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118th MAINE LEGISLATURE 

SECOND REGULAR SESSION-1998 

Legislative Document No. 2068 

S.P.761 In Senate, January 15, 1998 

An Act to Permit Off-label Use of Prescription Drugs for Cancer, mv or 
AIDS. 

Approved for introduction by a majority of the Legislative Council pursuant to Joint Rule 
203. 

Reference to the Committee on Banking and Insurance suggested and ordered printed. 

Presented by President LAWRENCE of York. 

JOY 1. O'BRIEN 
Secretary of the Senate 

Cosponsored by Senators: ABROMSON of Cumberland, LaFOUNTAIN of York, LONGLEY 
of Waldo, RAND of Cumberland, Representative: SAXL of Bangor. 

Printed on recycled paper 



Be it enaded by the People of the State of Maine as follows: 
2 

Sec.t. 24 MRSA §2320~F is enacted to read: 
4 

§2320-F. Off-label use of prescription drugs for cancerL-BIV or 
6 .Mrui 

8 

10 

12 

14 

16 

18 

20 

22 

24 

.1~e.xiu.itiQruL,,---A.s us e Q ____ iQ .. __ tbj,L-.S-.e c t i,""o~n'-L,_-",unlJ~.s.s __ j;,h~ 
_context othe.rwise indicates I the following terms have the 
following meanin~ 

A. "Off-l,g~l~tl use" means the prescription and ~Qt:~s. 
for indkQ..ti.Q.nL-QJ;,lliu:"~n those stated in the labeling 
approved by the federal Food and Drug Administration. 

B. "P~Leviewed lll~ical litJ;tJ"--.ature" means s~t.iJj,J;;. 
£tudies published in at least 2 articles from major 
peer-rruewed medical journals that pr~_~!.l£t.a that 
lrnPports the proposed off-label use as generally safe anQ 
_effective, unle~_J:.illu:e is clear and convincing: 
~ontradictory evidence presented in another major 
~er-reviewed medical journal. 

C. "Standard refJ~.rencJL.QQ.l)lpendia" me~l. 

26 11) The._UDj,J~~t.gtes Pharmacop-fti~._Q]:~InfQ.rmaj;niQnl_ 

or information published by its successor organization: 
28 Q-I:. 

30 llL---'Ihe Amtl.ic..g.~Q§1?ital formJ.llary Ser:y,i,J';JL_!2r.!lJI 
InfoX1JlattQ_n, or information 1?ublished by i ts SU~C_fliLSO[ 

32 organization. 

34 ~~y_i.:{tiL.c.2ye~~LMn:_QJf-Iab~1 use. All indiyidual arul 
group nO.m;>.J:Qfit...Jl.Q.spital and llJJilli~_g,L....s..e-I:.vices ---P-l_an contxactJi._.Q.nd 

36 nonprofit health care plan contracts that provide coverage for 
l?L~pti..Qn~9Ji-!llust prQY~coverage for off-label use in 

38 £~cordance with the following. 

40 _A_. _IlliU_y',i...QJ,l..Q,~g,nLg!,.QY1?-!!QD1?Xnofi t hospital and ID_eJ~_igal 

St;u:.vice.§..-----l:l19.n contracts and nonprofi t heal tIl care plan 
42 contrac_t.s. __ tJJ.at_NQy',h'te. __ C9~ge for prescriptiQJ:L_OJ_IJ.%-1T@1 

not excl.JJde CO_'Le...LagS! for any such drug used for t.h& 
44 treq,.t....~nLQ..~ancer, nHIV or AIDS on the grQynO~..Q.t..._.t...ll.§. 

dryg has nOnt been approved by the federal Food and Drug 
4 6 A.r;l!Tlini~j;.r_g,t.iQ.~Li.Q.L_nt1131.J;;--.i.I}..g.i.c.atiQn, as lQlJ.g_._M._t;.haLQJ:.JJg~. 

recogni~~_iQr the treatmen~f that indication in one 0 £ 
48 the stal~dard reference compendia, or in peer-reviewed 

medical l~j;~L 
50 

Page l-LR2902(1) 



2 

4 
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12 

14 

J;!_. _.kQVJ~X)~\,qtL_Q.L9~~lJ_9...-.requi c~y: thi ~lL~~<;;tJ.Q.n~1J;...Q 
inc J. ude s me~Jy ne c~,""a ... ro..,ly>---"s,""e ..... r,-,v,-"i....,c....,· e ..... s"-->a ... s"""s.uQ"-'c....,~""'· a ... t""e .... d""---'w"""'~ .... · t""h=--_t""h","","e 
admini§.tration of the drug. 

