PRI OR PRI NTER S NO. 1809 PRINTER S NO. 4336

THE GENERAL ASSEMBLY OF PENNSYLVANIA

HOUSE BILL
No. 1462 %5

| NTRODUCED BY DelLUCA, BI ANCUCCI, COHEN, COSTA, FABRI ZI O
FREEMAN, GEORGE, G BBONS, GRUCELA, HERSHEY, HORNAMAN, JAMES,
JOSEPHS, KENNEY, KIRKLAND, KORTZ, KOTIK, MANN, M GEEHAN
M O BRI EN, PARKER, PASHI NSKI, PETRONE, SABATI NA, S| PTROTH
Mel LVAINE SM TH, TANGRETTI, WALKO, WANSACZ, YOUNGBLOOD,
MAHONEY, M SM TH, SOLOBAY, MELI O, BRENNAN AND WOJNARGCSKI ,
JUNE 5, 2007

AS REPORTED FROM COWM TTEE ON | NSURANCE, HOUSE OF
REPRESENTATI VES, AS AMENDED, SEPTEMBER 17, 2008

© o0 ~N oo o B~ W N

e S S O S
o &~ W N - O

AN ACT

Provi ding for insurance coverage for patient costs associ at ed
with cancer clinical trials.

The General Assenbly of the Conmonweal th of Pennsyl vani a
her eby enacts as foll ows:
Section 1. Short title.

This act shall be known and may be cited as the Cancer
Clinical Trials Act.

Section 2. Definitions.

The foll ow ng words and phrases when used in this act shal
have the neanings given to themin this section unless the
context clearly indicates otherw se:

“"Carrier." An insurance conpany, health service corporation
hospi tal service corporation, nedical service corporation or
heal t h mai nt enance organi zati on authorized to issue health

benefits plans in this Comonweal t h.
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"Cooperative group.” A formal network of facilities that
col | aborates on research projects and that has an established
National Institutes of Health approved peer review program
operating within the group, including the National Cancer
Institute clinical cooperative group and the National Cancer
Institute community clinical oncol ogy program

"Health benefits plan.” A hospital and medi cal expense
i nsurance policy or certificate; health, hospital or nedical
service corporation contract or certificate; or health
mai nt enance organi zati on subscriber contract or certificate
delivered or issued for delivery in this Comonweal th by any
carrier. The termexcludes the follow ng plans, policies or
contracts: accident only, credit, disability, |ong-term care,
coverage for Medicare services pursuant to a contract with the
Federal Governnent, Medicare supplenent, dental only or vision
only, insurance issued as a supplenent to liability insurance,
coverage arising out of a workers' conpensation or simlar |aw,
hospi tal confinenent or other supplenental limted benefit
i nsurance coverage or autonobile nedical paynent insurance.

"Institutional review board.” Any board, commttee or other
group that is both:

(1) Formally designated by an institution to approve the
initiation of and to conduct periodic review of bionedical
research involving human subjects and in which the primry
pur pose of such reviewis to assure the protection of the
rights and welfare of the human subjects and not to review a
clinical trial for scientific merit.

(2) Approved by the National Institutes of Health office
for protection fromresearch risks.

“"Mul tiple project assurance contract."” A contract between an
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institution and the United States Departnent of Health and Human
Services that defines the relationship of the institution to the
United States Departnent of Health and Human Services and that

sets out the responsibilities of the institution and the

procedures that will be used by the institution to protect human
subj ect s.
"Patient." The subscriber, insured or enrollee or the

covered dependent of the subscriber, insured or enroll ee.
n H _ " 1 <L —
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"ROUTI NE CARE COSTS. " PHYSI Cl AN FEES, LABORATORY EXPENSES <—
AND EXPENSES ASSCOCI ATED W TH THE HOSPI TALI ZATI ON, ADM NI STERI NG
OF TREATMENT AND EVALUATI ON OF THE PATI ENT DURI NG THE COURSE OF
TREATMENT WHI CH ARE CONSI STENT W TH USUAL AND CUSTOVARY PATTERNS
AND STANDARDS OF CARE | NCURRED WHENEVER AN ENROLLEE, SUBSCRI BER
OR I NSURED RECEI VES MEDI CAL CARE ASSOCI ATED W TH AN APPROVED
CANCER CLI Nl CAL TRI AL, AND WH CH WOULD BE COVERED | F SUCH | TEM5
AND SERVI CES WERE PROVI DED OTHER THAN | N CONNECTI ON W TH AN
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APPROVED CANCER CLI NI CAL TRI AL.
Section 3. Coverage for clinical cancer trials.

