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A BILL ENTITLED

1 AN ACT concerning
2 Health Insurance - Medical Clinical Trials- Coverage

3 FOR the purpose of requiring certain insurers, nonprofit health service plans, and
4 health maintenance organizations to provide coverage under certain

5 circumstances for certain patient cost incurred as aresult of treatment being
6 provided in aPhase | clinical tria for alife-threatening condition other than
7 cancer; providing for the application of this Act; and generally relating to

8 coverage for patient cost incurred as aresult of a trestment being provided in
9 accordance with aclinical trid.

10 BY repealing and reenacting, with amendments,
11 Article - Insurance

12 Section 15-827

13 Annotated Code of Maryland

14 (1997 Volume and 1998 Supplement)

15 SECTION 1. BEIT ENACTED BY THE GENERAL ASSEMBLY OF
16 MARYLAND, That the Laws of Maryland read asfollows:

17 Article - Insurance

18 15-827.

19 €)) (1) In this section the following words have the meanings indicated.

20 (2 0) "Cooperative group”" means aformal network of facilities that

21 collaborate on research projects and have an established NIH-approved Peer Review
22 Program operating within the group.

23 (i) "Cooperative group" includes:
24 1. the National Cancer Institute Clinical Cooperative Group;
25 2. the National Cancer Institute Community Clinical

26 Oncology Program;
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1 3. the AIDS Clinical Trials Group; and

2 4, the Community Programs for Clinical Research in AIDS.
3 3 "FDA" meansthe federal Food and Drug Administration.

4 4 "Member" means a policyholder, subscriber, insured, or certificate

5 holder or a covered dependent of a policyholder, subscriber, insured, or certificate
6 holder.

7 (5) "Multiple project assurance contract” means a contract between an
8 institution and the federal Department of Health and Human Services that defines

9 therdationship of theingtitution to the federal Department of Health and Human

10 Services and sets out the responsihilities of the ingtitution and the procedures that

11 will be used by the institution to protect human subjects.

12 (6) "NIH" meansthe National Ingtitutes of Health.
13 (7 () "Patient cost" meansthe cost of a medically necessary health

14 care servicethat isincurred asaresult of the treatment being provided to the
15 member for purposes of the clinical trial.

16 (i) "Patient cost" does not include:
17 1 the cost of an investigational drug or device;
18 2. the cost of nonhealth care services that a patient may be

19 required to receive as aresult of the treatment being provided for purposes of the
20 clinical trid;

21 3. costs associated with managing the research associated
22 with theclinical tria; or

23 4, costs that would not be covered under the patient's policy,
24 plan, or contract for noninvestigationa treatments.

25 (b) This section appliesto:

26 (1) insurers and nonprofit health service plansthat provide hospital,
27 medical, surgical, or pharmaceutical benefits to individuals or groups on an

28 expense-incurred basis under a health insurance policy or contract issued or

29 ddlivered in the State; and

30 (2 health maintenance organizations that provide hospital, medical,
31 surgical, or pharmaceutical benefitsto individuals or groups under contracts that are
32 issued or delivered in the State.

33 (© This section does not apply to a palicy, plan, or contract paid for under Title
34 XVIII or Title XIX of the Social Security Act.
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1 (d) A policy, plan, or contract subject to this section shall provide coverage for
2 patient cost to amember inaclinica trial, asaresult of:

3 (1) treatment provided for alife-threatening condition; or
4 (2 prevention, early detection, and treatment studies on cancer.

5 (e The coverage under subsection (d) of this section shall be required if:

6 (@D} () the treatment is being provided or the studies are being

7 conducted in aPhase |, Phase 1, Phase 11, or Phase IV dlinical trial for cancer; or

8 (i) the treatment is being provided in aPHASE |, Phase I1, Phase
9 |1, or Phase IV clinical trial for any other life-threatening condition;

10 2 the treatment is being provided in aclinical trial approved by:

11 () one of the Nationa Ingitutes of Health;

12 (i) an NIH cooperative group or an NIH center;

13 (iii) the FDA in the form of an investigational new drug application;
14 (iv) the federal Department of Veterans Affairs; or

15 (V) an ingtitutional review board of an ingtitution in the state

16 which hasamultiple project assurance contract approved by the Office of Protection
17 from Research Risks of the National Ingtitutions of Health;

18 ©)] the facility and personnel providing the treatment are capable of
19 doing so by virtue of their experience, training, and volume of patientstreated to
20 maintain expertise;

21 4 thereis no clearly superior, noninvestigational trestment alternative;
22 and
23 (5) the available clinical or preclinical data provide areasonable

24 expectation that the treatment will be at least as effective as the noninvestigational
25 dternative.

26 [(F) The coverage under subsection (d) of this section may be provided on a case
27 by case basisif the treatment isbeing provided in a Phase | clinical trial for any
28 life-threatening condition other than cancer.]

29 [(9)] (3] In conjunction with the provisions of subsection (d) of thissection, a
30 palicy, plan, or contract shall provide coverage for patient cost incurred for drugs and

31 devices that have been approved for sale by the FDA whether or not the FDA has

32 approved the drug or device for usein treating the patient's particular condition, to

33 the extent that the drugs or devices are not paid for by the manufacturer, distributor,

34 or provider of that drug or device.



HOUSEBILL 109

1 [(h] (G) (1) An entity seeking coverage for treatment in aclinical trial
2 approved by an inditutional review board under subsection (€)(2)(v) of this section

3 shall post eectronically and keep up-to-date alist of the clinical trials meeting the

4 requirements of subsections (d) and (€) of this section.

5 (2 Thelist shall include, for each clinical trid:

6 (i) the phase for which the trial is approved;

7 (i) the entity approving thetrid;

8 (iii) whether thetrial isfor treatment of cancer or another

9 life-threatening disease and, if not cancer, the particular disease; and
10 (iv) the estimated number of participantsin thetrial.

11 ()] (H) This section may not be construed to affect compliance with § 15-804
12 of this subtitle regarding coverage for off-label use of drugs.

13 SECTION 2. AND BE IT FURTHER ENACTED, That this Act shall apply to all
14 new palicies, contracts, or health benefit plansissued or delivered in the State on or
15 after July 1, 1999, and to therenewal of all policies, contracts, or health benefit plans
16 in effect before that date, except that any policy, contract, or health benefit plan in

17 effect before July 1, 1999, shall comply with the provisions of this Act no later than
18 January 1, 2000.

19 SECTION 3. AND BE IT FURTHER ENACTED, That, subject to Section 2 of
20 this Act, this Act shall take effect July 1, 1999,



