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This is the  FINAL  DECISION of the  Acting  Assistant Secretary of 
Defense  (Health  Affairs)  in the CIIZQIPUS Appeal  OASD(HA)  File 
83-04 .  It  is issued pursuant  to  the authority of 1 0  U.S.C. 
1071-1089  and DoD 6010.8-R,  chapter X. The appealing party is 
the CHAMPUS  beneficiary, who  was  represented by her spouse, a 
retired E7 from the United States Navy. The  appeal involves 
claims  for  psoralen-ultraviolet  (PUVA) therapy for psoriasis from 
September 1 6 ,  1 9 7 8  to  March 1 3 ,  1979. The amount  in  dispute 
involves $ 3 9 1 . 1 3 ,  which  was initially paid by the fiscal 
intermediary before  the  fiscal intermediary determined the 
treatment  was experimental. 

The Hearing File  of  Record,  the  recorded  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 is the Hearing Officer's  recommendation  that 
the CHAl4PUS First  Level  Review  denying cost-sharing because the 
treatment was considered  experimental  be reversed. The Hearing 
Officer concluded  OCHAMPUS  was  correct in its finding that  PUVA 
therapy was  an experimental/investigatory treatment. The Hearing 
Officer  also  concluded  that  PUVA  therapy  was  appropriate  medical 
care and was medically necessary even though experimental. The 
Director,  OCHAMPUS did not  concur  in  this Recommended Decision 
and recommends  that the CHAMPUS  denial  of  coverage be  upheld. 

The Acting Assistant  Secretary of Defense  (Health  Affairs) after 
due  consideration of the appeal record declines  to  accept the 
Hearing Officer's Recommended Decision for the  reason  that the 
Hearing Officer's Recommended Decision  is  not supported by law 
and regulation. 

The  FINAL  DECISION of the Acting Assistant Secretary of Defense 
(Health Affairs)  therefore is to deny CHAMPUS cost-sharing for 
PUVA therapy for psoriasis provided to the beneficiary from 



September 16, 1978 through March 13, 1979. The decision is based 
on the finding that the treatment was considered experimental or 
investigational at the time it  was given. 

FACTUAL BACKGROUND 

Initially, the CHAMPUS fiscal intermediary for Utah cost-shared 
claims for P W A  therapy submitted by the beneficiary. The 
sponsor questioned the use of different  procedure  codes by the 
fiscal intermediary and the differing amounts  allowed, since each 
office visit and treatment was identical. In reviewing the 
matter,  the  fiscal intermediary determined the treatment was 
experimental and therefore not a covered  CHAMPUS benefit and 
sought  reimbursement for the  claims previously paid. 

PUVA  therapy, the treament modality involved in  this  appeal, is 3 
regimen  in  which  the drug methoxsalen,  which is the specific 
psoralen compound used,  is administered to the patient prior to 
exposure to  high intensity ultraviolet light. This treatment is 
used primarily in the treatment of psoriasis. "PUVA"  is  an 
acronym for "psoralen-ultraviolet, I' indicating that  the light 
used consists of the long waves  of the ultraviolet spectrum. 

By letter dated April 17, 1979, the  fiscal intermediary zdviscd 
the sponsor that,  "At the present  time this treatment [PUVA] is 
considered investigational. Approval by the Fcod and Druq 
Administration has not been granted. Therefore, no CHAMPUS 
benefits are payable for this  treatment or related services. I' 

The llztter also requested repayment of $337.13. No appeal rights 
were offered to the sponsor. The beneficiary was later advised 
that the  the  correct refund total should have been $391.13. When 
the fiscal intermediary made  this recalculation $173.71 had been 
reimbursed by the sponsor leaving a balance of $217.42. 
Recoupment action was suspended pending the outcome of this 
appeal. 

