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Daniel P. Vrakas

Majority Caucus Chair

Assembly Chair: Joint Survey Committee on Retirement Systems
Vice-Chair: Assembly Committee on Labor and Workforce Development
Member: State Building Commission

TO: Debora Kennedy, LRB

FROM: Bonnie DeerifigXOffice of Rep. Dan Vrakas
RE: Off-label use of prescription drugs

DATE: November 9, 2001

Debora: I am sending this request to you, but please forward it to the
correct person if you are not the correct drafter.

Rep. Vrakas would like to have a bill drafted that would allow for the use
of off-label drugs for cancer treatment only. This proposal would give
doctors the authority to prescribe medication for cancer treatment that has
been FDA approved, but not necessarily approved for the patient’s specific
type of cancer. For example, if a patient had liver cancer and the doctor
thought that a treatment for lung cancer would work better/faster, but the
lung cancer treatment has not been FDA approved for liver cancer, this bill
would allow the doctor to still prescribe the lung cancer treatment for the
liver cancer patient. The treatment/medicine must be FDA approved and
must be noted in a standard reference compendia or at least two peer
reviewed professional medical journals. The bill should list somewhere
that it in no way includes experimental drugs.

I have included a memo from the Association of Community Cancer
Centers Uniform Legislation and a copy of the Illinois law. Again, please
note that we wish to have this law pertain only to cancer treatment. The
Uniform Legislation covers life-threatening illnesses, such as cancer, AIDS
and coronary heart disease. We want to cover only cancer treatment.

Thank you. Please call 6-3007 if you have any questions.

P.O. Box 8953 ¢ Madison, Wisconsin 53708-8953

Capitol Office: Toll-Free (888) 529-0033 = (608) 266-3007
Residence: (262) 367-5201

Rep.Vrakas@legis.state.wi.us




ASSOCIATION OF COMMUNITY CANCER CENTERS
UNIFORM LEGISLATION

An ACT to amend the insurance law, in relation to insurance coverage for
drugs including life-threatening illnesses, such as cancer, AIDS, and coronary
heart disease.

_ SECTION 1. The legislature finds and declares the following:

1. ‘The citizens of this state rely upon health insurance to cover the :
cost of obtaining health care.

2. It is essential that the citizens’ expectation that their health care
costs will be paid by their insurance policies is not disappointed
and that they obtain the coverage necessary and appropriate for
their care within the terms of their insurance policies.

- 3. Some insurers deny payment for drugs that have been approved .
by the Federal Food and Drug Administration (FDA) when the .
drugs are used for indications other than those stated in the
labeling approved by the FDA (off-label use) while other
insurers with similar coverage terms do pay for off-label use.

4. Denial of payment for off-label use can interrupt or effectively
deny access to necessary and appropriate treatment for a person
being treated for a life-threatening illness.

5. Equity among employers who obtain insurance coverage for
their employees and fair competition among insurance
companies require that insurance companies assure citizens
reimbursement for drugs in the same way and in the way
citizens expect.

6. Off-label use of an FDA-approved drug is legal when
prescribed in a medically appropriate way and is often
necessary to provide needed care. Approximately 50% of
cancer drug treatment is for off-label indications. The FDA and
the Federal Department of Health and Human Services
recognize the wide variety of effective uses of FDA-approved
drugs for off-label indications. Information on the appropriate
off-label use of FDA-approved drugs is obtained from



SECTION 2.

1.

SECTION 3.

compendia published by the United States Pharmacopeial Convention, and the
American Society of Hospital Pharmacists. In addition, scientific studies of off-
label use of drugs published in recognized peer-reviewed professional journals
provide information on appropriate use of drugs for off-label indications. The
Omnibus Budget Reconciliation Act of 1990 recognizes these compendia and
peer-reviewed literature as appropriate sources for reimbursement and requires
Medicaid agencies to pay for off-label use of drugs prescribed for Medicaid
patients if the use is stated in any of such sources. The Omnibus Budget
Reconciliation Act of 1993 applies the same criteria and coverage to Medicare
patients. Thirty-one states have also passed similar legislation or administrative
rules, most based on the attached uniform legislation. The National Association

-of Insurance Commissioners and the Council of State Governments have also

adopted model acts based on the ACCC model legislation.

Use of FDA-approved drugs for off-label indications provides efficacious drugs at
a lower cost. To require that all appropriate uses of a drug undergo approval by
the FDA would substantially increase the cost of drugs, delay or even deny
patients' ability to obtain medically effective treatment. FDA approval for each
use would require substantial expenditure and time to undergo the clinical trials
necessary to obtain FDA approval. This is particularly the case when a dnig is off
patent and in generic production, and consequently is available at a lower price.
Once a drug is in generic production by multiple manufacturers, it is not
economically feasible for a manufacturer to incur the cost of FDA approval.

Reimbursement for off-label indications of FDA-approved drugs is necessary to
conform to the way in which appropriate medical treatment is provided, to make
needed drugs available to patients, and to contain health care costs.

For the purposes of this Act the following definitions apply:

"Insurance policy” means any individual, group, or blanket policy written by a
medical expense indemnity corporation, a hospital service corporation, a health
care service plan contract, or a private insurance plan issued, amended, delivered
or renewed in this state, or which provides such insurance for residents of this

state.

"Standard reference compendia” means (a) the United States Pharmacopoeia Drug
Information, or (b) the American Hospital Formulary Service Drug Information.

" "Medical literature” means published scientific studies published in any peer-

reviewed national professional journal.

Section ___ of the insurance code (or appropriate health and safety code,

disability insurance policy code) is amended to read as follows:
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No insurance policy which provides coverage for drugs shall exclude coverage of
any such drug for a particular indication on the ground that the drug has not been
approved by the Federal Food and Drug Administration for that indication, if such
drug is recognized for treatment of such indication in one of the standard
reference compendia, or in the medical literature, or by the Commissioner.

Any éoverage of a drug required by this section shall also include medically
necessary services associated with the administration of the drug.

This section shall not be construed to alter existing law with regard to provisions
limiting the coverage of drugs that have not been approved by the Federal Food

.and Drug Administration.

This section shall not be construed to require coverage for any drug when the
Federal Food and Drug Administration has determined its use to be contra-

indic;ated.

This section shall not be construed to require coverage for experimental drugs not
otherwise approved for any indication by the Federal Food and Drug

_ Administration.

. The Commissioner shall create a panel of seven medical experts to review off-

label uses not included in either of the two standard references or in the medical

literature and to advise him in such instances whether a particular off-label use is .

medically appropriate. The panel shall make such recommendation from time to
time and whenever a particular dispute about payment for such off-label use is
brought to the Commissioner. This seven-member panel shall include: (a) three
medical oncologists selected by the state medical oncology association, (b) two
specialists in the management of AIDS patients selected by the state AIDS
medical provider organization, (c) one specialist in heart disease appointed by
, and (d) one physician selected by the state medical

association.

The Commissioner shall have the authority to direct any person which issues an
insurance policy to make payments required by this section.

For information contact:

Mr. Chrisitian Downs

Director, Provider Economics and Public Policy
Association of Community Cancer Centers
11600 Nebel Street, Suite 201

Rockville, MD 20852-2557

Phone: 301/984-9496

Fax: 301/770-1949

(93]
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as been preseribed far the treatment of a type of cancer for
jch the drug has not been approved by the federal Food
d|Drug Administrition. The drug, however, must be
gpproved by the fedemal Food and Drug Administration end
musf be recognized fo the trestment of the specific type of
caacer for which the drug has been preseribed in any one of
the following establishéd reference compendia:
| (e} the American Medical Association Drug Evaluations;
i (b} the American Hospital Formulary Service Drug Infor-
ion; or
| (c) the United States Pharmacopeia Drug Information; or
if not in the compengia, recommended for that particular
ypel of cancey in formpl clinical studies, the results of which
msz:en published inl at least two peer reviewed profession-

a midical journals published in the United States or Great
Britai
0

coverage required by this Section shal slso imeluda

ge medically necessary services associsted with the ad-

it %trauon of 2 drug. .
Despite the provisicns of this Section, coverage shall not
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quired for any experimentsl or investigational drugs or
:,: rZrug that the fedetal Food and Drug Administration has
termined to be contriaindicated for treatment of the gpecif-
ic type of cancer for which the drug has been preseribed.
This | Section shall aplly only to eancer drugs. Nothing in
uiﬁs ction shall be cpnstrued, expressly or by implication,
create, impaly, altdr, limit, notify, enlarge, abrogate or
P ohjbit reimbursemert for drugs used in the treatment of
4y other disease or eohdition. ,
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53921, Casualty and surety companies exempted from fil-
ing appeal bonds upon proof of liability—Taxable
costs. : C

5/3718. Scope of article

§ 378. Scope of Article. This article shall apply to all
companies authorized in thiz State to transact the kind or
kinds of business enumerated in Class 2 of Section 4. .

Every such company shall, at all times, maintain reserves
in an amount estimated in the aggregate to provide for the
payment of all losses and elaims incwrred, whather reported
or unvaported, which are unpaid and for which such company
may be liable, and to provide for the expenses of adjustment
or settlement of such losses and claims, Such reserves shall

. be computed in sccordance with regulations made from time

to time by the Director after notice and hearing, upon
reasonable eonsideration of the ascertained experience and
tha character of such kinds of business for the purpose of
adequately protecting the insured and securing the solveney
of such company. )

Whenever the loss and loss cxpense experience of such
compsny shows the reserves, caleulated in eccordance with
such regulations, to be inadequate, the Director may require
such eompany to maintsin additional reserves,

Each eompany that writes liability or eompensation poli-
cies hall* slude in the annual statement required by law, a
schedul* o its experience thereunder-in such form ss the
Director may prescribe, :

Laws 1937, p. 696, § 878, Amended by Laws 1967, p. 1812,
§ 1, eff. July 20, 1967,
Formerly Ill.Rev.Stat.1991, ch. 73, 1 990,

/379, § 379. Repealed by Laws 1967, p. 1812, § 2,
eff. July 20, 1967 :

5/379.1. Unearned premium reserve

§ 376.1. Uneurned Premium Reserve. Every Insurance
company authorized to transact in this State any of the kind
or kinds of business enumerated in Class 2 of Section 4
except accident and health insurance shall maintain an un-
¢urned premium reserve on all policies and bonds in foree
which shall be ealeulated in the manner deseribed in Section
393.1 of thiz Code.
Laws 1027, p. 696, § 379.1, added by Laws 1967, p, 1745, 8§ 1,
eff. July 18, 1967,
Formerly 1. Rev.Stat.1991, ch. 73, 1 951.1.

