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RECOVMENDED ORDER

Robert E. Meal e, Administrative Law Judge of the Division
of Admi ni strative Hearings, conducted the final hearing by
vi deoconference in Tall ahassee and Mam , Florida, on January 24
and 25, 2002.
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For Petitioner: Anthony L. Conticello, Senior Attorney
Agency for Health Care Adm nistration
2727 Mahan Drive, Suite 3431
Fort Knox Building II1
Tal | ahassee, Florida 32308

For Respondent: Louise T. Jerosl ow
Law O fices of Louise T. Jeroslow
6075 Sunset Drive, Suite 201
Mam, Florida 33143

STATEMENT OF THE | SSUES

The i ssues are whether Petitioner has overpai d Respondent
for nmedical services for which he has obtai ned rei nbursenent

under the Medicaid programand, if so, by how nuch.



PRELI M NARY STATEMENT

By letter dated July 31, 2001, Petitioner notified
Respondent that it had reviewed his Medicaid clains for
speci fied procedures from January 1, 1996, through August 19,
2000, and determ ned that Petitioner had overpai d Respondent
$75,387.91 for clains arising from"off-1abel" use of inmune
globulin and interl eukin 2.

By Request for Formal Administrative Hearing filed
Septenber 24, 2001, with Petitioner, Respondent denied the
mat eri al allegations and requested a fornal hearing.

At the hearing, Petitioner stipulated that it would reduce
its overpaynment claimby the total of five itens |listed on page
two of Petitioner Exhibit 27. These itens, bearing a date of
service of March 14, 1997, state ampunts paid of $9.04, $22.41,
$22.42, $1224.00, and $10.00, for a total of $1287.87. Thus,
the total alleged overpaynment is now $74, 100. 04.

At the hearing, Petitioner called three w tnesses and
offered into evidence 24 exhibits: Petitioner Exhibits 1-86,
8-9, 11-16, and 18-27. Respondent called one w tness and
offered into evidence one exhibit: Respondent Exhibit 1. Al
exhibits were adm tted.

FI NDI NGS OF FACT

1. Respondent is a licensed physician engaged in the

practice of nedicine in Florida. From January through Novenber



1997, Respondent worked a coupl e of hours each norning at the
Summit Cinic in Mam before seeing patients at his own office.

2. At the Summt dinic, Respondent adm nistered
i ntravenous i mmunoglobulin (IVIG to adult Medicaid patients who
were infected with human i mmunodeficiency virus (HV).

Petitioner paid the Summt Cinic, which was using Respondent's
Medi cai d provi der nunber, for these and ot her nedical services.
Petitioner now clains that these |IVIG services were not

nmedi cal |y necessary, and, pursuant to its "pay-and-chase"
policy, Petitioner seeks repaynent from Respondent.

3. In general, the admnnistration of IVIG transfers
anti bodi es contained in globulin to protect the recipient from
various i nfectious mcroorganisns. The United States Food and
Drug Adm nistration (FDA) has approved the marketing of I1VIG for
the treatnment of persons with certain clinical conditions, such
as idiopathic thronmbocytopenic purpura, Kawasaki di sease, and
pediatric HV infection.

4. However, the FDA has not approved the marketing of IVIG
for the treatnent of adult H 'V infection. The use of a drug to
treat conditions for which the FDA has not issued its approval
is known as an off-label use. Sone off-I|abel uses are nedically
ef fective and preval ent, but remain unapproved by the FDA
because the drug manufacturer cannot feasibly conduct expensive

clinical trials generally necessary to obtain FDA marketing



approval. Despite the absence of such clinical trials, not al
of f-1 abel uses are experinental.

5. In the 20 years that |IVIG has been comercially
available in the United States, nedical researchers and
practitioners have uncovered evidence in support of inportant
of f-1abel uses of IVIG For instance, a conmon and effective
of f-1abel use of IVIGis for the treatnment of Guillain-Barré
syndrone. According to the University Heal thSystem Consortium
the FDA estimates that 50-70 percent of IVIG use is off-I|abel,
but as nuch as half of the off-label use finds little, if any,
support by clinical studies.

6. This case raises the question of the nedical necessity
of the off-label use of IVIGfor the treatnment of H V-infected
adults. Unlike adult-onset HV infections, pediatric HV
infections result in system c inmune deficiencies because the
children's i mune systens never develop normally. In H VW
infected children, IVIGrelieves the effects of these systemc
i mmune deficiencies by preventing serious bacterial infections.
For these reasons, the FDA has approved the use of IVIG for H V-
i nfected children.