As a result  of inquiries initiated by the  sponsor, the Principal 
Deputy Assistant Secretary of  Defense  (Health  Affairs) reviewed 
the matter and advised the beneficiary of  her appeal rights. I-Ie 
also advised: 

"The  treatment rendered in your  case  was 
photochemotherapy (also  known as  PUVA),  which 
employs the drug methoxsalen and a high 
intensity ultraviolet light. Use of 
ultraviolet light without the drug 
methoxsalen is an accepted treatment for 
generalized intractable psoriasis. And while 
tropical medications, such as coal tar 
creams,  are  often applied prior to the 
ultraviolet light exposure,  use of the drug 
methoxsalen has not  been approved by the U.S. 
Food and Drug Administration. Thus  this 
therapy (PUVA) is considered an 
investigational treatment regimen." 
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OCHAbIPUS also advised the fiscal intermediary that: 

"The exclusion of experimental procedures is 
a matter of Regulation and is  not appealable. 
However, the Program's classification of a 
specific procedure as experimental is 
appealable. As a rule,  all  Program 
interpretations are appealable." 

As a result  of being advised of her  appeal  rights, the 
beneficiary,  in a letter dated November 8 ,  1379 to OC:IN4PUS, 
requested a reconsideration of the denial. OCEIAMPUS by letter 
dated June 12, 1980 issued its  First  Level  Appeal denying CHAMPUS 
coverage for  PUVA treatment. The beneficiary was advised she 
could appeal the determination that  PUVA therapy was  an 
experimental procedure or treatment regimen and have a hearing on 
this issue. 

The beneficiary requested a hearing and appointed her husband to 
be her representative. The request included thc? statement that: 

"Thank  you for your letter of June 12, 1 9 8 0 .  
In my original letter I was  not questioning 
whether or  not  that  PUVA  treatment  was  or 
wasn't  'an investigational treatment 
regimen. 77hat I was questioning was that 
it took your  Seattle  office seven months to 
realize  that they were making a mistake. 

I am enclosing a magazine article  relative to 
the efficacy of  PUVA  which  will hopefully 
enlighten you. I don't  know  what field of 
medicine  you specialize in  but if you are in 
to Dermatology you  can  appreciate  what  effect 
PUVA  has had on people who have suffered from 
psoriasis and can finally get relief." 

The medical article enclosed with  the letter is entitled 
"Photochemotherapy for Psoriasis. I' The article summarizes the 
results of a clinical cooperative study of  PUVA and states: 

"This study confirms the results  of the first 
cooperative study reported in 1977. These 
results  are very similar to those  of  the 
original cooperative study Of 
photochemotherapy of psoriasis. 

The effectiveness and short-term safety of 
photochemotherapy for psoriasis  has  now  been 
confirmed by two cooperative  studies in a 
large number of psoriatic patients. Strict 
adherence to a rational treatment approach 
and weighing the risks and benefits of PUVA 
are essential. Close long-term follow-up 



observations are essential for determining 
the safety of this modality. 

The record also includes a 1977 statement by the Fsoriasis and 
Photobiology Task  Forces of the American Academy of Dermatology 
concerning PUVA therapy for psoriasis. The  statement comments 
that,  "Because  of initial success  of  PUVA  therapy,  its use may 
become widespread before  completion of investigative evaluation." 
After noting five unanswered considerations in the use of the 
treatment, the task force stated that,  "Therefore, this form of 
photochemotherapy cannot be recommended until the above questions 
have been evaluated by controlled analytical procedures." 

In a 1979 article in the American Academy of Dermatology entitled 
"Current Status of  Oral  PUVA Therapy for Psoriasis'' the following 
comments are made: 

' I . .  . the com2ilers  of  this  report  cannot  at 
this time endorse PUVA therapy as an 
acceptable safe treatment  except  for 
Investigational New  Drug  (IND) use. 
short-term safety and effectiveness of PUVA 
therapy for psoriasis have  been estabiishzd. 
However,  PUVA  needs  to be investigated 
further because of long-term concerns.... 

Since the first  report of the efficacy cf 
PUVA  in 1974, thousands of psoriatics have 
been treated. Efficacy has  Seen established 
and with careful dosimetry short-term risks 
are minimal. 

Currently,  PUVA  is  an investigational 
treatment  that should h2 carried out only 
under the auspices of FDA approval." 

The article includes a sample "patienr, consent and release form" 
that states,  "This procedure is experimental because it has not 
yet been approved by the U.S. Federal  [sic] Food and Drug 
Administration." 

Another medical article in the record entitled 
"Photochemotherapy of Psoriasis  (PUVA)  Without Specialized 
Equipment" states: 

"One o r  the  most impressive therapeutic 
advances in the history of dermatology has 
been the development of PUVA 
photochemotherapy for psoriasis." 