~.bi.s_.s~~...c.tioIl_1ll9-_Y_RQ.t be constr\led to rem~yer.Q.9S1 
for a drug when the federal Food and Drug Administratio~~ 
.dgJ, . .e.nni.n.e..d..._iJ;;s ___ U.sJL_tQ be cOIl.t.r.all~dicated fQr t..ulQ_t.ment-.9..f 
the current indication. 

12_L __ 1Ldru9-lJ..e.e that is covereQ pursuant t.Q._p~La..p.b_A mgy: 
not be deni.ru:1.~era~ased Qn a "me..dical PSl~ssi ty" 
.re..£DJireID..e...:n.t_..e~Pt for a rea.R..Q..n that is unrelated to the 
legal status of the drug use. 

_3 • Ap'pl~t..:i9~Th~_~..eylJ.i r~mfLnt.s_QL...tJ.!.i.s_~.~LG.ti.Q:Q.._QPJ2l.L.tQ 

16 all -PQlicies, contracts and certificates ex~cuted, .d.elive~Q~ 

issued for delivery, continued Qr r.enewed in this State on or 
18 .QJ~te~J.anuary L 199.9. For purpQses~ this s.ecti~~ll 

contracts ar.e de.emed to be r.enewed no later than th.e next yeaLly 
20 anniversary of the cQntract date. 

22 Sec. 2. 24·A MRS A §2745-E is enacted to read: 

24 §2145-E. Of~-label use gf prescriptigD drugs for Cancer, HIV gr 

26 

28 

30 

32 

34 

36 

38 

40 

42 

44 

46 

48 

50 

Almi 

.l... __ Dej;j,~.i!;,i9D1i.~.s.--.ill!..e..d in 
~~ntext otherwis~ indicates, the 
fQllowin~anings • 

th ~!i.e c t ip,,--,p"'--"L-...><unl e . .sJi_-...tb.e 
following terms have the 

~...:.'.Q--f: f -1aJ;HU_lJ..s~l!l~.lm~L.tl:liLpx.e.s_c .. d.p t i Q1LQ.QO--.-lJ..S.~f q.D!-g§ 
.tQ..L_in!li_cation.s.._~t.1L~ than those----..s..!&.te_d in thg~eling 
gpprove~ the federal Food and Drug Administration. 

J;!_, __ ~'1'~.eL=-r.e'L.ieJlJ;td--.me di CJ;l.L.-.lite l' a tur e~-......!Ile~I)._(L_.s..ci e n t.ifi..c 
..studie..lL-l2.lJblish.~ in at least 2 articles f:r;:QID---'lJ.QlQ_:r;: 
peer-revie~ medical jOlJrnals that preEient 0. a tJ'l. that 
s\JPP.Q.rJ;, .. s~_propQ.fi.eQ. off-l.abel use a~erally safe anQ. 
§lffeQ..tive, unleEiS ther'a ilL clear -.Sl..nQ. convincin.g 
.c.Qll!;J.Qdic.t.Q..U'---.-e..Y.ill...en.~_ .. -P re s ent~_ in ano t...be r Illi!,W 
peer-revi~ medi~ournal. 

C. "Standard re~nce compendia" means: 

.Ll_L_.....l'h~ __ !.ln.it..§..!L....S...t qJ;.J~.LJ:b.a rm.Q.c_QP~ i a }J);: ug I nf 0 rma t;.jQQ,_ 
or information published by its successor organization: 
.or 

.L~.l __ ..J'lLe_ Am.~!);j .. .c..Qn-.-l~o.spJt.?lJ._f..9_r..mJJ,:],..QX.L-.S~_:r;-y ice D ntg 

.L:u;Eorlll.aJJ.QI)., or infQrmatiQn PlJbliEiheQ. by: its $lJccgssor 
QI..9aniz~.tj.on.!.. 
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2 2. R~qy..i!"..ed co've:rllg~fJll:_2ff-l<wel us~. All in!lLvid_~ 
.iJ;U;JJ.:r.9.nCJL-pQlhle.~.Q,_c.91J.t.r Q-k.t.s._th.M--J2.r ov i de cove..r£.g~ __ :e9X. 

