
REL: 10/16/09 

Notice: T h i s o p i n i o n i s s u b j e c t t o f o r m a l r e v i s i o n b e f o r e p u b l i c a t i o n i n t h e advance 
s h e e t s o f Southern Reporter. Readers a r e r e q u e s t e d t o n o t i f y t h e Reporter of Decisions, 
Alabama A p p e l l a t e C o u r t s , 300 D e x t e r Avenue, Montgomery, Alabama 36104-3741 ((334) 
229-0649), o f any t y p o g r a p h i c a l o r o t h e r e r r o r s , i n o r d e r t h a t c o r r e c t i o n s may be made 
b e f o r e t h e o p i n i o n i s p r i n t e d i n Southern Reporter. 

SUPREME COURT OF ALABAMA 
OCTOBER TERM, 2009-2010 

1071439 

AstraZeneca LP and AstraZeneca Pharmaceuticals LP 

v. 

State of Alabama 

1071440 

AstraZeneca LP and AstraZeneca Pharmaceuticals LP 
v. 

State of Alabama 



1071704 

Smithkline Beecham Corporation d/b/a Glaxosmithkline 

v. 

State of Alabama 

1071759 

No v a r t i s Pharmaceuticals Corporation 
v. 

State of Alabama 

Appeals from Montgomery C i r c u i t Court 
(CV-05-219.10; CV-05-219.11; CV-05-219.68; and CV-05-219.52) 

WOODALL, J u s t i c e . 

A s t r a Z e n e c a LP and A s t r a Z e n e c a P h a r m a c e u t i c a l s LP 

( h e r e i n a f t e r r e f e r r e d t o j o i n t l y as " A s t r a Z e n e c a " ) ; 1 

S m i t h k l i n e Beecham C o r p o r a t i o n d/b/a G l a x o s m i t h k l i n e ("GSK"); 

and N o v a r t i s P h a r m a c e u t i c a l s C o r p o r a t i o n ( " N o v a r t i s " ) a p p e a l 

f r o m j u d g m e n t s e n t e r e d on j u r y v e r d i c t s i n f a v o r o f t h e S t a t e 

1 A s t r a Z e n e c a LP and A s t r a Z e n e c a P h a r m a c e u t i c a l s LP have 
s t i p u l a t e d t h a t t h e y a r e t o be r e g a r d e d as one e n t i t y f o r 
p u r p o s e s o f t r i a l and a p p e a l . 
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o f Alabama i n a c t i o n s a l l e g i n g t h a t A s t r a Z e n e c a , GSK, and 

N o v a r t i s f r a u d u l e n t l y i n f l a t e d t h e p r i c e s o f t h e i r 

p r e s c r i p t i o n d r u g s f o r p u r p o s e s o f r e i m b u r s e m e n t by t h e 

A labama M e d i c a i d A g e n c y ("the AMA"). We r e v e r s e t h e t r i a l 

c o u r t ' s j u d g m e n t s and r e n d e r j u d g m e n t s f o r A s t r a Z e n e c a , GSK, 

and N o v a r t i s . 

I . F a c t u a l and P r o c e d u r a l B a c k g r o u n d 

T h i s i s t h e t h i r d t i m e some a s p e c t o f t h i s l i t i g a t i o n has 

been b e f o r e u s . See Ex p a r t e N o v a r t i s P h a r m a c e u t i c a l s C o r p . , 

975 So. 2d 297 ( A l a . 2007) ( " N o v a r t i s I " ) , and Ex p a r t e  

N o v a r t i s P h a r m a c e u t i c a l s C o r p . , 991 So. 2d 1263 ( A l a . 2008) 

( " N o v a r t i s I I " ) . These c a s e s a r e e x e m p l a r y o f l i t i g a t i o n 

c u r r e n t l y p e n d i n g i n s t a t e and f e d e r a l c o u r t s i n v o l v i n g 

a l l e g a t i o n s t h a t t h e n a t i o n w i d e p r i c i n g p o l i c i e s o f 

p h a r m a c e u t i c a l m a n u f a c t u r e r s c a u s e d s t a t e s t o o v e r - r e i m b u r s e 

p r o v i d e r s o f p r e s c r i p t i o n d r u g s u n d e r t h e s t a t e s ' r e s p e c t i v e 

M e d i c a i d p r o g r a m s . 