". ..PUVA therapy presents certain problems of 
its  own and its long-term consequences are 
still unknown. 'I 



The Article concludes: 

"Clearly,  PUVA  is  not for every patient  with 
psoriasis. The potential long-term side 
effects s.re still unknown.. . . 'I 

The authors of the medical article entitled "Essentials of PUVA 
Therapy,  Guidelines f o r  Photochemotherapy"  describe the trzatment 
as follows : 

"Photochemotherapy (PUVA)  has emerged as one 
of the more promissing advances in 
dermatologic therapy in recent years. The 
evidence  of  its  effectiveness in treating 
psoriasis is impressive .... Despite the lack 
of FDA approval of this modality,  its usage 
is spreading worldwide." 

This  article  also includes a sample "patient  consent and r e l ease  
form, I' which states: 

"This procedure is experimental because it 
has  not yet been approved by the US Federal 
[sic] Food and Drug Administration. 'I 

The article concludes: 

"PUVA therapy is a promising new entity Tor 
treatment of a ll.urt<icr of dermatologic 
diseases including psoriasis ...." 

In 2 October 6, 1980 letter, -ihe treating physician states: 

"The  use of the PUVA box has  not  been 
approved by the FDA. 

The reason for  FDA's  failure to approve the 
apparatus is not  that  it is ineffective, 
there is no question about  that, it does 
work. It has  not Seen approved because there 
is a question about skin  cancer caused by 
strong forms  of sunlight. There  will 
undoubtedly be cancers resolving frcm the 
treatment. The apparatus will  continue to be 
used, not only by private practice,  but by 
large University Csn1;ers.l' 

In a November 21, 1980 lettsr to th2 Hearing Officer, 0CHAi.iPIJS 
stated its position that: 

' I . .  . OCHALIPUS does  not  challenge the 
effectiveness or' PUVA therapy. ilowever, it 
does present a creatment modality for which 
there  is substantial concern  about  its 
long-term safety. For this reason, those who 
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h a v e   r e p o r t e d   o n  i t s  u s e   h a v e   a l m o s t  
u n i v e r s a l l y   e n d o r s e d  i t s  c l a s s i f i c a t i o n  as a n  
i n v e s t i g a t i o n a l   m o d a l i t y  a t  t h e   p r e s e n t  t ine .  

CHAMPUS a l s o   d o e s  n o t  assert t h a t   P s o r a l e n ,  
when u s e d   f o r   a p p r o v e d   p u r p o s e s ,   w o u l d   n o t   b e  
p a y a b l e  as  a CHAMPUS b e n e f i t .  L i k e w i s e ,  t h e  
u s e  of u l t r a v i o l e t   l i g h t   a l o n e   i n   t h e  
t reatment  of p s o r i a s i s  i s  a n   a c c e p t a b l e  
t rea tment .   However ,  it i s  t h e   u s e  of t h e  
d r u g   i n   c o m b i n a t i o n   w i t h   h i g h   i n t e n s i t y  
u l t r a v i o l e t   l i g h t  (PUVA)  which i s  of c o n c e r n  
i n   t h i s   a p p e a l . "  

The h e a r i n g  w a s  he ld   on   September  2 3 ,  1 9 8 0  i n   P o c a t e l l o ,   I d a h o  
b e f o r e  CBAMPUS H e a r i n g   O f f i c e r ,  The  
b e n e f i c i a r y   d i d   n o t   a t t e n d   t h e   h e a r i n g   b u t  w a s   r e p r e s e n t z d  by h e r  
sponsor .   The  Heariizcj O f f i c e r   h a s   i s s u e d   h i s  Recommended D e c i s i o c  
a n d   i s s u a n c e   o f  a FIIJAL DECISION i s  p r o p e r .  

P r i n a r y   I s s u e   a n d   F i n d i n q   o f   F a c t  - 

T h e   p r i m a r y   i s s u e   i n   t h i s   a p p e a l  i s  w h e t h e r   t h e   o u t p a t i e n t   r a r e  
f rom  September  16, 1978  th rough  ? la rch  1 3 ,  1 9 7 9  f o r   t h e   t r e z t m c n t  
of p s o r i a s i s   w i t h  PUWi was an e x p e r i m e n t a l   o r   i n v e s t i g a t i o n a l  
p r o c e d u r e .  