5/380. § 380. Repealed by Laws 1967, p. 1745, § 2,
eff. July 18, 1967

5/381 to 5/387. §§ 381 to 387. Repealed by Laws
1967, p. 1812, § 2, eff. July 20, 1967

/388, Standard provision for liability policies—
Provisions forbidden -

§ 388, Standard provision for liability policies—Provi-
sions forbidden, No policy of insurance against liability or
indemnity for loss or damage to any persok other than the
inSured, or to the property of any person othér than the
Insured, for which ahy insured is liable, shall be jssued or
delivered in this State after July 1, 1937, by any company
eubject to this Article unless it contains in substance 2
provision that the insolveney or bankruptcy of the insured
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AN Act ..; relating to: required coverage of off-label drugs for the treatment of

cancer.

medication to prov1de coverage of a drug, and services related to im'stering the

drug, that is prescribed for use in the treatment of cancer by g/licensed physician, "

iffistration #2% has

‘type of cancer for which it is prescribed. In order for the requirement to apply,

however, the drug must be recognized as effective for tredting the type of cancer for
which it is prescribed in the American Medical Associdtion Drug Evaluations, the

American Hospital Formulary Service Drug Info mation, the United States
Pharmacopeia Drug Information, or #izt@tA-@ctstigriitee stu&e%ﬁﬁm §
peer—reviewed national profess1onal medical journals. ¥

The coverage requirement applies to both individual and group health
insurance policies and plans, including health care plans offered by the state or a
municipality or school district. The coverage may be subject to any limitations,
exclusions, or cost—sharing provisions that apply generally under the policy or plan.
The requirement does not apply to limited benefit plans, such as vision or dental
plans, or to policies that cover only certain specified diseases other than cancer. The
required coverage does not apply to experimental drugs.
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For further information see the state and local fiscal estimate, which will be
printed as an appendix to this bill.

The people of the state of Wisconsin, -reprysented in senate and assembly, do
enact as follows: .

SEc &, 40. S\ (87‘)(0(\‘\\@ Sﬁ'O\'\U"KBSL:'\S amended h  read . )
40.51 (8) Every health care coverage plan offered by the state under sub. (6)

shall comply with ss. 631.89, 631.90, 631.93 (2), 631.95, 632.72 (2), 632.746 (1) to (8)
and (10), 632.747, 632.748, 632.83, 632.835, 632.85, 632.853, 632.855, 632.87 (3) to
(5), 632.895 (5m) and (8) to A4} {_1_5_1‘,’ and 632.896.

SEcCTION 1. 40.51 (8m)‘/of the statutes is amended to read:

40.51 (Sm) Every »health care coverage plan offered by the group insurance
board under sub. (7) shall comply with ss. 631.95, 632.746 (1) to (8) and (10), 632.747,
632.748, 632.83, 632.835, 632.85, 632.853, 632.855, and 632.895 (11) to 4;4;{@

SECTION 2. 66.0137 (4)\xof the statutes is amended to read:

66.0137 (4) SELF-INSURED HEALTH PLANS. If a city, including a 1st class city, or
a village provides health care benefits under its home rule power, or if a town
provides health care benefits, to its officers and employees on a self-insured basis,
the self-insured plan shall comply with ss. 49.493 (3) (d), 631.89, 631.90, 631.93 (2),
632.746 (10) (a) 2. and (b) 2., 632.747 (3), 632.85, 632.853, 632.855, 632.87 (4) and (5),
632.895 (9) to (14) (_1_5_)\,’632.8964 and 767.25 (4m) (d).

SECTION 3. 111.91 (2) (n)%/f the statutes is amended to read:

111.91 .(2) (n) The provision to employees of the health insurance coverage
required E‘I?ge‘zr 5-(88)632.895 (11) to (A4) (_@‘/

SECTION 4. 120.13 (2) (g)'of the statutes is amended to read:

120.13 (2) (g) Every self-insured plan under par. (b) shall comply with ss.
49.493 (3) (d), 631.89, 631.90, 631.93 (2), 632.746 (10) (a) 2. and (b) 2., 632.747 (3),
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632.85, 632.853, 632.855, 632.87 (4) and (5), 632.895 (9) to @4) (L5_)\,/632.8964 and
767.25 (4m) (d).

SECTION 5. 185.981 (4t)‘gf the statutes is amended to read:

185.981 (4t) A sickness care plan operated by a cooperative association is
subject to ss. 252.14, 631.17, 631.89, 631.95, 632.72 (2), 632.745 to 632.749, 632.85,
632.853, 632.855, 632.87 (2m), (3), (4),and (5), 632.895 (10) to 14 @){ and 632.897
(10) and chs. 149 and 155. o

SECTION 6. 185.983 (1) (intro.) of the statutes is amended to read:

185.983 (1) (intro.) Every such voluntary nonprofit sickness care plan shall be
exempt from chs. 600 to 646, with the exception of ss. 601.04, 601.13, 601.31, 601.41,
601.42, 601.43, 601.44, 601.45, 611.67, 619.04, 628.34 (10), 631.17, 631.89, 631.93,
631.95, 632.72 (2), 632.745 to 632.749, 632.775, 632.79, 632.795, 632.85, 632.853,
632.855, 632.87 (2m), (3), (4),and (5), 632.895 (5) and (9) to {14) @‘,/632.8964 and
632.897 (10) and chs. 609, 630, 635, 645:/ and 646, but the sponsoring association
shall:

SECTION 7. 609.87 of the statutes is created to read:

609.87 Coverage of certain drugs for cancer treatment.\/]')eﬁned network
plans are subject to s. 632.895 (15)?,

SECTION 8. 632.895 (15)<f the statutes is created to read:

632.895 (15) COVERAGE OF CERTAIN DRUGS FOR CANCER TRE&K/IENT.\/(a) Except as
provided in palé?&) M, every disability insurance policy, and every self-insured
health plan of the state or a county, city, village, town, or school district, that provides
coverage of prescription medication shall provide coverage of a drug that is

prescribed by a licensed physician for cancer if all of the following

et

apply:



13
14
15
16
17
18
19
20
21

22

24
25

2001 — 2002 Legislature —4- Lngﬁzsz/?
M,j% , : SECTION 8
1. The federal food and drug administration has approved the drug for use in

at least one type of cancer, regardless of whether that is the type of

cancer for which it is prescribed.

2. The drug is recognized as effective for treating the type of cancer for which

it is prescribed in any of the following: P
a. The American Medical Association Drug Evaluations. /\%Mm" }

b. The American Hospital Formulary Service Drug Information.

c. The ppited States Pharmacopeia Drug Information.\/

FopiR studie/s@blished in

professional medical journals.

(b) A disability insurance policy or a self~insured health plan that is required
to provide the coverage under par. (a)\/shall also provide coverage for medically
necessary services related to administering a drug for which coverage is required
under par. (a).

(c) The coverage required under pars. (a) and‘ (b) may be subject to any
limitations, exclusions, or cost—sharing provisions that apply generally to
prescription medication or services under the disability insurance policy or the
self-insured heélth plan. |

(d) The coverage requirement under par. (a) does not apply to experimental
drugs or to any of the following types of health care plans:

1. A disability insurance policy that covers only certain specified diseases other
than cancér.

2. Ahealth care plan offered by a limited service health organization, as defined
in s. 609.01 (3){01' by a preferred provider plan, as defined in s. 609.01 (4)\,/1:hat is not

v
a defined network plan, as defined in s. 609.01 (1b).
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SECTION 9

. SECTION 9. Initial applicability.

(1) This act first applies to all of the followgl%s

(a) Except as provided in paragraphs (b) and (c), disability insurance policies
that are issued or renewed, and self-insured health plans that are established,
extended, modiﬁeﬁx" z'enewed, on the effective date of this paragraph‘./

(b) -Disability insurance policies covering employé[sewho are affected by a
collective bargaining agreement containing provisions inconsistent with this act
that are issued or renewed on the earlier of the following:

1. The day on which the collective bargaining agreement expires.

2. The day on which the collective bargaining agreement is extended, modifiecya >
or renewed.

(c) Self-insured health plans covering employes who are affected by a collective
bargaining agreement containing provisions inconsistent with this act that are
established, exténded, modiﬁegﬁr) renewed on the earlier of the following:

1. The day on which the collective bargaining agreement expires.

2. The day on which the collective bargaining agreement is extended, modiﬁegﬁ ’
or renewed.

SECTION 10. Effective date.

(1) This act takes effect on the first day of the\éth month beginning after

publication.

(END)
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Kéhler, Pam

From: Deering, Bonnie

Sent:  Thursday, January 17, 2002 9:55 AM
To: Kahler, Pam

Subject: LRB 4232/1 off label drug use

Pam: Ijust got back some information on changes that we would like made to LRB
4232/1 relating to required coverage of off-label drugs for the treatment of cancer.

Mind you that I am aware that you guys are and will be swamped with the budget
repair bill so I will wait patiently. Thanks.

