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This is the FINAL DECISION of the Assistant Secretary of  Defense 
(ilealth Affairs) in the CHAMPUS Appnal OASDIHA) Case  File 83-35 
pursuant to 10 U.S.C. 1071-1089 and Don 6010.8-3, chapter X. The 
appealing party is the CHN.IPUS beneficiary, the wife of a retired 
enlist2d member of the United Statzs Air Force. She was 
repr2sented at the hc,aring  by her husband. The appeal involves 
the denial of CHZ.IPUS coverage for chelztion therapy for 
treatnsnt of diminished visual acuity of th? right eye caused 5 y  
a combination of cataractous chanqes ir, both eyes and senile 
macular degeneratioa. The amount in disputz is approximatzly 
$980.00. 

The hearing file of record,  thz ts.pe o f ' b r a l  testimony and the 
argument presented at the hearing, the Hearing Officer's 
Recommended Decision, and the Analysis and Recommendation of the 
Director, OCHZQIPUS, have been reviewed. It is the Hearing 
Officer's recommsndation that the OCHN.IPUS denial of cost-sharing 
for chelation therapy  be  upheld. The :!caring Officer found that 
the use of chelation therzpy in the treatment of macular 
degeneration is not in keeping with the generally accepted norm 
for medical practice in the United States and is therefore not 
appropriate medical care or rc?ec?ically necessary. The  Director, 
OCHAPIPIJS, concurs in the Recormended Dscision and recommends 
adoption of the RecommeRded Decisicr! as the FIIJAL, DECISION. 

The Acting Principal Deputy Assistant Secretary of  Defense 
(Health Affairs), acting as the authorized designee of th- 
Assistant Secretary, after dun consideration of the appeal 
record, concurs in the recommendation of the Hearing Officer to 
deny  CIIMQUS cost-sharing and hereby adopts the recommendation of 
the Hearing Officzr as the FIIJAL  DECISIOLLT. 

The FINAL DECISIOZJ of the Assistant Secretary of Defense (Health 

therapy for treatment for macular degeneration becauss it  is not 
.- Affairs) is therefore to deny CI1Ar,IPUS cost-sharing of chelation 



in keeping with the generally accepted norm for medical practlcz 
in the United States and therefor2 under the CHAMPUS regulaticn 
is not appropriate medical care or medically necessary. 

FACTUAL BACKGROUND 

The record reflects that the beneficiary was initially Seen 5:' 

the eye,  on r'ebruary 22, 1380. The beneficiary had been referred 
, D.O., a specialist in diseases and surgery 05 

to  Dr. by , D.O. Dr. , in a letter to 
the referrlng physiclan, scated: 

"[the beneficiary] states she did have qood 
Visual acuity until about  one  year aqo Lqhen 
she began to notice gradual reduction in  her 
central visual acuity. She is, as you know, 
quite mycpic, and is able to remove her 
glasses ar.d see 2-1 print at  four to si:.: 
inches. 

"Thc visual acuity today with her corrzction 
is 20/200 O.D. and 20/40 O.S. That vision is 
improvable with about 1. 1/2 diopters of 
myopic corrzction on the O.D. over her 
existing refral=tion  to . ? 0 / 3 0 .  

"Her applanation tonometry; is 20 and there 
are early cc7.taractus [sic] changes in both 
eyes. It appears that the primary reason fo r  
the reductisc in her visual acuity of t h z  
right eye j.3 na t  cataract hut-seni3.e macular 
degeneration. 

"[The beneficiary] was informed of the above 
and was asked to recheck in this office in 
three months after utilizing Lipotriaii 
capsules which will sometimes increase the 
vascular supply to the embarrassed foveal 
region. ' I  

It was stated at the hearing that the beneficiary, at the 
suggestion of her husband, also sought chelaticn therap17 at t h e  

Clinic in , after seeing Dr. . Th2 
sponsor testified that he previcusly had been treated for ancrina 
at the Clinic with chelation therapy. Other than 
billing information, there is no correspondence in the file frcF, 
the treating physician, , D.O. 

