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FINAL DECISION: OASD(HA) Case F i l e  13-80 
Appeal  (Minor C h i l d )  

Appealing P a r t y  

The Hearing F i l e  of  Record, the  t ape   o f   t he   o ra l   t e s t imony   p re -  
s e n t e d   a t  the  Administrative  Hearing, the H e a r i n g   O f f i c e r ' s  
RECOMMENDED DECISION and the  Memorandum of  Concurrence ,from t h e  
D i r e c t o r ,  OCHAMPUS, on OASD(HA) Appeal  Case No. 13-80 have  been 
reviewed. The  amount i n   d i spu te  i s  $20 ,296 .00   (hosp i t a l   cos t s ,  
$13,311.00;  professional   fees ,   $2,500.00;   neuroaugmentat ive 
device ,   $4 ,485 .00) .  I t  was the H e a r i n g , O f f i c e r ' s  recommendation 
t h a t  the i n i t i a l   d e t e r m i n a t i o n   t o   d e n y  CHAMPUS b e n e f i t s   f o r  the  
s u r g i c a l   i m p l a n t a t i o n  of  a Cerebel la r   S t imula tor ,   per formed  as  a 
t rea tment   for   Cerebra l   Pa lsy   should   be   upheld .  I t  was the  Hearing 
Off icer ' s  f ind ing   t ha t   t he   su rg ica l   imp lan ta t ion   o f   t he   neu roaug-  -' l e n t a t i v e  device (Cerebe l la r   S t imula tor )  was e s s e n t i a l l y   i n v e s t i -  
atory--i.e..experimental--and no t   i n   acco rdance   w i th   t he   gene ra l ly  

accepted   s tandards   o f   usua l   medica l   p rac t ice .  The Direc tor ,  
OCHAMPUS, concurred  with  the  Hearing  Officer 's   recommendation. 

After due   cons idera t ion  and carefu l   rev iew o f  the  evidence pre- 
s en ted ,  the P r i n c i p a l  Deputy Ass is tan t   Secre ta ry   o f   Defense  
( H e a l t h   A f f a i r s ) ,   a c t i n g   a s  the des ignee   fo r  the Ass i s t an t  
Secre ta ry ,   a l so   concurs  w i t h  the Hear ing   Of f i ce r ' s  recom- 
mendation  and accepts it as   t he  FINAL D E C I S I O N .  

PRIMARY ISSUE I N  DISPUTE 

The p r i m a r y   i s s u e   i n   d i s p u t e   i n  this case  is  whether the   su rg ica l  
imp lan ta t ion   o f  a Cerebel lar   St imulator   rendered  as  a t rea tment  
f o r   C e r e b r a l   P a l s y   c o n s t i t u t e d   c a r e   t h a t   c a n  be considered  as  
being  provided  in   accordance with accepted   profess iona l   medica l  
s t a n d a r d s   o r  whether the  procedure  and device a r e  s t i l l  i n v e s t i -  
g a t i o n a l  ( i . e .  experimental)  w i t h  r e s p e c t   t o  t he  t reatment  of 
Cerebral Palsy.  Another issue is whether the device  i t se l f  is  
s t i l l  a t  the inves t iga t iona l   s tage   o f   deve lopment   par t icu lar ly  
with r e s p e c t   t o  t h i s  procedure and whether it had  received f u l l  

---marketing  approval. from the responsible   Federal   agency.  
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The a p p l i c a b l e   r e g u l a t i o n   i n   e f f e c t   a t   t h e  time t h e   d i s p u t e d   s e r -  
v i c e s  were   rendered   def ined   - t fexper imenta l ' f   [ in   par t ]   as  I f .  . . 
medica l   ca re   t ha t  -is 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  an  unproven 
procedure o r  treatment  regimen . . .  does  not meet t he   gene ra l ly  
accepted  standards o f  u sua l   p ro fes s iona l   med ica l   p rac t i ce   i n  the  
general  medical community . . . It  (Reference:  CHAMPUS Regulation 
DoD 6010.8-R,  Chapter 11, Subsect ion B ,  6 7 . )  The Regulation 
fur ther   speaks t o  experimental   services  and suppl ies   under   the 
sec t ion   desc r ib ing   exc lus ions   and   l imi t a t ions ,   s t a t ing  . . .  "[ex-  
c luded  are]   Services  and suppl ies   no t   p rovided   in   accordance  with 
accepted  professional   medical   s tandards;  o r  r e l a t e d   t o   e s s e n t i a l l y  
experimental  procedures o r  t reatment   regimens."   (Reference:  
CHAMPUS Regulation DoD 6010.8-R, Chapter IV, Subsection G .  1 6 . )  

r - .. 

Also  under  the  section on exc lus ions   and   l imi ta t ions  the 
R e g u l a t i o n   f u r t h e r   s t a t e s   [ i n   p a r t ]  . . . If [excluded  are] a l l  
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   c o s t s )  
r e l a t e d  t o  a non-covered cond i t ion   o r   t r ea tmen t  . . . I f  (Reference: 
CHAMPUS R e v l a t i o n  DoD 6010.8-R, CHAPTER I V ,  Subsection G. 6 9 . )  

The appea l ing   par ty ,   ac t ing   on   beha l f   o f  h i s  minor  dependent 
daughter ,  and his  spouse submitted statements  and/or  testimony 
which, i n   t h e i r  view,  supported the p o s i t i o n   t h a t  the s u r g i c a l  
implantat ion o f  the  Cerebe l l a r   S t imula to r  was a recognized 
accepted  treatment  for  Cerebral   Palsy  and  medically  necessary f o r  
the  c h i l d ' s  well be ing .   In   addi t ion ,   s ta tements  and published 
documents  endorsing the procedure  and  device  in the t reatment  
of  Cerebral   Palsy from proponent   physicians were submitted 
(al though  these  physicians were n o t   d i r e c t l y   i n v o l v e d   i n  the 
c a r e   o f  the benef ic ia ry) .   Nonethe less ,  it is the f ind ing   of   the  
P r i n c i p a l  Deputy Secretary  of  Defense (Hea l th   Af fa i r s )  t h a t  the  
f a c t s   p r e s e n t e d   i n  this case do no t   suppor t   t he   appea l ing   pa r ty ' s  
p o s i t i o n .  

