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This is the FINAL DECISION ot the Assistant Secretary of
Defense (Health Affairs} in the CHAMPUS Appeal OASD(HA) Cacse File
84-18 issued pursuant to the authority of 10 U.S.C. 10671-1092 and
DoD 6010.8~R, chapter X. The appealing party is the beneficiarv,
the spouse of an active duty officer of the United States Air
Force. The appeal involves the denial of CHAMPUS cost-sharing
for inpatient hospitalization from May 1 through May 6, 1983, for
leukopheresis treatments for multiple sclerosis. The amount in
dispute for these services/supplies is $3,712.04. The record in
this appeal also documents CHAMPUS claims have been subnitted and
cost~shared for leukopheresis treatments from July <&, 1980,
through June 13, 1983, in the approximate amount or $40,000.C0.
As these claims involve leukopheresis as treatment for multiple
sclerosis, the claims are also in 1ssue 1n this appeal. The
amount in dispute including institutional and professional claims
for leukcpheresis treatments 1is approximately $40,000.00 1in
billed charges.

The hearing file of record, the tapes of oral testimony
presented at the hearing, the Hearing Officer's Recommended
Decision, and the Analysis and Recommendation of the Director,
OCHAMPUS, have been reviewed. It 1is <the Hearing Officer's
recommendation that the inpatient hospitalization provided May 1
through May 6, 1983, be cost-shared by CHAMPUS. The Hearing
Officer's recommendation is based on his finding leukopheresis as
treatment for multiple sclerosis became a dgenecrally accepted
medical practice prior to May 1983 and was not an experimental/
investigational procedure 1in HMay 1983, The Hearinrng Officer
concurred in the OCHAMPUS Formal Review Decision to the extent
that leukopheresis was not a covered treatment irom July 1980 to
May 1983.

The Director, OCHAMPUS, nonconcurs with the Hearing
Officer's Recommended Decision to cost-share the inpatient
leukopheresis treatments provided May 1 thirough May 6, 1983, and
recommends denial of cost-sharing of that care and the inpatient
care for leukopheresis treatment provided July 28, 1980, through
June 13, 1983. The Director, OCHAMPUS, bases his recommendation



on the absence of documentation in the appeal file that any
naticnally recognized protessional organization has endorsed
leukcpheresis as a generally accepted medical practice in the
treatment of multiple sclerosis, and the treatment should
presently be classified as experimental/investigational.

Under Department of Defense Regulation 6010.8-R, chapter X,
the Assistant Secretary of Defense (Health Affairs) may adopt or
reject the Hearing Officer's Recommended LCecision. In the case
of rejection, a FINAL DECISION may be issued by the Assistant
Secretary ot Defense (Health Affairs) based on the appeal record.
The Assistant Secretary oif Detense (Health Affairs), arfter due
concsideration of the appeal record, accepts the recommendation of
the Director, OCHAMPUS, and rejects +the Hearing Officer's
Recormmended Decision. The FINAL DECISION of the Assistant
Secretary ot Defense (Health Affairs) 1is, therefore, to deny
CHAMPUS cost-sharing of the inpatient care for leukopheresis
treatments for multiple sclerosis provided July 28, 1980, through
June 13, 1983, on the basis the care was experimental/investiga-
ticnal, proviced above the appropriate level of care, and not
medically necessary/appropriate medical care.

PACTUAL BACKGROUND

In August 1978, the beneficiary first exhibited symptoms or
vertigo and vomiting which was diagnosed as multiple sclerosis in
Hay 19Y80. The course of her disease has been characterized by
severe relapses rfollowed by brief periods o©rf return to a
functicnal 1level. She has heen periodically confined to a
wheelchair during acute episodes with symptems o©of ataxia,
vertigo, leg weakness, falling, diplopia, and incocrdination.
She has been treated with Imaron, Predniscne, ACTH, and
leukopheresis. The multiple sclerosis was defined as moderately
advanced 1in August 1983. In March 1982, the beneficiary was
placed in the CHAMPUS Program for the Handicapped as a seriously
handicappea individual, and an AMIGO mnotorized wheelchair was
authorized by OCHAMPUS. The beneficiary became eligible for
Medicare on August 1, 1683.