The sponsor testified at the hearing that the beneficiary 
received 14 chelation therapy treatments on a weekly basis 
beginning in early !larch 1980 and continuing for 14 straight 
weeks. He further testified that the charge for each treatment 
was $70.00. The billing records in the file from Dr. 
however, show treatments on September 1 8 ,  1380, and PJovemDer 13, 
1980, as well as treatments in ilarch and April of 1381. The 

I 



CHANPUS claims  in  the record cover a period of therapy from 
July 15, 1980, to April 9, 1981. Therefore, it is not clear  from 
the record whether there were a total of 14 treatments or  whether 
there were more than 14 treatments. 

, -- 

The number of treatments and related services do  not  affect  the 
issue under consideration: the nunber of treatments only affects 
the amount in dispute. The previously noted anount in dispute 
($980.00) is based or: the sponsor's reported 14 treatments at 
$70.00 per treatment. 

On June 8, 1980, the beneficiary returned to Dr. , who in a 
letter of the same date, again wrote to th- referring physician, 
Dr. . In his letter Dr. stated : 

I' [The beneficiary] was seen back in the 
office today f o r  a recheck concerping the 
cataractus [sic] densities in both eyes. She 
interestingly enough has been under kelation 
[sic] therapy by a local physician and claims 
that during this intravenous anti-cholesterol 
therapy that she began to note an improvement 
in her visual acuity  in both eyes. 

"Her visual acuity is 20/30 ncw for distance 
in the right and left eye, and 1 do notice 
what appears to be an improvement in  the 
vascular state of the right  eye, which may be 
the reason for the improvement in visuzl 
acuity in this one eye." 

The record a l s o  includes a "health appralsal ~ x a n  sumar:r" signed 
by the Director of the Clinic in I 

was normal. 
, dated April 1 9 8 3 ,  that stated the beneficlary's vision 

The  claims submitted indicate the beneficiary had other health 
insurance through Blue Cross and Blue Shield of The 
chelation therapy was not covered bl7 this .insurance; therefore, 
the CHfX4PUS claims were submitted. 

The beneficiary was informed, in a letter dated September 22, 
1981, by the CHN4PUS Fiscal Intermediary that: 

I t .  . we find that chelation therapy is not 
a covered benefit. According to information 
available to us, chelation therapy is not 
approved by the Food and Drug Administration 
(FDA) for the treatment of circulation loss. 
In accordance with Chapter IV, G-15: 
'Services and supplies not provided in 
accordance with accepted professional medical 
standards are not covered by CHAMPUS. ' I '  
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T h i s  l e t t e r  f r c m   t h e  f i s c a l  i n t e r m e d i a r y  addressed claims f o r  

1 9 8 1 ,   i n   t h e   a m o u n t  of $ 3 4 0 . 0 0 .  A s  n o t e d  above, t h e  spor,sor 
t e s t i f i e d  a t  t h e   h e a r i n g   t h z t   t h e   t r e a t m e n t s  s tar ted i n  Piarch 
1 9 8 0  a n d   c o n t i n u e d   f o r  1 4  weeks.  To  a v o i d   c o n f u s i o n ,   t h i s  
d e c i s i c n  w i l l  h e r e i n a f t e r   r e f e r  t o  the c h e l a t i o n   t h e r a p y  received 
w i t h c u t   g i v i n q   s p e c i f i c  dates, s i n c e   t h e   s p e c i f i c  6.at.e~ of 
t r e a t m e n t  a re  n o t  mater ia l  i n   d e c i d i n g   t h e   a p p e a l .  I wou15, 
h o w e v e r ,   c o n c l u d e   t h a t   t h e   b i l l i n g   r e c o r d s  a re  probably   more  
a c c u r a t e   t h a n   t h e   s p o n s o r ' s   n e m c r y .  

._ - s e r v i c e s   b y  D r .  f r o m   J u l y  15 ,  1 3 8 0 ,  t h r o u g h   S - p r i l  9 ,  

The  September  2 2 ,  1 9 8 1 ,  l e t te r  from t h e   f i s c a l   i n t e r m e d i a r l ,  also 
d e t e r m i n e d   t h a t   t h e   b e n e f i c i a r y ' s  claims f o r  chelat ior!  t h e r a p y  
p r e v i o u s l y   p a i d  were p a i d   i n   e r r o r   a n d   r e q u e s t e d   r e p a y m e n t  of 
$ 1 7 9 . 4 3 .  As c c n f i r m e d  5 1 7  t h e   s p o n s o r ' s   t e s t i m o n y  a t  t h e   h e a r l c g ,  
t h e  money w a s  r e p a i d  a s  r e q u e s t e d   b y   t h e  f i s c a l  i n t e r m e d i a r y .  