The  Department of D e f e n s e   A p p r o p r i a t i o n  Act, 1 9 7 6 ,  Publis 5 a w  
94-212, p r o h i b i t e d   t h e  u s e  of CI-IAI4PUS f u n d s   f o r ,  ' I . .  . a n y  s e r ~ 7 i ~ ' s  
o r   s u p p l y   w h i c h  i s  not   medica l lqr  ST p s y c h o l o g i c a l l y   n e c z s s a r y  t3 
d i a g n o s e   a n d   t r e a t  a m e n t a l   o r   p h y s i c a l   i l l n e s s ,  i i l j u r y ,  (2r 
b o d i l y   m a l f u c c t i c n . .  . . I '  A11 subsequent   Depar tment  of 3ersnse 
A p p r o p r i a t i o n  A c t s  h a v e   c o n t a i n e d  similar r e s t r i c t i o n s .  

The CESAPTPUS r e g u l a t i o n  in e f f e c t   a t  t h e  time of enactmene of 
P u b l i c  Law 9 4 - 2 1 2 ,  was a j o i n t   s e r v i c e   r e g u l a t i o n   h e r e i n   r e f e r r e d  
t o  as  Army R e g u l a t i o n  (AR) 4 0 - 1 2 1 .  T h a t   r e c f u l a t i o n   a u t h o r i z e d  
CIIAT.lPIJS c o v e r a g e   i n   p a r a g r a p h  5 - 2 ,  as follows: 

' I . .  . I n  g e n e r a l ,   a n y   a r o c e d u r e s   a n d   t y p e s  of 
c a r e ,   r e g a r d l e s s  of w h e t h e r   f u r n i s h e d   o n  ;in 
i n p a t i e n t   o r   o u t p a t i e n t   b a s i s ,   w h i c h   a r e  
g e l l e r a l l y   a c c e p t e d  a s  b e i n g   p a r t  of qood 
m e d i c a l   p r a c t i c e  . . . . ' I  

The  rzc ju la t ion  a l s o  d e f i n e s  necessary ser.Jices i n  p a r a g r a p h  
1 - 3 . c . ,  as:  

' I .  . . T h o s e   s e r v i c e s ,   c o n s u m a b l e   s u p p l i e s ,  2nd 
s u p p o r t i v e   d e v i c e s   o r d e r e d  by t h e   p r o v i d e r  of  
care xis e s s e n t i a l   f o r  t h e  c a r e  o? the 2;l t icn-c 
o r  treatment cf t h e  p a t i e n t ' s   m e d i c a l   o r  
s u r g i c a l   c o n d i t i o n . .  . . ' I  
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E f f e c t i v e   J u n e  1, 1 9 7 7 ,  a new CliALNPUS r e g u l a t i o n ,  DOE 6010.8--R, 
was i m p l e m e n t e d .   I n   c h a p t e r  11, R . l C 4 . ,  it d e f i n e s   m e d i c a l l y  
n e c e s s a r y  as: 

". . . t h e  l e v e l  of services a n d   s u p p l i e s   ( - c h a t  
i s ,  f r e q u e n c y  , e x t e n t ,   a n d   k i n d s )   a d e q u a t e  
f o r   t h e   d i a g n o s i s   a n d   t r e a t m e n t   o f   i l l n e s s  o r  
i n j u r y ,  . . . r 4 e d i c a l l y   n e c s s s a r y   i n c l u d e s  
c o n c e p t  of a p p r o p r i a t e   m e d i c a l   c a r z . "  

I n   c h a p t e r  11, 3.14., a p p r 9 p r i a t e  medical care i s  d e f i n e d ,   i n  
p a r t ,  a s :  

' I . .  . T h a t   m e d i c a l  care w h e r e   t h e   m e d i c a l  
services per formed i n  t h e   t r e a t m e n t  of a 
d i s e a s e  o r  i n j u r y  . . . are  i n   k e e p i n g   w i t h  t h e  
g e n e r a l l y   a c c e p t a b l e  norm f e r   r n e d i c a l  
p r a c t i c e   i n  t h e  Vn i t ed  States.. . . I t  