The beneficiary first received leukopheresis treatment from
July 28, 1980, through August 9, 19%80, at the E1 Dorado Medical
Center, Tucson, Arizona. From July 28, 1980, through
June 13, 1983, the appeal file retlects the beneficiary received
leukophercsis treatments on an inpatient basis on 16 occasions at
the El1 Dorado Medical Centerxr, Tucson, Arizona; the Medical
University Hospital, Myrtle Eeach, South Carolina; and the
Medical University Hospital, Charlestcn, South Carolina. CHAMPUS
claims 1in the approximate billed amount c¢rf $2,700.00 were also
submitted for physicians' services 1n connection to  the
leukopheresis treatments &according to the appeal file. All
institutional claims for the inpatient leukopheresis treatment
were cost-shared by CHAMPUS Fiscal Intermediaries except for the
May 1 through dMay 6, 1983, inpatient stay. The CHAMPUS Fiscal



Intermediary for Arizona, Blue Cross of Washington/Alaska, denieu
the May 1 through May 6, 1583, care as experimental/investiga-
tional treatment.

On September 29, 198Z, the sponsor redquested preauthori-
zation of 100% <coverage of outpatient lymphocytopheresis
{leukopheresis) from the OCHAMPUS Benefit Authorization Branch.
The sponsor stated he and the beneficiary were financially unable
to pay the 20% outpatient CHAMPUS cost-share. By 1letter dcated
November 12, 1982, the OCHAMPUS BRenefit Authorization Branch
advised the sponsor that lymphocytopheresis could not be
cost-shared by CHAMPUS as it was still considered investiga-
tional.

The spcnsor subsequently requested authorization of the
leukopheresis treatments for his spouse unader the CHAMPUS Program
for the Handicapped. In July 1983 this request was denied by
OCHAMPUS as the treatment was considered experimental/investiga-
ticnal.

The beneficlary appealed both the fiscal intermediary denial
of cost-sharing of the May 1-6, 1983, inpatient care and the

denial cf request for preauthorization of outpatient care. The
{ S

OCHAMPUS Formal Review Decisiocn affirmed the fiscal

intermediary's denial finding leukopheresis to be an

investigational procedure and excluded trom CHAMPUS coverage.
The CCHAMPUS decision also directed the fiscal intermediary to
recoup alil previous payments tor leukopheresis. The beneficiary

appealed and reqguested a heering. The hearing was held on April
6, 1984, at Tucson, Arizona, kefore Sherman R. Bendalin, OCHAMPUS
Hearing COfficer. The Hearing Otficer has submitted his

Recommended Decision and issuance of a FINAL DECISION is proper.

ISSUES AND FINDINGS OF FACT

The primary issues in this appeal are (L) whether
leukopheresis treatments are medically necessary and appropriate
medical care for treatment of multiple sclerosis or related to
essentially experimental/investigational treatment regimens and
(2) whether the inpatient care was above the appropriate level of
care for leukopheresis treatments.

Medically Necessary/Appropriate Medical Care
Experimental/Investigaticnal Treatment

Under the Department of Defense Regulation governing
CHAMPUS, DoD 6010.&-K, CHAMPUS will pay for meaically necessary
services and supplies required in the diagnosis and treatment or
illness or injury. (DoD 6010.8-R, chapter IV, A.l.) Medically
necessary 1is defined in DoD 6010.8-R, as:

"the level of services and supplies (that is,
frequency, extent, and kinds) adequate for
the diagnosis and treatment of illness or
injury, including maternity care and



well-baby care. Medically necessary includes
concept ot appropriate medical care."
(Dob 6010.8-R, chapter II, B.10C4.)

Appropriate medical care, included in the definition of

medically necessary, is defined as:

"a. That medical care where the medical

services performed 1in the treatment of a

disease or injury, or in connection with an
obstetrical case or well-paby care, are in

keeping with the genrerally accepted norm for

medical practice in the United States;

"b. The authorized individual professicnal
provicer rendering the medical <care 1s
qualified to perform such medical services by
reason of his or her training and education
and is licenseda and/or certified by the state
where the service is rendered or appropriatce
national organization or otherwise meets
CHAIIPUS standards; and

"c. The medical environment in which the
medical services are performed 1s at the
level adeqguate to provide the requirea
medical care.” (Dob 6010.8-R, chapter 1I1I,
3.14.)

The concept of medically necessary/appropriate medical care
is continued in the exclusion under CHAMPUS of services and
supplies related to essentially experimental procedures or
treatment regimens. {DoD 6010.8-R, chapter 1v, G.1l5.,
Cxperimental means in part:

". . . (M)eaical care that is essentially
investigatory or an unproven procedure Or
treatment regimen (usually perfcrmed under
controlled medicclegal conditions) which does
not meet the cgenerally accepted standards of
usual prcfessional medical practice in the
general medical community. . . L
(DcD 6010.8-KR, chapter II, B.68.)