The f i s c a l   i n t e r m e d i a r y   c o n t i n u e d  t o  cicr.y t h e   b e n e f i c i a r y ' s  
claims f o r   c h e l a t i o n   t h e r s p y   a f t e r   r e ~ ~ i e w i n g  the case o n   a p p e z l ,  
a n d   t h e   s p o n s c r   f i l e d  zr- appeal wich CC€ILV.lPL'S on b e h a l f   0 5  111s 
wife. OCIII1I4PUS, i n  its First Level A p p z a l   D e t e r m i n a t i o n   i s s u e d  
S e p t e n b e r  2 2 ,  1?82, s t a t e d :  

" P a t i e n t   h a s   m a c u l a r   d e g e n e r a t i o n   o f   t h e  
r i g h t   e y e .  The e;re speci2l-!-st  t o l d  h e r   t h a t  
t h e r e  wcts n o t h i n g   t h s t   c o u l d  he done   and   she  
would h217e t o  a c c e p t   h e r   c o n d i t i o n .  

"The p a t i e n t   v e n t   t o  a Doc to r  of O s t e o p a t h y  
(D.G.) f c r   C h e l a t i o n   T h e r a p y .  After 1 4  
t r e a t m e n t s ,   t h e   p a t i e n t ' s   \ . i s i o n   w e n t   f r o m  
2 0 / 2 0 0  to 2 0 / 3 0 .  I j e r  e y e   s p e c d a l i s t  s t a t e d  
t h a t   h e   h a d   a n o t h e r   p a t i e n t  who h a d   t h e  same 
r e s u l t s .  However, t h e   e y e   d o c t o r   d i t !   n o t  
r e c c m e n d   t h i s   f o r m  of t h e r a p y  t o  h i s  
p a t i e n t s   b e c a u s e  it i s  n o t   a c c e p t e d   b y   h i s  
p e e r s  . I' 

I n  view o f   t h e   s p o n s o r i s   c o n t e n t i o n   t h a t   s e v e r a l   m e d i c a l  
i n s u r a n c e   c o m p a n i e s   p a y   f o r   t h i s   t y p e  of t h e r a p y  and  t h a t  it i s  
commonly u s e d   i n   E u r o p e   f o r   c i r c u l a t o r y   p r c b l e m s ,   t h e  OCHANPUS 
de te r r r . i na t ion  w e n t  on  t o  s ta te :  

"The  foll.cwinc_r  recommendation was issuec! by 
t h e   C o l o r a d o   F o u n d a t i o n  f o r  M e d i c a l  Care: ' I n  
r e s p o n s e  t o  claims t h a t   C h e l a t i o n   T h e r a p y  
u s i n g  EDTA ( e t h y l e n e  t e t r a a c e t i c  ac1.c:) i s  
e f f e c t i v e  f o r  a v a r i e t y  of d i s o r d e r s ,   t h e r e  
i s  n o   a d e q u a t e   e v i d e n c e  t o  i n d i c a t e   t h a t   t h i s  
t y p e  o f   t h e r a p y  i s  e f f e c t i v e   f o r   o t h e r   t h a n  
a c u t e   t o x i c i t y   d u e  t o  heavy Pe ta l  (e.g., 
l eaa)  p o i s o n i n g . '  
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"Based upon  this  opinion and in  absence  of 
documentation of a contrary view, the 
treatment of macular degeneration by- 
Chelation  Therapy  is  not in keeping  with  the 
generally acceptable norm  for medical 
practice in the United States. Thus, it also 
is not appropriate medical care, a s  defineG 
in  chapter 11, R.14.a and,  as  such, is not 
medically necesszry care  as defined in 
chapter 11, R.104. 

"AS to the experimental nature cf treatment, 
EDTA appears in the current tJ.S. Pharmacopeia 
and the National Formulary as a drug 
requiring prescription by a physician. The 
drug is  not considered to be expericental 
even if it is urder investisation by the U . S .  
Food and Drug Administration as to its 
effectiveness." 

