PRINTER S No. 703

THE GENERAL ASSEMBLY OF PENNSYLVANIA

HOUSE BILL
No. 647 %5

| NTRODUCED BY DelLUCA, BEBKO- JONES, BELARDI, BELFANTI, BI SHOP
CAPPABI ANCA, M COHEN, CORRI GAN, COSTA, CURRY, FRANKEL,
FREEMAN, GEORGE, HARHAI, HENNESSEY, JAMES, JOSEPHS, LAUGHLI N
MANDERI NO, M CHLOVI C, OLI VER, ORI E, PISTELLA, READSHAW
SCRI MENTI , SOLOBAY, STABACK, STEELMAN, STURLA, SURRA, Tl GUE
TRAVAGLI O, TRELLO, TRICH, VEON, WALKO, C. W LLI AMS5,
WOINARGCSKI , YEWCI C AND YOUNGBLOOD, FEBRUARY 12, 2001

REFERRED TO COWM TTEE ON | NSURANCE, FEBRUARY 12, 2001

AN ACT

1 Anending the act of May 17, 1921 (P.L.682, No.284), entitled "An

2 act relating to insurance; anending, revising, and

3 consolidating the | aw providing for the incorporation of

4 i nsurance conpani es, and the regul ati on, supervision, and

5 protection of hone and foreign insurance conpani es, LI oyds

6 associ ations, reciprocal and inter-insurance exchanges, and

7 fire insurance rating bureaus, and the regul ati on and

8 supervi sion of insurance carried by such conpani es,

9 associ ations, and exchanges, including insurance carried by
10 the State Workmen' s | nsurance Fund; providing penalties; and
11 repealing existing laws," providing for health insurance
12 coverage for cancer clinical trials costs.

13 The General Assenbly of the Conmonweal th of Pennsyl vani a

14 hereby enacts as foll ows:

15 Section 1. The act of May 17, 1921 (P.L.682, No.284), known
16 as The Insurance Conpany Law of 1921, is anended by adding a

17 section to read:

18 Secti on 631. 1. Rei mbur senent for Cinical Trials.--(a) Any

19 other provision of | aw notw thstandi ng, any individual or group

20 health, sickness and accident insurance policy, group health
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i nsurance plans/policies, and all other forns of

managed/ capi tated care pl ans/policies or subscri ber contract or

certificate i ssued by any entity subject to 40 Pa.C.S. Ch. 61

(relating to hospital plan corporations) or 63 (relating to

pr of essi onal health services plan corporations) or the act of

Decenber 29, 1972 (P.L.1701, No.364), known as the "Health

Mai nt enance Organi zati on Act," the act of Decenber 14, 1992

(P.L.835, No.134), known as the "Fraternal Benefit Societies

Code," or this act providing hospital or nedical/surqical

coverage shall provide coverage for patient costs incurred

during participation in clinical trials for treatnment studi es on

cancer, including ovarian cancer trials, under any such policy,

contract or plan delivered, issued for delivery, or renewed in

this Commonwealth on and after July 1, 1999. The benefits

specified in this section may be provided through a conbi nati on

of policies, contracts, certificates or riders, including nnjor

medi cal contracts.

(b)Y The rei nbursement for patient costs incurred during

participation in clinical trials for treatnent studi es on cancer

shall be deternmined in the sane nanner as rei nbursenent is

deternmined for other nedical and surgqgi cal procedures. Such

coverage shall have durational linmts, dollar limts,

deducti bl es, copaynents and coi nsurance factors that are no | ess

favorabl e than for physical illness generally.

(c) Coverage for patient costs incurred during clinical

trials for treatnent studi es on cancer shall be provided if the

treatnent is being conducted in a Phase |Il, Phase |IlI|l or Phase

IV clinical trial. Such treatnent may, however, be provided on a

case-by-case basis if the treatnment is being provided in a Phase

| clinical trial.
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(d) The treatnent described in subsection (c) shall be

provided by a clinical trial approved by one of the foll ow ng:

(1) The National Cancer |nstitute.

(2) An NClI cooperative group or an NCI center.

(3) The FDA in the formof an investigati onal new drug

appli cati on.

(4) The United States Departnent of Veterans Affairs.

(5) An institutional review board of an institution in this

Commpnweal th that has a nultiple project assurance contract

approved by the Ofice of Protection from Research Ri sks of the

NCI .

(e) The facility and personnel providing the treatnent shal

be capable of doing so by virtue of their experience, training

and experti se.

(f) Coverage under this section shall apply only if:

(1) There is no clearly superior, noninvestigati onal

treatnent alternative.

(2) The available clinical or preclinical data provide a

reasonabl e expectation that the treatnent will be at | east as

effective as the noni nvestigati onal alternative.

(3) The nenber and the physician or health care provider who

provi des services to the nenber under the insurance policy,

subscri ber contract or health care pl an conclude that the

menber's participation in the clinical trial would be

appropri ate, pursuant to procedures established by the insurer,

corporation or health nmai nt enance organi zati on and as di scl osed

in the policy and evi dence of cover age.

(g) This section shall not apply to short-termtravel

accident-only, limted or specified di sease policies or

contracts designed for i ssuance to persons eligible for coverage
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under Title XVIII of the Social Security Act (49 Stat. 620, 42

US.C. § 301 et seqg.), known as Medicare, or any other simlar

coverage under State or governnental plans or to short-term

nonr enewabl e policies of not nore than si x nonths' duration.

(h) Definitions.--As used in this section, the foll owi ng

wor ds and phrases shall have the neani ngs given to themin this

subsecti on:

(1) "Cooperative group" neans a formal network of facilities

that coll aborate on research projects and have an establi shed

Nl H- appr oved peer review programoperating within the group. The

term i ncl udes:

(i) The National Cancer Institute Cinical Cooperative

(ii) The National Cancer Institute Community d i nical

Oncol ogy Program

(2) "FDA" nmeans the United States Food and Drug

Admi ni strati on.

(3) "Menber" neans a policyhol der, subscriber, insured or

certificate holder or a covered dependent of a policyhol der,

subscri ber, insured or certificate hol der

(4) "Multiple project assurance contract" neans a contract

between an instituti on and the Departnent of Heal th and Hunan

Services (DHHS) (20 U.S.C. 8 3508) that defines the rel ati onship

of the institution to the Departnent of Heal th and Hunan

Servi ces and sets out the responsibilities of the institution

and the procedures that will be used by the institution to

pr ot ect hunman subj ects.

(5) "NCI" nmeans the National Cancer |Institute.

(6) "N H' nmeans the National Institutes of Health.

(7) "Patient cost" neans the cost of a nedically necessary
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health care service that is incurred as a result of the

treatnent being provided to the nenber for purposes of a

clinical trial. The term does not incl ude:

(i) The cost of nonhealth care services that a patient nmay

be required to receive as a result of the treatnent being

provi ded for purposes of a clinical trial.

(ii) Costs associated with nmanagi ng the research associ at ed

with the clinical trial.
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(iii) The cost of the investigational drug or device.

10 Section 2. This act shall take effect imediately.
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