In f u r t h e r   e x p l a n a t i o n ,  DOT, 6010.9-!? l i s t s  in c h a p t e r  IV, G. 
t h o s e   s e r v i c e s   a n d   s u p p I i . 3 ~   x h i c h  a re  s p e c i f i c a l l y   e x c l u d e d  u lder  
t h e  CHAT-IPUS 3asic  P r o q r a m .   S p e c i z i c a l l y   c i t a d  a r c  se rv i cas  v h i c h  
are:  

Not i n   A c c o r d a n c e  with :;icccptcd Standnrcis  : 
E x p e r i m e n t a l .  .';ervices a n d   s u p p i i > s  2o t  
p r o v i u e d  i n  accoruance w i t h  t h e  alrlceL>?ced 
p r o f e s s i c n a l  ntldic,;l s tanc inrds ;  o r  r c i a t e d  ti; 
z s s e n t i a l l y  e.:zpil?rinc.nknl p r o c e d u r e s  sr 
t r e a t m e n t   r e g i m e n s . "  

The term "exye r i rnen ta l "  i s  defillcxt in DoD 5010. 3 - 2 ,  ehapzer Ii, 
3 . 6 8 ,  as: 

"Exper imen ta l .  IT, Lxper i rnenta l  I means  medical  
care t h a t  i s  e s s e n t i a l l y   i n v e s t i g a t o r y  o r  a n  
unproved   p rocedure  a r  t r e a t n e n t   r e g i m e n  
( u s u a l l y   p e r f o r m e d   u n d e r   c o n t r o l i e d   m e d i c a l  
legal c o n d i t i o n s )   w h i z h  does n o t  neet Ehe 
g e n e r a l l y   a c c e p t e d   s t a n d a r d s  of u s u a l  
p r o f e s s i o n a l   m e d i c a l   p r a c t i c e   i n   t h e   g e n e r a l  
medical community .... Use of d r u g s   a n d  
n e d i c i n e s   n o t   a p p r o v e d  by t h e  Food alld Crug 
A d m i n i s t r a t i o n   f o r  g e n e r a l  use by humans 
( even   t hough   appravcd  for testing b y  human 
b e i n g s )  i s  a l s o   c o n s i d e r e d  to b e  
s x p e r i m e n t a l .   5 o w e v e r ,  if a d r u g   o r   r n c d i c i n o  
is l i s t e d   i n   t h e  U.S. Pharmacopoe ia   and /o r  
t h e  K a t i o n a l   F o r m u l a r y ,  2nd r e q u i r e s  
p r e s c r i p t i o n ,  it i s  n o t  c o n s i d e r e d  
e x p e r i m e n t a l   e v e n  i f  it i s  lander 
i n v e s t i y a t i o n  by the I J .  S.  FOG^ a.nd > r u g  
A d m i n i s t r a t i o n  a s   t o  i t s  e f f e c t i v e n e s s . "  



OCHAi4PUS specifically addressed the applicability of these 
regulatory provisions to  PUVA in an Interpretation issued on 
August 17, 1978. That interpretation states  in part as iol lows:  

I I I S  photochemotherapy for psoriasis a covered 
service under CMANPUS? 

. I . .  

Photochemothzrapy considered Experimental. 
Photochemotherapy is a nodality which enploy:; 
the drug methoxsalen and a high intensity 
ultraviolet light af narrow  wave length bznc 
in the trcatment of psoriasis. 
Photochemotherapy is also  known as PUVA. 

At the present tine, this treatment is 
considered investigational. Approval by -the 
FDA has not  been grailted. Therefore, no 
CIIALlPUS benefits are payable for this 
trzatment or related services. 'I (CIIXWUS 
Interpretation 2 8 - 7 8 - 2 ) .  

To determine  whether  PUVA at t h z  time of  treatment was a coverd 
benefit, it is necessary to determine whether the treatment :+as 
"in keeping with the qenerally acceptable m r m  for medical 
przctice in the United Statcs" and whether it L . J ~ S  an expzrinenczl 
treatment. 