In summary, as applicable to the rfacts in this appeal, to
constitute CHAMPUS covered services leukopheresis treatments must
be an adequate, proven treatment o:r nultiple sclerosis and in
keeping with the generally accepted standards of medical practice
in the United states. The Hearing Officer found leukopheresis
treatments met these requairements as of May 1983 but was an
experimental/investigational treatment pricr to that date. I
partially disagree. I'rom my review of the evidence presented, I
cannot conclude leukopheresis treatments were generally accepted
medical practice and 4a proven Pprocedure either prior or



subsequent to May 1983. Based on the record, I tind
leukopheresis 1is not medically necessary/appropriate medical care
and constitutes an experimental/investigational treatment of
multiple sclerosis.

The iHearing Officer based his finding that leukopheresis
became generally accepted medical practice in the spring of 1683
primarily on the extensive and knowledgeable testimony of the
treating physician, Dr. Gerald !. Giordano. Dr. Giordano is the
author of several articles and studies on leukopheresis and its
effect on multiple sclerosis and is certainly a leading authority
in the use o©f leukopheresis. Dr. Giordano testified thax
lymphocyte depletion (his preferred term for leukcopheresis) is an
effective treatment modality for selected multiple sclerosis
patients and that it became a generally accepted practice of
those physicians using apheresis by the spring of 1983,

That time period was chosen by Dr. Giliordano and the Hearing
Officer as coinciding with a meeting of a advisory panrel of the
American Medilical Association (AMA) established to study the state
of the art of apheresis. At this meeting of the advisory panel,
on which Dr. Giordanc served, he testifiea the panel had agreed
to reccommend that leukopheresis was an effective treatment for
multiple sclerosis. Dr. Giordano alsc testified that the
position of the advisory panel was not orfficial until the House
ot Delegates oi the AMA approved the report. A draft, unsigned
report cf the panel is incluaed in the appeal file.

The Hearing Officer's conclusions regarding the etffect ci
the advisory panel's findings are gsomewhat ambiguous. In his
discussion of the issues and findings, the Hearing Officer
concluded that the AMA had approved the treatment, but in his
sunmary, he states the treatment was ". . . well on the way to

becoming approved by the American Medical Society."

However, the record in this appeal does not document the AMA
approved the advisory panel's recommendation either in May 1983
or as of the date o0of the hearing. The testimony c¢f Dr. Giordanc
is clear on this point; the AMA has taken no official position on
leukopheresis as treatment of multiple sclerosis.

This office in previous FINAL DECISICONS has affirmed the
importance of the recognition of evolving medical procedures by
national professional medical organizations. Their ccllective
expertise 1s invaluable to OCHAMPUS 1n determining the present
status o©f such procedures and, 1indirectly, coverage under
CHAMPUS. Certainly, Dr. Giordano's testimony and articles are
cogent evidence, but the opinicon ot a national professional
organization must be considered c¢f greater welght than the
treating physician's opinion.

The situation presented in this case is a most difficult
one. The evidence ¢f record, involving Dr. Giordano's testimony,
clearly establishes thalt leukopheresis was an investigational



procedure from July 28, 1980 (the beneficiary's first treatment),
through April 1983. The appeal record also indicates additional
studies of leukopheresis have been recently completed, and the
results are Iavorable. In his Recommended Decision, the Hearing
Officer recognized an important issue in appeals involving an
experimental/investigational issue: When does an evolving
procedure cease beind investigational? In his conclusion,
iteukopheresis became yenerally accepted, i.e., ncninvestiga-
tional, when the advisory panel agreed to recommend its
accepcance by the AMA. I cannot accept this conclusion. I find
more than a recommendation orf an advisory panel is required. At
the very least, the national professicnal organization must act
upon the recommendation. CHAMPUS cannot authorize cost-sharing
of a controversial procedure without the benefit of review of a
number of sources, including the representative body of a
national prcfessional corganization. To hold otherwise would
empower informal advisory grcups with the prestige and authority
c¢f a national organizatiocon. The AMA has not delegated 1its
authority to accept or reject panel reccmmendations. Theretore,
at present, I find the AMA has no position on the treatment of
multiple sclerosis with leukopheresis.

Similarly, the appeal file coes not reflect the acceptance
or the treatment regimen by any national professional medical

crganization. Testimcny 1indicates neither the United States
Public lealth Service nor the National Institute of Health has
endersed leukopheresis as treatment for multiple sclerosis. AS

noted kv *the beneficiary, Medicare does nct cover leukcpheresis
for multiple sclerosis. (See 4 CCH iMedicare and Medicaia Guide,
35-60, at 9011-B (January 31,1983).) In actuality, CHAMPUS is
requested to authorize cost-sharing of leukopheresis where no
national professional or government health agency has endorsed
the procedure.

