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The Hearing F i l e  o f  Record, the  tape  of   the  oral   tes t imony 
presented a t   t he   hea r ing ,   t he   Hea r ing   Of f i ce r ' s  RECOMMENDED 
DECISION and the Memorandum of  Nonconcurrence  from the 
Director, OCHAMPUS, on OASD(HA) Appeal  Case No. 21-79  have 
been  reviewed. The amount i n   d i s p u t e  i s  $2,525.06. ( I t  
is noted,  however, t h a t   t h e  outcome of t h i s   a p p e a l   a l s o  
a f fec ts  an a d d i t i o n a l  amount of  $3,789.52  that  was p a i d  ' 

f o r   s e r v i c e s   r e l a t e d   t o   t h e  same su rg ica l   ep i sode . )  I t  
was the  Hearing Officer 's  recommendation t h a t   t h e  Con- 
t r a c t o r ' s   i n i t i a l   d e t e r m i n a t i o n   t o  deny CHAMPUS b e n e f i t s  
for   the  surgical  implantat ion o f  a Cerebel lar   St imulator  
and the   r e l a t ed   anes thes i a  services performed  as a t r e a t -  
ment for  Cerebral   Palsy  should  be  reversed. I t  was h i 5  
f ind ing   t ha t   t he   su rge ry  w a s  med ica l ly   necessa ry . fo r   t he  e treatment  of the i l l n e s s  and t h a t  the procedure w a s  n o t  
glexperimentalg'   as  described  in  the CHAMPUS Regulation, \ 

DoD 6010.8-R. 

After due cons ide ra t ion  and careful  review of  the evidence 
presented ,   the   Pr inc ipa l  Deputy Secretary  of  Defense  (Health 
Affa i r s )   ac t ing   as   the   des ignee   for  the Ass i s t an t   Sec re t a ry ,  
does not   accept   the  RECOMMENDED DECISION. I t  i s  O A S D ( H A ) ' s  
f i nd ing   t ha t   t he   Hea r ing   Of f i ce r   d id   no t   r e f l ec t   p rope r  
evaluation of evidence  or   reasonable   interpretat ion  of   the 
appl icable   regula t ion ,  and tha t   the   ev idence   he   d id  c i t e  
was t o t a l l y   i r r e l e v e n t   t o   t h e   s u b s t a n t i v e   m a t t e r s  a t  i s s u e .  

This FINAL D E C I S I O N  is, therefore,   based on t h e   f a c t s  con- 
ta ined   in   the   Hear ing  F i l e  of  Record and a s   p r e s e n t e d   i n  
oral  testimony  and  although  this FINAL D E C I S I O N  a l s o  
reverses  the i n i t i a l  den ia l ,  it is no t  on t h e   b a s i s   o f  
the   p r imary   ( subs tan t ive)   i s sue   in   the   case- - i . e . ,   whether  
the  disputed  surgical  procedure i s  experimental.  (The 
dec is ion ,   in  fac t ,  c o n f i r m s   t h a t   t h e   i n i t i a l   d e n i a l   o f  
CHAMPUS b e n e f i t s  for se rv ices / supp l i e s   r e l a t ed   t o  the 
surgical   implantat ion of a Cerebellar  Stimulator  on  the 
basis  it is experimental  was co r rec t . )   Ra the r ,   t he  
reversal  of  the i n i t i a l   d e n i a l  i s  based on a r e l a t e d  . 
technical   i ssue.  -- 
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PRIMARY ISSUE(S) I N  DISPUTE 

The p r imary   i s sue   i n   d i spu te   i n   t h i s   ca se  is whether  the  sur- 
gical   implantat ion  of  a Cerebel lar   St imulator  and t h e   r e l a t e d  - - ?  

. -  -a 
anesthesia  services  rendered  asc-a--kreatment  , .for  Cerebral - 
palsy  consti tuted  care  than  can be considered  as  being 
provided i n  accordance  with  accepted  professional  medical 
standards o r  whether it is  s t i l l  i n v e s t i g a t i o n a l   ( i . e . ,  
experimental).  Another issue is  whether  the  device i tself  
is  still a t   t he   i nves t iga t iona l   s t age   o f  development, 
pa r t i cu la r ly  w i t h  r e spec t   t o   t h i s   p rocedure ,  and  whether 
it had  received f u l l  marketing  approval from t h e  res- 
ponsible  Federal  agency. 