The  First  Level Appeal Determinaticn denied cost-sharing, and a 
hearing was requested by the beneficiary. 

The hearing was held on  April 21, 1 9 E 3 ,  in t I 

before 0CIIN.IPUS Hearing Officer, . The 
beneficiary, who  was not  present at the hearing, F J Z S  represented 
by the  spcnsor. 

The Hearing Officer in his Recommended Decision  surmarized, 2 s  
follows, the testinony by the sponsor at the  hearing: 

'I. . . Chelation therzpy consists of 
administering a chemical  which  has ions which 
make a chemical bond with  certain  other 
chemical substances and cause those 
substances to thereby be removed from the 
body; [the sponsor's] familiarity with 
Chelation therapy predated his  wife's vision 
Sifficuities; he became aware of Chelation 
therspy when  he had a condition  which had 
been diagnosed as angina and for which he was 
told  he would probably have to have by-pass 
surgery; in discussing his personal physical 
ailment  with various people, he heard of t h e  

went there for that purpose; h i s  therapy 
there was  successful, relievix?? his 
circulatory problem which he understood to  be 
angina;  Chelation therapy ccnsists of taking 
the particular chemical, EDTA  iethelyne 
tetracetic [sic] acid) in  dosages of one  pint 
in four hours intravenously;  his  wife was 
diagnosed 3 s  having vision  problems,  with 
visual acuity at 2 0 / 2 0 0 ,  diagnosed  as being 
caused by macular degeneration;  she  went to 

Clinic and Chelation therapy and 
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t h e   C l i n i c  f o r  t h e   C h e l a t i c n   t h e r a p y  
a n d   h e r   t r e a t m e n t   c o n s i s t e d  of f o u r t e e n  
s e s s i o n s  over a c o u r s e  of so many weeks;  
a f t e r  t h a t   t r e a t m e n t  was c o m p l e t e d ,  D r .  
tested h e r   v i s i c n   a n d   s h o w e d   h e r   v i s u a l  
a c u i t y  was t h e n  a t  2 0 / 3 @ ;  D r .  h a s  t o l d  
[ t h e   s p o n s o r ]   t h z t  h e  h a d   o t h e r   p a t i e n t s  who 
had  s imilar  r e s u l t s   b u t   t h a t   h e   d i d   n o t  
prescribe t h i s   t r e a t m e n t   b e c a u s e  i t  ;;as 
c o n s i d e r e d   u n a c c e p t a b l e   b y   h i s   p e e r s ;   [ t h e  
s p c n s o r '  S I  u n d e r s t a n d i n g  of why t h e   C h e l a t i o n  
t h e r a p y   w o r k e d   i n   h i s   a n d   h i s   w i f e ' s  cases 
was t h a t   t h e   p a r t i c u l a r   c h e m i c a l  renovcs t h e  
c a l c i u m   d e p c s i t s   i n   t h e   v a s c u l a r  
system; . . . [ t h e   s p o n s o r ]   f e e l s   t h a t   t h e  
medical corrmunity s r l a  t h e   A m e r i c a n   M e d i c a l  
A s s c c i a t i o n   d o   c o t   a . p p r o v e  of C h e l a t i c n  
t h e r a p y   b e c a u s e  it. i s  a n  o f f i c e   p r o c e d u r c ,  
does n o t   r e q u i r e   h o s p i t a l i z a t i o n ,  does n o t  
r e q u i r e   s u r c ; e r y ,   a n d  does n o t  g e n e r a t e  t h e  
s u b s t a n t i a l  fees a s s o c i a t e d   w i t h   t h o s e  
p r o c e a u r e s .  I' 

T h e   H e a r i n g   O f f i c e r   h a s   i s s u e d   h i s  Recommended E e c i s i o n  ami 
i s s u & n c e  of a FIPJAL D E C I S I O N  i s  p r o p e r .  