Somewhere in the legislation we need to add the definition of "peer reviewed
medical literature or I believe the draft has it as "peer-reviewed national -
professional medical journals" on page 4, line 12. Please add the definition as D ande e

~ something like this: -~

[4

Medical literature means articles from major peer reviewed medical 7-6""“”9’
journals  that have recognized the drug or combination of drugs' safety and e
effectiveness for  treatment of the indication for which it has been prescribed. N
Each article shall meet the uniform requirements for manuscripts submitted to W
biomedical journals established by the international committee of medical journal A\ovdort
editors or be published in a journal specified by the United States Code, title 42, 3
section 1394x, paragraph (t), clause (2), item (B), as amended, as acceptable peer

review medical literature. Each article much use generally acceptable scientific

standards and must not use case reports to satisfy thl@l’t‘e_@} - i

o~ L3

FET I GRSV S e

Then on page 4, lines 3-5 please delete present language and replace with:

The federal food and drug administration has approved the drug for use
in treating at least one indication.
Then on page 4, line 18 please add language to say:

limitations, exclusions, or cost-sharing provisions greater than those that

apply generally to . “ =
oL “ gl

Bonnie Deering

01/17/2002
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.. (D the carrier involved determines, based upongmdanceprowdgd by th
..+ Secretary to carriers for_ determining accepted uses. of drugs, that such use is
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. that the individual' needé such ‘shoes.und‘er_ a. comprehensive plan.o_f '
‘related to the individual's disbetic condition; ... . - :

ot

BRI RNt IR

(C) the shoes are fitted and furnished by a podiatrist or other qualifie]
individual (such as a pedorthist or orthotist, as. established by the Secretary) . -}
who is not the physician described in subparagraph (A) (unless the Secretary
finds that the physician is the only such qualified individual in the area);

(13) screening mammography (as defined in subsection (15} of this section);
(14) sereening pap smear and screening pelvic exam; and ST .
(15) bone mass measurement (as defined in subsection (rr) of this section), = i
No diagnostic tests performed in any laboratory, including a laboratory that is part of g .
rural health clinie, or a hospital (which, for purposes of this sentence, means an.
institution considered a hospital for purposes of section 1395f(d) of this title) shall be
included within paragraph (3) unless such laborato — T e
(16) if situated in any State in which State or applicable local law provides for
licensing of establishments of this nature, (A) is licensed pursuant to such law, or

"(B) is approved, by the agency of such State or locality responsible for licensing

establishments of this nature, as meeting the standards established for such -

licensing; and e T P

- (17)(A) meets the certification requirements under section 263a of this title; and - ,

(B) meets such other conditions relating to the health and safety of individuals
with respect to whom such tests are. performed as the Secretary may find -
necessary, - : R S e Xers

There shall be excluded from the diagnostic services specified in paragraph (2)(C) any
item or service (except services refeyred to in paragraph (1)) which would not be
included under subsection (b) of this section if it were furnishied to an inpatient of a
hospital.. None of the items and services referred to in the preceding paragraphs (other
than paragraphs (1) and (2)(A)) of this subsection which are furnished to a patient of an_ :
institution which meets the definition of a hospital for purposes of section 1395f(d) of this -
title shall be included unless such other conditions are met as the Secretary may find
necessary relating to health and safety of individuals with respect to whom such items .
RPN Sy - SR D, i :

RS DY s TN

NI

-and services are furnished.

(t) Drugs and bidlogicals S .

" (1) The term “drugs” and the term “biologicals”, exé;apt ‘fbr'. 'pur;;osés ‘(.)f subsection
(m)(5) of this section and paragraph (2) include only such drugs and biologicals,. -

poeia, the National Formulary, or the United States Homeopathic Pharmacopoeia, or in
New Drugs or Accepted Dental Remedies (except for any drugs and biologicals
unfavorably evaluated therein), or as are approved by the pharmacy and drug therapeu-* .
tics committee (or equivalent committee) of the medical staff of the hospital furnishing i
such drugs and biologicals for use in such hospital. - . . .. i e kT
_ (2)(A) For purposes of paragraph (1), the term “drugs” also includes any drugs or _ _
biologicals used in an anticancer chemotherapeutic regimen. for a- medically accepted”
indication (as described in subparagraph (B)). . - D e T
.(B) In subparagraph (A), the ferm ‘medically accepted indication”, with respect to -
the use of a drug, includes any use which has been approved by the Food and Drug
Administration for the drug, and includes another use of the drug if— .~ .- -+ i
(1) the drug has been approved by the Food and Drug Administration; and NSO
(i))(D) such use is supported by one or more citations which are included {or -

.- approved for inclusion) in one or more of the following compendia: the Ameriean -
Hospital Formulary Service-Drug Information, the American®edical Association
Drug Evaluations, the United States Pharmacopoeia-Drug Information, and other . ‘

- authoritative compendia as identified by the Secretary, unless-the Secretary has - -
determined that the use is not medically appropriate or the use _fs;‘idgzﬁxtiﬁed_as not
indicated in one or more such compendia, or . - o :

v

- «medically accepted based on supportive clinical evidence in peer reviewed medical
‘ ' | 4 o

PUBLIC HEAL

* “Jiteraturé appe
““Bubclause by t.
The Secretary ma:
identifying medica]
(u) Provider of se
The term “prov
nursing faeility, ec
hospice program, o
fund, 7 InmE
(v) Reasonable co
(1X(A) The reas
excluding therefror
delivery of needed
tions establishing t
determining such ¢
except that in any «
determined under
considered the reas
to in.the precedin.
principles generally
zations (which have
be made.by persor.
account of services
may provide for d:
capita, or other be
stances, may provis
may provide for tt
costs or incurred ec
recognized as reas
delivery of needed
established " under
percentage of char
tions shall (i) take
(excluding therefro:
accordance with re
covered by the insu
under the methods
covered services to
subchapter will not
individuals not so.cc
for the making of <
services for any fisc
determining costs pi
. (B) In the ease «
shall not -include |
{C) Where a hos,
faculty of such schor
reasonable cost of ¢
the reasonable cost *
- 7. (1) for which

T ,(D,i;;.';’m
furnished b
s o (ID) sueh
. such servi_c

L Gy for which
"“*such hospital pa:
“10 the miedical s¢




st, as established by the. Secretary) |
ph (A) (unless the Secretary®
qualified individual in the area);
ubsection (jj) of this section);

of this sentence, means an™
ion 1395f(d) of this title) shall be *-

r applicable local law provides for ~
licensed pursuant to such law, or .
r locality responsible for licensing -

e standards established for such

specified in paragraph (2)(C) any ~
ragraph (1)) which ‘would not be ~
gre furnished to an inpatient of-a”.
the preceding paragraphs (other .
are furnished to a patient of an.”, §'
urposes of section 1395f(d) of this ~ -
met as the Secretary may find
Elwith respect to whom such items

H
{
H
i
!

wt for' purposes of subsection -
mly such drugs and biologicals, *
}) in theé United States Pharmaco- >
[omeopathic Pharmacopoeis, or in
| for any drugs and biologicals ‘"
the pharmacy and drug therapeu- -
‘;a.l staff of the hospital furnishing *.
i . . ST L e h& 5
rugs” also includes any drugs or .
sgimen for a medically accepted .

pted indication”, with respect ¥
ipproved by the Food and Drug ™
fthe drugif— o R
Drug Administration; and- ;
sitations which are included (or

owing compendia: the American
e American Medical Association
tia-Drug Information, and oth
etary, unless the Secretary has’
te or the use is identified as not &

»on ‘guidance provided by the
ses of drugs, that such use {8

i

PUBLIC HEALTH AND WELFAKE

- "toratirs appearing fi publicablons Whidh Fisve
“fubelause by the Secretary.

e Secretary may revise the list of compendia in
identifying medically accepted indications for drugs.
(u) Provider of services. ' it se b
The term “provider of services” means a' hospital,. eritical aceéss lLiospital, skill
nursing facility, comprehensive outpatient rehabilitation facility, home health agency,
hospice program, or, for purposes of section 1395f(g) and section 1895n(e).of this title, a
fund. R T kMol FRIU P21 o L. & SRS LN CE It g
(v). Reamnable com'-‘-' '3'-‘.1 'n.'.: R RERN
(1)(A) The -reasonable cost of any services shall be: the cost-actually incurred,
excluding therefrom any part of incurred cost found to be unnecessary:in the-efficient
delivery of needed health services, and shall be determiried in aceordance-with regula-
tions establishing the method or.methods to be-used, and the items to be included,:in
determining such costs for various types or elasses of institutions, agencies, and services;
except that in any case to which paragraph (2) or (3) applies, the amount of the payment
determined. under . such . paragraph. with .respect to -the. services invoived shall be
considered the reasonable cost of such services.. In prescribing the regulations referred
to in the preceding sentence, the Secreta¥y shall consider, among other . things, the
principles generally applied by national organizations or established prepayment organi-
zations (which have developed such principles) in computing the amount of payment, to
be made by persons other than the recipients- of services, to providers of services on
account of services furnished to such recipients by such providers. -‘Such regulations
may provide for determination of the costs of services-on a per diem, per unit, per
capita, or other basis, may provide for-using different methods. in different. circam-
stances, may provide for the use of .estimates of costs of particular items or services,
may provide for the establishment of limits on the direct or indirect overall incurred
costs or incurred costs of specific items or services or groups of items or services to be
recognized as reasonable based ‘on estimates of the costs necessary in the efficient
delivery of needed health services to irdividuals covered by the insurance programs
established under this subchapter, and may provide for the use of charges or a
percentage of charges where this method reasonably reflects the costs. Such regula-
tions shall (i) take into account both direct and indirect costs of providers of services
(excluding therefrom any such costs, including standby costs, which are’ determined in
accordance with regulations to be unnecessary in-the efficient delivery of services
covered by the insurance programs established under this subchapter) in order- that,
under the methods of determining costs, the necessary: costs of efficiently delivering
covered services to individuals covered by the insurance programs established by this
subchapter will not be borne by individuals not so covered, and the costs with respect to
individuals not so.covered will not be borne by such insurance programs, and (i) provide
for -the. making of suitable retroactive corrective adjustments where, for-a provider of
services for any fiscal peried, the aggregate reimbursement produced. by the methods of

determining costs proves to be either inadequate or excessive. o
(B) In the case of extended care services, the regulations under subparagraph (A)
shall not -include provision for- specific recognition df“a return on equxty eapital.
(C) Where & hospital has an afrangeinent with a medical school under which the
faculty of such school provides services at &ich Hospital, an armoimt not il excess of the
reasonable cost of such services to the medical school shall be inclided in' determining
the reasonable cost to the hospital of furnishing sexvices— -.; .xx s Lo e e