In   o rde r  t o  a s su re   t ha t  the appea l ing   pa r ty  and a l l  others con- 
cerned  ful ly   understand the bases upon which the CHAMPUS i n i t i a l  
d e n i a l  i s  being  reaffirmed  and  upheld,   each o f  t h e   p o i n t s   a t   i s s u e  
is  addressed  in  t h i s  FINAL D E C I S I O N .  

1. Presence o f  Cerebral  Palsy:  Treatment  Medically  Necessary. 
The appeal ing  par ty   s t rongly asserted t h a t  t h e  s u r g i c a l  
implantation o f  the Cerebellar S t imula tor  f o r  the t reatment  
of  h i s  daughter ' s   Cerebra l   Pa lsy  was appropriate  and medical ly  
necessary t o  p reven t   p rog res s ive   de t e r io ra t ion   o f  her motor 
funct ion due t o  c o n t i n u o u s   s p a s t i c i t y   i n   a l l   f o u r   e x t r e m i t i e s .  
The Hearing  File  of Record contains   information which estab- 
lishes t h a t   t h e   b e n e f i c i a r y  was diagnosed  as  having  Cerebral 
Pa lsy  when she was n ine  ( 9  ) months  of  age and t h a t ,   a t  t h a t  
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time, a reg imen  of   phys ica l   therapy   for - re l ie f   o f   the   spas t i -  
- c i t y  was prescribed. These  records  indicate  tha.LLhe c h i l d  
.was t h e  p roduc t   o f  a pregnancy  complicated  by the mother 's  
s u s p e c t e d   p r e d i a b e t i c   s t a t e  and amnio t i c   f l u id  l o s s  during 
the ' s even th   mon th ,   a t  which time it was d i s c o v e r e d   t h a t  she 
had r e t a i n e d  a c o n t r a c e p t i v e   i n t e r u t e r i n e   d e v i c e  (IUD). 
S h o r t l y   a f t e r  the leakage o f  the   amnio t ic   f lu id ,  the female 
c h i l d  was delivered and described  as  premature,  weighing 
t h r e e  ( 3 )  pounds,   nine ( 9 )  ounces. A t  the  time the  s e r v i c e s  
i n  d i spu te  were rende red ,   t he   bene f i c i a ry /pa t i en t  was de- 
scribed a s   e i g h t  and  one h a l f  (8%)  years   o ld ,   conf ined  t o  a 
wheelchair with s p a s t i c i t y  of a l l   f o u r   e x t r e m i t i e s ,  with 
ma l fo rma t ion   o f   t he   f ee t ,   a l e r t  and wi thou t   any   d i s t i nc t  
mental   dysfunct ion.  I t  was the   appea l ing   pa r ty ' s   t e s t imony  
tha t ,   a l though  phys ica l   therapy   had   been   he lpfu l   to  some 
degree, it had  not   produced  the  type  of   resul ts   which would 
a l low  the   bene f i c i a ry  much motor func t ion   and   t ha t  he was 
d e s p e r a t e   t o   f i n d  some a l t e r n a t i v e  which migh t   r eve r se   o r  
r e t a r d  the c o n d i t i o n .  I t  was n o t  revea led  as t o  how he 
became aware o f  the Cerebel lar   St imulator   surgical   implan-  
ta t ion   p rocedure   for   Cerebra l   Pa lsy   bu t   the   appea l ing   par ty  
ind ica t ed  t h a t  he f i r s t  submitted h i s   daugh te r  as a candidate  
f o r  the su rge ry  when she was approximately  age  four.  I t  was 
the p h y s i c i a n ' s   o p i n i o n   a t   t h a t  time t h a t   s h e  was t o o  young 
and a delay was suggested.  The procedure was not   in tended  t o  
t r e a t   t h e  Cerebral Palsey  condi t ion i tself ,  on ly   t o   r educe  
the spas t i c i ty   o f   t he   musc le s   a s soc ia t ed  with t h e   d i s o r d e r .  
According t o  the testimony of  the   appea l ing   par ty ,   Cerebra l  
Palsy i s  a n   i n c u r a b l e   i l l n e s s  which is p r o g r e s s i v e   a t   l e a s t  
i n  the  a reas   o f  increased s p a s t i c i t y  and. loss   o f   motor  
funct ion and t h a t  t he  neuroaugmentative  procedure was the 
o n l y   a v a i l a b l e   a l t e r n a t i v e  t o  r e t a r d   f u r t h e r   d e t e r i o r a t i o n  
and [ i t  was impl i ed ]  t ha t  t he re fo re  CHAMPUS b e n e f i t s  should  
be a v a i l a b l e   r e g a r d l e s s  o f  any o the r  cons idera t ion .   That  the 
c h i l d  suffered  f rom  Cerebral   Palsy  associated w i t h  severe  
s p a s t i c i t y  and the f a c t   t h a t   a t   p r e s e n t   t h e r e  i s  no known 
c u r e   f o r  the c o n d i t i o n ,  were  never a t   i s s u e   i n  the case. Nor 
was the basis o f  the CHAMPUS d e n i a l   r e l a t e d   t o  whether o r  
not it was medically  necessary t o  reduce the s p a s t i c i t y - - t h a t  
obviously was a worthwhile  goal.   Rather,   denial  was based 
on the f ind ing  t h a t  the surg ica l   p rocedure   ( implanta t ion  o f  
the Cerebe l l a r   S t imula to r )  and the related  neuroaugmentat ive 
device  are   experimental-- i .e .  s t i l l  i n v e s t i g a t i o n a l  and 
unproven a s  t o   s a f e t y  and e f f i cacy  and therefore   exc luded  

T 
.. . .  