(a) GCeneral rule.--A carrier is not obligated to pay any
costs, other than eevered—patient ROUTI NE CARE costs, that are
directly associated with a cancer clinical trial that is offered
in this Commonweal th and in which the subscriber, insured or
enrol |l ee participates voluntarily. A cancer clinical trial is a
course of treatnment in which all of the follow ng apply:

(1) The treatnent is part of a scientific study of a new
therapy or intervention that is being conducted at an
institution in this Commonweal th, that is for the treatnent,
palliation or prevention of cancer in humans and in which the
scientific study includes all of the follow ng:

(i) Specific goals.

(i1i) A rationale and background for the study.
(iti1) Criteria for patient selection.

(iv) Specific directions for adm nistering the

t herapy and nonitoring patients.

(v) A definition of quantitative nmeasures for

determ ning treatnment response.

(vi) Methods for docunenting and treating adverse
reactions.

(2) The treatnent is being provided as part of a study
bei ng conducted in a Phase I, Phase ||, Phase Ill or Phase |V
cancer clinical trial.

(3) The treatnent is being provided as part of a study
bei ng conducted in accordance with a clinical trial approved
by at | east one of the follow ng:

(i) One of the National Institutes of Health.

(i) A National Institutes of Health cooperative
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and

group or center.

(tii) The United States Food and Drug Adm nistration
in the formof an investigational new drug application.

(iv) The United States Departnment of Defense.

(v) The United States Departnent of Veterans
Affairs.

(vi) A qualified research entity that neets the
criteria established by the National Institutes of Health
for grant eligibility.

(vii) A panel of qualified recognized experts in
clinical research within academ c health institutions in
t hi s Commonweal t h.

(4) The proposed treatnent or study has been revi ewed

approved by an institutional review board of an

institution in this Commpbnweal t h.

t he

(5) The personnel providing the treatnent or conducting
st udy:

(i) Are providing the treatnment or conducting the
study within their scope of practice, experience and
training and are capable of providing the treatnent
because of their experience, training and vol une of
patients treated to naintain experti se.

(ii) Agree to accept reinbursenent as paynent in
full fromthe carrier at the rates that are established
by the carrier and that are not nore than the | evel of
rei mbursenent applicable to other simlar services
provi ded by health care providers with the carrier's
provi der networKk.

(6) There is no clearly superior, noninvestigational

treatnent alternative.

20070H1462B4336 - 5 -



© o0 N oo o A~ wWw N P

N ORNN N RN NN N NN R B P B R R R R R
© O N o U~ W N B O © 0 N 0o o M W N B O

30

(7) The available clinical or preclinical data provide a
reasonabl e expectation that the treatnment will be at |east as
ef fi caci ous as any noni nvestigational alternative.

(b) Liability.--Pursuant to the patient infornmed consent
docunent, no party is liable for damages associated with the
treatment provided during any phase of a cancer clinical trial.

(c) Benefits.--Each health benefits plan delivered or issued
for delivery in this Conmonweal th shall provide benefits under
the plan and those benefits shall not supplant any portion of
the clinical trial that is customarily paid for by governnent,
bi ot echni cal , pharnmaceutical or nedical device industry sources.

(d) Renedy.--This section does not create any private right
or cause of action for or on behalf of any patient against the
carrier. This section provides solely an adm ni strative renedy
for any violation of this section or any related rule.

(e) Deductibles and other cost sharing.--Nothing in this
section prohibits the carrier frominposing deducti bl es,

coi nsurance or other cost sharing neasures in relation to

benefits provided pursuant to this section.

<
Section 4. Applicability.
This act applies to health benefit plans issued or renewed on
or after January 1, 20608 20009. <—

Section 5. Ef fecti ve date.

This act shall take effect inmediately.
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