The app l i cab le   r egu la t ion   i n   e f f ec t  a t  the  t ime  the  disputed 
services  were rendered  def ined  l lExperimental l f   [ in   par t ]   as  "... medical c a r e   t h a t  is e s sen t i a l ly   i nves t iga to ry   o r   an  un- 
proven  procedure  or  treatment  regimen ... does not  meet t h e  
generally  accepted  standards  of  usual  professional  medical 
p r a c t i c e   i n  t h e  general  medical community . . . I f  (Reference: 
CHAMPUS Regulation DoD 6010.8-R, CHAPTER 11, Subsection B . 6 7 . )  
The regulation f u r t h e r  speaks t o  experimental services and 
suppl ies  under the   sec t ion   descr ib ing   exc lus ions  and l i m i t a -  
t i o n s ,   s t a t i n g  . . [excluded are] se rv ices  and suppl ies   no t  
provided  in  .accordance  with  accepted  professional medical 
s tandards;   or   re la ted  to   essent ia l ly   experimental   procedures  
or  treatment  regimens."  (Reference: CHAMPUS Regulation, 
DoD 6010.8-R, CHAPTER I V ,  Subsection G . 1 6 . )  

The issue r e l a t ed   t o   anes thes i a  service is addressed i n   t h e  
def ini t ions  sect ion  of   the  Regulat ion which s t a t e s   [ i n   p a r t ] ,  
I lhes thes ia  services means the   adminis t ra t ion   o f  an a n e s t h e t i c  

. .- 

agent ... in  connection  with  otherwise  covered  surqery ... II 
[emphasis added] (Reference: CHAMPUS Regulation DoD 6010.8-R, 
Chapter 11, Subsection B.12.) And a g a i n   i n   t h e   s e c t i o n  on 
exclusions and l imi t a t ion ,  the regula t ion   s ta tes ,   l l . . . [exc luded  
are]   services  and s u p p l i e s   ( i n c l u d i n g   i n p a t i e n t   i n s t i t u t i o n a l  
cos t s )   r e l a t ed  t o  a non-covered  condition  or  treatment . . . I 1  

(Reference: CHAMPUS Regulation DoD 6010.8-R, Chapter I V ,  
Subsection G . 6 9 . )  

. The appealing  party and the  a t tending  physician  submit ted 
statements  and/or  testimony  which, i n  their  view,  supported 
the   pos i t ion   tha t   the   surg ica l   implanta t ion  o f  t h e  Cerebe l la r  
Stimulator  device w a s  a recognized,  accepted  treatment  for 
Cerebral  Palsy and was medically  necessary.  The appealing 

c- par ty   a l so   ma in ta ined   t ha t ,   i n  fac t ,  t he   ca re  was sponsored  and 
recommended by t h e   p h y s i c i a n s   a t  the Military  Regional Medical Lq4 Center where he and h i s   f ami ly  had  been  receiving  their   primary 
medical  care. H e  fu r the r   a s se r t ed   t ha t   r e l a t ed   anes thes i a  
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services  should  be  covered  independently of  the   surg ica l   p ro-  
cedure,  whether o r   n o t   t h e   r e l a t e d   s u r g e r y  was deemed t o   b e  
experimental.  Nonetheless, it is the   f i nd ing   o f   t he   .P r inc ipa l  
Deputy Secre ta ry   o f   Defense   (Heal th   Affa i r s )   tha t   the   fac ts  
presented i n   t h i s  case- do not   support   the   -app.eal ing  par ty 's  
position. 

-1 
d - 

. In  order t o  a s su re   t ha t   t he   appea l ing   pa r ty  and a l l   o t h e r s  con- 
cerned ful ly   understand  the  bases  upon which t h e   i n i t i a l   d e n i a l  
i s  being  reaffirmed as correct ,   each  of   the  points  i s  addressed 
i n   t h i s  FINAL DECISION. 