I under CHAMPUS. (Reference: CHAMPUS Regulation DoD 6010.8-R, 
i CHAPTER 11, Subsect ion B . 6 7 . ;  CHAPTER I V ,  Subsect ion G . 1 6 . )  

2 .  General   Acceptance  of   Surgical   Procedure  in   Professional  
Community: Weight of  Evidence. The appea l ing   par ty ,  the 
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a t tending   phys ic ian  and t h e  Deputy  Surgeon  General o f  t h e  
appea l ing 'par ty ' s   Mi l i ta ry   Serv ice   endorsed   the   surg ica l  
imp lan ta t i sn  o f  t h e  Cerebe l la r   S t imula tor  t o  cont ro l   spas-  
t i c i t y   a s s o c i a t e d  with Cerebra l   Pa lsy   and   asser ted   tha t  t h e  
procedure was rout ine  ra ther   than  experimental .   Nonetheless  
t he  weight  of  evidence i n   t h e   H e a r i n g   F i l e  o f  Record es tab-  
l ishes  t h a t  those profess iona l   g roups  and Federal   agencies 
having   spec ia l   p rofess iona l   exper t i se   and/or   respons ib i l i ty  
f o r  p u b l i c  p o l i c y   i n  t h i s  a rea  were unanimous i n  t he i r  opin- 
i ons  t h a t  the  disputed  surgical   procedure  and  device were s t i l l  
g e n e r a l l y   i n v e s t i g a t i o n a l  and  unproven.  Despite  espousal  by 
cer ta in   ind iv idua l   p roponent   phys ic ians ,   exper t   p rofess iona l  
opinion i s  s t r o n g l y   t o  the  con t r a ry .  

0 American  Association  of  Neurological  Surgeons.  State- 
ments  received  from the  P r e s i d e n t  of t h i s  Association 
conf i rmed   t ha t   a s   l a t e   a s   Feb rua ry  1980 ,  the  procedure 
and the device were s t i l l  c o n s i d e r e d   t o   b e   a t  the  in-  
ves t iga t iona l   s tage   o f   deve lopment   and   tha t   conc lus ions  
regard ing   sa fe ty  and e f f i c a c y  had n o t   y e t  been  drawn. 
The n e u r o l o g i c a l   s p e c i a l i s t s  d i d  no t   con f i rm  tha t  t h e  
procedure was s t anda rd   p rac t i ce   w i th in  the i r  s p e c i a l t y .  

0 

0 

0 

Department  of Health and Human Services ( D H M S ) .  This 
Federal  Agency (formerly the Department of Health, Edu- 
c a t i o n  and Welfare)  reported t ha t  the   Na t iona l   In s t i -  
t u t e s   o f   Hea l th  and the Food and  Drug  Administration 
d id   no t   cu r ren t ly   suppor t  the use  of  Cerebe l la r  S t i m u -  
l a t o r s   a s   b e i n g   s a f e  and e f f e c t i v e   i n  the treatment  of 
s p a s t i c i t y  o.r movement d i s o r d e r s .  These agencies d i d  
n o t   i n d i c a t e   t h a t  the procedure   o r  the  device were 
general ly   accepted by the medical community o r  t h a t  
development  had  progressed  beyond  the  investigational 
s t a g e .  

Health  Care  Financing  Administration (HCFAL: Medicare. 
I t  was confirmed  that   Medicare ,   current ly  the ' largest  
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  pro-  
cedure .   Bene f i t s   a r e   no t   p rov ided   fo r  this procedure 
under the Medicare Program  on the basis  tha t   t he   Soc ia l  
S e c u r i t y  A c t  p r o h i b i t s  expendi tures   o f   funds   for   exper i -  
mental   services .  

Subcommittee o f  Neuroauqmentation Devices o f  the J o i n t  
Mater ia l s  and Devices Committee. The chairman of t h i s  ~ ~ ~ 

committee  reported t h a t  implanta t ion  o f  Cerebel lar  
St imlator   devices  had not   been   proven   to  be e f f e c t i v e  
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and t h a t   t h e   c o m m i t t e e , d i d   n o t  recommend t h a t  it be 
c-* 9 included  as. a s tandard   p rocedure   in   neuro logica l   surgery  ..... 

The- p ro fes s iona l .   a s soc ia t ions   o f . -neu ro log i s t s  and nfyrosur -  
geons,  as well a s  the Nat iona l   Ins t i tu tes   o f   Heal th-  , the 
Department  of  Health  and Human Se rv ices ,   t he  Food and  Drug 
Administration and the Health  Care  Financing  Administration 
were i n  agreement t h a t  the s a f e t y  and eff icacy  have  not   been 
conclus ive ly   es tab l i shed   for  t he  implantat ion  of   the  Cerebel-  
l a r  S t imula to r   a t  t h i s  time. Statements  submitted  by  individ- 
ua l   phys ic ians   in   suppor t   o f  t h e  procedure  and the dev.ice 
gene ra l ly   r epor t ed   on ly   t he   r e su l t s  o f  t he i r   expe r i ences  
with the procedure  and d i d  not   p rovide   ev idence   o f   sc ien t i -  
f i c a l l y   c o n t r o l l e d   s t u d i e s .  The l e t t e r   p r o v i d i n g  the pos i -  
t i o n  of the Surgeon  General c i ted  personal   opinion  only.  
Evidence  of  general   acceptance  within the  medical  community 
was no t   p re sen ted   o r   subs t an t i a t ed .  CHAMPUS does not   un i -  
l a te ra l ly   de te rmine  t h a t  a su rg ica l   p rocedure   o r   t r ea tmen t  
regimen f a l l s   w i t h i n  the def in i t ion   o f   l ' exper imenta l . l l  
Before such a Program d e c i s i o n  is  made, there is  e x t e n s i v e  
research and consu l t a t ion .   In   r each ing  i ts  conclusion  on 
the spec i f i c   su rge ry  and device a t  i s s u e   i n  this case, it 
is the  CHAMPUS p o s i t i o n  t h a t  suppor t   fo r  the procedure 

- - 

~~ ~ 

- 1/ To assure there has been no  change i n  the  s t a t u s   o f  the 
procedure  since the time of  the Administrative  Hearing, the 
Na t iona l   In s t i t u t e s   o f   Hea l th  was contacted  during March 1981. 
I t  was again  confirmed t h a t  while the re   a r e   t hose   i nd iv idua l  
physicians who espouse the procedure and t h e r e  is some anec- 
do ta l   i nd ica t ion  t h a t  the implantat ion  procedure may be . 

helpfu l ,  it is  s t i l l  cons ide red   i nves t iga t iona l - - i . e . ,  it i s  
s t i l l  unproven a s   t o  the e f f i c a c y  and s a f e t y .  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 t u d i e s ,  b u t  it w i l l  be 
a t   l e a s t   a n o t h e r  three y e a r s   b e f o r e   s u f f i c i e n t   s c i e n t i f i c  data 
w i l l  be ava i lab le   on  which t o  base any conclusions.  I t  i s  
repeatedly  pointed  out  by the  s c i e n t i f i c  community t h a t  
because the procedure ( i f  eventua l ly   accepted)   can  be expected 

s a f e t y ,   p a r t i c u l a r l y   i n   r e l a t i o n  t o  long  term  use, i s  of 
paramount  importance. 