PRIL/lA?.Y ISSUE AND F I f a D I N G S  O F  FACT 

I 'he  p r i m a r y   i s s u e   i n   d i s p u t e  i s  w h e t h e r  t h e  c h e l a t i o n   t h e r a p y   c a n  
be c o n s i 2 e r e a  as b e i n u   p r c v i d e d  ~ I I  a c c o r d a n c e   w i t h   a c c e p r e d  
p r o f e s s i c c a l   m e d i c a . 1   s t a n d a r d s  o r  w h e t h e r  it is still ccns iderec  
c7rl experimen~el/investi~~tiorl~il t r e a t m e n t .  

The  Department  of D e f e n s e   A p p r o p r i e t i o n  A c t ,  1 9 7 6 ,   P u b l i c  Lav: 
9 4 - 2 1 2 ,  p r o h i b i t s   t h e  u s e  o f  CHNIPUS f u n d s   f o r ,  ' I .  . . any 
service o r   s u p p l y   w h i c h  i s  n o t   r r t e d i c a l l y   o r   p s y c h o l o g i c a i l y  
n e c e s s a r y  t o  d i agnose   2nd  t r e a t  8. m e n t a l   o r   p h y s i c a l   i l l n e s s ,  
i n j u r y ,  o r  b o d i l y   m a l f u n c t i o n  . . . . I '  T h i s  same l i m i t a t i o n   h a s  
b e e n   i n  all s u b s e q u e n t   D e p a r t m e n t  of D e f e n s e   P - p p r o p r i a t i c n  Acts. 

T h e   R e g u i a t i o n   g o v e r n i n g  CHAMPUS, DoD 6 0 1 0 . E - R ,  i n c o r p c r a t e s   t h i s  
l i r c i t a t i o n   i n   C h a p t e r  I V ,  a s  f o l l o w s :  

" S u b j e c t  t o  any   and  a l l  E p p l i c a b l e  
d e f i n i t i o n s ,   c o n d i t i o n s ,   l i m i t a t i o n s ,   a n d / o r  
e x c l u s i c n s   s p e c i f i e d   o r   e n u m e r a t e d   i n  t h i s  
R e g u l a t i o n ,   t h e  CHAMPUS Basic P r o o r a n  will 
p a y   f o r   m e C i i c a l l y   n e c e s s a r y  services  and  
s u p p l i e s   r c q u i r e d   i n   t h c   t i i a g n o s i s  and 
t r e a t m e n t   o f   i l l n e s s  o r  i n 3 u r y  . . . . ' I  

To i n t e r p r e t   t h i s   R e c p l a t i o n  SE 1.t z p p l i e s  t o  t h e   t r e a t m e n t   i n  
d i s p u t e   r e q u i r e s  review of what  i s  mean t   by   t he  term " m e d i c a l l y  
n e c e s s a r y .  I' The CHAJIPUS r e g u l a t i o n ,  D o D  6010.8-F. ,  c h a p t e r  I:, 
Z e f i n e s   " n e d i c a l l y   n e c e s s a r y ,  'I i n   p a r t ,  as :  



' I .  . . services and supplies (that, is, 
frequency, extent a d  kinds)  adequate  for the 
diagnosis and treatrneRt of illness or injury. 
Medically necessary includes concept of 
appropriate medical care." 

fn defining "appropriate m-edical care," the Regulation requires 
that, ' I .  . . the medical services performed in the treatment of a 
disease or injury . . . are  ic keeping with the generally 
acceptable norm  for medical practice in the United States." 

In addition, the Regulation in chapter IV, G.15, specifically 
excludes, "Services and supplies not provided in accordance with 
accepted professional medical standards; or related t.o 
essentially experimental procedures or treatment regimens." The 
definition of experimental in chapter 11, B.68, provides, in 
relevant part, that: 

"'Experimental' means  medical  care that is 
essentially investigatory or an unproven 
procedure or treatment reqimen (usually 
performed under controlled medicolegal 
conditions) which dces not meet the generally 
accepted standards of usual professionai 
medical practice in the general medical 
cormunity. 

The Hearing Officer concluded that  it  was  not possible tc; 
determine from the evidence whether the beneficiary's treatmer.t 
at the . Clinic caused the improvement in her visual 
acuity, whether the prescription from Dr. caused the 
imprcvement,  or  whether sornethinq else caused the improvenext. 
Whether or not the chelation therapy benefited the beneficiary is 
not at issue. The issue is  whether such treatment is a covered 
benefit under CHAMPUS. 