1. Presence of  Cerebral  Palsy:  Treatment  Medically  Necessary. 
The appea l ing   par ty   s t rongly   asser ted   tha t   h i s   dependent  
daughter s u f f e r e d  from  Cerebral  Palsy and t h a t   t h e   s u r g e r y  
in   quest ion w a s  medically  necessary. The Hearing F i l e  of 
Record c lear ly   es tab l i shes   the   p resence   o f   Cerebra l   Pa lsy ,  
t h a t  her   condi t ion  was r e l a t ed .   t o   he r   p rema tu re   b i r th ,  low 
bir th   weight   and  the  possibi l i ty   of   neonatal   in jury  or  
anoxia. H e r  motor  function was delayed and a t  an   ea r ly  
age s p a s t i c i t y  of  r i g h t  upper  extremity and lower  extremi- 
t i e s  was noted. H e r  i n t e l l ec tua l   capac i ty  was not  impaired,  
however. Previous   surg ica l   p rocedures   to   cor rec t   squin t ing  
of the   eyes ,   sc i ssor ing   of   the   l egs  and con t r ac t ion   o f   t he  
f ee t  were performed.  In  July.1977 when the   d i spu ted  
surgery was performed,   the  pat ient  was f i f t e e n   y e a r s   o f  
age and confine'd t o  a wheel cha i r ,   wi th   on ly   the  l e f t  
upper extremity  . 'having any subs t an t i a l   func t ion .  The 
r igh t  arm w a s  s eve re ly   spas t i c  as were both  the  lower 
extremities.  On t h e   b a s i s   o f   a n   a r t i c l e  which  appeared i n  
a popular   (non-sc ien t i f ic )  magazine, the   appea l ing   par ty  
sought o u t  the su rge ry   i n   an t i c ipa t ion   t ha t   imp lan ta t ion  
of the  Cerebel lar   St imulator  would improve func t ion   by  
reducing s p a s t i c i t y  and his   daughter  was accepted as a 
candidate   for  the surgery. The procedure was not   intended 
to   t r ea t   t he   Ce reb ra l   Pa l sy   cond i t ion  i t se l f ,  o n l y   t o  
reduce the   spas t i c i ty   o f   t he   musc le s   a s soc ia t ed  w i t h  the 
disorder.  That the ch i ld   su f f e red  from Cerebra l   Pa lsy  
w i t h  a s soc ia t ed   s eve re   spas t r i c i ty  was never a t  i s s u e .  
Nor was the bas i s   o f  the CHAMPUS den ia l   r e l a t ed   t o   whe the r  
o r  not it w a s  medica l ly   necessary   to   reduce   the   spas t ic i ty- -  
that   obviously was a worthwhile  goal.  Rather,  denial was 
based on t h e   f i n d i n g   t h a t   t h e   s u r g i c a l   p r o c e d u r e  itself is  
experimental--i.e.,  it is  still invest igat ional ,   unproven 
as t o  s a f e t y  and efficacy.  (Reference: CHAMPUS Regulation 
DoD 6010.8-R, CHAPTER 11, Subsection B.67 . ;  Chapter IV, 
subsection G. 16. ) 

c 

- 
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2 .  General  Acceptance  of  Surgical  Procedure in   P ro fes s iona l  
Community: Weight of  Evidence.  Although  the  appealing 
p a r t y  and the  a t tending  physician  s t rongly  endorsed  the 
surgical   implantat ion of t he   Ce rebe l l a r   S t imula to r   t o  7 
cont ro l   the   spas t ic i ty   assoc ia ted   wi th   Cerebra l   Pa lsy ,  'I 

and a s s e r t i n g   t h a t  it was not  experimental ,   the  weight 
of  professional  opinion is s t rong ly   t o   t he   con t r a ry .  
The Hearing  Fi le   of  Record e s t a b l i s h e s   t h a t   t h o s e  
professional  groups and Federal   agencies  having  special  
e x p e r t i s e  and/or r e s p o n s i b i l i t y   f o r   p u b l i c   p o l i c y   i n  
this a rea  were  unanimious i n   t h e i r   o p i n i o n s   t h a t   t h e  
surgical   .procedure  in   dispute  was still genera l ly  
i n v e s t i g a t i o n a l  and unproven, desp i t e   t he   e spousa l  

. -  - 

by 

0 

0 

0 

0 

cer tain  individual   proponent   physicians.  

American  Association o f  Neuroloqical  Surgeons. 
Statements  re.ceived from t h e   P r e s i d e n t   o f   t h i s  
Associat ion  confirmed  that   the   procedure  (and 
the   device)  were a t   t h e   i n v e s t i g a t i o n a l   s t a g e  
of  development  and t h a t  a conclusion  regarding 
s a f e t y  and e f f i cacy  had no t   ye t   been  drawn. 
The neuro logica l   spec ia l i s t s   d id   no t   cons ider  
the  procedure  as   s tandard  within  their   special ty  

Department  of Health and Human Services (DH&HS). 
This  Federal  agency  (formerly D e p t  of  H e a l t h ,  
Education and Welfare)   repor ted   tha t  The National 
I n s t i t u t e s  o f  Health and The Food and Drug Admini- 
s t r a t i o n . d i d   n o t   c u r r e n t l y   s u p p o r t   t h e  use  of 
Cerebellar  Stimulators  as  being safe and e f f e c t i v e   i n  
t he   t r ea tmen t   o f   spas t i c i ty   o r  movement disorders .  
These  agencies  did  not  indicate  that   the  procedure 
or   the   device  were general ly   accepted by the  medical 
community o r  t h a t  development was beyond the  invest-  
iga t iona l   s tage .  

Heal th  Care  Financing  Administration (HCFA):  Medicare. 
I t  w a s  confirmed t h a t  Medicare,   currently the l a r g e s t  
Federal   medical  benefits   program,  considers  the Cere- 
be l la r   S t imula tor   implanta t ion   an   inves t iga t iona l  
procedure .   Benef i t s   a re   no t   p rovided   for   th i s  
procedure  under  that Program  on t h e   b a s i s   t h a t   t h e  
Social   Securi ty  A c t  prohibi ts   expendi tures   of  Medi- 
care funds f o r  experimental   services .  