"The M e d i c a i d p r o g r a m was c r e a t e d i n 1965, when C o n g r e s s 

added T i t l e X I X t o t h e S o c i a l S e c u r i t y A c t , 79 S t a t . 343, as 

amended, 42 U.S.C. § 1396 e t s e q . ... [ ( ' t h e M e d i c a i d A c t ' ) ] , 

f o r t h e p u r p o s e o f p r o v i d i n g f e d e r a l f i n a n c i a l a s s i s t a n c e t o 
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S t a t e s t h a t c h o o s e t o r e i m b u r s e c e r t a i n c o s t s o f m e d i c a l 

t r e a t m e n t f o r needy p e r s o n s . " H a r r i s v. McRae, 448 U.S. 297, 

301 ( 1 9 8 0 ) . " A l t h o u g h p a r t i c i p a t i o n i n t h e M e d i c a i d p r o g r a m 

i s e n t i r e l y o p t i o n a l , once a S t a t e e l e c t s t o p a r t i c i p a t e , i t 

must c o m p l y w i t h t h e r e q u i r e m e n t s o f T i t l e X I X . " 448 U.S. a t 

301. M e d i c a i d p r o v i d e s " j o i n t f e d e r a l and s t a t e f u n d i n g o f 

m e d i c a l c a r e f o r i n d i v i d u a l s who c a n n o t a f f o r d t o pay t h e i r 

own m e d i c a l c o s t s . " A r k a n s a s Dep't o f H e a l t h & Human S e r v s .  

v. A h l b o r n , 547 U.S. 2 68 , 275 (200 6 ) . The " [ f ] e d e r a l 

f i n a n c i a l p a r t i c i p a t i o n , " 42 C.F.R. § 430.1, was, d u r i n g t h e 

t i m e r e l e v a n t t o t h i s d i s p u t e , a p p r o x i m a t e l y 7 0 % o f t h e amount 

o f t h e e x p e n s e t h e AMA i n c u r r e d u n d e r i t s M e d i c a i d p r o g r a m . 

A t t h e f e d e r a l l e v e l , M e d i c a i d i s a d m i n i s t e r e d by t h e 

C e n t e r s f o r M e d i c a i d and M e d i c a r e S e r v i c e s ("the CMS"), 

f o r m e r l y known as t h e H e a l t h C a r e F i n a n c i n g A d m i n i s t r a t i o n . 

See C e n t e r s f o r M e d i c a r e & M e d i c a i d S e r v i c e s ; S t a t e m e n t o f  

O r g a n i z a t i o n , F u n c t i o n s and D e l e g a t i o n s o f A u t h o r i t y ;  

R e o r g a n i z a t i o n O r d e r , 66 Fed. Reg. 35,437 ( J u l y 5, 2 0 0 1 ) ; 

S t a t e m e n t o f O r g a n i z a t i o n , F u n c t i o n s , and D e l e g a t i o n s o f  

A u t h o r i t y , 49 Fed. Reg. 35,247 ( S e p t . 6, 1 9 8 4 ) ; R e o r g a n i z a t i o n 

O r d e r , 42 Fed. Reg. 13,262 (Mar. 9, 1 9 7 7 ) . The CMS m o n i t o r s 
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t h e s t a t e s ' c o m p l i a n c e w i t h f e d e r a l l a w t o , among o t h e r 

t h i n g s , e n s u r e t h a t "payments [ a r e ] s u f f i c i e n t t o e n l i s t 

enough p r o v i d e r s so t h a t s e r v i c e s u n d e r t h e [program] a r e 

a v a i l a b l e t o r e c i p i e n t s a t l e a s t t o t h e e x t e n t t h a t t h o s e 

s e r v i c e s a r e a v a i l a b l e t o t h e g e n e r a l p o p u l a t i o n . " 42 C.F.R. 

§ 4 4 7 . 2 0 4 . 2 " P r o v i d e r s " a r e t y p i c a l l y p h y s i c i a n s and r e t a i l 

p h a r m a c i e s t h a t d i s b u r s e p r e s c r i p t i o n d r u g s t o p e r s o n s 

e l i g i b l e f o r M e d i c a i d b e n e f i t s . 

The AMA r e i m b u r s e s p r o v i d e r s f o r d r u g s t h e y d i s p e n s e t o 

e l i g i b l e r e c i p i e n t s . R e i m b u r s e m e n t must, however, be made 

c o n s i s t e n t w i t h a m e t h o d o l o g y a d o p t e d w i t h t h e a p p r o v a l o f t h e 

CMS t h a t t a k e s economy i n t o a c c o u n t . See 42 C.F.R. § 447.512 

( f o r m e r l y 42 C.F.R. § 4 4 7 . 3 3 1 ) . F o r t h e brand-name d r u g s a t 

i s s u e i n t h e s e a p p e a l s , r e i m b u r s e m e n t must n o t e x c e e d , i n t h e 

a g g r e g a t e , t h e l e s s e r o f "(1) [ t h e E s t i m a t e d A c q u i s i t i o n C o s t 