- -_ t o  be  performed t o  a g r e a t   e x t e n t  on ch i ldren  and  young a d u l t s ,  



OASD(HA) 13-80 
r- FINAL DECISIGN 

coming from physician  advocates   cannot   carry the  same weight 
o r   c r e d i b i l i t y   a s  the  professional   opinions  expressed by the  
leadership o f  t he : . . neu ro log ica l   spec ia l i s t s '   p ro fes s iona l  
a s s o c i a t i o n - o r  the  Fede-ra3  age-ncies  charged wi th  the  respon- 
s i b i l i t y  o f  determining the e f f i c a c y  and sa fe ty   o f  medical 
procedures and devices .   (Reference:  CHAMPUS Regulation DoD 
6010.8-R, CHAPTER I V ,  Subsect ion G . 1 6 . )  

v 
= - - 

3 .  The Device. The s t a t u s  o f  the  Cerebe l la r   S t imula tor   as  a 
medical  device i s  a l s o   a n   i s s u e   i n  t h e  case .  The C e r e b e l l a r  
Stimulator was deve loped   for   implanta t ion   in  human b r a i n  
tissue and t h e r e f o r e  i t s  use and d i s t r i b u t i o n  i s  c o n t r o l l e d  
under the  Medical Devices Amendment enacted by  Congress i n  
1976. This law  awarded the r e s p o n s i b i l i t y  of e s t a b l i s h i n g  
the s a f e t y  and ef f icacy   of   medica l   devices   to  khe  Food,  Drug 
and Cosmetic Adminis t ra t ion.  This  agency  confirmed i n  
February 1980 t h a t ,  a s   o f   t h a t   d a t e ,  the Cerebel lar   St imula-  
t o r   a t t a i n e d   C l a s s  I11 s t a t u s  which means it i s  s t i l l  con- 
s idered  t o  be i n  the i n v e s t i g a t i o n a l   s t a g e  of development 
and tha t   app rova l   fo r   un l imi t ed   u se  will be  awarded  only 
a f t e r  the safe ty   and   e f f icacy   has   been   es tab l i shed .  I t  i s  
concluded,   therefore ,  t ha t  the device  as  well as the  proce-  
dure must be c o n s i d e r e d   t o   f a l l   w i t h i n   t h e  CKAMPUS d e f i n i -  
t i o n  of tfexperimentall t   and  thus  excluded from b e n e f i t s .  
(References: CHAMPUS Regulat ion DoD 6010.8-R, CHAPTER 11, 
Subsection B.67; CHAPTER I V ,  Subsections G.16. and  Subsec- 
t i o n  G.69 . )  

c 

SECONDARY ISSUES 

The appeal ing  par ty ,  while s t rongly   suppor t ing  the  s u r g e r y   h i s  
daughter  received,  and  describing it a s   b e n e f i c i a l   f o r  h e r  condi- 
t i o n ,   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  secondary  issues  
which he asser ted   suppor ted   spec ia l   cons idera t ion  f o r  CHAMPUS 
benefits t o  be extended i n  this case. 

1. Experiemental  Exclusion:  Terminology Vague and Nonspecif ic .  
The appeal ing  par ty  claimed t h a t  the CHAMPUS d e f i n i t i o n  o f  
"Experimental" was non-spec i f ic  and  vague. O f  s p e c i a l  con- 
cern  t o  'the appea l ing   pa r ty  was the  use  of the terms  "experi-  
mental" and l l inves t iga tory l t   in te rchangably .  I t  i s  t r u e  
t h a t   i n  the s c i e n t i f i c  community the  term  "experimental" 

i n v e s t i g a t i o n a l   i n d i c a t e s   t h a t  the procedure, device o r  
therapeut ic   regimen  involves  human subjects. I t  was found, 
however, t h a t   i n  the n o n - s c i e n t i f i c  community t h a t  there was 
no such   c l ea r   cu t   d i s t i nc t ion  and t h a t  the terms t ended   t o  

- usual ly   re fe rs   to   exper imenta t ion   l imi ted   to   an imals   whi le  
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be  used interchangeably b u t  w i t h  both  generally  meaning 
unproven- - i . e . ,   w i thou t   f i na l   r e su l t s   o r   conc lus ions .  -4 

l'Experimentall!appeared t o  be i n  more dominant  usage  and - T 

t hus  i s  was used  as the  pr imary  designat ion  for   the  exclusion. '  
Therefore, f o r  the purposes  of CHAMPUS t h e   d e f i n i t i o n  o f  
"Experimentall' was d e l i b e r a t e l y   w r i t t e n  t o  i nc lude   t he  
concept of  I t inves t iga t iona l"   because  i t .  was the  Program's 
i n t en t   t o   exc lude   bo th   ca t egor i e s  from benef i t s .   Ra ther  
than  being  vague  and  nonspecific, it i s  o u r  f i n d i n g   t h a t  the 
d e f i n i t i o n   r e f l e c t s   a n   e f f o r t  t o  use both  t e rms   i n  o r d e r  t o  
increase  awareness  and  assure bet ter  understanding o f  the 

