HOUSE OF REPRESENTATIVES

KENTUCKY GENERAL ASSEMBLY AMENDMENT FORM

1998 REGULAR SESSION

Amend printed copy of HB 618/HCS

After the enacting clause, by deleting all text on page 1, line 1 through page 2, line 10 and inserting in lieu thereof:

"SECTION 1.  A NEW SECTION OF SUBTITLE 17A OF KRS CHAPTER 304 IS CREATED TO READ AS FOLLOWS:

(1)
For the purposes of this section, "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 professional 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 requirements 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.
(2)
No health benefit plan issued or renewed on or after the effective date of this Act shall exclude coverage of any cancer drug for a particular indication on the grounds that the drug has not been approved by the Federal Food and Drug Administration for that indication, if the drug has been prescribed for a member or a member's dependent covered by the plan who has been diagnosed with cancer and is recognized as safe and effective for the treatment of the indication in the official compendium or in the medical literature.
(3)
Any coverage of a cancer drug required by this section shall also include medically necessary services associated with the administration of this drug.

(4)
This section shall not be construed to alter any existing law that limits the coverage of drugs that have not been approved by the Federal Food and Drug Administration.

(5)
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 contraindicated.

(6)
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.

(7)
This section shall not be construed to require a health maintenance organization as defined by KRS Chapter 304.38-030 to cover any drug required by this section:

(a)
When the drug is dispensed by a provider who does not have a contract with the health maintenance organization; or

(b)
When the drug is not included in the drug formulary of the health maintenance organization for any reason other than the exclusion prohibited by subsection (2) of this section.

(8)
The commissioner of the Department of Insurance shall create a panel of five (5) medical experts to review off-label uses not included in any of the official compendia or in the medical literature and to advise the commissioner whether a particular off-label use is medically appropriate. The meetings of the panel shall comply with the open meetings provisions of KRS Chapter 61. The panel shall make recommendations to the commissioner from time to time and whenever there is a particular dispute about payment under this section for the off-label drug use. The five (5) member panel appointed by the commissioner shall include:
(a)
Three (3) medical oncologists recommended by the Kentucky Medical Association; and

(b)
Two (2) physicians recommended by the Kentucky Medical Association.

(9)
The commissioner shall have the authority to direct any person or agency which issues an insurance policy to make payments required by this section.".
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