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THE GENERAL ASSEMBLY OF PENNSYLVANIA
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AN ACT

Providing for health care coverage for the treatnent of people
wi th bl eedi ng di sorders.

The General Assenbly of the Conmonweal th of Pennsyl vani a
her eby enacts as foll ows:
Section 1. Short title.

This act shall be known and may be cited as the Henophilia
Heal th Care Act.
Section 2. Purpose.

(a) Bleeding disorder.--Henophilia is a rare, hereditary
bl eedi ng di sorder affecting at least 1,700 individuals in this
Commonweal th. It is a chronic, lifelong, incurable disease.
Until the 1970s, persons afflicted with severe henophilia
suffered fromuncontroll able internal bleeding, crippling
orthopedic deformties and a shortened |ifespan. Mving forward,
the scientific discovery of highly purified blood clotting
factors has enabl ed nost persons with henmophilia the opportunity

to lead normal lives, free of pain and crippling arthritis. The
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bl ood clotting factors are expensive and nust be injected
i ntravenously several tines per week, but this nmedicine can be
adm nistered in the patient's hone, the preferred nmethod of
treatment. In addition to clotting factor, patients require
expert, specialized nmedical care at a regional henophilia
treatment center based in a hospital

(b) Costs.--Due to the high cost of treatnent for henophilia
and the generally escal ating costs of nedical care nationw de,
health insurers have attenpted to contain costs wherever
possible. In recent years the cost contai nnent objective has
focused on rationing access to nedical care for patients with
hemophilia. Initially, rationing nedical care by various nethods
m ght reduce the cost of providing care for these patients;
however, rationing and limting care in the short term
eventual ly | eads to higher nedical costs, nore frequent
hospitalizations and a lower quality of |life for patients. In
the treatnment of henophilia, limting medical care |leads to
hi gher nedi cal costs, not savings. This is the consensus of
treating physicians, the Centers for Di sease Control and
Prevention (CDC) and the Medical and Scientific Advisory Counci
(MASAC) of the National Henophilia Foundation

(c) Preservation of coverage.--The purpose of this act is to
preserve access to a full range of essential, |ifesaving nedical
care so that patients with severe bl eeding disorders can remain
heal t hy, productive citizens of this Commonweal t h.
Section 3. Definitions.

The foll ow ng words and phrases when used in this act shal
have the neanings given to themin this section unless the
context clearly indicates otherw se:

"340B Program " An outpatient pharmacy |icensed by the
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1 Commonweal th to di spense blood clotting products and which is

2 conditionally or fully designated as a covered entity under the
3 Veterans Health Care Act of 1992 (Public Law 102-585, 106 Stat.
4 4943), which enacted section 340B of the Public Health Service
5 Act (58 Stat. 682, 42 U S.C. § 201 et seq.).

6 "Anci |l lary infusion equi pnent and supplies.” The equi pnment

7 and supplies required to infuse a blood clotting product into a
8 human vein, including, but not limted to, syringes, needles,

9 sterile gauze and al cohol swabs, tourniquets, nedical tape,

10 sharps or equival ent biohazard waste containers and cold

11 conpression packs.

12 "Bl eeding disorder.” A nedical condition characterized by a
13 severe deficiency or absence of one or nore essential bl ood

14 clotting proteins in the human bl ood, often called "factors,"

15 including all fornms of henophilia, von WII|ebrand D sease and
16 other bl eeding disorders which result in uncontroll able bl eedi ng
17 or abnormal bl ood clotting.

18 "Blood clotting product.” An intravenously adm nistered

19 nedicine manufactured from human plasma or reconbi nant
20 biotechnol ogy techni ques, approved for distribution by the
21 United States Food and Drug Adm nistration and which is used for
22 the treatnment and prevention of synptons associated with
23 bl eeding disorders. Blood clotting products include, but are not
24 limted to, Factor VI, Factor Vlila, Factor VIIl and Factor |X
25 products, von WI Il ebrand Factor products, bypass products for
26 patients with inhibitors and activated prothronbin conpl ex
27 concentrates.
28 "Clinical laboratory.” A hospital-based |aboratory
29 affiliated with a State-recogni zed henmophilia programwhich is

30 able to diagnose bl eeding di sorders and perform specialized
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coagul ation studies of human bl ood for patients with bl eeding
di sorders.
"Contract.” A witten docunent that provides health care
coverage and health care benefits for a covered person.
"Covered person.”™ An individual who is entitled to receive
health care benefits or coverage froma health care insurer
"Departnment."” The Departnent of Health of the Conmonwealt h.
"Drug formulary.” A schedul e of prescription drugs,
i ncludi ng bl ood clotting products, approved for use by a health
care insurer or its agent, which will be covered and di spensed
t hrough partici pati ng pharnmaci es.
"FDA." The United States Food and Drug Adm ni stration.
"Ful | -service hone care provider." A seller and provider of
bl ood clotting products, ancillary infusion equi pnent, hone
nursi ng services and patient assistance for the managenent of
bl eedi ng di sorders in the home setting.
"Health care insurer.” A person, corporation, agency of the
Commonweal th or other entity that offers adm nistrative,
i ndemmity or paynent services for health care in exchange for a
prem um or service charge under a program of health care
services or as a governnent-adm ni stered nedi cal assistance
program i ncl udi ng:

(1) An insurance conpany, association or exchange with a
certificate of authority to issue health insurance policies
in this Comopnweal th under sections 616 through 630 of the
act of May 17, 1921 (P.L.682, No.284), known as The | nsurance
Conmpany Law of 1921.