Subcommittee  of  Neuroaugmentation Devices of  the 
Jo in t   Mater ia l s  and  Devices  Committee. The chair-  
man of  this committee repor ted   tha t   implanta t ion  
of  Cerebellar  Stimulator-devices  had  not  been 
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proven t o  be e f f e c t i v e  and t h a t   t h e  committee d i d  
not recommend t h a t  it be inc luded   as  a standard 
procedure in   neuro logica l   surqery .  

The professional.  ass.ociation .of neu ro log i s t s  and neuroi  
surgeons,  as w e l l  a s   t he   Na t iona l   In s t i t u t e  of  Health,-/ 
the Department  of  Health,  Education  and  Welfare,  the Food 
and Drug Administration  and  the  Health Care  Financing 
Administration were i n  agreement that   conclusive  evidence 
a s   t o   t h e   s a f e t y  and e f f i cacy  of  Cerebel lar   St imulator  
implantation  has  not  yet   been  presented.  Statements 
submitted  by  individual  physicians i n  support   of  the 
procedure  (and  the  device)  generally  reported  only  the 
results of their   personal   experiences  with  the  procedure 
r a t h e r   t h a n   s c i e n t i f i c l y   c o n t r o l l e d   s t u d i e s .  Evidence 
of general   acceptance  within  the  medical community was 
not  claimed  or  substantiated.  A s  i s  evident  from t h i s  
case, CHAMPUS does  not   uni la teral ly   decide  whether  
a surgical   procedure  or   t reatment   regimen  fa l ls   wi thin 
the def in i t ion   o f  .ltexperimentallr--rather, there  i s  ex- 
tensive  research and consul ta t ion .   In   reaching  i t s  con- 
c lusion on the   spec i f i c   su rge ry   and   dev ice   a t  i s s u e  i n  
t h i s   c a s e  it is t h e  CHAMPUS pos i t i on   t ha t   t he   suppor t   fo r  
the  procedure coming  from physician  advocates  cannot  carry 
t h e  same weight   o r   c red ib i l i ty  as the professional  opinions 
expressed  by  the  leadership  of the neuro log ica l   spec ia l i s t s '  
p rofess iona l   assoc ia t ion   or   the  Federal agencies  charged  with 

Ja - - 
.., I - 
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IJ To assure  that   there   has   been  no  change  in   the  s ta tus  
of  this procedure  since  the time of the Hearing,  the 
Nat ional   Inst i tutes   of   Heal th  w a s  contacted  immediately 
preceding  the  issuance  of   this  FINAL DECISION. I t  was 
again  confirmed  that   while  there are those  individual  
physicians who espouse the procedure and there  is some 
anecdotal   indicat ion  that   the   implantat ion  procedure 
may be helpful ,  it i s  s t i l l  cons idered   inves t iga t iona l  
--i.e it is still unproven as t o   e f f i c i e n c y  and sa fe ty .  
The s c i e n t i f i c  community h a s   i n i t i a t e d   c o n t r o l l e d  s tudies ,  
b u t  it w i l l  be a t   l e a s t   a n o t h e r   t h r e e   y e a r s  before 
s u f f i c i e n t   s c i e n t i f i c   d a t a  w i l l  be a v a i l a b l e  on which t o  
base any conclusions. I t  is  repea ted ly   po in ted   ou t  by 
the s c i e n t i f i c  community tha t   because  this procedure 
( i f  eventually  accepted)  can be e x p e c t e d   t o  be  performed 
t o  a g rea t   ex t en t  on chi ldren  and  young  adul ts ,   safety,  

importance. 
-. p a r t i c u l a r l y   i n   r e l a t i o n   t o   l o n g  term use,  i s  o f  paramount 
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3. The Device ,   -The   s ta tus  of the   Cerebe l la rPSt imular   as  a . .  - . -  