. i n t e n t   o f . t h i s   e x c l u s i o n .   I n  any  event t h i s  asser t ion   on  
the  par t   o f  the  appea l ing   pa r ty  must be considered  inconse- 
quenta l   s ince   regard less   o f  the term used ( i . e . ,   e x p e r i m e n t a l  
o r   i n v e s t i g a t o r y ) ,  the  a v a i l a b l e   e v i d e n c e   c l e a r l y   i n d i c a t e s  
t h a t   t h e  ne i ther  the procedure  nor  the  device  have  been 
approved o r   accep ted   a s   s a fe ,   e f f ec t ive  o r  r o u t i n e   w i t h i n  
the  appropr i a t e   p ro fes s iona l  community o r  by the Federal  
agencies   responsible   for   publ ic   pol icy.   Because  the Cere- 
bel lar   St imulator   implant   procedure was developed  by a 
physician o f  some repu ta t ion ,   o r   because  some o f  the r e p o r t e d  
r e s u l t s  o f  using  neuroaugmentative  devices  in  Cerebral   Palsy 
cases   ind ica te   poss ib le   p romise ,  does not   au tomat ica l ly  
e s t a b l i s h  the  procedure  and device a s   rou t ine  o r  a p p r o p r i a t e .  
In  the  report   provided  by the American Association  of  Neuro- 
l o g i c a l  Surgeons it is  clear t h a t  t h i s  spec ia l ty   g roup   does  
not  consider  the p r o c e d u r e   t o  be p a r t  o f  s tandard   neurosurg i -  
cal  p r a c t i c e  and views bo th  the procedure and the device t o  
be a s   i n  need of fur ther   assessment .  Based  on t h i s  r e p o r t  
and the   op in ions   o f   o the r   au tho r i t a t ive   sou rces ,  it can   on ly  
be  concluded t h a t   b o t h  the procedure and the device   p roper ly  
f a l l   w i t h i n  the CHAMPUS def ini t ion  of   ! 'experimental"  ( i  .e.  
i n v e s t i g a t o r y )   a s   s t a t e d   i n  the Regulation.  (Reference: 
CHAMPUS Regulation DoD 6010.8-R, CHAPTER 11, B.,  6 7 . )  

- 

. No Grants o r  Other Funding. As p a r t   o f  h i s  argument t h a t  
the  Cerebel lar   St imulator   implantat ion  procedure was n o t  
either  l 'experimental!l  o r  " i n v e s t i g a t i o n a l "  the  appeal ing 
p a r t y   a s s e r t e d   t h a t  the a t tending   phys ic ian  and h i s  a s s o c i -  
a t e s  were not  funded  by  any  research  grants o r  other   monies .  
(This information was i n  the form of  personal  testimony and 
n o t  documented.) The absence   o f   research   gran ts   o r   o ther  
funding [it was impl ied]   au tomat ica l ly  established t h a t  the 
procedure and the  device are not  experimental.  Again, the 
f a c t   t h a t  a p h y s i c i a n ' s  work has  not  been  funded  by  public 
o r  p r i v a t e   g r a n t s  would i n d i c a t e   o n l y   t h a t  the phys ic ian  
either e l ec t ed   no t   t o   accep t   r e sea rch  o r  o t h e r   g r a n t  money 
o r   t h a t  no  money was o f f e r e d   o r  made ava i l ab le  t o  him. 
This  argument must  be cons ide red   i r r e l evan t   s ince  the l a c k  
of o u t s i d e  funding i s  u n r e l a t e d  t o  whether o r  no t  the  
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procedure  and  device  have  been  proven t o  be s a f e  and e f f e c -  
t i v e   a s  a t rea tment   for   Cerebra l   Pa lsy .  

.I 

% 

3 .  Incu rab le -   I l l nes s :   D i sc r imina t ion .  The b e n e f i c i a r y / p a t i e n t ' s  - - 
Cerebral   Palsy,  w i th  s e v e r e   s p a s t i c i t y   o f   a l l   e x t r e m i t i e s  
and grossly  impaired motor  func t ion ,  was described by t h e  
appea l ing   par ty   as   an   incurable   d i sease  which i s  a n t i c i p a t e d  
t o  become even more handicapping  as t he  c h i l d  grows o l d e r .  
I t  was the a p p e a l i n g   p a r t y ' s   p o s i t i o n   t h a t  it was discrimi- 
natory  on the p a r t  o f  CHAMPUS t o  deny victims o f  t h i s  d i sease  
the oppor tuni ty  t o  take  advantage  of  any modern s c i e n t i f i c  
developments  and  medical  innovations  of t he i r  choosing which 
might   reverse  o r  r e t a rd   t he   p rog res s ive   de t e r io ra t ion   a s so -  
c i a t e d  w i t h  Cerebral   Palsy.  The appea l ing   pa r ty  is' c o r r e c t  
t h a t   a t  this p o i n t   i n  time there i s  no known cure f o r  Cere- 
b r a l   P a l s y  and t h a t  the usual  therapeutic  regimens  have  been 
shown t o  have l i t t l e  e f f e c t   i n  most severe cases .  I t  i s  
very   unders tandable   tha t  a p a r e n t  would seek out   t rea tments  
t o   h e l p  a c h i l d  s o  a f l i c t e d .  The d i s c u s s i o n  i s  t o  some 
exten t   mis leading ,  however. F i r s t ,  CHAMPUS cannot  and  does 
n o t  deny t o  any b e n e f i c i a r y   t h e   r i g h t   t o   c h o o s e   h i s h e r  medi- 
ca l  care. This i s  a ma t t e r   o f   i nd lv idua l  and  personal  choice. 
I t  i s ,  however, the Program's   p rerogat ive   to   de te rmined  what 
med ica l   s e rv i ces / supp l i e s   qua l i fy   fo r   bene f i t s .   I n   t h i s  
ca se  CHAMPUS d i d  no t  make i t s  de te rmina t ion  on the b a s i s  the 
t y p e   o f   i l l n e s s   i n v o l v e d   o r   t h a t   a l t e r n a t i v e   t h e r a p i e s   h a v e  
n o t   b e e n ' s u c c e s s f u l   o r  t h a t  the c o n d i t i o n  i s  considered  in- 
curable .  The CHAMPUS dec is ion  was based on i t s  f i n d i n g   t h a t  
bo th  the procedure  and the device f a l l   w i t h i n  i t s  regula tory  
d e f i n i t i o n  of  "experimental1 '   t reatment .  We do not  agree 
t h a t  it is  discr iminatory t o  require t h a t  procedures,  medical 
dev ices   o r   t he rapeu t i c   r eg imens   o f f e red   t o  any p a t i e n t   ( i n -  
c luding  those w i t h  Cerebral   Palsy)  be proven t o  be save  and 
effective rega rd le s s  o f  the circumstances.  The c h i l d   i n  t h i s  
case is no t   be ing   t r ea t ed   d i f f e ren t ly   f rom any o the r  bene- 
f i c i a r y  and it is our   pos i t i on  she deserves equal   p ro tec t ion .  

