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AMENDMENT TO SENATE BI LL 475

AMENDMENT NO. . Anend Senate Bill 475 on page 3 by
replacing lines 7 through 32 with the foll ow ng:

" Sec. 356z. 4. c i ni cal trials; routine patient care

(a) This Section applies to:

(1) insurers and nonprofit health service plans

t hat provi de hospi tal , medi cal |, surqi cal , or

phar maceuti cal benefits to individuals or groups on an

expense-incurred basis under a health i nsurance policy or

contract issued or delivered in this State;

(2) health mai nt enance or managed care

organi zations that provide hospital, nedical, surgical,

or pharnaceuti cal benefits to individuals or groups

health i nsurance policy or contract issued or delivered

inthis State; and

(3) the State Medical Assistance Program and its

contracted insurers, that provide hospital, nedical

surqgical, or pharnaceutical benefits to i ndi vi dual s

enrolled in the Medi cal Assistance program

(b) This Section does not apply to a policy, plan, or

contract paid for under Title XViII or Title XIX of the

Social Security Act.

(c) Coverage.
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(1) In general. If a group health plan or health

insurance issuer that is providing health insurance

coverage provides coverage to a qualified individual (as

defined in subsection (d), the plan or issuer:

(A) nmay not deny the individual participation

in the clinical trial referred to in subdivision

(d)(2);

(B) subject to subsection (e) nmay not deny (or

limt or inpose additional <conditions on) the

coverage of routine patient costs for itens and

services furnished in connection with participation

in the trial; and

(O may not di scrin nate agai nst t he

i ndi vi dual on t he basi s of the enrollee's

participation in such trial

(2) Coverage of routine patient care costs. For

pur poses of paragraph (1), subject to paragraph (3),

routi ne patient costs include all itens and services

provided in either the experinental or the control arns

of aclinical trial that would be otherwise covered if

not provided in the context of a clinical trial and are

generally available to the qualified individual.

Routi ne patient care costs include:

(A) Conventional care. ltens or services that

are typically provided absent a clinical trial

(B) Admnistrative itens. Iltens or services

required solely f or t he pr ovi si on of t he

i nvesti gati onal item or service (such as the

adm nistration of a non-covered chenptherapeutic

agent), the clinically appropriate nonitoring of the

effects of the itemor service, or the prevention of

conplications; and

(C) Reasonabl e and necessary care. ltens or

services needed for reasonable and necessary care
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arising fromthe provision of an investigational

item or service, including the diagnosis or

treatnent of conplications.

(3) Excl usion. For the purposes of paragraph (1),

routi ne patient care costs do not include the cost of the

tests or nmeasurenents conducted prinarily for the purpose

of the clinical trial involved.

(4) Use of in-network providers. |f one or nore

participating providers is participating in a clinical

trial, nothing in paragraph (1) shall be construed as
preventing a plan or issuer from requiring that, iif a
qualified individual is enrolling on the sane clinical

trial, the qualified individual participate in the trial

through such a participating provider if the provider

will accept the individual as a participant in that sanme

trial. If the patient is to enroll on a trial and no

acceptable in-network provider is participating or if a

participating provider cannot accept new enrollees, then

the patient nmay enroll t hr ough an out - of - net wor k

(d) CQualified i ndi vidual defi ned. For purposes of

subsection (c), the term "qualified individual" neans an

individual who is a participant or beneficiary in a group

health plan, or who is an enrollee wunder health insurance

coverage, and who neets the follow ng conditions:

(1) (A the i ndi vi dual IS eligible to

participate in an approved clinical trial protocol

as defined in subsection (f) of this Section;

(B) the «clinical trial is undertaken for the

pur poses of the prevention, early detection, or

treatnent of cancer or for the treatment of a

serious or life threatening illness; and

(C) the treating facility and personnel have

the expertise and training to provide the treatnent
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and treat a sufficient volune of patients to

mai ntain expertise; and

(2) either:

(A) the referring physician is a participating

health care professional and has concl uded that the

individual's participation in such trial would be

appropriate based upon the individual neeting the

conditions described in paragraph (1):; or

(B) the participant, beneficiary, or enrollee

pr ovi des medi cal and scientific i nformati on

establishing that the individual's participation in

such trial wwuld be appropriate based upon the

individual neeting the conditions described in

par agraph (1).

(e) Paynent.

(1) In general. Under this Section a group health

plan or health insurance issuer shall provide for paynent

for routine patient costs described in subdivision (a)(2)

but is not required to pay for costs of itens and

services that are custonarily provided by the sponsors of

an approved clinical trial.