- (i) for which payment may be made under part A of this- subchapter, but ‘only
i LT iELn smeien. Fuel JAGEDYBRL L Ll sAlmen el s

-

N LT Z

%+ (I) payment for such services. as fiirnished under such arrangement would
" .. be made under part. A of this subchapter to the hospital had sud seivices been .
»'. furnished by the hospital, and ;5x o o Jwuseniiy st b -
.. (TI) such hospital pays to the medical school at least the reasonable cost of
.- . such services to the medical school,or -2 2y "™r 3.3 s '-"'.’j'ﬁ’_i.:f."!w{‘:i.?:hi.:= :f
(i) for'which payment may be iadle inder Part'B of this Sibéhapter, but only if

*such hospital pays to the medical scliool at least the réasonable cost of such ‘services
"~ 'to the miedical school. W @ R
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Kahler, Pam

From: Deering, Bonnie

Sent: Thursday, January 17, 2002 2:01 PM
To: Kahler, Pam

Subject: off label

Okay, how about this definition for peer-reviewed medical literature:

"peer-reviewed medical literature" means a published scientific
study in a journal or other publication in which original manuscripts
have been published only after having been critically reviewed for
scientific accuracy, validity and reliability by unbiased independent
experts, and that has been determined by the International Committee of
Medical Journal Editors to have met the Uniform Requirements for
Manuscripts submitted to biomedical journals. Peer-reviewed medical
literature does not include publications or supplements to publications
that are sponsored to a significant extent by a pharmaceutical
manufacturing company or health carrier.

My contact on this said that the other definition was taken out of
Minnesota law, but is happy with this if it will work out. This
definition comes from the National Association of Insurance
Commissioners model language.

Again, let me know if you have any problems. Most of this is way over

my head anyway so I just pass the concerns along to our groups working
on this. Thanks!

Bonnie Deering
Office of State Representative Dan Vrakas
119 West, State Capitol

T e
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1 AN ACT to amend 40.51 (8), 40.51 (8m), 66.0137 (4), 111.91 (2) (n), 120.13 (2) (g),

2 185.981 (4t) and 185.983 (1) (intro.); and to create 609.87 and 632.895 (15) of
3 the statutes; relating to: required coverage of off-label drugs for the treatment
4 of cancer:

TN

| 3

Analysis by the Legislative Reference Bureau { \\

This bill requires health care plans that provide coverage of prescription g !

medication to provide coverage of a drug, and services related to administering the z

drug, that is prescribed for use in the treatment of cancer by a licensed physmlan if > /

the federal food and drug adm1n1strat10n has approved the drug for use in treatlng

In order for the requlrement to apply, however the drug must be recognlzed as
effective for treating the type of cancer for which it is prescribed in the American
Medical Association Drug Evaluations, the American Hospital Formulary Serv1ce
.~ Drug Informatlon the United States Pharmacopela Drug Information, or Jisfiges”
SR e AT ATy epeai published in avelesmidbe peer—rev1ewed ht
gk el egtdsddédi@ medical journals. /{p ‘/mw» PRV AT R @M,A‘f;—ﬁ
The coverage requirement applies to both individual and group health =
1nsurance pol1c1es and plans, including health care plans offered by the state or a ,‘6 E ;
hool district. The coverage may/{b'e—sﬁhj]ea:’% any limitations,
exclusions, or cost—sharing provisionSithat apply generally under the pohcy or plan.
The requirement does not apply to limited benefit plans, such as vision or dental
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plans, or to policies that cover only certain specified diseases other than cancer. The
required coverage does not apply to experimental drugs.

For further information see the state and local fiscal estimate, which will be
printed as an appendix to this bill.

The people of the state of Wisconsin, represented in senate and assembly, do
enact as follows:

SECTION 1. 40.51 (8) of the statutes is amended to read:

40.51 (8) Every health care coverage plan offered by the stéte under sub. (6)
shall comply with ss. 631.89, 631.90, 631.93 (2), 631.95, 632.72 (2), 632.746 (1) to (8)
and (10), 632.747, 632.748, 632.83, 632.835, 632.85, 632.853, 632.855, 632.87 (3) to
(5), 632.895 (bm) and (8) to 34) (15), and 632.896.

SECTION 2. 40.51 (8m) of the statutes is amended to read:

40.51 (8m) Every health care coverage plan offered by the group insurance
board under sub. (7) shall comply with ss. 631.95, 632.746 (1) to (8) and (10), 632.747,
632.748, 632.83, 632.835, 632.85, 632.853, 632.855, and 632.895 (11) to (14) (15).

SECTION 3. 66.0137 (4) of the statutes is amended to read:

66.0137 (4) SELF-INSURED HEALTH PLANS. If a city, including a 1st class city, or
a village provides health care benefits under its home rule power, or if a town
provides health éare benefits, to its officers and employees on a self-insured basis,
the self—insured plan shall comply with ss. 49.493 (3) (d), 631.89, 631.90, 631.93 (2),
632.746 (10) (a) 2. and (b) 2., 632.747 (3), 632.85, 632.853, 632.855, 632.87 (4) and (5),
632.895 (9) to (14) (15), 632.896, and 767.25 (4m) (d).

SEcTION 4. 111.91 (2) (n) of the statutes is amended to read:

111.91 (2) (n) The provision to employees of the health insurance coverage
required under s. 632.895 (11) to (44) (15). |

SecTION 5. 120.13 (2) (g) of the statutes is amended to read:
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120.13 (2) (g) Every self-insured plan under par. (b) shall comply with ss.
49.493 (3) (d), 631.89, 631.90, 631.93 (2), 632.746 (10) (a) 2. and (b) 2., 632.747 (3),
632.85, 632.853, 632.855, 632.87 (4) and (5), 632.895 (9) to (44) (15), 632.896, and
767.25 (4m) (d). |

SECTION 6. 185.981 (4t) of the statutes is amended to read:

185.981 (4t) A sickness care plan operated by a cooperative association is
subject to ss. 252.14, 631.17, 631.89, 631.95, 632.72 (2), 632.745 to 632.749, 632.85,
632.853, 632.855, 632.87 (2m), (3), (4), and (5), 632.895 (10) to 44) (15), and 632.897
(10) and chs. 149 and 155.

SECTION 7. 185.983 (1) (intro.) of the statutes is amended to read:;

185.983 (1) (intro.) Every such voluntary nonprofit sickness care plan shall be‘
exempt from chs. 600 to 646, with the exception of ss. 601.04, 601.13, 601.31, 601.41,
601.42, 601.43, 601.44, 601.45, 611.67, 619.04, 628.34 (10), 631.17, 631.89, 631.93,
631.95, 632.72 (2), 632.745 to 632.749, 632.775, 632.79, 632.795, 632.85, 632.853,
632.855, 632.87 (2m), (3), (4), and (5), 632.895 (5) and (9) to @4) (15), 632.896, and
632.897 (10) and chs. 609,'630, 635, 645, and 646, but the sponsoring association
shall:

- SEcTION 8. 609.87 of the statutes is created to read:

609.87 Coverage of certain drugs for cancer treatment. Defined network -

plans are subject to s. 632.895 (15).
SECTION 9. 632.895 (15) of the statutes is created to read:
632.895 (15) COVERAGE OF CERTAIN DRUGS FOR CANCER TREATMENT. (a)] Excpt as
provided in par. (ﬂ—)? e\%ry disability insurance policy, and every self-insured health

pian of the state or a county, city, village, town, or school district, that provides
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coverage of prescription medication shall provide coverage of a drug that is
prescribed by a licensed physician for treating cancer if all of the following apply:

1. The federal food and drug administration has approved the drug for use in

2. The drug is recognized as effective for treating the type of cancer for which

it is prescribed in any of the following:
a. The American Medical Association Drug Evaluations.
b. The American Hospital Formulary Service Drug Information.

c. The United States Pharmacopeia Drug Information.
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C/A%) A disability insurance policy or a self-insured health plan that is reqiiired

e to provide the coverage under par. (§) shall also provide coverage for medically

necessary services related to administering a drug for which coverage is required

under par. (§) b
Q AL/?ﬁ) The coverage required under pars. ( ) and () may/be subject to any

limitations, exclusions, or cost-sharing provisions (fhat apply generally to
prescription medication or services under the disability insurance policy or the
self-insured health plan. v
{/((X)‘ The coverage requirement under par. (@oes not apply to experimental
drugs or to any of the following types of health care plans:

1. A disability insurance policy that covers only certain specified diseases other

than cancer.
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- 2. Ahealth care plan offered by a limited sérvice health organization, as defined
in s. 609.01 (3’)’ or by a preferred previder plan, as defined in s. 609.01 (_4), that is not’
a defined netWork plan, as defined in s. 609.01 (1b).
~ SEcioN 10. Initial applicability.

(1) This act first ‘applies to all of the following:

(a) Except as piovided in paragraphs (b) and (c), disability insurance policies
that are issued or renewed, and self-insured health plans that are established,
extended,i modified, or fenewed, on the effective date of this paragraph.

(b) Disability insu_r'ance policies covering employees who are affected by a
colleetive bargaining agreement containing provisions inconsistent with this act
that are issued or renewed onz the earlier of the following:

1. The day on which the collective bargaining agreement expires.

2. The day on which the collective bargaining agreement is extended, modified,

or renewed.

