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Printer's No. PN2133 to Printer's No. PN3198 -- An Act amending the act of May 17, 1921 (P.L.682, N0.284), known as
The Insurance Company Law of 1921, in casualty insurance, providing for coverage for biomarker testing.
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1754 2023 | NTRODUCED BY MULLINS, CUTLER, STURLA, STENDER, DONAHUE, BURGOS, MADDEN, FREEMAN, BOROMSKI ,
SANCHEZ, CERRATO, HOGAN, G LLEN, E.

NELSON, FRI TZ, MARSHALL, SCHEMEL, SHUSTERMAN, FRANKEL, FRIEL, KRAJEWSKI, ORTI TAY, HADDOCK, ABNEY, A.
BROWN, RYNCAVAGE, DALEY, PICKETT, KUZNMA, DAVANZO, STAATS, WEBSTER, BRENNAN, O MARA, HOWARD, LEADBETER,
MARCELL, PIELLI, TAKAC, HANBI DGE AND BERNSTI NE, OCTOBER 16, 2023 AS REPRESENTATI VES, AS AMENDED, JUNE 3
2024SE_OF AN ACT Anending the act of May 17, 1921 (P.L.682, No.284), entitled "An act relating to
insurance;

Coverage for Biomarker Testing.--(a) An <-- insurer or nedical assistance or Children's Health |nsurance
Program managed care plan that anends, delivers or renews a health insurance policy or an agreement wth
the Departnent of Human Services on or after January 1, 2024, shall include bionmarker testing as a
covered benefit.

(d) If prior authorization is required for biomarker testing, an insurer or nedical assistance or
Children's Health Insurance Program nanaged care plan shall approve or deny a prior authorization
request and notify the enrollee, the 20230HB1754PN3198 - 2 - enrollee's health care provider and any
entity requesting authorization of the service within 72 hours for nonurgent requests or within 24 hours
for urgent requests.

20230HB1754PN2133——2_._(e) The patient and prescribing practitioner shall have access to clear, readily
accessi bl e and conveni ent processes to request an exception to a coverage policy or an adverse
utilization review determ nation of a health insurer, nonprofit health service plan and health

mai nt enance organi zati on.

20230HB1754PN3198 - 3 - (5) The nunber of exception requests by exception that were initially denied and
then appeal ed.

(6) The nunber of exception requests by exception that were 20230HB1754PN2133 .3 . jnitially denied and
then subsequently reversed by internal appeals or external reviews.

These statenments should be ained at specific clinical circunstances and base the statenents on the best
avai |l abl e evidence for the purpose of optimzing the 20230HB1754PN3198 - 4 - outcomes of clinical care.
"Covered benefit." A health care service as specified in the ternms of a health insurance policy or an
agreenment with the 20230HB1754RPN2133—.4—._Departnment of Human Servi ces.

20230HB1754PN3198 - 5 - (2) The act of Decenber 29, 1972 (P.L.1701, No.364), known as the Health

Mai nt enance Organi zation Act.

61 (relating to hospital plan 20230HB1/54RN2133—5———CoOrporations).

(2) For health insurance policies for which neither rates nor forns are required to be filed with the
Federal Governnent or the Insurance Departnent, the addition of 20230HB1754PN3198 - 6 - section 635.9 of
the act shall apply to any policy issued or renewed on or after 120 days after the effective date of
this section.

20230HB1454PN2133———6——Secti on 3.

20230HB1754PN2133SECTI ON ~635. 9. —F—

COVERAGE FOR Bl OVARKER TESTING --(A) AN <-- | NSURER THAT OFFERS, |SSUES OR RENEWS A HEALTH | NSURANCE
POLICY IN TH S COWONWEALTH SHALL | NCLUDE BI OVARKER TESTI NG AS A COVERED BENEFI T.

THE FOLLOAN NG SHALL APPLY:

(1) AN INSURER S COVERAGE FOR BI OVARKER TESTI NG SHALL BE REQUI RED FOR THE PURPOSES OF DI AGNCSI S,
TREATMENT, APPROPRI ATE MANAGEMENT OR ONGO NG MONI TORI NG OF A COVERED PERSON S DI SEASE OR CONDI TION TO
GUI DE_TREATMENT DECI SIONS FOR THE COVERED PERSON.