(2) A hospital plan corporation as defined in 40 Pa.C. S.
Ch. 61 (relating to hospital plan corporations).

(3) A professional health services plan corporation as
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defined in 40 Pa.C.S. Ch. 63 (relating to professional health
services plan corporations).

(4) A health maintenance organi zati on.

(5) A preferred provider organi zati on.

(6) A nmanaged care organi zati on.

(7) A fraternal benefit society.

(8) A beneficial society.

(9) A fully insured enpl oyee health and wel fare benefits
plan and its third-party adm ni strator

(10) The Departnent of Public Welfare, including, but
not limted to, prograns authorized under 55 Pa. Code

(relating to public welfare).

"Henophilia.” A human bl eedi ng di sorder caused by a
heredi tary deficiency of the Factor VIII, Factor |IX or Factor Xl
bl ood clotting protein in human bl ood.

"Honme nursing services." Specialized nursing care provided
in the hone setting to assist a patient in the reconstitution
and adm nistration of blood clotting products.

"I nvasive uterine surgical procedure.” Any procedure
performed by a physician licensed in this Commonweal t h that
i nvolves the insertion of a surgical instrument into the human
uterus, including, but not limted to, the perfornmance of a
hysterectony or uterine ablation.

"Menorrhagia.” Excessive uterine bleeding occurring at the
regular intervals of nmenstruation, the period of flow being of
greater than usual duration

"Participating |laboratory.” A clinical |aboratory or the
affiliated hospital that enters into an agreenent with a health
care insurer to provide services to covered persons wth

bl eedi ng di sorders.
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"Participating provider.” An entity that enters into an
agreenent with a health care insurer to serve as a provider to
i ndi vidual s with bl eedi ng di sorders.

"Provider." A full-service hone care provider, mail-order
pharmacy, 340B Program hospital or other dispensing pharmnmacy
that is |icensed by the Comonweal th to di spense bl ood clotting
products, ancillary infusion equipnent and, in the case of full-
service hone care providers, home nursing services.

"State-recogni zed henmophilia program” Facilities for the
treatment of bl eeding disorders that receive funding fromthe
Commonweal th as part of the Henophilia Program adm ni stered by
the Division of Child and Adult Health Services in the
Depart ment of Health.

"Von Wl ebrand D sease.” A human bl eedi ng di sorder caused
by a hereditary deficiency or abnornmality of the von WI I ebrand
factor in human bl ood.

Section 4. General coverage provisions.

(a) GCeneral provisions.--A health care insurer which issues
a health insurance policy or contract or offers a managed care
pl an shall provide benefits and health care services for
i npatient care, outpatient care and the hone treatnent of
bl eedi ng di sorders.

(b) Products.--Every provider shall supply blood clotting
products as prescribed by the covered person's treating
physi ci an and not nake any substitutions of blood clotting
products without the prior approval of the treating physician.

(c) Paynents.--A health care insurer shall provide paynent
for all FDA-approved brands of blood clotting products in
mul ti pl e assay ranges (low, medium and high, as applicable),

i ncl udi ng products manufactured from human plasma and those

20050H1705B2234 - 6 -



© o0 N oo o A~ wWw N P

N ORNN N RN NN N NN R B P B R R R R R
© O N o U~ W N B O © 0 N 0o o M W N B O

30

manuf actured wi th reconbi nant bi ot echnol ogy t echni ques.

(d) Drug formulary.--1f a health care insurer has a drug
formul ary, all FDA-approved bl ood clotting products shall be
included in the formulary.

(e) Ancillary infusion equipnent.--Wen dispensing bl ood
clotting products to individuals with bleeding disorders in this
Commonweal th, all providers shall supply ancillary infusion
equi pnent sufficient to prepare and infuse the quantity of bl ood
clotting product being di spensed.

Section 5. Full-service hone care providers and ot her
provi ders.

(a) Choice to providers.--A health care insurer shal
provide to a covered person a choice of at least three full-
service hone care providers who denonstrate full conpliance with
this act.

(b) Participating provider.--Each full-service honme care
provider in subsection (a) shall be a participating provider in
the health care insurer's network.

(c) Paynents.--Al paynment requests for blood clotting
products, ancillary infusion equi pment and home nursing services
submtted by full-service hone health care providers who conply
with this act shall be accepted for paynent by a health care
i nsurer.