c 

4 .  Other Health Insurers  Offer  Coverage. The appeal ing  par ty  
claimed t h a t   i n   d e t e r m i n i n g  what i s  accepted   wi th in   the  
genera l  medical community, the p r a c t i c e s  and p o l i c i e s  o f  
commercial  and  non-commercial h e a l t h   i n s u r e r s   s h o u l d  be 
considered.  I t  was h i s  p o s i t i o n  t h a t  s i n c e  many h e a l t h  
i n s u r e r s  were providing  coverage  for  the cos t s   a s soc ia t ed  

should   a l so   ex tend   benef i t s .  (As a matter o f   f a c t  he  claimed 
he had been  specif ical ly   advised  by  an CHAMPUS o f f i c i a l  t h a t  
ava i l ab i l i t y   o f   cove rage  was THE c r i t e r i a  used t o  determine 
whether a procedure was s t i l l  "exper imenta l .  'I I f  such a 

- .  w i t h  the implanta t ion   of   Cerebe l la r   S t imula tors ,  CHAMPUS, 

( ,; 
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statement was a c t u a l l y  made, it was i n   e r r o r . )  Some docu- 
menta t ion   re la t ive  t o  a group  of non-commercial  medical 
p l ans   i nd ica t ed   t ha t  w h i l e  some d i d  provide   benef i t s ,  many 
others  d i d  n o t .  There-.was no informat ion   presented   as   to  
t h e   s p e c i f i c   c o n t r a c t u a l   p r o v i s i o n s   o r   l i m i t a t i o n s   o f  t h o s e  
t h a t  d i d  cover the s u r g e r y   a s  compared t o  t h o s e   t h a t  d i d  
not.   Additional  information  concerning  commercial   insurers 
was not   submit ted  to  the r eco rd .  (As r e p o r t e d   e a r l i e r ,  
Medicare, the  l a r g e s t  Federal medical  benefits   program, 
considers the su rg ica l   p rocedure  and  neuroaugmentative 
devices f o r  t reatment   of   motor   funct ion  disorders  t o  be 
experimental   s ince it had n o t   y e t   b e e n   e s t a b l i s h e d   t h a t  the  
procedures and devices we,re s a f e  and e f f e c t i v e . )  The ques- 
t i o n  o f  what o ther   p rograms,   p lans   and/or   insurers  do i s ,  
however,  moot. F i r s t ,  t h e   f a c t   t h a t  some h e a l t h   b e n e f i t  
plans  have  determined t h a t  bene f i t s   can  be provided i s  n o t  
persuasive  inasmuch  as t he i r  p o l i c i e s  o r  c e r t i f i c a t e s  may o r  
may no t   spec i f i ca l ly   exc lude  services and supp l i e s  which a r e  
experimental ,   invest igatory  and  not   provided  in   accordance 
w i t h  accepted medical s t a n d a r d s .  More importantly,  however, 
t he  a v a i l a b i l i t y   o f  CHAMPUS b e n e f i t s  is not  based  on the  
def ini t ions  and/or   provis ions  of   any  other   insurance  or  
b e n e f i t   p l a n   w h e t h e r   p r i v a t e   o r  Government-sponsored. 
CHAMFWS b e n e f i t s  are determined  in   accordance with i ts  
author iz ing   s ta tu te   and   appl icable   regula t ions   govern ing  the 
Program. 

c l a imed   t ha t   t he   a t t end ing   phys i c i an  had previous ly  received 
CHAMPUS b e n e f i t s   f o r  similar s e r v i c e s .  This claim was i n  
the form of a personal   s ta tement   on ly  and no evidence  from 
the a t tending   phys ic ian  was submi t t ed   t o   suppor t   t h i s   c l a im 
and no s p e c i f i c   c a s e s  were ci ted.  I f  CHAMPUS benef i t s   were ,  
i n   f a c t ,   e x t e n d e d   i n  t h e  p a s t   f o r  the Cerebe l la r   S t imula tor  
implantation  procedure,  the b e n e f i t s  were p r o v i d e d . i n   e r r o r  
whether  under the c u r r e n t   o r   p r i o r   r e g u l a t i o n .  (The p r i o r  
regula t ion  d i d  no t  address l texper imenta l"   se rv ices   spec i f i -  
c a l l y   b u t  d i d  r e q u i r e  t h a t  benef i t s   be   p rovided   on ly   for  
se rv ices  and s u p p l i e s  rendered i n  accordance with accepted 
standards of  medica l   p rac t ice . )   Again ,  the d i scuss ion  is  
moot because  even if such a case(s)  was paid,  the Program i s  
not  bound by p r i o r   e r r o r s .   I n  the case o f  an  appeal ,  each 
case must be considered  on i t s  own mer i t s ,  on the b a s i s   o f  
t h e   s u b s t a n t i v e   i s s u e ( s ) ,  and i n  accordance with i t s  au thor -  
i z i n g   s t a t u t e  and appl icable   regula t ion   govern ing  the Pro- 
gram. 

.E 

- -. 