4 P.-Ul.Ji.!,a:iJll.J.QIL-Q...I:J!g1> must pr9vide coverage for off-label use in 
accordance......l'dth the follo~ 

6 

8 

10 

12 

14 

16 

18 

20 

22 

24 

A ~Agiy.iQuQ,l_i_Q.s.ur anc~PQUc....ie..LQ..Il.~Q...Il.tI.Q.C.ts that l>.);".Q.yJg.e. 
co ve r a9S!.Jru:-p.£~rn.,Q.ti..QJL....9..I:JJgJi. . .m~Q.t ex cl ud~.e.£2.CJfL-(.Q..r. 
any such d~S us eO. f9r the treatment of cancer~IV or AIDS 
on tl1~yngs that tlHL.JlG.l9 .. ..l1a!LJ!Q..L.bee.~..IQY~Q..~-Y---..the. 
federal Food and Drug Adminlstrationforthat indication. as 
J.Q.Il.9-. ...£.s .. _that .Qx.ug . .-.is .. ...r.e...c.Qg.n.i~.e.d_{Q..I:~--.t..r.~_a.tmftJl..L...Q{~a.t 
indication in Qne of t~.tandard reference compengia, or in 
peer-reviewed medical literatyre. 

B. CQYe.I.Qge of adr.JJ9--I.§snU.x.ed by thi...s...-sJJP...§..e..Qtion also 
incl~Jn.e.gi.Q.Q1J.Y.--1!'§.ill1J;LSary services associated with the 
.a.Qministration of the gryg. 

.C. This sybsection may not be construed to ~'yyire .c.9verage 

.fQ.L....A...9.r..ug._wb~.1L.th!L...!.e..Qe.H\~QQ.O"".a..nd Dr.yg_Admi.nis.t.:r9..ti.Q!Lbas. 
determineg its un ..t.Q be contraingicated for treatment of 
the cyrrent ingic.atiQn. 

.!2...L----.A..J:l!".Y9-. JJ.§.e_tha.t,_iJi_s;;..QY~XJliL_p.JJ.r s uant.. ... t.Q_ .. J?a rag..r.9.l>lL.~ .. llLaY 
26 not b~tlll-J~q cQve.rage bas.eg on a "~ical ne.c.es...§i..tY.~ 

regyirement except for a reasQn that is unrelated tQ the 
28 legal status of the drY9-JJ~~ 

30 J~~pl.k~ti9~ .• _'J'JuLJ.e.gu.irements of thJs_sgct,iop_appJ-y_tQ 
all pol.i.c.lli, con.tx . .a.c..t.Ji. and ~ti.fica.t.e.Q_..e~ecuted-----.Q~re9-L 

32 issued for o.elivery, continued or rJ;1ne""ed in .th~t...2.te--.Q!L..9J:. 

after JanYi;;l..I:Y 1, 1999. For----1Ulrposes of this section, all 
34 .QQ..ntract,s are deemed tQ-.l2.e_I.!;!Uewed no later than t~~e..QLly 

anniversary of the contract date. 
36 

Sec.3. 24-A MRSA §2837·F is enacted to read: 
38 

§~837 -~Qf..f-label U.lte_J2.Lp~C.~J.R.ti~ULm:.Uy'~~cer, DIV .or 
40 AIDS 

42 

44 

46 

48 

50 

1. ~tJ.~J.ti9~~.~L-.JJ,sed in 
.!;;QIj,t..exL.......Qt..hex.wise ingicates, the 
following meanins~ 

thi~~ction~, __ ~u~nle...~~Q~ 
follQwing term~ have the 

A. "Q.U -1 abe 1 y.1LC. means t:ne ..l2 .. DllrCl:;!;ttiullS!.lnL.1l.:.s-e vf·qr..1'.9~ 

for i.n.<licatj,..Qns oth.tl.-tha~Ql5~_~teQ in the labeling 
approved by t.he federal Foog and Drug Administration. 

li~.~P..§.e.x - U!.v..i ~w~<l.-J:ne gi c.QL...l.i.t .. e rat ur e " me.Q.nlL.....9..~..i§n tU i Q 

studies published in at least 2 artic.les from major 
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4 
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10 
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14 