(d) Requirenents.--Each full-service hone care provider
shal | :

(1) Supply blood clotting products and hone nursing
services as prescribed by the covered person's treating
physi ci an and not nmake any substitutions of blood clotting
products without the prior approval of the treating

physi ci an.
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(2) Supply all FDA-approved brands of blood clotting
products in mulitiple assay ranges (low, medium and high, as
appl i cabl e), including products manufactured from human
pl asma and t hose manufactured w th reconbi nant bi ot echnol ogy
t echni ques.

(3) Supply all needed ancillary infusion equi prment and
suppl i es.

(4) Provide directly or through a reliable third-party
agency home nursing services, whenever such services are
prescri bed by the treating physician.

(5) Upon receiving a prescription, ship the prescribed
bl ood clotting products and ancillary infusion equipnment to
the covered person within three business days or |ess.

(6) Provide a pharmacist on call, available at all tines
to fill prescriptions for blood clotting products.

(7) Provide appropriate and necessary recordkeepi ng and
docunent ati on.

(8) Provide assistance for covered persons in obtaining
third-party rei nbursenent.

(9) Provide expedited patient notification of recalls
and wi thdrawal s of blood clotting products and ancillary
i nfusi on equi pnent.

(10) Provide sharps containers for the renoval and
di sposal of nedical waste.

(11) Provide covered persons with a witten copy of the
health care insurer's policy for the discontinuation of
services related to a | oss of coverage.

(12) Provide covered persons, upon request, wth
i nformati on about the expected costs for nedications and

services that are not otherwi se paid for by the health care
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i nsurer.

(e) Optional coverage.--In addition to the full-service hone
care providers required in subsection (b), a health care insurer
may offer to a covered person a choice of additional providers:

(1) Providers of blood clotting products authorized by
health care insurers pursuant to this subsection may, but are

not required to, conply with subsection (d)(1) through (12).

(2) Al paynent requests for blood clotting products,
ancillary infusion equi pmrent and home nursing services
submtted by providers and authorized by health care insurers
pursuant to this subsection shall be accepted for paynent by

a health care insurer

(f) VList of providers.--The departnment shall conpile and
distribute to health care insurers and covered persons, upon
request, a list of full-service home care providers who conply
with this act.

Section 6. State-recogni zed henophilia prograns.

(a) Paynment for services.--A health care insurer that issues
a health insurance policy or contract or offers a managed care
pl an shal|l provide paynent for all patient services, including
physician's fees, provided to a covered person at a State-
recogni zed henophilia program

(b) dinical |aboratory.--A health care insurer shal
provi de paynent for services provided by the clinical |aboratory
at a hospital with a State-recogni zed henmophilia program when a
covered person's treating physician determ nes that the use of
the hospital's clinical |aboratory is necessary for the
screeni ng, diagnosis, provisional diagnosis and treatnent of
bl eedi ng di sorders or suspected bl eedi ng di sorders or when:

(1) the results of |aboratory tests are nedically
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necessary inmediately or earlier than the normal return tine

of results fromthe health care insurer's participating

| abor at ori es;

(2) accurate test results nust be determ ned by closely
supervi sed veni puncture procedures and | aboratory techni ques
in a controlled environnent which cannot be achi eved by the
health care insurer's participating |aboratories; or

(3) accurate, consistent or tinely results cannot be
achi eved by the health care insurer's participating
| aboratories, in the opinion of the patient's treating
physi ci an.

(c) Rate of paynent.--A health care insurer shall provide
paynment for services provided by the clinical |aboratory
according to the usual and customary fee schedule, but no | ess
than the rate of paynent provided to the | aboratory by the
Centers for Medicare and Medicaid Services for simlar
pr ocedur es.

(d) Right of review --A health care insurer, or its
desi gnee, shall retain the right to review all services provided
to a covered person pursuant to this section for nedica
necessity, except that a covered person's treating physician
shall be the final arbiter for determ ning nedical necessity in
situations where the treating physician deens the circunstances
to be urgent.

Section 7. Medical screening for von Wl |l ebrand D sease and
ot her bl eedi ng di sorders.

(a) Required screening.--Any physician licensed in this
Commonweal th to provide obstetrical and gynecol ogi cal services
shall order a nedical screening for von WI | ebrand D sease and

ot her bl eedi ng disorders prior to advising an individual that an
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1 invasive uterine surgical procedure is the nost appropriate

2 treatnent for nenorrhagia.

3 (b) Place of screening.--The nedical screening referenced in
4 subsection (a) shall be perfornmed at a clinical |aboratory

5 associated with a State-recogni zed henophilia program

6 (c) Coverage for screening.--All health care insurers shal
7 provide full coverage for the medical screening required under
8 subsection (a).

9 Section 8. Regulations.

10 The departnent may adopt regulations to carry out the

11 provisions of this act.

12 Section 9. Contingency.

13 This act shall not be contingent upon the enactnent of any
14 other law or regulation.

15 Section 10. Applicability.

16 Al'l health care insurers shall conply with the provisions of
17 this act.

18 Section 11. Effective date.

19 This act shall take effect in 60 days.
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