7. By letter dated July 31, 2001, Petitioner advised
Respondent that it had reviewed various Medicaid clains
subm tted under his provider nunber. As relevant to this case,

the July 31 letter disallows Medicaid reinbursenent for the use



of IVMMGon H V-infected adults. Stating that this use of IVIG
is not "indicated" and is "investigational," the letter adds:
"Medi caid policy prohibits paynent for experinental procedures
or non- FDA approved drugs and requires that all services
rendered to Medicaid recipients be nedically necessary."

8. Chapter 1 of the Physician Coverage and Limtations
Handbook (Handbook) states: "Medicaid reinburses for services
that are determned nedically necessary . . .. In addition, the
services nust neet the following criteria:

* the services nust be individualized,
specific, consistent with synptons or
confirmed diagnosis of the illness or injury
under treatnent, and not in excess of the

reci pient's needs;

* the services cannot be experinental or
i nvesti gational;

* the services nust reflect the |evel of
services that can be safely furnished, and
for which no equally effective and nore
conservative or less costly treatnment is
avail abl e statew de; and

* the services nust be furnished in a
manner not primarily intended for the
conveni ence of the recipient, the
reci pient's caretaker, or the provider.
9. The Handbook al so provides: "Medicaid does not
rei mburse for non-FDA approved nedications. Medicaid does not

rei mburse procedures that are experinental or when non- FDA

approved nedi cations are included in the procedures.”



10. The Medicaid Provider Reinbursement Handbook
(Rei mbur sement Handbook) defines "experinmental or clinically
unproven procedures" as: "Those newy devel oped procedures
undergoi ng systematic investigation to establish their role in
treatnment or procedure that are not yet scientifically
established to provide beneficial results for the condition for
whi ch they are being used.”
11. Although not directly applicable to the Medicaid
program Section 2049.4 of Chapter I1l, Part 3, Health Care
Fi nanci ng Admi nistration Carriers Manual (HCFA Manual) states,
in part:
Use of the drug or biological nust be safe
and effective and ot herw se reasonabl e and
necessary. . . . Drugs or biologicals
approved for marketing by the [FDA] are
consi dered safe and effective for purposes
of this requirenent when used for
i ndi cations specified on the | abeling.
Therefore, you nmay pay for the use of an FDA

approved drug or biological if:

* |t was injected on or after the date of
the FDA s approval;

* It is reasonabl e and necessary for the
i ndi vi dual patient; and

* Al other applicable coverage
requirenments are net.

* * *

An unl abel ed use of a drug is a use that is
not included as an indication on the drug's
| abel as approved by the FDA. FDA approved
drugs used for indications other than what



is indicated on the official |abel may be
covered under Medicare if the carrier
determ nes the use to be nedically accepted,
taking into consideration the major drug

conpendi a, authoritative nedical literature
and/ or accepted standards of nedi cal
practice.

12. Accordingly, the Florida Medicare Local Medical Review
Pol i cy manual recognizes the use of IVIG for pediatric HV
i nfections, but warns: "IVIGis not indicated for use in adult
H V patients . "

13. Except for the admnistration of IVIG Respondent
provi ded state-of-the-art services to H V-infected adults. The
present record contains scant nedi cal evidence of the
effectiveness of IVIGin treating H V-infected adults. Agai nst
consi derabl e evi dence questioning the nedical necessity of IVIG
intreating H V-infected adults, Respondent offered undocunented
anecdot al evidence of successful use of IVIG anong his adult
patients and two synopses of undi sclosed prelimnary data
suggesting effectiveness of IVIGin H V-infected adults.
Respondent did not effectively oppose Petitioner's explanation
for the differences in IVIGs effectiveness in treating adults
and children, nor did Respondent offer any rationale for his
claimof IVIGs effectiveness in HV-infected adults. On this
record, Petitioner has denonstrated that the use of IVIGto

treat HHV-infected adults is not effective and, thus, not

medi cal | y necessary.



CONCLUSI ONS OF LAW

14. The Division of Adm nistrative Hearings has
jurisdiction over the subject matter. Section 120.57(1),
Florida Statutes. (Al references to Sections are to Florida
Statutes.)

15. As the parties stipulated, Petitioner has the burden
of proving that it is entitled to repaynent of Medicaid paynents
that it has made pursuant to clainms submtted under Respondent's
provi der nunber.

16. Section 409.905(9) limts reinbursenents to services
that are "nedically necessary" for the treatnent of an injury,
illness, or disease. However, Section 409.905(9) prohibits
rei mbursenents for services that are "clinically unproven
experinmental, or for purely cosnetic purposes.”

17. Section 409.913(1)(c) defines "nedically necessary”
as:

any goods or services necessary to palliate
the effects of a termnal condition, or to
prevent, diagnose, correct, cure, alleviate,
or preclude deterioration of a condition
that threatens life, causes pain or
suffering, or results in illness or
infirmty, which goods or services are
provided in accordance with generally
accepted standards of nedical practice. For
pur poses of determ ning Medicaid

rei mbursenent, the agency is the final
arbiter of nmedical necessity.