medical  device i s  a l s o   a t   i s s u e .  The Cerebe l la r  Stimu- 
l a t o r  was deve loped   fo r   imp lan ta t ion   i n   b ra in   t i s sue .  
As such i ts  use  and d i s t r i b u t i o n  i s  cont ro l led   under   the  
Medical Devices Amendment enacted by Congress i n  1976. 
The law  awarded the r e spons ib i l i t y  of e s t a b l i s h i n g   t h e  
safe ty   and   e f f icacy  o f  medical  devices t o   t h e  Food,  Drug 
and Cosmetic Administration.  This  agency  confirmed  that  
as   of   January  1979  the  Cerebel lar   St imulator   a t ta ined 
Class 111 s t a t u s ,  which means it i s  still cons idered   to   be  
in   t he   i nves t iga t iona l   s t age   o f  development.  Approval f o r  
unlimited  use w i l l  be  awarded  only a f t e r   t h e   s a f e t y  and 
efficacy  had  been  established. I t  i s  concluded,   therefore ,  
t h a t   t h e   d e v i c e  as well as  the  procedure must  be  con- 
s ide red   t o  f a l l  wi th in   the  CHAMPUS def in i t ion   o f   "exper i -  
mental"  and thus  excluded from benefi ts .   (Reference:  
CHAMPUS Regulat ion DoD 6010.8-R, CHAPTER 11, Subsection 
B.67;  I V ,  Subsect ion G . 1 6 . )  f" 
Related  Anesthesia. The appeal ing  par ty   a lso  maintained 
that  whether o r  not   the   surgery  i tself  was de te rmined   to  
be covered, t h a t  the  anesthesia  should  be  paid.   Apparently 
the   bas i s  of h i s  pos i t i on  i s  t h a t   t h e   a n e s t h e s i a  was 
medical ly   necessary  to   perform  the  surgery.   This  i s  n o t  
the  issue,  however. The Program d i d   n o t   q u e s t i o n   t h e   f a c t  
t ha t   anes thes i a  i s  a prerequis i te   to   the   per formance   of  
surgery.   Rather  the issue i s  t h a t   t h e   s u r g e r y   f o r  which 
the   anes thes ia  w a s  administered was determined t o  be a 
noncovered t r ea tmen t  on the   bas i s  it f a l l s   w i t h i n   t h e  
CHAMPUS def ini t ion  of   "experimental .   Therefore  a l l  
re la ted  senrices and suppl ies   inc luding   the   anes thes ia   a re  
also  excluded.  (Reference: CHAMPUS Regulation DoD 
6010.8-R, Chapter 11, Subsection B.12; Chapter I V ,  Sub- 
section  6.69. ) 

SECONDARY ISSUES 

The appealing  party,   while  strongly  supporting  the  surgery  his 
d a u g h t e r   r e c e i v e d , .   a l s o   d i r e c t e d   s u b s t a n t i a l   a t t e n t i o n   t o  sec- 
ondary issues,   which he asser ted  supported  special   considerat ion 

- f o r  CHAMPUS t o   e x t e n d   b e n e f i t s   i n   t h i s   c a s e .  

I ssuance   o f   Cer t i f ica te  o f  Nonavai labi l i ty  ( C N A ) :  
Authorization of CHAMPUS Benefits .  I t  was t h e   p o s i t i o n  
of t h e   a p p e a l i n g   p a r t y   t h a t  the issuance  of a C e r t i f -  
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icate of Nonavailability  (CNA)  was  prima  facia  evidence 
of his  position  that  the  procedure  was  recommended  and 
sponsored  by  the  Military  Regional  Medical  Cen.ter._and I 
that  therefore  CHAMPUS..benefits.  should  .b.e  paid.  Based ’. 

on  the  Hearing  File of Record#and his  oral  testimony, 
it is  acknowledged that  the  appealing  party  sincerely 
believes  this,  but it is  simply not correct.  When  a 
Uniformed  Services  hospital  issues  a  Nonavailability 
Statement, it only  indicates  that  the  type  of  inpatient 
care  being  requested  is not  available  at  that  facility 
at  that  particular  time. It does not guarantee  that 
CHAMPUS  benefits  will  be  provided  as  asserted  by  the 
appealing  party.  A copy of the  CNA  which  was  issued 
in this  case  was  included in the  Hearing  File of 
Record.  Correct  information  concerning  the  CNA  is 
clearly  stated in the  first  section of that  document 
under  the  heading If ISSUANCE  OF  THIS  STATEMENT  MEANS. . . ” 

- 

Applying  Regulation  Retroactively. The appealing  party 
repeatedly  complained  that  the  denial of CWYMPUS  benefits 
in-this case  was  made on the  basis of a  retroactively 
applied  regulation.  This  is not correct.  The  applicable 
regulation  (DoD 6010.8-R) was  published in the  Federal 
Reqister  on 4 April 1977 and  implemented 1 June 1977. 
The surgery-in question  was  performed on 15 July 1977. 
While  we  cannot  ascertain  the  basis of the  appealing 
party’s  complaint,  this  objection  is  essentially  moot 
since  the  prior  regulation  contained  a  similar  provision. 
Therefore,  even. if this appeal case  was  reviewed on 
the  basis of  that  prior  regulation,  the  decision  would  be 
the  same--a denial.on the  basis  the  surqery  does not 
constitute  generally  accepted  practice.  (keference: 
Army  Regulation AR 40-121, Chapter 5, Section 5-2) 

- 

Lenqth of Tim; for  Initial  Determination:  Principle  of 
Estoppel.  The  appealing  party  also  asserted  that  there 
was  an  unreasonable  delay in making  the  initial  denial 
decision  which  led  him  to  assume the service  was  covered-- 
implying  the  principle of estoppel  should  apply.  First, 
since  CHAMPUS  is  a  Federal  Program  and  the  principle of 
estoppel  does not apply  to  actions of the  Federal  Govern- 
ment,  ‘the  question is moot. However, it should  be  noted 
for  the  record  that  even if estoppel  had  applied, it 
would not have  been  operative in this case.  The  Hearing 
File of Record  indicates  the  claims  for  the  surgery  and 
anesthesia  were  promptly  submitted by the  physicians in 
August 1977, but  to  an  organization  other  than  the  cur- 
rent CHAMPUS Fiscal  Intermediary. The record  is  silent . 