16 

18 

20 

22 

24 

26 

28 

30 

32 

34 

36 

38 

40 

42 

44 

R~er-reyiewed medical journals that pre§ent daL~hg,.t 

S1,l-p-pru-ts the -PXQJ2.QJi~!L~~el use as generally s_a_f.L..JLIlQ 
effective, unless there is clear and convincing 
.Q.ontradi.c.t~H:y __ J~yidence--J?.r~-",s-",e...,n,-"t,-"e,-"d,,--_-"'i'-"n'--_-""a .... n"'o'-"t~h..,e"_'r'__ _ _'_m"_'a .... J,)C· O",-r=
peer-reviewed medical journal. 

~. "Standard ref.e.!:.eJlce __ ~omp.!illQ.la" means; 

(1) Th~ited States Pharmacopeia Drug Informa.tLQ!l,_ 
or inform~tion published by its successor organizationL 
or 

{2) Th~mer ic~QP--PJ. tal Formulary ~ervtc~r1,!g 

.Information, or information published by its successor 
Q£gan~ioni. 

insurance policies and contracts that 
Nescription drJ!gS must provide coverage 
accordance with the following. 

provide cQYeXQge for 
for off-label use in 

8..!.-~1JlL-i.ItSJJ,.r..Q.nc~licj.~nd contracts th.at_p-!:.o.Yic;1e 
coverage for prescription drugs may not exclude coverage of 
.9AY-!il,l..clLJ;t[1Jg-1!.S~..fQr the treg,tme.nt...J).f ca~L-.HIV or J\IP..s. 
on the grounds that the drug has not been approved by the 
f~~ood an~ Drug Administration for that~ication, 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~ 

~.L_ COYJ~_r9.9.~Qi_ . .a...._gJ'JJ.9-xeg1lir.ed by 
includes medically necessary services 
admini s tL£tion 0 f the dr-illI .... 

th~ ub_!ie.Q.t.i~;;Ll~;LQ 

associated with the 

~hl_s._s.1JQ ~f..!'QtiQn_IIla.Y_ not._.b_e __ G9.ns.t.r u.!;!~~.ru;r1J.i.r~G 0 Yerag~ 

i~_drug when the federal Food and Drug Administration has 
g~termined itL~~ to pe contraindicated for treatment of 
the current indication. 

~A drug __ uge_that is covered pursu..ill!.L..t9_-12-g!:J~.g!:.gP~!Jl9--Y 
not be denied coverage based on a "medical necessity" 
.r~irement_~c.ept for a reason that is unrelated to the 
legal status of the drug use. 

J_. __ ~pplica~iQ.r:l. __ l'll~L_xeg:uiLE!!Jle.uts of thi~ section app.ly __ tQ 
45:911 pol.icies.L_contract.L~nd cert.llic.a.t:esexecuted, dE!l i.ve.reQ.L 

issued for delivery, continued or renewed in this State on or 
48 gLter_...JanJlJu:Y--..l~99. For "p-urposes of this sect.i..QJiL.~ll 

.Q.Q~ts are d~emed to be renewed no later than the next yearly 
50 anniversary of the contract date. 
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Sec. 4. 24-A MRSA §4234-C is enacted to read: 
2 

§1234-C~_:{f-:.~1 use o~scripti.on drugs for cancer, HIV or 
4 AIDS 

6 

8 

10 

12 

14 

16 

18 

20 

22 

.l_. __ ~finitions. As used in thj.~..s_t;!cti.o ... n..L,_-",Ullle§ .. Q.._tA~ 
.c9.nt,.e)~ .. t_Qt;J~~r:wise_j,.n(,U.~t!U;., __ t,JlfL-following terms have the 
following meanings. 

A. "Off-.Jabe:Luse''-.means _LlliL..J2J,:.escr iption sUl~Jl.se~L_QrugJi 
for illili.c...ations.~ML-t..Q<:llL. tbose stated in the labeling 
QPproved by the federal Food and Drug Administration. 