Det erm nati ons of medi cal necessity nust be

made by a |icensed physician enpl oyed by or
under contract with the agency and nust be



based upon infornmation available at the tine
t he goods or services are provided.

18. Section 409.913(10) states that Petitioner nmay require
that a provider reinburse the Medicaid program for
“i nappropriate, medically unnecessary, or excessive goods or
services."

19. The statutes clearly provide that Medicaid
rei mbursenents extend only to services that are nedically
necessary, as determ ned by generally accepted standards of
nmedi cal practice, and that are not clinically unproven or
experinmental. The statutes do not address explicitly Mdicaid
rei mbursement for off-label uses of drugs. Nor do the statutes
inplicitly preclude Medicaid rei nbursenent for off-Iabel uses of
dr ugs.

20. Not all off-label uses are experinental or
investigational. Of-label uses lack the clinical trials that
support FDA-approved uses, but significant nedical evidence
ot her than that derived fromformal clinical trials may support
of f-1abel uses. Such off-label uses are no | onger experinental
or investigational.

21. Not all off-Iabel uses are nedically unnecessary.

Many of f-1abel uses, such as the use of IVIGto treat Guillain-

Barré, are effective. Florida statutes do not equate FDA



approval with nedical necessity; instead, they refer to
general ly accepted standards of nedical practice.

22. The Handbook reinforces the requirenent of nedica
necessity. The Handbook's prohibition against rei nbursenent for
non- FDA approved drugs does not prohibit reinbursenent for al
of f-1abel uses; instead, it prohibits reinbursenent for drugs
t hat have not received FDA approval for any use.

23. The Rei nbursenment Handbook does not prohibit
rei nbursenment for all off-label uses. The Rei nbursenent
Handbook prohi bits reinbursenent for "new y devel oped” drugs or
uses whose efficacy has not been scientifically established.
Agai n, sone off-|abel uses are not newly devel oped, but are
i nstead supported by significant nedi cal evidence.

24. The HCFA Manual explicitly recognizes that off-I abel
uses may be reinbursed, if such uses are supported by nedi cal
evi dence.

25. In sum the handbooks and manual s do not enl arge upon
the statutes by categorically prohibiting reinbursenments for al
of f-1 abel uses. Suggesting a categorical prohibition against
Medi cai d rei nbursenent only for drugs that have received no FDA
approval for any use whatsoever, the handbooks and manual s al | ow
Medi cai d rei nbursenent for any off-I|abel use whose effectiveness

i s denonstrated by nedical evidence.
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26. On this record, Petitioner has proved that
Respondent's adm nistration of 1VIGto H V-infected adults was
not effective and thus was not nedically necessary.

RECOMVENDATI ON

It is

RECOMMENDED t hat the Agency for Health Care Adm nistration
enter a final order ordering Respondent to reinburse the
Medi cai d program $74, 100. 04 in overpaynments for services that
were not nedically necessary.

DONE AND ENTERED this 19th day of April, 2002, in

Tal | ahassee, Leon County, Flori da.

ROBERT E. MEALE

Adm ni strative Law Judge

Di vi sion of Adm nistrative Hearings
The DeSot o Buil di ng

1230 Apal achee Par kway

Tal | ahassee, Florida 32399-3060
(850) 488-9675 SUNCOM 278- 9675
Fax Filing (850) 921-6847

www. doah. state. fl.us

Filed with the Cerk of the
Di vi sion of Adm nistrative Hearings
this 19th day of April, 2002.

COPI ES FURNI SHED

Virginia A. Daire, Agency Cerk
Agency for Health Care Adm nistration
2727 Mahan Drive

Fort Knox Building, Suite 3431

Tal | ahassee, Florida 32308

11



Wl liam Roberts, Acting General Counsel
Agency for Health Care Adm nistration
2727 Mahan Drive

Fort Knox Buil ding, Suite 3431

Tal | ahassee, Florida 32308

Ant hony L. Conticello, Senior Attorney
Agency for Health Care Adm nistration
2727 Mahan Drive, Suite 3431

Fort Knox Building I11

Tal | ahassee, Florida 32308

Loui se T. Jerosl ow

Law O fices of Louise T. Jeroslow
6075 Sunset Drive, Suite 201
Mam, Florida 33143

NOTI CE OF RI GHT TO SUBM T EXCEPTI ONS

Al parties have the right to submt witten exceptions within
15 days fromthe date of this recormended order. Any exceptions
to this recormended order nmust be filed with the agency t hat
wll issue the final order in this case.
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