(2) Paynent rate. In the case of covered itens and

servi ces provided by:

(A a participating provider, the paynent rate

shall be at the agreed upon rate; or

(B) a nonparticipating provider, the paynent

rate shall be at the rate the plan would nornmally

pay for conparabl e services under subparagraph (A).

(f) Approved clinical trial defined.

(1) (A) In general. In this Section, the term

"approved clinical trial" neans a trial approved or

funded (which may include funding through in-kind

contri butions) by one or nore of the foll ow ng:

(i) the National Institutes of Health;
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(ii) the Centers for D sease Control and

Preventi on;

(iii) the Agency for Health Care Research

and Quality;

(iv) the Centers for Medi car e and

Medi cai d Servi ces:

(v) a cooperative group or center of any

of the entities described in clauses (i)

through (iv) or the Departnment of Defense,

Vet er ans Affairs, or Eneragy, including a

qual i fi ed nongover nnent al research entity to

which the National Cancer Institute (NC) has

i ssued a center support grant. In the case of

t he NIH, cooperative groups nust have an

establi shed Nl H approved Peer Review Program

operating within the group. This includes the

NCIl Cdinical Trials Cooperative Goup Program

and t he NC Community dinical Oncol ogy

Program or

(vi) Any of t he foll ow ng i f t he

conditions described in paragraph (2) are net:

(1) the Departnent of Defense (DoD);

(11) the Depar t ment of Vet erans

Affairs (VA);

(111) the Depar t ment of Ener gy

(DoE) ; or

(B) conducted by a qualified nongovernnental

research entity where the study or investigation is

approved by an institutional review board (I RB) that

is reqgistered with the Departnent of Health and

Human Services and is associated with an institution

that has a federal -wi de assurance approved by the

Departnment of Health and Human Services specifying

conpliance with 45 CFR 46; or
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(C a study or investigation conducted under

an investigational new drug application reviewed by

the Food and Drug Adnministration (FDA): or

(D) a study or investigation that is exenpt

from having such an investigational new dr ug

application.

(2) Conditions for departnents. The conditions

described in this paragraph, for a study or investigation

conduct ed by a Departnent, are that the study or

i nvestigati on has been reviewed and approved through a

system of peer review that the appropriate Secretary

det er m nes:

(A) to be conparable to the system of peer

review of studies and investigations used by the

National Institutes of Health; and

(B) assures unbiased review of the highest

et hi cal standards by an institutional review board

(1RB) or other body that neets the standards laid

out by 45 CFR 46 or 21 CFR 50 and 21 CFR 56.

(g) Coverage for approved and non-approved drugs and

devi ces. Coverage by this Section shall include coverage for

patient cost incurred for drugs and devices that have been

approved by the Food and Drug Adm ni strati on (FDA) whet her or

not the FDA has approved the drug or device for use in

treating the patient's particular condition, to the extent

t hat t he drugs or devices are not paid for by the

manuf act urer, di stri butor, or provider of that drug or

device. This shall include coverage for reasonable and

medi cally necessary services needed to adninister the drug or

devi ce under evaluation in the clinical trial

(h) Construction. Nothing in this Section shall be

construed to limt a plan's or issuer's coverage with respect

to clinical trials.

(i) An entity seeki ng cover age f or treat nent,
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prevention, or early detection in aclinical trial approved

by an institutional review board under subdivision (f)(1)(B)

of this Section shall maintain and post electronically a list

of the «clinical trials meeti ng t he requi renents of

subsections (b)) and (c) of this Section. This list shal

i nclude: the phase for which the clinical trial is approved;

the entity approving the trial; whether the trial is for the

treatment of cancer or other serious or life threatening

disease, and if not cancer, the particul ar disease; and the

nunber of participants in the trial. If the electronic

posting is not practical, the entity seeki ng coverage shal

periodically provide payers and providers in the state with a

witten list of trials providing the information required in

this Section.

(j]) On or before June 1 of each year, each insurer

nonprofit health service plan, health nmai ntenance and nmanaged

care organi zation subject to the requirenents of this Section

shal | submt to the Director, in a form the Director

requires, a report on its coverage of clinical trials during

the previous vyear. The Director shall conpi |l e an annual

summary report based on the information provided under this

subsecti on and provide copies to the Speaker of the House and

President of the Senate. The Director shall nake copies of

the report available to nenbers of the general public upon

request and at a reasonable charge for copyi ng and postage."

and

by deleting all of page 4; and

on page 5 by deleting lines 1 through 27.
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