5.  Previous  Payments f o r  the Cerebe l la r   S t imula tor .  I t  was 

6 .  Financial  Hardship. The a p p e a l i n g   p a r t y   r e q u e s t e d   t h a t   h i s  
case be considered  one of f inancial   hardship  because the 
expenses  related t o  the Cerebe l la r   S t imula tor   implanta t ion  
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procedure  provided  for h i s  daughter   had   cos t   in   excess   o f  
$ 2 0 , 0 0 0 .  He claimed t h a t  t h i s  d e b t  had s e r i o u s l y  l imited 
h i s  a b i l i t y  t o  p r o v i d e   e d u c a t i a n - f o r  h i s  o the r  ch i ldren   and  
meet their  other   needs.   Al though  f inancial   hardship i s  now 
being  claimed, the  Hearing F i l e  o f  Record i n d i c a t e s  t h a t  
while  s t i l l  contempla t ing   the   surgery ,   the   appea l ing   par ty  
was spec i f ica l ly   advised  by OCHAMPUS i n   w r i t i n g   t h a t  the 
Cerebel lar   St imulator   implantat ion  procedure  as   wel l  a s  the 
d e v i c e   i t s e l f  were considered  experimental  and  t.hat CHAMPUS 
b e n e f i t s  would n o t  be a v a i l a b l e   f o r  any o f  the cos t s ,   i nc lud -  
ing   p rofess iona l   fees  and h o s p i t a l   c o s t s .  I t  i s '  ou r   f i nd ing  
t h a t  the appea l ing   par ty  made a personal   dec is ion  t o  proceed 
with the surgery well aware o f  t he  f i n a n c i a l  risks involved.  
Fur ther ,  the records showed no ev idence   t ha t   t he   appea l ing  
p a r t y  encouraged  the  l imitat ion o f  expensive  inpat ient  
hospital  days  inasmuch as t h e   b e n e f i c i a r y  was confined a 
f u l l   t e n . ( l O )   d a y s   p r i o r   t o   t h e   s u r g e r y   f o r  the d i a g n o s t i c  
work-up. A l l  of the d i agnos t i c   s tud ie s   pe r fo rmed   i n  t h i s  
case could  have  been  (and  routinely  are) done on an  outpa- 
t i en t   bas i s   w i thou t   adve r se  e f fec t  on either the  p a t i e n t   o r  
the r e s u l t s   o f   t h e  tests. I t  shou ld   a l so  be noted tha t  the 
ch i ld ' s  condi t ion   apparent ly  d id  no t   r equ i r e   an   i npa t i en t  
s e t t i n g  f o r  any  of t h e  medical tests s ince   dur ing  t h i s  t e n  
day   pe r iod   o f   p reope ra t ive   t e s t ing   t he   pa t i en t  was pe rmi t t ed  
t o   l e a v e  the i n s t i t u t i o n   f o r   e x t e n d e d   e x c u r s i o n s   w i t h  her 
parents .   Consider ing the p o t e n t i a l   f o r   f i n a n c i a l  r i s k  which 
was predic ted  by the OCHAMPUS w r i t t e n   n o t i c e   t h a t   b o t h  t he  
surgical   procedure and the device  were  considered  to  be 
experimental, it would appear t h a t  the appealing  party  would 
have  been more prudent  and  would  have  encouraged a less 
extended   inpa t ien t   conf inement   par t icu lar ly   dur ing  the 
preoperat ive  per iod.   Notwithstanding  the described circum- 
s t a n c e s ,  it i s  always  deeply regretted whenever a Program 
decision  adversely  impacts  on a benef icary  and his/her 
fami ly .   Nonethe less ,   f inanc ia l   hardship ,   per   se ,  i s  n o t  a 
v a l i d   b a s i s  on which t o   c o n s i d e r  an a p p e a l   ( p a r t i c u l a r l y  
when t h e   f i n a n c i a l  r i s k  was known p r i o r  t o  i ncu r r ing  the 
expenses) .  To .assure  uniform  unbiased Program dec i s ions ,  
consideration  must be made on s u b s t a n t i v e  issues a s   t hey  
re la te  t o  the law  and r e g u l a t i o n s .  

c 

7 .  Service  Approval. I t  was the appea l ing   pa r ty ' s   pos i t i on  
t h a t  it was the i n t e n t   o f  h i s  Mi l i t a ry   Se rv ice  tha t  CHAMPUS 
p r o v i d e   b e n e f i t s   i n  t h i s  case .  The Hearing  Fi le  o f  Record 
does  contain a l e t t e r  from t h e  Deputy  Surgeon  General  sup- 
p o r t i n g   t h e   a p p e a l i n g   p a r t y   i n  h i s  appeal.  The l e t t e r  also 
i n d i c a t e d   t h a t  the Surgeon  General was f ami l i a r  with the 
procedure,  the device,  and the a t t end ing   phys i c i an   i n  the 
case and of fered  'the p e r s o n a l   o p i n i o n   t h a t   i n   t h e   t r e a t m e n t  
of  Cerebra l   Pa lsy ,   Cerebe l la r   S t imula tor   implanta t ion  was 

( /' 
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considered  ! ' routine.  No documentation was submi t t ed   i n  
support of  these personal   op in ions  and obervat ions,   however .  
Although t h e  Surgeon  General  and  Deputy  Surgeon  General 
might  have p e r s o n a l l y   b e l i e v e d   t h a t , C e r e b e l l a r   S t i m u l a t o r  
implantation  procedures were l f rou t ine , l l   o the r   expe r t   op in -  
i ons   i nd ica t ed   t ha t  these s e r v i c e s   f a l l  w i th  t h e   r e g u l a t o r y  
d e f i n i t i o n  o f  lrexperimentalll ( i .  e.  , i n v e s t i g a t o r y )  and a r e  
n o t   e l i g i b l e   f o r  CHAMPUS b e n e f i t s .  We would p o i n t  o u t  aga in  
t h a t  the d i scuss ion  i s  i r r e l e v a n t   s i n c e   t h e   i n d i v i d u a l  
Services do no t   have   au tho r i ty  f o r  Program p o l i c y  o r  i t s  
appl ica t ion .  This is the p re roga t ive  o f  the  Off ice   o f  the 
Ass is tan t   Secre ta ry   o f   Defense   (Heal th   Affa i r s ) .  Any Service 
I'intentll t o  pay f o r   c i v i l i a n  medical ca re  i s  l imited t o  i t s  
available  Supplemental  funds--and  cannot be extended t o  the  
use  of CHAMPUS funds.  