The Hearing COfficer also supports his recommendation with
two other documents in the record. One oi these documents is a
list ot third party payors known to cover leukopheresis according
to the beneficiary. As noted by the Hearing Officer, CHAMPUS is
not bound by decisions cr policies of any third party payors.
However, he apparently was impressed by the list. I give little
welight to a list of third party payors as any insurance company
can write a poulicy covering a particular procedurc if the rate
covers the cost. The reasons ccverage 1is extended would bLe
relevant, bput those have not been furnished to CCHAMPUS. The
Hearing Ofricer also gave weight to a list of physicians using
leukopheresis. Many well reccgnized physicians utilize
procedures not generally accepted in the medical community. Use
ot such procedures, including leukopheresis, is a primary method
of development of new procedures and treatments. i cannot
conclude leukcpheresis 1s generally accepted simply Lecause
15 physicians presently use the techniqgue.

While the absence of documentation of acceptance of
leukopheresis by mnational professicnal organizations is central
in my decision, there i1s other evicdence of record indicating the
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investigational natur of 1leukopheresis in 1983. The 1583
edition of Current_ Therapy (page 742-744) 1in its article on
multiple sclerosis, dces not list leukopheresis as a treatment
modality. An article in Human Pathology, Vciume 14, No. 3, page
237, March 1983, states the optimal protocols and long-term
complicaticns of lymphocytopheresis (leukopheresis) remaln to be
determined.

In SUNmMary, I find the testimony and articles of
Dr. Giordano strongly indicate that leukopheresis as treatment
for multiple sclerosis has considerable promise. However,
movement from the 1investigational category to a status of
general.y accepted medical practice must await endorsement or the
treatment by the majority of the medical profession as expressed
by national professional organizations and by national health
care organizations who review evolving medical procedures and
treatments.

As I have found the leukopheresis 1s an experimental/
investigational treatment for multiple sclercosis, I must also
deny cost-sharing for the 1inpatient care related to this
treatment. Under Dcb 6010.8-R, chapter IV, G.66, all services
and supplies (including inpatient instituticnal costs) related to
a noncovered treatment are excluded Ifrom CHAMPUS coverage. As
leukopneresis (& noncovered treatment) was received during the
inpatient care trom July 28, 1980, through June i3, 1883, the
inpatient care 1is excluaed from ccst-sharing under the above
citea authority.

Appropriate Level ot Care

Under DoD 6010.8-R, chapter IV, B.l.g., the level of
instituticnal care for which CHAMPUS benefits may be extenced
must be at the appropriate level reqguired to provide the
medically necessary services. Services and supplies related to
inpatient stays above the appropriate level are excluded zfrom
coverage. (DoD 6010.8-R, chapter 1V, G.3.) &as applied to this
appeal, the inpatient care must have been required to provide the
leukopheresis treatments. If outpatient treatment would have
been sufficient, no institutional benerits are payable under
CHAMPUS. ‘The Hearing Officer did not discuss this issue although
OCHAMPUS raised the question of appropriate level c¢f care at the
hearing.

In reviewing the evidence of record, I find no real dispute
that outpatient care would have Deen appropriate for the
leukopheresis treatments. The benericlary and sponsor testified
inpatlient care was utilized only because CHANPUS would cost-share
the care only on an inpatient, not outpatient, basis. The
beneficiary on two occasions requested preauthorization of
cutpatient care. Finally, the attenading physician, Dr. Gicrdanc,
in a post-hearing letter, advised:



"Eer  hospitalization was unot medically
necessary lto receilve apheresis treatments, as
we frequently do this as an outpatient."”
{(Dxkibit 5, page 3.)

While inpatient care may be required to recelve
leukopheresis treatments during acute exacerbations of nultiple
sclerosis, the beneficiary and her attending physician have not
contended this situation existed at any particular taime in her
treatment. The treatment itself, at least during 1982-83,
appears tc have been provided on a regular basis ana was not
based on period ©oif acute exacerbations.

Based on the above evidence, I find inpatient care was not
required for the leukopheresis treatments and was eabove the
appropriate level of care. Cost-sharing must, therefore, be
denied for the inpatient charges.