(c) Self-insured health plans covering employees who are affected by a

collective bargaining agreement containing provisions inconsistent with this act

that are established, extended, modified, or renewed on the earlier of the following:

1. The day on which the collective bargaining agreement expires.

2. The day on .Which the _collective bergaining agreement is extended, modified,
or renewed.

SecTION 11. Effective date.

(1) This act takes effect on the first day of the 7th month beginning after
publication. |

(END)

Dwﬂf@
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Qo . Waas
1 WO'In this subsection:

@ C\’( 1. “Indication” means the basis for initiation ofla treatment for a disease gZg

@ W@Mﬁ@wmm basis may be derived from a knowledge of the cause, from

4
5
6
7

8

©

10
11
12
13

symptoms present, or from the nature of the disease.

Q{r 2. “Peer-reviewed medical journal” means a journal or other publication in
which original manuscripts are published only after they have been vcritically
review;ad for scientific accuracy; validity, and reliability by unbiased independent
experts and determined by the International Committee of Medical Journal Editors
to meet the jlrlliform )équirements for )d'anuscripts submitted to biomedical
journals. “Peer-reviewed- medical journal” does not include a publication or
supplement to a publication that is sponsored to a significant extent by a
pharmaceutical manufacturing company or health insurer.

G

(END OF INSERT 3-22)
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INSERT 4-12

ol
Q{ d. At least 2 articles published in one or more peer-reviewed medical journals.

(END OF INSERT 4-12)
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1. The definition for “peer—reviewed medical journal” igebid¥ a problem because it
requires many subjective determinations. Will everyone agree on whether an expert
is unbiased and independent? How much is a “significant extent”? In the language I
was given, I wasn’t sure exactly what “that has been determined...to have met the
Uniform Requirements for Manuscripts...” was meant to modify. It could modify “a
published scientific study,” “a journal or other publication,” or the singular of “original
manuscripts.” For the definition in the draft, I used the language to modify “original
manuscripts,” by providing that original manuscripts are published in the journal in
question only after having been critically reviewed and determined to meet the
specified requirements. Let me know if this does not work.

2. I'included a definition for “indication” because standard dictionaries do not provide
a definition for the term in the context in which it is used in the draft. The definition
in the draft came from a medical dictionary.

e T B

cifie-thamr“seientific studies”™ The implication is that

; ectiveness of g in the treatment, of cancer,
e singulak includeg #ife plural and
. You could'specif§’ “more thah one”

- Do you want to be mo;

Pamela J. Kahler

Senior Legislative Attorney

Phone: (608) 266-2682

E-—mail: pam.kahler@legis.state.wi.us
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January 30, 2002

1. The definition for “peer—reviewed medical journal” may still be a problem because
it requires many subjective determinations. Will everyone agree on whether an expert
is unbiased and independent? How much is a “significant extent”? In the language I
was given, I wasn’t sure exactly what “that has been determined...to have met the
Uniform Requirements for Manuscripts...” was meant to modify. It could modify “a
published scientific study,” “a journal or other publication,” or the singular of “original
manuscripts.” For the definition in the draft, I used the language to modify “original
manuscripts,” by providing that original manuscripts are published in the journal in
question only after having been critically reviewed and determined to meet the
specified requirements. Let me know if this does not work.

2. Tincluded a definition for “indication” because standard dictionaries do not provide
a definition for the term in the context in which it is used in the draft. The definition
in the draft came from a medical dictionary.

Pamela J. Kahler

Senior Legislative Attorney

Phone: (608) 266-2682

E-mail: pam.kahler@legis.state.wi.us
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Kahler, Pam

From: Deering, Bonnie

Sent: Tuesday, March 05, 2002 2:47 PM
To: : Kahler, Pam

Subject: off label drug use LRB 4232/2

I realize that you are extremely busy with the budget reform bill, but
any word regarding the changes below to the off label drug bill? We'
have no intentions of introducing this bill this session (obviously) but
the Cancer Society is having their day at the Capitol on March 19th.
They would like to have the draft to ask other legislators for support
for next session. I can obviously put something general together but
they have asked if the draft would be ready.

Obviously, I can walit until after session ends on the 14th to work on
thig, but I just thought I would ask. Thanks!!!

Bonnie Deering

Office of State Representative Dan Vrakas
119 West, State Capitol

-----Original Message-----

From: Deering, Bonnie

Sent: Wednesday, February 27, 2002 2:39 PM
To: Kahler, Pam

Subject: off label drug use LRB 4232/2

Pam: listed below please find a follow up change that will hopefully
answer your questions about the off label drug proposal. Please give me
a call, 6-3007, if you have any questions. Thanks!

On page 4 replace “peer-reviewed medical journal” with the following
definition:

2. “Medical literature" means the official United States Pharmacopoeia
Drug Information, the American Hospital Formulary Service Drug
Information, or published scientific studies published in any
peer-reviewed national professional journal provided that each of the
following applies:

a. One article from a major peer-reviewed professional medical
journal has recognized, based on scientific or medical criteria, the
drug's safety and effectiveness for treatment of the indication for
which it has been prescribed; and

b. No article for a major peer-reviewed profegsional medical

journal has concluded, based on scientific or medical criteria, that the
drug is unsafe or ineffective or that the drug's safety and
effectiveness cannot be determined for the treatment of the indication
for which it has been prescribed; and

c. Each article meets the uniform reguirements for manuscripts
submitted to biomedical journals established by the International
Committee of Medical Journal Editors or is published in a journal
specified by the United States Department of Health and Human Services
pursuant to Section 1861(t) (2) (b) of the Social Security Act, 107 Stat.
591 (1993), 42 U.S.C. sec. 1395(x) (t) (2) (B), as amended, as accepted
peer-reviewed medical literature.

Replace lines 19-24 on page 4 with the following:
2. The drug is recognized in medical literature as effective
for treating the type of cancer for which it is prescribed.



Bonnie Deering
Office of State Representative Dan Vrakas
119 West, State Capitol
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1 AN ACT to amend 4051 (8), 40.51 (8m), 66.0137 (4), 111.91 (2) (n), 120.13 (2) (g),

2 185.981 (4t) and 185.983 (1) (intro.); and o create 609.87 and 632.895 (15) of
3 the statutes; relating to: required coverage of off-label drugs for the treatment
4 ~ of cancer.

Analysis by the Legislative Reference Bureau

This bill requires health care plans that provide coverage of prescription
medication to provide coverage of a drug, and services related to administering the
drug, that is prescribed for use in the treatment of cancer by a licensed physician, if
the federal food and drug administration has approved the drug for use in treating
at least one indication, which is defined as the basis for initiating a diagnostic test
or treatment for a disease. In order for the requirement to apply, however, the drug
must be recognized as effective for treating the type of cancer for which it is
prescribed in the American Medical Association Drug Evaluations, the American
Hospital Formulary Service Drug Information, the United States Pharmacopeia
Drug Information, or at least two articles published in one or more peer-reviewed
medical journals. .

The coverage requirement applies to both individual and group health
insurance policies and plans, including health care plans offered by the state or a
municipality or school district. The coverage may not be subject to any limitations,
exclusions, or cost—sharing provisions that are greater than those that apply
generally under the policy or plan. The requirement does not apply to limited benefit.
plans, such as vision or dental plans, or to policies that cover only certain specified
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diseases other than cancer. The required coverage does not apply to experimental
drugs.

For further information see the state and local fiscal estimate, which will be
printed as an appendix to this bill.

The people of the state of Wisconsin, represented in senate and assembly, do
enact as follows:

SECTION 1. 40.51 (8) of the statutes is amended to read:

40.51 (8) Evefy health care coverage plan offered by the state under sub. (6)
éhall comply with ss. 631.89, 631.90, 631.93 (2), 631.95, 632.72 (2), 632.746 (1) to (8)
and (10), 632.747, 632.748, 632.83, 632.835, 632.85, 632.853, 632.855, 632.87 (3) to
(5), 632.895 (5m) and (8) to 34) (15), and 632.896.

SECTION 2. 40.51 (8m)\€f the statutes is amended to read:

40.51 (8m) Every health care coverage plan offered by the group insurance
board under sub. (7) shall comply with ss. 631.95, 632.746 (1) to (8) and (10), 632.747,
632.748, 632.83, 632.835, 632.85, 632.853, 632.855, and 632.895 (11) to 44) (15).

" SECTION 3. 66.0137 (4)\{f the statutes is amended to read:

66.0137 (4) SELF-INSURED HEALTH PLANS. If a city, including a 1st class city, or
a village provides health care benefits under its home rule power, or if a town
provides health care benefits, to its officers and employees on a self-insured basis,
the self-insured plan shall-comply with ss. 49.493 (3) (d), 631.89, 631.90, 631.93 (2),
632.746 (10) (a) 2. and (b) 2., 632.747 (3), 632.85, 632.853, 632.855, 632.87 (4) and ®),
632.895 (9) to 34 (15), 632.896, and 767.25 (4m) (d).

SECTION 4, 111.91 '(2) (n)\o/f the statutes is amended to read:

111.91 (2) (n) The provision to employees of the health insurance coverage
required under s. 632.895 (11) to 34) (15).

v’
SecTION 5. 120.13 (2) (g) of the statutes is amended to read:
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120.13 (2) (g) Every self-insured plan under par. (b) shall comply with ss.
49.493 (3) (d), 631.89, 631.90, 631.93 (2), 632.746 (10) (2) 2. and (b) 2., 632.747 (3),
632.85, 632.853, 632.855, 632.87 (4) and (5), 632.895 (9) to 44 (15), 632.896, and
767.25 (4m) (d).