as  to  whether  they  were  returned to the physician for 
resubmission or whether  the  claims  were  eventually 
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forwarded on to   the   p roper   F isca l   In te rmediary .   In  
any  event  the  claims  for  the  surgery and anesthesia  
were n s t  received  by  the CHAMPUS Fiscal  Intermediary 
u n t i l  October, and were referred  for  medical  review 
almost  immediately. The c la ims   for  t h e  surgery and 
related  anesthesia  were i n i t i a l l y   d e n i e d  by the   F i sca l  
Intemediary on 1 6  January  1978--approximately  ninety 
( 9 0 )  days a f t e r   t he   c l a ims  were received.  This i s  
n o t  an  overly  long  period of time f o r  a d e c i s i o n   i n  
a case  that   required  extensive  professional   research 
and  medical  review  before the  c la ims  could be en tered  
i n t o   t h e  normal processing  channel.  While it is  
admit tedly  unfortunate   that   the   c la ims were not  
i n i t i a l l y   s u b m i t t e d   t o   t h e   p r o p e r   l o c a t i o n ,  CHAMPUS 
cannot  reasonably  be  held  accountable  for  the time 
l o s t  due t o  t h i s   e r r o r .  A s  soon  as  the  claims were 
received by the  Fiscal   Intermediary,   appropriate   act ion 
w a s  t a k e n   t o   i n i t i a t e   m e d i c a l   r e v i e w   i n   o r d e r   t h a t  a 
decision  could  be made on payment o r   d e n i a l .  

4.  Claims for  Related Services Paid.  I t  was noted  by  the 
appea l ing   par ty   tha t  CHAMPUS pa id   t he   c l a ims   fo r   t he  hos- 
p i t a l   s t a y   ( r e l a t e d   t o   t h e   s u r g e r y   i n   d i s p u t e )   w i t h o u t  
question and impl i ed   t ha t   t h i s   ob l iga t ed   t he  Program t o  
a l so  pay for   the  surgery.  CKAMPUS acknowledged t h a t   p r i o r  
t o  recogniz ing   tha t   the   surg ica l   p rocedure  was one  which 
i s  s t i l l  cons idered   inves t iga t iona l ,  payment was  made no t  
on ly   fo r   t he   r e l a t ed   hosp i t a l   s t ay ,   bu t   a l so   fo r  a consul ta-  
t i o n  and a reevaluat ion X-ray.  That  an  error  occurred, 
however, i n  no  way b inds   the  Program to   cont inue  the e r r o r ;  
ac t ion   t ha t  i s  r equ i r ed   i n   such   s i t ua t ions  i s  t o   c o r r e c t  
the  error--not   perpetuate  it. There fo re ,   t he   f ac t   t ha t  
o ther   c la ims   re la ted   to   the   surg ica l   ep isode   in   ques t ion  
were  paid  in  error  does  not  mandate  issuance of  an  appeal 
decis ion  favorable   to   the  appeal ing  par ty .  Appeal 
decis ions must  be  based on t h e  merits o f   t he   ca se ,   i n  
keeping  with  the  law  and  appl icable   regulat ions,   regardless  
o f  any p r i o r - e r r o r s  t h a t  may have  occurred. 

5. Length o f  Time i n  Appeal. The appealing  party  complained 
t h a t  the  CEIAMPUS Administrative  Appeals  process was a 
bureaucrat ic  maze. H e  f u r t h e r  commented on the  extended 
period  of  t ime  that  had e lasped   be tween  the   in i t ia l   denia l  
and  the  concluding  stages  of the appeal  process. These 
are legit imate  complaints.  The Department of  Defense i s  
aware of the s i t u a t i o n  and e f f o r t s   a r e   b e i n g  made t o   b r i n g  
about improvements. For example, a regulation  change is  
current ly   being  considered  that  w i l l  decrease  the number c/ of l eve l s  o f  appeal  and  speed up the  process .  I t  should 
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be recognized,  however,  that  the  formal CHAMPUS Adminis- 
trative  Appeals  system is  still r e l a t i v e l y  new. ( A s  a 
matter of f a c t   t h i s   a p p e a l   c a s e  was one o f   t he   ea r ly   ca ses  

requirements  are s t i l l  in   the   deve lopmenta l   s tages .  I t  i s  1 

a lso   no ted   tha t  had there   been no formal  appeal  system, 
the  appeal ing  par ty  would no t  have  been  afforded  an  oppor- 
t u n i t y   t o   p r e s e n t   h i s  views a t  a h e a r i n g   o r   t o  have  an 
appellate  review by t h e  Office of   the   Ass is tan t   Secre ta ry  
of  Defense  (Health  Affairs) .  While the   de l ays   cu r ren t ly  
in  the  system  are  acknowledged,  again this does  not mandate 
the  issuance  of a decis ion  favorable   to   the  appeal ing  par ty .  