B. "Peer-reviewed medical lit~ture" me ans __ SJ;:.i.e.Q_tii.lc 
stL\dies---p_ublished. in at le§.~ 2 articles fr:.Q~gjQr. 
peer-reviewed medical journals tA~rese.n.L..Aat~.9t 

.§-R!?-P-Orts the PI.:..QPQ!H!d Qif-la~ use 9$ generallJ{ safi"L-Qpg 
effective, unless .there is.. clear and convincing 
contradictorJ{ evidence presented in another major 
Qeer-reviewed medical journal. 

C. "Standard reference~IIlPJUJgia.~means-,-

2 4 iJ,~The_....J.mll~~_ta.tgL Pharllta~j,gL12XJ.l,g __ .:Lnt_9Xma.UQ.QL 
Qr information published by its successor organizationl. 

26 or 

28 i2_~~he American Hospital Formulary Service D_Lug 
I nfo:('IILatio;n, or information published by its successor 

30 ~nization. 

32 2. Res~_.:iJ;:!!~._~QYerage_fQr off-l@el~. All@...aJJ;;h 
[i1g intenance organization indj,vidual an~~ contract.lL..JJlg.t. 

34 provide coverage for~escrj.Qtion drugs must provide coverage for· 
off-label use in accQrda~e with the following~ 

36 

38 

40 

42 

44 

46 

48 

50 

A. Heal.th maint.e.niID~orga.lli zat,iQn i.ndi v id..JJ.Q_l _gnd._gro_\lJ2 
contrgcts th~rovide covergg.e_:(Qx __ prescrlpj;.ion_d(.\lgs .. _IIlQj!: 
not exclude coyerag!;LQ~~such dr]Jg_\l_~d fQ~tillL.t;r;:5ilQ..tmeQ.t 

of C.9.1lG.eJJ--.HJLQ..L...AIIL~Lon ___ th!L.g!:ound_s thQ..L..t.lll.L.QJ'.]J9 ___ h.Q.Q.._QQ.t. 
been al?~roved by the (ecleral Food and Drug __ t\Q!l\i.n,lst!:At.ion 
iQ_~tha.t_i ndi.CQ.t i Q1L __ Q s long Qs--..t...h.at __ .Q r ug~_~_C_Q9-QJ~.eCL-.t.9x 
th~L...tr~...atJ!1.e.;nt of that indiC;i;l...t.ion in oQe of th~t.i;mdard 

!:efe~ comp(LQdia, or in ~K.::..r.eyi.~nie.d.J!!.ed~U t~l:.atur!'h. 

fl--'--.--.C.QyJ~.r_Qg.e--.9L..£L_sl:r;1!g._requ.i.re'-"d'--""'b~y--"t""h'-"i'-'s'--S\l1;>J>J~.c_tiQ!L....Q1$.Q 
incl1Jd~-1D_edicQlly ne~~ry services associated with the 
administration of the drug. 

~his li1,L~.j&Q.J!l24'-J1Qt be construeQ...~require cO'v'.e.r..fl.-SJJl. 
for a drug when the federal FOOd and Drug Administration ha~ 
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2 

4 

6 

8 

QtlsLfmipeCLl.t.JL-.M.lie_t.9 bf;L.s;Q..Q.traindicated for treatment of 
the current indication. 

p. 
!!Qt be denied cove r o,gjL_-1LQ.s ed_ on a "medJcal_ nec~sity" 

requirement except for a reason that is unrelated to the 
legiLLJ:;~~J.ls of t~c;lrJJg._Y.Iil1....... 

2~1\pplJ..c_."t.i_Q_.Q._. __ ~Qe_._r.~g,yireme n.t LQ_f_t.hiJLJiI;LGti.J;uLa-pplLtQ 
10 alL_1201icie..§_t contracts and certificates executed, delivereqL 

issued for deliverY.L continued or renewed in this State on or 
12 gtJ:.~~J.Q.AMX..Y...-.l-, 1999 __ • __ F..9~1J..D2Q.S_~~! this sectiQ~QJ,l 

contracts are ~ned_t_Q_tte rell-ewed no later than the next yeal"ly 
14 ~nniversa~l~e contract date. 

16 

18 SUMMARY 

20 This bill provides that health insurance policies must 
include coverage for off-label use of prescriptions for the 

22 treatment of cancer, HIV or AIDS when such use is recognized in 
standard medical compendia or peer-reviewed professional journals. 

24 

This bill applies to all policies and contracts in effect on 
26 or after January 1, 1999 that provide coverage for prescription 

drugs. 
28 
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