The Regulation is  the measure of  what services are allowable 
under the CHAIdPUS Basic Program. To determine whether  chelation 
therapy was a covered benefit, it is necessary to deterrune 
whether the treatment was  "in keeping with the gemrally 
acceptabie norm f o r  inedical practice in the United States." 

The reccrd reflects that pursuant to a request by OCEAKPUS, the 
Health Care Standards Committee of the Colorado Foundation for 
Medical Care reviewed the subject of chelation therapy and isscee 
the following recommendation on April 7, 1981: 

"In response to claims that Chelation Therzplr 
using ECTA (ethylene tetraacetic acid) is 
effective for a variety of disorders, there 
is no adequate evidence to indicate that  this 
type of therapy is effective for other than 
acute toxicity due to heavv metal (e.g., 
lead) poiscning . . . . Further, there is 
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e v i d e n c e   o f   s i g n i f i c a n t   n e p h r o t o x i c i t y   a n d  
case r e p o r t s   o f   o t h e r   a d v e r s e   e f f e c t s  
a s s o c i z t e d   w i t h  t h e  Gse o f  EDTA. 

T h e   t e s t i m o n y   o f   t h e   s p o n s o r   i n d i c a t e d   t h a t   t h e  e y e  s p e c i a l i s t .  
h i s  w i f e  was see inc ;  xould  n o t   r e c o r m e n d   c h e l a t i o n   t h e r a p y  t o  h i s  
p a t i e n t s  as it VJZS n o t   a c c e p t e d   b y   h i s  peers. In a d d i t i c n ,  t h e  
CIiN4PUS claims i n d i c a t e   t h a t   t h e   b e n e f i c i a r y ' s   o t h e r   i n s u r a n c e  
w c u l d   n o t  cover h e r   c h e l a t i o n   t h e r a p y .   T h e   s p c n s o r ' s   s u p p o r t   f o r  
t h e   c o n t e n t i o f i   t h a t   c h e l a t i o n   t h e r a p y   s h o u l d   b e   c c v e r e d   5 y  
CHANPUS a p p e a r s  t o  be l imited t o  t h e   r e s u l t s   c b t a i n c a   b y   t h e  
L m e f i c i a r y   i n   t h i s  case, h i s   e x p e r i e n c e   w i t h   c h e l a t i o n   t h e r a p y ,  
s e v e r a l   t r e a t m e n t   r e p o r t s   r e l a t e d   t o  him b:* o t h e r   i n d i v i s u a l s  who 
h a d   r e c e i v e d   c h e l a t i o n   t h e r a p y ,   a n d  h i s  u n d e r s t a n d i n g   t h a t  
c h e l a t i o n   t h e r a p y  i s  c c m o n l y  u s e d  i n  E u r o p e   f o r   c i r c u l a t c r y  
problems.  

T h e r e  i s  n o t h i n g   i n   t h e   r e c o r d   f r o m  any p h y s i c i a n  or n a t i o n c i l y  
r e c o g n i z e d  medical g r o u p  or  a s s c c l z t i o n   t h a t   e n d o r s e s   c h e l a t i G n  
t h e r a p y  f o r  m c u l a r   d e g c n e r a t i o n  z s  b e i n g   ' ' 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 fcr  m e d i c a l   p r a c t i c e   i n   t h e   V n i t e ?  
S t a t e s . "   T h e r e  i s  no  e v i d e n c e  i n  t h e   r e c o r d   f r o m   a n y   m e d i c a l  
s o u r c e   t h a t  recomrnendc c h e l a t i o n   t h e r a p y   f o r   t r e a t m e n t  of r*,s,cular 
d e g e n e r a t i o n .  Ilo torments o r  e v i d e n c e  were s u h m i t t e d  h l r  t h e  
t r e a t i n q   p h y s i c i a n .   T h e   o n l y   s u b s t a n t i v e  medical ev idpr ;ce  in t h e  
r e c o r d  was p r o v i d e d  by the   Co lo rado   Z ' cu r .da t ion   fo r  l iedical  Care 
; ? u r s u a n t   t o  t! r e q u e s t  by CCI3tVIPUS. 