As 1 have determined inpatient care was not required, I must
also find the specific provisions of DoD 6010.8-R, chapter V,
E.l., exclude coverage o¢f the care under the CIHAMPUS Basl
Program subsequent to DMarch 1982. The beneticiary became
ciigible for the CHAMPUS Program for the Handicapped (PFTH) 1n
March 1982 and, under the above cited regulation provision, all
services and supplies related to the hanaicapping condition
(multiple sclerosis) shall be considered for benefits only uncer
the PFuH. The monthly statutory cost-share limit for the PFTH is

$1,000.00. The only exception to this requirement, as stated in
the regulation, is a serious, acute exacerbation o©f the
handicapping condition requiring an inpatient stay. As the

record does not document the inpatient care was requirea for an
acute exacerbation, I conclude the care 1is not eligible for
cost-sharing under the CHAMPUS Basic Program and charges in
excess cf $1000.00 per month would have been excluded subseqguent
to March 1982, regardless of other regulatory provisions.

SECONDARY ISSUE

Estoppel/Prior Erroneous Payments

The beneficiary, sponsor, and attending physician argue that
the leukopheresis treatments and treatment on an inpatient basis
would not have keen undertaken if CHAMPUS had not cost-shared the
care beginning in July 1980. The record documents approximately
$40,000.00 in inpatient and protessional charges were coust-shared
for leukopheresis rrom July 28, 1980, through June 13, 1983. The
record does not reflect outpatient claims were submitted and
denied.

This argument 1s esgentially an estoppel argument. This
oftice has held in numerous I'INAL DECISIONS that the doctrine of
estoppel does not apply to erroneous acts oif the Government's
acgent (fiscal 1ntermediary) in cost-sharing noncovered charges.
The Hearing Offilcer recognizes this position in the Recommended



Decigion. However, several salilent facts in the record deserve

aiscussion on this issue. In September 1982, the sponsor
requested preauthorization of 100% coverage of cutpatient
leukopheresis treatments. Therein, he clearly indicated that

inpatient care had been and would be utilized in the future
because he and *he beneficiary could not arford the cutpatient
cost-share {Z20% of the allowable charges). This statement
certainlv diminishes an estoppel argument Dbased on reliance.
Additionaiiy, the sponsor and Dbeneficiary were advised in
November 1982 that CHAMPUS did not cover leukopheresis.

Subseguent to November 1982, the Dbeneficiary continued
inpatient leukopheresis treatments on 11 occasions for which
billed charges were approximately $19,000. As these charges were
incurred after ncotificaticen that leukopheresis was noct covered,
the keneficiary cannot validly contend she continued to rely on
the erroneous payments. Based on the above, I conclude estopgpel
1s neither legally nor factually applicable.

The Hearing Cfficer, 1in his Recommenaed Decision, also
discusses the potential recoupment or the erroneous CHAMFUS
payments vreccodgnizing he has no authority in this area.
Recoupment of errcnecusly paid Federal funas 1s governed Dby the
Federal Claims Collection Act (31 U.S.C. 951, et =seqg.) and
guidelines esteblishea by che Department of Justice. Whether or
not recoupment will Dbe pursued or 1in what manner 13 not
cognizable under the CHAMPUS appeal procedure anu 1s separately
subject to the above cited law and regulation. To the extent
applicable under recoupment procedures, the arguments of the
beneficiary and sponsor and the facts herein will be considered
in determining recoupnent.

SUMMARY

In summary, the FINAL DECISION of the Assistant Secretary of
Detense (Health Affairs) i1s to deny cost-sharing of the inpatient
and professional vcare provided from July z8, 1980, through
June 13, 1983, for leukopheresis as treatment for mulitiple
sclerosis. The decision is based on findings that leukopheresis
is an experimental/investigational treatment and not medically
necessary/appropriate medacal care in the treatment of multiple
sclerosis. I also find that inpatient care for leukopheresis was
above the appropriate level of care, anu cost-sharing of
inpatient charges must ke denied on that basis. As this decision
results in a rinaing establishing previous erronecus payments by
the Government in thce approximate amcunt ot $40,000, the matter
oI potential recoupment is rererred to OCHAMPUS for consideration
under the Feaeral Claims Collecticon Act.

BAs the evidence in this appeal indicates leukopheresis may
be endorsed by the American Medical Association in the future, I
direct OCHAMPUS to periodicaliy review the status or
lecukcopheresis and provide appropriate notice if the treatment
becomes & generally &accepted medical practice and CHAMPUS
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coverage is extended. This FINAL DECISION completes the acdminis-

trative process under 3 C.F.n. i99, and no further
administrative appeal is available.

x/‘\* William Mdyer, M.D.
Vd :
R
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