SECTION 6. 185.981 (4t)\o/f"the statutes is amended to read:

185.981 (4t) A sickness care plah operated by a cooperative association is
subject to ss. 252.14, 631.17, 631.89, 631.95, 632.72 (2), 632.745 to 632.749, 632.85,

632.853, 632.855, 632.87 (2m), (3), (4), and (5), 632.895 (10) to &4 ( 15)', and 632.897
(10) and chs. 149 and 155.

\/ .
SECTION 7. 185.983 (1) (intro.) of the statutes is amended to read:
185.983 (1) (intro.) Every such voluntary nonprofit sickness care plan shall be
exempt from chs. 600 to 646, with the exception of ss. 601.04, 601.13, 601.31, 601.41,

© 601.42, 601.43, 601.44, 601.45, 611.67, 619.04, 628.34 (10), 631.17, 631.89, 631.93,

631.95, 632.72 (2), 632.745 to 632.749, 632.775, 632.79, 632.795, 632.85, 632.853,
'632.855, 632.87v(2m), (8), (4), and (5), 632.895 (5) and (9) to (14) (15), 632.896, and
632.897 (10) and chs. 609, 630, 635, 645, and 646, but the sponsoring association
shall: |

SECTION 8. 609.87 of the statutes is created to read:

609.87 Coverage of certain drugs for cancer treatment. Defined network

‘ _ v/
_plans are subject to s. 632.895 (15).

. \/ )
SECTION 9. 632.895 (15) of the statutes is created to read:
632.895 (15) COVERAGE OF CERTAIN DRUGS FOR CANCER TREATMENT. (a) In this

subsection:
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@ ) - % “Indication” means the basis for initiation of a diagnostic test or a treatment
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for a disease, which basis may be derived from a knowledge of the cause, from

symptoms present, or from the nature of the disease.
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2. “Peer-reviewed medical journal” means a journal or other publication in
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(b) Except as provided in par. (e), every disability insurance policy, and every

self-insured health plan of the state or a county, city, village, town, or school district,

‘that provides coverage of prescription medication shall provide coverage of a drug

that is prescribed by a licensed physician for treating cancer if all of the following
apply:

1. The federal food and drug administration has app‘roved the drug for use in
treéting at léast one indication.

2. The drug is recognized as effective for treating the type of cancer for which

it is prescribed in- ény of the following:

. (e} W
A ,% The American Hospital Formulary Service Drug Inf‘orm‘aﬁird1
b,z The,&!nited States Pharmacopeia Drug Information.
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(c) A disability insurance policy or a self-insured health plan that is required -
to provide the coverage under par. (b) shall also provide coverage for medically
necessary services related to administering a drug for which coverage is required
under par. (b).

(d) The coverage required under pars. (b) and (c) may not be subject to any
limitations, exclusions, or cost—sharing provisions that are greater than those that
apply generally to prescriptioh medication or services under the disability insurance
policy or the self-insured health plan.

(e) The coverage requirement under par. (b) does not apply to experimental
drugs.or to any of the following types of health care plans:

1. A disability insurance policy that covers only certain specified diseases other
than cancer.

2. Ahealth care plan offered by a limited service health organization, as defined
in s. 609.01 (3), or by a preferred provider plan, as defined in s. 609.01 (4), that is not
a defined network plan, as defined in s. 609.01 (1b).

SEcTION 10. Initial applicability.

(1) This act first applies to all of the following:

(a) 'Except as provided in paragraphs (b) and (c), disability insurance policies
that are issued or renewed, and self-insured health plans that are established,
extended, modified, or renewed, on the effective date of this paragraph.

(b) | ‘Disability insurance policies covering employees who are affected by a
collecfivé bargaining agreement containing provisions inconsistent with this act
that are issued or renewed on the earlier of the following:

1. The day on which the collective bargaining agreement expires.
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2. The day on which the collective bargaining agreement is extended, modified,
or renewed.

(c) Self—_insured health plans 'covering employees who are affected by a
collective bargaining agreement containing provisions inconsistent with this act
that are established, extended, modified, or renewed on the earlier of the following:

1. The day on which the collective bargaining agreement expires.

2. The day on which the collective bargaining agreement is extended, modified,
or renewed.

SEcTION 11. Effective date.

(1) This act takes effect on the first day of the 7th month beginning after
publication.

(END)
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INSERT A

This analysis has not been updated from the version in the /2. I will update
the analysis after the language in the draft is approved as final.
(END OF INSERT A) |

INSERT 4-1
1 1. “Article” means an article that is published in a peer—reviewed national
2 medical journal and that satisfies all of the following:

a. The article meets the uniform requirements established by the International

Committee of Medical Journal Editors for manuscripts submitted to biomedical

e -
journals oathe journal in which ﬁ:;ublished is specified as accepted peer—reviewed
federal

medical literature by the ﬁecretary of health and human\/

services under 42 USC 1395x (t) (2)@3) (i1) (ID).
8 b. The article is based on one or more scientific studies that used scientific or
9 medical criteria.

(END OF INSERT 4-1)
INSERT 5-1
)
3. No article has concluded that the drug is unsafe or ineffectiveﬁ that the

)
@ drug’s safety or ineffectiveness cannot be determined|for treatment of the indiczﬁﬂon

12 for which it is prescribed.

(END OF INSERT 5-1)
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The language that was submitted to me for a definition of “medical literature” does not
accurately reflect the relationships among the concepts. In this redraft, I have tried
to establish the relationships more clearly. I need a bit of help in that regard, however,

because I can’t tell from the proposed language exactly what the relationships are
supposed to be.

Is how I have structured s. 632.895 (15) (b)‘grrect?' In other words, if the American
Hospital Formulary Service Drug Information, for example, recognizes a drug as
effective, does it matter whether an article in a medical journal has found the drug
unsafe or ineffective, or does that matter only if the only source recognizing the drug
as effective is another article? If the latter, par. (b) must be structured differently.

If at least one article recognizing the effectiveness of a drug is all that is needed to
require insurance coverage of the drug (with no articles finding the drug unsafe or
ineffective), there is no reason to use the phrase “medical literature” and then define
medical literature to mean at least one article. And you definitely want to use “at least”
one article, because if you say “one article'g’ that means insurance coverage is not
required if two or more articles recognize the drug as effective.

If this redraft still does not accomplish what you want, or close to it, I may need to speak
directly with the person submitting the language so that I can better explain the

problem and so that the person can explain what he or she wants instead of trying to
draft it without explanation.

Pamela J. Kahler

Senior Legislative Attorney

Phone: (608) 266—2682

E-mail: pam.kahler@legis.state.wi.us
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The language that was submitted to me for a definition of “medical literature” does not
accurately reflect the relationships among the concepts. In this redraft, I have tried
to establish the relationships more clearly. I need a bit of help in that regard, however,
because I can’t tell from the proposed language exactly what the relationships are
supposed to be.

Is how I have structured s. 632.895 (15) (b) correct? In other words, if the American
Hospital Formulary Service Drug Information, for example, recognizes a drug as
effective, does it matter whether an article in a medical journal has found the drug
unsafe or ineffective, or does that matter only if the only source recognizing the drug
as effective is another article? If the latter, par. (b) must be structured differently.

If at least one article recognizing the effectiveness of a drug is all that is needed to
require insurance coverage of the drug (with no articles finding the drug unsafe or
ineffective), there is no reason to use the phrase “medical literature” and then define
medical literature to mean at least one article. And you definitely want to use “at least”
one article, because if you say “one article” that means insurance coverage is not
required if two or more articles recognize the drug as effective.

If this redraft still does not accomplish what you want, or close to it, I may need to speak
directly with the person submitting the language so that I can better explain the

problem and so that the person can explain what he or she wants instead of trying to
draft it without explanation.

Pamela J. Kahler

Senior Legislative Attorney

Phone: (608) 2662682

E-mail: pam.kahler@legis.state.wi.us
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1 AN ACT to amend 40.51 (8), 40.51 (8m), 66.0137 (4), 111.91 (2) (n), 120.13 (2) (g),

2 . 185.981 (4t) and 185.983 (1) (intro.); and Zo create 609.87 and 632.895 (15) of

w

the statutes; relatmg to: required coverage of off-label drugs for the treatment

\/ of cancer. <@
\\é‘qy o 3 e :ﬁ gA"i{&lysts by the Legislative } eference Bureau
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This bill requikes health care plans that rov1de coverage of prescrlptlon
medlcatlon to prov1de overage of a drug, and ser 1ces related to admlnlsterlng the

: ??4% |

The coverage requirement applies to both 1nd1v1dual and group health
insurance policies and plans, including health care plans offered by the state or a
municipality or school district. The coverage may not be subject to any limitations,
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exclusions, or cost—sharing provisions that are greater than those that apply
generally under the policy or plan. The requirement does not apply to limited benefit

~ plans, such as vision or dental plans or to p011c1es that cover only certam spemﬁed
" diseases other than cancer. THargquirerl ®vgrage daes-1bi-apply kpefimentd

‘For further information see the state and local fiscal estimate, which will be
printed as an appendix to this bill.

The people of the state of Wisconsin, represented in senate and assembly, do
enact as follows: :

“SEcTION 1, 40.51 (8)\6f the statutes is amended to read:
40.51 (8) Every health care coverage plan offered by the state under sub. (6)
shall comply with ss. 631.89, 631.90, 631.93 (2), 631.95, 632.72 (2), 632.746 (1) to (8)

“and (10), 632.747, 632.748, 632.83, 632.835, 632.85, 632.853, 632.855, 632.87 (3) to

(5), 632.895 (5m) and (8) to 34) (ﬁ):/and 632.896.