to   enter   the  appeal   process . )   Procedures  and s t a f f i n g  1 

- 

6. Financial  Hardship. The appealing  party  requested  admini- 
s t r a t ive   cons ide ra t ion  an t h e   b a s i s  of  hardship-- i .e . ,  
e s s e n t i a l l y   t h a t   t h e   s u r g e r y  had  been  performed  with  the 
expec ta t ion   tha t  CHAMPUS would extend i ts  benefits--and 
that  because CHAMPUS den ied   l i ab i l i t y ,   he  and h i s   f ami ly  
have been adve r se ly   a f f ec t ed   f i nanc ia l ly .  While it is  
deeply  regret ted when a Program decis ion-   causes   f inancial  
problems f o r  a Mi l i ta ry   fami ly ,   f inanc ia l   hardship   per  se 
i s  not a v a l i d   b a s i s  on  which to  consider  an  appeal.  To 
assure  uniform,  unbiased  Program  decisions,  consideration 
must be made on t h e   s u b s t a n t i v e   i s s u e ( s )   a s   t h e y   r e l a t e   t o  
application of l a w  and  regulations.  c 

7. Obligation t o  Active Duty Members. The appeal ing  par ty  
s t rong ly   a s se r t ed   t ha t   t he  Government i s  o b l i g a t e d   t o  
provide a l l  needed  medical care for   an   ac t ive   du ty  
family--that i f  it is  no t   ava i l ab le  from a Uniformed 
Se rv ice   f ac i l i t y ,  CHAMPUS benefi ts   should  be  payable .  
I t  i s  agreed  that   by  law  the Government o b l i g a t i o n   t o  
provide a l l  needed   medica l   care   to   the’   ac t ive   du ty  
member i s  absolu te .  Based  on t h e  same law, ,  however, t h i s  
absolute   r ight   does  not   apply  to   dependents   of   act ive 
duty members. I t  is  unfor tuna te   tha t  many M i l i t a r y  
sponsors  have this   misconcept ion.  What the  law 
does  provide i s  t h a t   a f t e r   a c t i v e   d u t y  members, t h e i r  
dependents  have f irst  p r io r i ty   fo r   med ica l   ca re  a t  Uni- 
formed S e r v i c e   f a c i l i t i e s  on a space  available/profes- 
s i o n a l   c a p a b i l i t y   b a s i s ,   b u t   t h i s   a v a i l a b i l i t y  i s  n o t  
guaranteed. Where d i r e c t   c a r e  i s  no t   ava i l ab le ,  CHAMPUS 
benefits  are payable ,   subjec t   to   the  law  and app l i cab le  
regulations.  By s t a t u t e  CHAMPUS was not  designed as a 
f u l l  payment  Program. I t  has a deduct ibles  and requires 
cost   shar ing;  and there a re   bene f i t   exc lus ions  and limit- 

Under the author i ty   g ran ted   to   the   Depar tment   o f  
Defense, it has  been  determined  that it is  not  appro- t 

-. a t ions ,   gene ra l ly   pa t t e rned   a f t e r  major t h i r d   p a r t y  programs. 
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p r i a t e   f o r  Program  funds t o  be  expended f o r   s u r g i c a l  
procedures o r  other  treatment  regimens  which are still 
i n v e s t i g a t i o n a l  and have not  been  proven  efficacious 
o r  safe. Whi le   th i s   po l icy  may adversely  impact on 
an individual   beneficiary,   there-  is an ove r r id ing  
Program r e s p o n s i b i l i t y   t o   p r o t e c t   a l l   b e n e f i c i a r i e s  
by assuring  that   funds  are  used  only  for  safe,   appro- 
p r i a t e ,  and generally  accepted  treatment  regimens.  