T h e   e f f i c a c y   o f  a t r e a t m e n t   m u s t  h e  e s t a b l i s h c d   a n a   b e   r e c o a n i z e d  
b y   n a t i o n a l l y   r e c o g p i z e d   p r o f e s s i o n a l   o r g a r . i a a t i o n s   a n d   t h e  
m e d i c a l   p r o f e s s i o n ,   n o t  by i n d i v i d c a i   p a t i e n t s .  ?- f a i l u r e  t c  
e s t a b l i s h   t h a t   t h e   t r e a t m e n t  c:zs " i n  keep i r .g   w i th  the q e n e r a l l y  
a c c e p t a b l e   n o r m   f o r   m e d i c a l   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 "   m u s t  
r e s u l t   i n  t h e  d e t e r m i n a t i o n   t h a t  i t  was n o t  a c o v e r e d   b e n e f i t  
u n d e r   t h e  CHAP4PUS r e g u l a t i o n .   T h e   R e g u l a t i o n   f u r t h e r   e x c l u d e s  
"all services a n d   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 )  related t o  a n o n c o v e r e d   c o n d i t i o n   o r   t r e z t m e n t  . . . 
I n  view of t h e  above, I c c n c u r   w i t h   t h e   H e x i n g   O f f i c e r   a n d   a d o p t  
h i s  Recommended D e c i s i o n ,  a s  t h e  FINAL DECISICN, t o  deny CHAT4PUS 
c o v e r e g e  of t h e   a p p e a l i n g   p a r t y ' s  care  t h a t   c o n s i s t e d  c f  
c h e l a t i o n   t h e r a p y   f o r   m a c u l a r   d e g e n e r a t i c n   a n d  f e r  any  re la te6  
services. 

SECONDARY ISSUE 

- S u c c e s s  of t h e   T r e a t m e n t  

The re  i s  no t e s t i m o n y  or e v i d e n c e   i n   t h e   r e c o r d  t c  contradict t h e  
s p o n s o r ' s   s t a t e m e n t   t . h a t   t h e   b e n e f i c i a r y   b e n e f i t e d   f r o m  t h e  
c h e l a t i o n   t h e r a p y .   N e i t h e r  i s  t h e r e   z n y   c l i n i c a l   e v i d e n c e  
s u b m i t t e d   t h a t   s u b s t a n t i a t e s  his s t a t e m e n t   r e g a r d i n g   t h e   s u c c e s s  
of t h e   c h e l a t i o n   t h e r a p y .   I I o w e v e r ,   w h e t h e r  o r  n o t   t h e   t r e a t m e n t  
i n   q u e s t i o n  was o r  was n o t   s c c c e s s f u l  i s  nmot. A s s u m i n g   t h a t  i t  
tras s u c c e s s f u l ,   p a y m e n t  of CIiMIPUS b e n e f i t s  i s  no t   depe r .den t  on a 



treatment being successful or a  cure effected. Success of 
treatment is not a consideration in terms of an individual case. 
Benefits are predicated on an overall "effectiveness"  basis; 
i.e., that a treatment is considered effective and appropriate by 
the qeneral medical community. This showing has not been made 
for chelation therapy. 

I 

The patient is free to seek that rnedical care she believes to be 
necessary in the treatment of her medical condition. However, I 
am constrained by law and regulation in determining what  care is 
authorized for payment under CHAPIPUS. 

In summary, it is the FINAL DECISIGN of the Assistant Secretary 
of Defense (Health Affairs) that the chelation therapy received 
by the appealing party for treatment of macular degeneration be 
denied C€IM-IPUS cost-sharing. This decision is based on findings 
that the treatment was not in keeping  with the generally 
acceptable norm for me6ical practice in the L'nited States,  th3t 
the treatment was not medically necessary or appropriate, ar.d 
that the drug usea, EDTA (ethylene tetraacetic acid) , was not 
recognized by the medical profession for othzr than treating 
heavy rnetal (e.g., lead) poisoning at the time of the appealing 
party's treatment. Issua~ce of this F I I J A L  DECISIOY cc;r,pletes the 
administrative appeals process under DoD 6010.8-R, chaprer X ,  2ir.d 
no further zdministrative appeal is available. 

d Z  L . -'* 
Vernon FIcgenzif 

Actin5 Principzl De@:uty Assptant Sscrztarl- 