SECTION 2. 40.51 (8m) of the statutes is amended to read:

40.51 (8m) Every health ‘car.e coverage plan offered by the group insurance‘
board under sub. (7) shall comply with ss. 631.95, 632.746 (1) to (8) and (10), 632.747,
632.748, 632.83, 632.835, 632.85, 632.853, 632.855, and 632.895 (11) to 44 (L5_)‘/

SECTION 3. 66.0137 (4)"o/f the statutes is amended to read:

 66. 0137 (4) SELF——INSURED HEALTH PLANS. If a city, 1nc1ud1ng a 1st class city, or

‘a v111age provides health care benefits under its home rule power, or if a town

provides health care benefits, to its officers and employees on a self-insured basis,

the self-insured plan shall comply with ss. 49.493 (3) (d), 631.89, 631.90, 631.93 (2),

632.746 (10) (2) 2. and (b) 2., 632.747 (3), 632.85, 632.853, 632.855, 632.87 (4) and (5),

v
632.895 (9) to (14) (15), 632.896, and 767.25 (4m) (d).

’ Vv
SECTION 4. 111.91 (2) (n) of the statutes is amended to read:
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111.91 (2) (n) The provision to employees of the health insurance coverage
requlred under s. 632.895 (11) to A4 (15).

SEcTION 5. 120.13 (2) (g)\gf the statutes is amended to read:

120.13 (2) (g) Every self-insured plan under par. (b) shall comply with ss.
49.493 (3) (d), 631.89, 631.90, 631.93 (2), 632.746 (10) (a) 2. and (b) 2., 632.747 (3),
632.85, 632.853, 632.855, 632.87 (4) and (5), 632.895 (9) to 4y (15), 632.896, and
767.25 (4m) (d). B

SECTION 6. 185.981 (4t)\/of the statutes is amended to read:

185.981 (4t) A sickness care plan operated by a cooperative association is
subject to ss. 252.14, 631.17, 631.89, 631.95, 632.72 (2), 632.745 to 632.749, 632.85,
632.853, 632.855, 632.87 (2m), (3), (4), and (5), 632.895 (10) to 34 Ll_ﬁl, and 632.897
(10) and chs. 149 and 155. |

"SECTION 7. 185.983 (1) (intro.) of the statutes is amended to read:

185.983 (1) (i}ntro.)v Every such Voluntary‘nonproﬁt sickness care plan shall be
exempt from chs. 600 to 646, with the exception of ss. 601.04, 601.13, 601.31, 601.41,
601.42,‘ 601.43, 601.44, 601.45, 611.67, 619.04, 628.34 (10), 631.17, 631.89, 631.93,
631.95, 632.72 (2), 632.745 to 632.749, 632.775, 632.79, 632.795, 632.85, 632.853,
632.855, 632.87 (2m), (3), (4), and (5), 632.895 (5) and (9) to (4) (15), 632.896, and
1632.897 (10) and chs. 609 630 635, 645, and 646, but the sponsoring association
shall:

SECTION 8. 609.87 of the statutes is created to read:

609.87 Coverage of certain drugs for cancer treatment. Defined network
plans are subject to s. 632.895 (15)

v
SEcTION 9. 632.895 (15) of the statutes is created to read:
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632.895 (15) COVERAGE OF CERTAIN DRUGS FOR CANCER TREATMENT. (a) In this

. Dé/ . 2, ' 1
subsectlo ) me \

Q-

1.

“Article” fheans an apticle that is pubhshed in a peer—reviewed national

and that g4 tlsﬁes all of the fefow1ng

regﬁirements established’ by the Internatlonal
dlt rs for manuscrlpts sébmltted to b10med1ca1
in/ hich the article is puB’hshed is speclﬁed as accepted

eer—reviewe

" b. Hhe article is b’a d on one or moré sc1ent1ﬁc studles that used sc1ent1ﬁc or

medical literdture by the federalf’ secretary /?Wf; and human .

mejl;c 1 criteri
“Indlgllon means the basis for initiation of a diagnostic test or a treatment

for a disease, which basis may be derived from a knowledge of the cause, from

symptoms present, or from the nature of the disease.

(b) Except as prov1ded in par. (e), every dlsablhty insurance policy, and every ‘

self—lnsured health plan of the state or a county, city, village, town, or school district,

that provides coverage of prescription medication shall provide coverage of a drug

‘that is prescribed by a licensed physician for treating cancer if all of the following

 apply:

1. The federal food and drug administration has approved the drug for use in

~ treating at least one indication.

2. The drug is recognized as effective for treating the type of cancer for which
it is prescribed in any of the following:
a. The American Hospital Formulary Service Drug Information.

b. The official United States Pharmacopeia Drug Information.
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(c) A disability insurance policy or a self-insured health plan that is required
to provide the coverage under par. (b) shall also provide coverage for medically
necessary services related to administering a drug for which coverage is required
under par. (b). |

(d) The coverage required under pars. (b) and (c) may not ‘b‘e subject to any
limitations, exclusions, or cost—sharing provisions that are greater than those that
apply genei‘ally to prescription medication or services unvder the disability insurance
policy or the self-insured health plan.

(e) The coverage requirement under par. (b) does not applyW
&yrrdp¥m to any of the following types of health care plans: \ 7

| 1. A disability insurance policy that covers only certain specified diseases othei'
than caiicer. ’

2. A health care plan offered by a limited service health organization, as defined
in s. 609.01 (3), or by a preferred provider plan, as defined in s. 609.01 (4), that is not
‘a defined network plén,‘as defined in s. 609.01 (1b). |

SEcTION 10. Initial applicability.

(1) This aict first applies to all of the following:

(a) Except as provided in paragraphs (b) and (c), disability insurance policies

that are issued or renewed, and self-insured health plans that ai'e established,

- extended, modified, or renewed, on the effective date of this paragraph. |
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(b) Disability insurance policies covering employees who are affected by a

collective bargaining agreement containing provisions inconsistent with this act
that are issued or renewed on the earlier of the following:

1. The day on which the collective bargaining agreement expires.

2. The day on which the collective bargaining 'agreement is extended, modified,
or renewed.

(c) Self-insured health plans covering employees who are affected by a
collective bargaining agreement containing provisions inconsistent with this act
that are established, extended, modified, or renewed on the earlier of the following:

1. The day on which the collective bargaining agreement expires.

2. The day on which the collective bargaining agreement is extended, modified,
or renewed. |

SECTION 11. Effective date.

(1) This act takes effect on the first day of the 7th month beginning after
publication. . |

(END)
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INSERT A

V@Q approved by the federal food and drug administration for use in treating at least
one mdication, which is defined in the bill.as the basis for initiating a diagnostic test

or treatment for a diseas :3: nd &4t ] Plain
: ‘*  (END OF INSERT A)
mi(‘b\““

INSERT B

widk one published article that meets uniform requirements for manuscripts
submitted to biomedical journals or that is publishe‘agl in a journal that is specified as
accepted peer-reviewed medical literature by the"federal secretary of health and

—= human services under g federal law requirement
//ﬁ\\k,_—/ﬁ (END OF INSERT B)
e Y

Gk c. Atleast one article that is published in a journal and that meets the uniform

INSERT 54

Jd

requirements established by the International Committee of Medical Journal
Editors for manuscripts submitted to biomedical journals or, if not, the journal in
which the article is published is specified as accepted peer—reviewed medical
literature by the\federal secretary of health and human services under 42 USC 1395x
(t) (2) (B) (1) (ID).

S Ot b W N

(END OF INSERT 5-4)
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1. AsIexplained at our meeting on May 14, we normally do not yise a definition in a
statutory unit for a word or phrasejused in the statutory unit only once. That is the
~ reason in this version of the draft T replaced the word *“article” lwith what was its
definition. Unfortunately, even though “indication” is used only once also, its

definition cannot easily be used in place of the word. So Tfeﬁmtlon remaings. > adra X

2. One issue that might arise concerning this draft is a possible delegation of legislative
‘authority in violation of art. IV, sec. 1, of the Wisconsin Constitution. Under the draft,
not the legislature but the federal secretary of health and human services determines
what journals are accepted peer—reviewed journals, the International Committee of
Medical Journal Editors determines requirements for manuscripts, and the American
Hospital Formulary Service Drug Information and United States Pharmacopoeia
Drug Information recognize the effectiveness of a drug, all for purposes of insurance
coverage under the statute created in the draft. In my opinion, none of these
determinations, however, violates the constitution because they are all fact—finding"
rather than law—making, which the Wisconsin supreme court found acceptable and not
unconstitutional in State v. Wakeen, 263 Wis. 401 (1953).

In that case, the definition of “drug” in a Wisconsin criminal statute was based on what
the official United States Pharmacopoeia, official Homeopathic Pharmacopoeia of the
United States, or official National Formulary recognized as intended for use in
: diagnosis, cure, mitigation, treatment, ug%revention of disease in man or other

animals. The court stated that it was wellSrecognized that the legislature may not

-\ delegate its power to make a law but may “make a law to delegate a power to determine
some fact or state of things upon which the law makes, or intends to make, its own
action depend.” Thus, the operation of a statute may depend on a determination of
some fact by a private party. The court also found it important that the party or entity
making the determination was eminently qualified to make the determination and
that the determination was not made in response to a delegation of power, but was
made independently of the statute for another purpose.

T3 All of the characteristics of @ﬁeterminations that the court found perfectly
acceptable apply to the outside determinations upon which this draft relies. Thus,
under this draft, while there may be delegation of fact—finding authority, there is no
delegation of legislative or law—-making‘authority. :

Pamela J. Kahler

Senior Legislative Attorney

Phone: (608) 266—2682

E-mail: pam.kahler@legis.state.wi.us
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1. AsI explained at our meeting on May 14, we normally do not use a definition in a
statutory unit for a word or phrase that is used in the statutory unit only once. That
is the reason in this version of the draft I replaced the word “article” in s. 632.895 (15)
(b) 2. c. with what was its definition. Unfortunately, even though “indication” is used
only once also, its definition cannot easily be used in place of the word. So that
definition remains.