Bl OVARKER TESTI NG COVERED UNDER THI S SUBSECTI ON SHALL BE SUBJECT TO

(1) ARTICLE XXI OF THI S ACT.

(11) APPL|ICABLE FEDERAL LAWS AND REGULATI ONS.

(111) APPLICABLE LAWS AND REGULATI ONS OF THI S COVIVONWEALTH.

(1V) THE TERVS AND CONDI TI ONS OF A HEALTH | NSURANCE POLI CY, | NCLUDI NG DETERM NATI ONS OF MEDI CAL




NECESSI TY AND CLI NI CAL REVI EW CRITERIA USED FOR UTI LI ZATI ON REVI EW OF HEALTH CARE SERVI CES ALONG W TH
COPAYMENT, DEDUCTI BLE AND COl NSURANCE PROVI SI ONS.

(2) COVERAGE FOR Bl OVARKER TESTI NG SHALL BE ADM NI STERED IN A SIM LAR MANNER TO OTHER HEALTH CARE
SERVI CES PROVI DED FOR UNDER THE TERMS AND CONDI TI ONS OF A HEALTH | NSURANCE POLI CY.

(3) NOTHING I N THI S SUBSECTI ON SHALL BE CONSTRUED AS REQUI RI NG AN | NSURER TO COVER Bl OVARKER TESTI NG FOR
THE PURPOSE OF SCREEN NG BEYOND THE BRCA- RELATED SCREENI NGS REQUI RED UNDER SECTI ON 633. 1.

(B) SUBJECT TO FEDERAL APPROVAL, AS NECESSARY, A MEDI CAL 20230HB1754PN3198 - 7 - ASSI STANCE OR
CH LDREN S HEALTH | NSURANCE PROGRAM MANAGED CARE PLAN SHALL PROVI DE COVERAGE OF Bl OVARKER TESTI NG

THE FOLLON NG SHALL APPLY:

(1) A MEDI CAL ASSI STANCE OR CHI LDREN S HEALTH | NSURANCE PROGRAM MANAGED CARE PLAN S COVERAGE FOR

Bl OVARKER TESTI NG UNDER THI S SUBSECTI ON SHALL BE SUBJECT TO

(1) ARTICLE XXI OF THI S ACT.

(11) APPLICABLE FEDERAL LAWS AND REGULATI ONS.

(111) APPLICABLE LAWS AND REGULATI ONS OF THI S COVIVONWEALTH.

(1V) THE TERVS AND CONDI TI ONS OF AN AGREEMENT W TH THE DEPARTMENT OF HUMAN SERVI CES, | NCLUDI NG

DETERM NATI ONS OF MEDI CAL NECESSI TY AND CLI NI CAL REVI EW CRI TERIA USED FOR UTI LI ZATI ON REVI EW OF HEALTH
CARE SERVI CES ALONG W TH COPAYMENT, DEDUCTI BLE AND CO NSURANCE PROVI SI ONS.

(2) COVERAGE FOR Bl OVARKER TESTI NG SHALL BE ADM NI STERED IN A SIM LAR MANNER TO OTHER HEALTH CARE

SERVI CES PROVI DED UNDER THE TERMS AND CONDI TI ONS OF AN AGREEMENT W TH THE DEPARTMVENT OF HUMAN SERVI CES.
(3) NOTHING IN THI S SUBSECTI ON SHALL BE CONSTRUED AS REQUI RING A MEDI CAL ASSI STANCE OR CHILDREN S HEALTH
| NSURANCE PROGRAM MVANAGED CARE PLAN TO COVER Bl OVARKER TESTI NG FOR THE PURPOSE OF SCREENI NG

(C) THE TERMS IN THI S SECTION SHALL BE G VEN THE SAME DEFI NI TI ONS AS THE TERMS DEFI NED PURSUANT TO
SECTI ON 2102 UNLESS OTHERW SE NOTED.

AS USED IN THI S SECTION, THE FOLLOW NG WORDS AND PHRASES SHALL HAVE THE MEANINGS G VEN TO THEM IN TH' S
SUBSECTI ON UNLESS THE CONTEXT CLEARLY | NDI CATES OTHERW SE:

"AGREEMENT W TH THE DEPARTMVENT OF HUMAN SERVI CES. " AN AGREEMENT BETWEEN A MEDI CAL ASSI STANCE OR

CH LDREN S HEALTH | NSURANCE PROGRAM MANAGED CARE PLAN AND THE DEPARTMVENT OF HUMAN 20230HB1754PN3198 - 8
-_SERVI CES.