Determination  by  Non-Physicians. The Deputy  Surgeon  took 
s t r o n g   e x c e p t i o n   t o   t h e  CHAMPUS p o s i t i o n   i n  t h i s  case because 
[he  claimed]  decisions re la t ive  t o  what i s  o r  i s  not   cons id-  
ered  "experimentall '  are be ing  made by  non-physicians. The 
bas i s   fo r  t h i s  assumption was not   explained.  A s  i s  i n d i c a t e d  
by the informat ion   conta ined   in  this FINAL D E C I S I O N ,  no 
s i n g l e   i n d i v i d u a l   i n  the Department  of  Defense, e i ther  
phys ic i an   o r ,non-phys ic i an ,   un i l a t e ra l ly  makes such  determi- 
nations.  Rather, Program p o l i c y  i s  the r e s u l t   o f   e x t e n s i v e  
consul ta t ions  with those   p rofess iona l   g roups   having   exper t i se  
i n   t h e   f i e l d  ( i . e . ,  p h y s i c i a n s )  and those  agencies   having 
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 . e . ,   b o t h   p h y s i c i a n s   a n d  
non-physicians). I t  would  appear the Deputy  Surgeon  General 's 
r e a c t i o n   i n  t h i s  case must be a t t r i b u t e d  t o  misinformation. ~ 

Obligation t o  Active Duty Members. I t ' w a s   a s s e r t e d  t h a t  the 
f i n a n c i a l   h a r d s h i p   r e s u l t i n g  from the CHAMPUS p o s i t i o n  
severely l imited the a p p e a l i n g   p a r t y ' s   a b i l i t y   t o   r e m a i n  on 
a c t i v e   d u t y   i n  the A i r  Force. H e  fur ther   contended t h a t  t he  
Government was obl iga ted   to   p rovide   medica l  care fo r   an  
active  duty  family  and t h a t  i f  the needed  care was n o t  
ava i lab le  from  Uniforined  Services  Facil i t ies,  CHAMPUS bene- 
f i t s  must be provided.  I t  i s  ag reed   t ha t ,  by  law, the 
Governmentls ob l iga t ion   t o   p rov ide   a l l   needed  medical care 
t o  the ac t ive   du ty  member i s  absolute .  Based  on the same 
statute ,   however ,  this abso lu te   r i gh t   does   no t   ex t end   t o  
dependents  of active duty  members. I t  is  un fo r tuna te  t h a t  
many Mi l i ta ry   sponsors  have t h i s  misconception. What t he  
law  does provide i s  t h a t  a f t e r  the ac t ive   du ty  member, their  
dependents have first p r i o r i t y   f o r   m e d i c a l  care a t  Uniformed 
Semice  medical f a c i l i t i e s  on a space   ava i lab le /profess iona l  
c a p a b i l i t y  basis ,  b u t  t h i s  a v a i l a b i l i t y  i s  not   guaranteed .  
Where direct  care i s  n o t   a v a i l a b l e  CHAMPUS b e n e f i t s   a r e  
provided   subjec t   to   l aw  and   appl icable   regula t ions .  CHAMPUS 
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i s  no t  now nor  was, it ever, designed t o  be a f u l l  payment 
program. I t  has   deduc t ib l e s -and   r equ i r e s  cost  sha r ing  and 
.therrs a re   benef i t   exc lus ions   . and   l imi ta t i -ons .  Under t h e  
authority.   granted  the.   Department  of.   Defense,  it has been 
de termined   tha t  it i s  n o t   a p p r o p r i a t e  f o r  Program  funds t o  
be expended f o r  surg ica l   p rocedures  o r  o t h e r  t reatment  
regimens which a r e  s t i l l  experimental/investigational and 
which have not   been   proven   e f fec t ive  and s a f e .  While t h i s  
p o l i c y  may adversely  impact   on  an  individual   beneficiary,  
there i s  an  overr iding 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 a s su r ing  t h a t  funds  are  used  only f o r  s a f e ,  
eff icacious,   appropriate   and  general ly   accepted  t reatment  
regimens. 

u 
4 - 

RELATED ISSUE 

Other Simi la r   o r   Rela ted   Serv ices /Suppl ies .  While this FINAL DE= 
C I S I O N  a p p l i e s   s p e c i f i c a l l y   t o  the su rg ica l   imp lan ta t ion   o f  t h e  
Cerebellar Stimulator  (and re la ted  expenses)   performed  in  1978,  
i ts  s i g n i f i c a n c e  i s  more f a r  reaching. The appeal ing  par ty  is 
t h e r e f o r e  reminded t h a t  any similar s e r v i c e s   o r   s u p p l i e s   r e l a t e d  
t o  the care,  maintenance o r  replacement  of the  implanted  device 
c o n t i n u e   t o  be' exc luded ,   inc luding   any   re la ted   phys ic ian  service 
o r   h o s p i t a l   s t a y .  

c 
SUMMARY 

This FINAL DECISION i n  no way impl i e s   t ha t   t he   appea l ing   pa r ty  
was n o t   a c t i n g   w i t h i n   h i s   r i g h t  as a p a r e n t  when he e l e c t e d   t o  
have h i s  daughter  undergo the d i spu ted   su rge ry  o r  t h a t  it may n o t  
have had some b e n e f i c i a l  effect .  I t  s imply  reaff i rms the  Pro- 
'gram's p o s i t i o n   t h a t  the Cerebe l la r   S t imula tor   implanta t ion  
procedure ( as  well a s  the device ) f a l l s  under the lfexperimentall t  
exc lus ion  and t h e r e f o r e   d o e s   n o t   q u a l i f y  f o r  b e n e f i t s .  

* * * * * 
Our review ind ica t e s   t he   appea l ing   pa r ty   has   been   a f fo rded   fu l l  
due   p rocess   i n  h i s  appeal.   Issuance  of t h i s  FINAL DECISION i s  
the conc lud ing   s t ep   i n  the CHAMPUS appeals  process.  No f u r t h e r  
adminis t ra t ive   appea l  is  a v a i l a b l e .  

i 
L 

Vernon McKenzie 
P r i n c i p a l  Deputy Ass i s t an t   Sec re t a ry  

of   Defense  (Heal th   Affairs)  
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