- <-.A1*. ^.I_ 

RELATED ISSUE 

Supplemental  Care I s sue :  Reversal  Decision. The repre- 
sen ta t ive   c la imed  tha t  CHAMPUS benefits   should  be  extended 
for   the   surg ica l   implanta t ion   of   the   Cerebe l la r   S t imula tor  
because  the  procedure had  been recommended by the  physi-  
c i a n s  as the Military  Regional  Medical  Center  where  he 
and his   family  received  their   pr imary  care .   This   appears  
t o  be somewhat of  an  overstatement  since  the  Hearing  File 
of   Record  indicates   that   the   appeal ing  par ty   learned o f  
the   d i sputed   surg ica l   p rocedure  and device from a popular 
monthly  magazine and contacted  the  Mili tary  Regional 
Medical   Center   about   the  possibi l i ty  o f  the  procedure 
being  performed i n   t h a t   f a c i l i t y .  I t  was n o t  a surgery 
being  performed a t  the M i l i t a r y   f a c i l i t y .  The c l i n i c a l  
information made ava i lab le   for   rev iew  ind ica tes   the  
Mi l i ta ry   phys ic ian  was ac tua l ly   unfami l ia r  w i t h  the   pro-  
cedure.  Nonetheless, a long-distance  telephone  contact 
w a s  made with the provider named i n   t h e  a r t i c l e  and  an 
appointment se t  fo r   t he   ch i ld   t o   be   eva lua ted  as a candi- 
d a t e   f o r   s u r g e r y - - i . e . , ' a   d i r e c t   r e f e r r a l   t o  a c i v i l i a n  
source  of   medical   care ,   contrary  to  Service i n s t r u c t i o n s  
and d e s p i t e   t h e   f a c t  the Mil i tary  physician was unfamiliar 
with  the  procedure.  There is no documentation  provided 
which i n d i c a t e s   t h e r e  was any d iscuss ion  a t  the  t ime  of  
t h e  d i rec t  re fer ra l   concern ing   the   fac t   the   p rocedure  
might   be   inves t iga t iona l .  Under sworn tes t imony  the 
sponsor / representa t ive   main ta ined   th i s   poss ib i l i ty  w.as 
never  discussed  with him. In view of  the direct  r e f e r r a l ,  
a s  w e l l  as the  Jack  of   counsel ing  that  t h e  procedure  might 
being  experimental ,  it was the   f ind ing   of  the Pr inc ipa l  
Deputy  Assistant  Secretary  of  Defense  (Health  Affairs)  
t h a t   t h i s  care was p rope r ly   t he   r e spons ib i l i t y   o f   t he  
r e fe r r ing   Mi l i t a ry   Se rv ice ,   fo r  payment o u t  of  i t s  Supple- 
mental  funds,  not CHAMPUS. The case( w a s  t h e r e f o r e  re- 
ferred t o   t h a t   S e r v i c e ,  which re fused   to   accept   respons i -  

- -  b i l i t y .  Because of t he   r eca l c i t r ance  on t h e   p a r t  of  the 
responsible   Mil i tary Department,  because of  t h e  length o f  

c 

c 
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t ime  since  the  disputed  surgery was performed, and despite 
the   f ind ing   tha t  the in i t i a l   de t e rmina t ion  t o  deny CHAMPUS 
benefits  on the   bas i s   the   p rocedure  was ltexperimentallt was 
a DroD-er one. a r e v e r s a l  decTson is  beina i ssued .  

. -  
3 

_I 

SUMMARY 

- .. , 

This  FINAL DECISION t o   r e v e r s e   t h e   i n i t i a l   d e n i a l  and extend 
CHAMPUS b e n e f i t s   i n   t h i s   c a s e  i s  no way i m p l i e s   t h a t   t h e   i n i t i a l  
determination t o  deny b e n e f i t s  was incorrect   under  the pro- 
visions  of the  appl icable   Regulat ion.   In   fact ,  it cont inues 
t o  be the Program's   pos i t ion   tha t   the   Cerebe l la r   Implanta t ion  
procedure i s  experimental .  The r eve r sa l   s imp ly   r e f l ec t s  
consideration of  the s p e c i a l   c i r c u m s t a n c e s   i d e n t i f i e d   i n   t h i s  
case--i.e., d i rect  referral by a mi l i ta ry   phys ic ian .  

OCHAMPUS i s  d i r ec t ed   t o   r e imburse   t he   appea l ing   pa r ty   fo r   t he  
15 June 1977 su rge ry   and   r e l a t ed   anes thes i a ,   sub jec t   t o   t he  
application of  the  reasonable  charge  determination  procedures 
i n   e f f e c t   a t   t h a t  time. Further ,   the   sponsor/respresentat ive 
i s  cautioned t h a t  inasmuch  as t h i s  FINAL DECISION represents   an  
exceptional  circumstance, i t s  e f f e c t   a p p l i e s   o n l y   t o   t h e   s p e c i f i e d  
1977 services.  Batteries or  other  maintenance, device replacement 
and/or any o ther   se rv ice /supply   re la ted   to   the   surg ica l   implant -  

* at ion of a Cerebel lar   St imulator   subsequent   to  the i n i t i a l   s u r g e r y  
i t s e l f ,   c o n t i n u e s   t o  be excluded. 

* * * * * *  
Issuance  of this FINAL DECISION is  the   conc lud ing   s t ep   i n  the 
CHAMPUS administrative  appeal  process.  

/& /$+ 
Vernon McKenzi 

1 - 

Pr inc ipa l  Deputy Assistaht Sec re t a ry  
of Defense  (Health k f f a i r s )  