2. One issue that might arise concerning this draft is a possible delegation of legislative
authority in violation of art. IV, sec. 1, of the Wisconsin Constitution. Under the draft,
not the legislature but the federal secretary of health and human services determines
what journals are accepted peer-reviewed journals, the International Committee of
Medical Journal Editors determines requirements for manuscripts, and the American
Hospital Formulary Service Drug Information and United States Pharmacopoeia
Drug Information recognize the effectiveness of a drug, all for purposes of insurance
coverage under the statute created in the draft. In my opinion, none of these
determinations, however, violates the constitution because they are all fact—finding
rather than law-making, which the Wisconsin supreme court found acceptable and not
unconstitutional in State v. Wakeen, 263 Wis. 401 (1953). '

In that case, the definition of “drug” in a Wisconsin criminal statute was based on what
the official United States Pharmacopoeia, official Homeopathic Pharmacopoeia of the
United States, or official National Formulary recognized as intended for use in
diagnosis, cure, mitigation, treatment, or prevention of disease in man or other
animals. The court stated that it was well recognized that the legislature may not
delegate its power to make a low but may “make a law to delegate a power to determine
some fact or state of things upon which the law makes, or intends to make, its own
action depend.” Thus, the operation of a statute may depend on a determination of
some fact by a private party. The court also found it important that the party or entity
making the determination was eminently qualified to make the determination and
that the determination was not made in response to a delegation of power, but was
made independently of the statute for another purpose.

All of the characteristics of determinations that the court found perfectly acceptable
apply to the outside determinations upon which this draft relies. Thus, under this



—9_ LRB-4232/4dn
' PJK:rs&jld:pg

draft, while there may be delegation of fact—finding authority, there is no delegation
- of legislative or law—making authority.

Pamela J. Kahler

Senior Legislative Attorney

Phone: (608) 266-2682

E-mail: pam.kahler@legis.state.wi.us
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AN ACT to amend 40.51 (8), 40.51 (8m), 66.0137 (4), 111.91 (2) (n), 120.13 (2) (g),

185.981 (4t) and 185.983 (1) (intro.); and #o create 609.87 and 632.895 (15) of
the statutes; relating to: required coverage of off-label drugs for the treatment

of cancer.

Analysis by the Legislative Reference Bureau

This bill requires health care plans that provide coverage of prescription
medication to provide coverage of a drug, and services related to administering the
drug, that is prescribed by a licensed physician for treating cancer. In order for the
requirement to apply, however, the drug must be approved by the federal food and

~drug administration for use in treating at least one indication, which is defined in

the bill as the basis for initiating a diagnostic test or treatment for a disease; and
must be recognized as effective for treating the type of cancer for which it is
prescribed in the American Hospital Formulary Service Drug Information, the
official United States Pharmacopeia Drug Information, or at least one published
article that meets uniform requirements for manuscripts submitted to biomedical
journals or that is published in a journal that is specified as accepted peer—reviewed
medical literature by the federal secretary of health and human services under an
existing federal law requirement.

The coverage requirement applies to both individual and group health
insurance policies and plans, including health care plans offered by the state or a
municipality or school district. The coverage may not be subject to any limitations,
exclusions, or cost-sharing provisions that are greater than those that apply
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generally under the policy or plan. The requirement does not apply to limited benefit
plans, such as vision or dental plans, or to policies that cover only certain specified
diseases other than cancer. ,

For further information see the state and local fiscal estimate, which will be
printed as an appendix to this bill.

The people of the state of Wisconsin, represented in senate and assembly, do
enact as follows:

SECTION 1. 40.51 (8) of the statutes is amended to read:

40.51 (8) Every health care coverage plan offered by the state under sub. (6)
shall comply yvith SS. 631.89, 631.90, 631.93 (2), 631.95, 632.72 (2), 632.746 (1) to (8)
and (10), 632.747, 632.748, 632.83, 632.835, 632.85, 632.853, 632.855, 632.87 (3) to
(5), 632.895 (5m) and (8) to (243 (15), and 632.896.

SECTION 2. 40.51 (8m) of the statutes is amended to read:

40.51 (8m) Every health care coverage plan offered by the group insurance
board under sub. (7) shall comply with ss. 631.95, 632.746 (1) to (8) and (10), 632.747,
632.748, 632.83, 632.835, 632.85, 632.853, 632.855, and 632.895 (11) to 34 (15).

SECTION 3.- 66.0137 (4) of the statutes ié amended to read:

66.0137 (4) SELF-INSURED HEALTH PLANS. If a city, including a 1st class city, or
a village provides health care benefits under its home rule power, or if a town
provides health care benefits, to its officers and employees on a self-insured basis,
the self-insured plan shall comply with ss. 49.493 (3) (d), 631.89, 631.90, 631.93 (2),
632.746 (10) (a) 2. ahd (b) 2., 632.747 (3), 632.85, 632.853, 632.855, 632.87 (4) and (5),
632.895 (9) to (14) (15), 632.896, and 767.25 (4m) (d)..

SECTION 4. 111.91 (2) (n) of the statutes is amended to read:

111.91 (2) (n) The provision to employees of the health insurance coverage

required under s. 632.895 (11) to @4) (15).
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SECTION 5. 120.13 (2) (g) of the statutes is amended to read:

120.13 (2) (g) Every self-insured p_Ian under par. (b) shall comply with ss.
49.493 (3) (d), 631.89, 631.90, 631.93 (2), 632.746 (10) (a) 2. and (b) 2., 632.747 (3),
632.85, 632.853, 632.855, 632.87 (4) and (5), 632.895 (9) to (14) (15), 632.896, and
767.25 (4m) (d).

SECTION 6. 185.981 (4t) of the statutes is amended to read:

185.981 (4t) A sickness care plan operated by a cooperative association is
subject to ss. 252.14, 631.17, 631.89, 631.95, 632.72 (2); 632.745 to 632.749, 632.85,
632.853, 632.855, 632.87 (2m), (3), (4), and (5), 632.895 (10) to &4 (15), and 632.897
(10) and chs. 149 and 155.

SECTION 7. 185.983 (1) (intro.) of the statutes is amended to read:

185.983 (1) (intro.) Every such voluntary nonprofit sickness care plan shall be
exempt from chs. 600 to 646, with the exception of ss. 601.04, 601.13, 601.31, 601.41,
601.42, 601.43, 601.44, 601.45, 611.67,v619.04, 628.34 (10), 631.17, 631.89, 631.93,
631.95, 632.72 (2),.632.745 to 632.749, 632.775, 632.79, 632.795, 632.85, 632.853,
632.855, 632.87 (2m), (3), (4), and (5), 632.895 (5) and (9) to (14) (15), 632.896, and
632.897 (10) aﬁd chs. 609, 630, 635, 645, and 646, but the sponsoring association
shall: |

SECTION 8. 609.87 of the statutes is created to read:

609.87 Coverage of certain drugs for cancer treatment. Defined network
plans are subject to s. 632.895 (15).

SECTION 9. 632.895 (15) of the statutes is created to read:

632.895 (15) COVERAGE OF CERTAIN DRUGS FOR CANCER TREATMENT. (a) In this

subsection, “indication” means the basis for initiation of a diagnostic test or a
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BILL ‘ SECTION 9
treatment for a disease, which basis may be derived from a knowledge of the cause,
from symptoms present, or frombthe nature of the disease. -

(b) Except as provided in par. (e), every disability insurance policy, and every
self~insured health plan of the state or a county, city, village, town, or school district,

that provides coverage of prescription medication shall provide coverage of a drug

-that is prescribed by a licensed physician for treating cancer if all of the following

apply:

1. The federal food and drlig administration has approved the drug for use in
treating at least one indication.

2. The drug is recognized as effective for treating the type of caﬁcer for which
it is prescribed in any of the following:

a. The American Hospital Formulary Service Drug Information.

b. The official United States Pharmacopeia Drug Information.

c. At least one article that is published in a journal and that meets the uniform
requirements established by the International Committee of Medical Journal
Editors for manuscripts submitted to biomedical journals or, if not, the journal in
which the article is published is specified as accepted peer-reviewed medical
literature by the federal secretary of health and human services under 42 USC 1395x
(t) (2) (B) (ii) (II).

(c) A disability insurance policy or a self-insured health plan that is required
to provide the coverage under par. (b) shall | also provide coverage for medically
necessary services related to administeriﬁg a drug for which covei'age is required
under par. (b).

(d) The coverage required under pars. (b) and (c) may not be subject to any

limitations, exclusions, or cost-sharing provisions that are greater than those that
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apply generally to prescription medication or s'ervices‘ under the disability insurance
policy or the self-insured health plan.

(e) The coverage requirement under par. (b) does not apply to any of the
following types of health care plans:

1. A disability insurance policy that covers only certain specified diseases other
than cancer.

- 2. Ahealth care plan offered by a limited service health orgénization, as defined
in s. 609.01 (3), or by a preferred provider plan, as defined in s. 609.01 (4), that is ncﬁ:
a defined network planv, as defined in s. 609.01 (1b).

SEcTION 10. Initial applicability.

(1) This act first applies to all of the following:

(a) Except as provided in paragraphs (b) and (c), disability_ insurance policies
that are issued or renewed, and self-insured health plahs that are established, .
extended, modified, or renewed, on the effective date of this pafagraph.

.(b)' Disability insurance policies covering employees who a}ré affected by a
collective bargaining agreement containing provisions inconsistenf with this act
that are issued or renewed on t‘he earlier of the following:

1. The day on which the collective bargaining agreement expires.

2. The day on which the collective bargaining agreément is extended, modified,
or reneWed. |

(c) vSelf—insured health plans covering employees who are affected by a
collective bargaining agreement containing provisions inconsistent with this act
that are established, extended, modified, or renewed on the earlier of the following:

1. The day on which the collective bargaining agreement expires.
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2.. The day on which the collective bargaining agreement is extended, modified,
or renewed.
SEcTION 11. Effective date.
(1) This act takes effect on the first day of the 7th month beginning after
publication.

(END)