The ifearing Officer  conciudea  that, "PUVX treatcents we r 1: 
provdided to  [the beneficiary] in  acccrdance  with accepted 
professional zedical  standards;  however, PUVA treatnent 2t this 
time remains essentially experimental. I' Additionally, h2 founci 
"The  PUVA therapy administered by , has been in 
keeping with the generally acceptable norm for medical 
practioners in the field cf Cermatology in the United States, 
although the services Terformed would s t i l l  be considsred 
investigational. 'I 

In his  findings the Hearizg Officer reasoned that .2ven though the 
Regulation excludes experimental procedures that  this exclusion 
"does not stand on its own; it need not and should not bz given 
effect where the services at issue are prcviiled in accordance 
accepte~ professional medical standards." 



p r a c t i c e   i n   t h e   U n i t e d  S t a t e s .  T o  c o n c l u d e  3 t h e r w i s e  would 
eliminate t h e   e x c l u s i o n  f o r   e x p e r i m e n t a l  t reatment .  

A b s e n t   f r o m   t h e   r e c o r d  i s  a n y   n e d i c a l   e v i d e n c e  t h a t  L'LJVA was 
c o n s i d e r e d  a c o n v e n t i o n a l   t r e a t i n e n t   i n  t h e  September  1 9 7 3  t o  
Zlarch 1 9 7 9  p e r i o d .  A11 t h e   m e d i c a l   a r t i c l z s   : = u b m F t t e d  by t h z  
b e n e f i c i a r y  in s u p p o r t  of h e r  appea l  a n d   t h e   a r t i c l e s   s u b m i t t e d  
by OCHA;.!PUS r e f e r  t o  PUVA a s  b e i n g   e x p z r i m e n t a l   o r  ;is Ioeing 
c o n s i d e r e d   i n v e s t i g a t i o n a l ,   o r  i t s  long- t e rm  consequences  arc 
unknown, o r  as  . a  p r o m i s i n g  asw e n t i t y r   o r  arc  s i l e r l t  ;?I: v h e t h e r  
i t  was c o n s i d e r e d   c o n v e n t i o n a l   t r e a t m 2 n t .  



A point that  can be difficult for beneficiaries to accept I is 
that a treatment may be considered experimsntal and still be 
widely used within the medical profession. Indeed, it can appear 
that the treatment is on the verge  of being accepted as 
conventional practice. During the pendancy of this appeal, t h e  
Food and Drug Administration approved PUVA therapy recommending 
the treatment only for  severe,  recalitrant, disabling psoriasis 
not adequately responsive to other forms of therapy. The 
findings of the Focd and Drug Administration have been revicwec! 
under the cited provision of the Requlation and a new policy 
issued conerning CBAPIPUS interpretation 28- '7S-I  effective ilay 7 ,  
1982. The  new policy will authorize CHAMPUS coverage of PUT'7 
treatment received on  cr 3fter the 2ate of approval by the FesCi 
and Drug Administration. The policy is  not retroactive because 
the treatment was considered investigational prior to the d.at2 cf 
FDA approval. The general acceptance, safety and efficacy of c7, 

treatment at the tine of care determines GI-!r"ifiPUS coverage. 

The  PUVA treatment received by the beneficiary was f0ur.d I3.7 Pi l i?  
iiearifig Officer to be expzrimental. The record in this c p p ~ a i  
supports a determinati.cn that  it was expzrinental. Thercf~~rc, 
PUVA treatment was n o t  d CHAXPUS benefit at the tine in d i s ~ ~ ~ c ? .  
Later acceptance by the United States Food 2nd Drug 
.?Idministration does not change this result. 

In sumnary: it is thi,? :?IE.?AL D Z C I S I O N  of the Acting ass is-^^^- 1 _ .  c L A  t 
Secretary of Defense [iicalth Affairs) t h a t  PUVA thera~y ;>r,ZT,-ifiLzi 
tc the beneficiary from September 16, 1978 through :larch 1.3, :,.::79 
was exnerimental and therefore n o t  in keepiz7.q with the q e r ~ e r a l l ; ;  
acceptable norm for medical practice in t h e  Cnitc?d States at the 
tine of treatment. S i n c e  the CELANPUS Regulation sxc ludzs 
experimental treatment, the claims on the da te s  in issue and the 
appeal of the beneficiary are denied. Issuance of this F I N A L  
D E C I S I O N  completes administrative appeals process undFr 3oD 
6010.8-R, chapter X, and no further 3dministrativc appeal is 
available. 


