
be absorbed within the bureau's existing budgeted resources.' 

SUMMARY 

This amendment replaces the bill. The. amendment adds a 
defini tion of "medically accepted indication" and requires that 
carriers determine whether or not use of a drug for the treatment 
of cancer is a medically accepted indication based on guidance 
provided by the federal Department of Health and Human Services. 
The amendment retains the language in the original bill regarding 
coverage of off-label prescription drugs for the treatment of HIV 
or AIDS. 

This amendment amends the definition of "pl)ler-reviewed 
medical literature." The amendment clarifies that coverage 
provisions for maximum benefits, coinsurance and deductibles 
apply to coverage for off-1abel prescription drugs to the same 
extent that the provisions are applicable to coverage of all 
prescription drugs. 

The amendment also adds a fiscal note to t.hab!).l. 
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