"Bl OVMARKER. " A DEFI NED CHARACTERI STI C THAT 1S MEASURED AS AN | NDI CATOR OF NORVAL Bl OLOGJ CAL PROCESSES,
PATHOGENI C PROCESSES OR RESPONSES TO AN EXPOSURE OR | NTERVENTI ON. | NCLUDI NG THERAPEUTI C | NTERVENTI ONS.

MOLECULAR, HI STOLOG C._RADI OLOG C OR PHYSI OLOG C CHARACTERI STI CS ARE TYPES OF Bl OVARKERS.
A Bl OVARKER | S NOT AN ASSESSMENT OF HOW A COVERED PERSON OR ENROLLEE FEELS, FUNCTI ONS OR SURVI VES.

"Bl OVMARKER TESTING " THE ANALYSIS OF A COVERED PERSON OR ENROLLEE' S TI SSUE, BLOOD OR OTHER BI OSPECI MEN
FOR THE PRESENCE OF A Bl OVARKER.

Bl OVARKER TESTI NG I NCLUDES, BUT IS NOT LIMTED TO_SINGLE- ANALYTE TESTS AND MULTI - PLEX PANELS PERFORMED
AT A PARTI Cl PATI NG | N- NETWORK LABORATORY THAT IS CLIA CERTIFI ED BY THE FEDERAL FOOD AND DRUG

ADM NI STRATI ON.

"MEDI CAL ASSI STANCE" OR "CHI LDREN S HEALTH | NSURANCE PROGRAM MANAGED CARE PLAN." A HEALTH CARE PLAN THAT
USES A GATEKEEPER TO MANAGE THE UTI LI ZATI ON OF HEALTH CARE SERVI CES, | NCLUDI NG Bl OVARKER TESTI BY
MEDI CAL_ASSI STANCE OR CHI LDREN S HEALTH | NSURANCE PROGRAM ENROLLEES AND | NTEGRATES THE FI NANCI NG AND
DELI VERY OF HEALTH CARE SERVI CES, | NCLUDI NG Bl OVARKER TESTI NG

"SCREENI NG " A MEDI CAL PROCEDURE OR TEST FOR A COVERED PERSON OR ENROLLEE WHO HAS YET TO DI SPLAY
SYMPTOVS OF A PARTI CULAR DI SEASE OR CONDI TI ON FOR THE PURPOSE OF DETERM NI NG THEIR LI KELI HOOD OF HAVI NG
THE DI SEASE OR CONDI TI ON.

SECTI ON 2.

TH S ACT SHALL APPLY AS FOLLOWS:

(1) FOR HEALTH I NSURANCE POLI CI ES FOR WHI CH EI THER RATES OR FORMS ARE REQUI RED TO BE FILED WTH THE
FEDERAL GOVERNVMVENT OR THE | NSURANCE DEPARTMENT, THE ADDI TI ON OF SECTI ON 635. 9(A) OF THE ACT SHALL APPLY
TO ANY POLICY FOR WHICH A FORM OR RATE | S FIRST FILED ON OR AFTER THE EFFECTI VE DATE OF TH S
20230HB1754PN3198 - 9 - SECTI ON.

(2) FOR HEALTH | NSURANCE POLICI ES FOR WHI CH NEI THER RATES NOR FORMS ARE REQUIRED TO BE FILED W TH THE
FEDERAL GOVERNMENT OR THE | NSURANCE DEPARTMENT, THE ADDI TI ON OF SECTI ON 635.9(A) OF THE ACT SHALL APPLY
TO ANY POLI CY | SSUED OR RENEWED ON OR AFTER 120 DAYS AFTER THE EFFECTIVE DATE OF THI S SECTI ON.

(3) FOR MEDI CAL ASSI STANCE AND CHI LDREN S HEALTH | NSURANCE PROGRAM MANAGED CARE PLANS, THE ADDI TI ON OF
SECTI ON 635.9(B) SHALL APPLY BEG NNI NG JANUARY 1, 2026.

SECTI ON 3.

TH S ACT SHALL TAKE EFFECT I N 180 DAYS.

20230HB1754PN3198 - 10 -
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