('the EAC') o f t h e d r u g ] p l u s r e a s o n a b l e d i s p e n s i n g f e e s 

o r (2) [ p ] r o v i d e r s ' u s u a l and c u s t o m a r y c h a r g e s t o t h e g e n e r a l 

p u b l i c . " 42 C.F.R. § 4 4 7 . 5 1 2 ( b ) . EAC i s d e f i n e d as " t h e 

a g e n c y ' s b e s t e s t i m a t e o f t h e p r i c e g e n e r a l l y and c u r r e n t l y 

2 A c c o r d i n g t o t h e c u r r e n t c o m m i s s i o n e r o f t h e AMA, 
" f e d e r a l l a w r e q u i r e s [ t h e S t a t e ] ... t o p r o v i d e c o m p a r a b l e 
a c c e s s t o s e r v i c e s f o r a M e d i c a i d r e c i p i e n t t h a t [anyone] 
w o u l d r e c e i v e i n t h e p r i v a t e m a r k e t . " 
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p a i d by p r o v i d e r s f o r a d r u g m a r k e t e d o r s o l d by a p a r t i c u l a r 

m a n u f a c t u r e r o r l a b e l e r i n t h e p a c k a g e s i z e o f d r u g most 

f r e q u e n t l y p u r c h a s e d by p r o v i d e r s . " 42 C.F.R. § 447.502. I n 

o t h e r w o r d s , M e d i c a i d r e i m b u r s e m e n t s may be made on t h e b a s i s 

o f what p r o v i d e r s a c t u a l l y p a i d f o r e a c h d r u g o r on t h e b a s i s 

o f an e s t i m a t e d c o s t . V a r i o u s r e i m b u r s e m e n t m e t h o d o l o g i e s a r e 

e m p l o y e d by t h e v a r i o u s s t a t e M e d i c a i d a g e n c i e s t o o b t a i n t h e 

EAC f o r e a c h d r u g d i s b u r s e d u n d e r t h e i r M e d i c a i d p r o g r a m s . 

The g o a l i s t o p r o d u c e a payment r a t e s u f f i c i e n t t o e n c o u r a g e 

p r o v i d e r s t o p a r t i c i p a t e i n t h e M e d i c a i d p r o g r a m , w h i l e , a t 

t h e same t i m e , m i n i m i z i n g M e d i c a i d c o s t s . 

F e d e r a l f i n a n c i a l p a r t i c i p a t i o n i n t h e s t a t e M e d i c a i d 

p r o g r a m s i s made c o n t i n g e n t upon a m e t h o d o l o g y t h a t , i n t h e 

v i e w o f t h e CMS, s u f f i c i e n t l y a d d r e s s e s t h e somewhat c o m p e t i n g 

o b j e c t i v e s o f a d e q u a t e c o m p e n s a t i o n and economy. However, t h e 

CMS has a f f o r d e d t h e s t a t e s f l e x i b i l i t y i n t h e f o r m u l a s by 

w h i c h t h e y a t t e m p t t o a r r i v e a t t h e EAC. F o r m u l a t i o n o f t h e s e 

m e t h o d o l o g i e s o r d i n a r i l y i n v o l v e s t h e use o f i n f o r m a t i o n 

s u p p l i e d by p h a r m a c e u t i c a l m a n u f a c t u r e r s t o a n a t i o n a l p r i c e 

compendium, s u c h as F i r s t D a taBank, I n c . ( " D a t a B a n k " ) . 

DataBank d e f i n e s i t s e l f as a " p o i n t o f c a r e d a t a b a s e company 

6 



1071439, 1071440, 1071704, & 1071759 

whose p u r p o s e i t i s t o p r o v i d e c u s t o m d r u g [ i n f o r m a t i o n ] 

a c c o r d i n g t o M e d i c a i d s p e c i f i c a t i o n s f o c u s e d on p r o v i d i n g 

a c c u r a t e d r u g p r i c i n g . " 

D r u g - p r i c i n g i n f o r m a t i o n i s t y p i c a l l y r e p o r t e d i n t h e 

f o r m o f " w h o l e s a l e a c q u i s i t i o n c o s t " ("WAC") o r i n t h e f o r m o f 

b o t h WAC and " a v e r a g e w h o l e s a l e p r i c e " ("AWP"). D e f i n i t i o n s 

f o r AWP and WAC have v a r i e d t h r o u g h o u t t h e i n d u s t r y d u r i n g t h e 

p e r i o d r e l e v a n t t o t h i s d i s p u t e . However, AWP was d e f i n e d i n 

DataBank, M o n t h l y I n t e r e s t (September 1 9 9 1 ) , a s : 

" [ A ] n a v e r a g e p r i c e w h i c h a w h o l e s a l e r w o u l d c h a r g e 
a pharmacy f o r a p a r t i c u l a r p r o d u c t . The o p e r a t i v e 
word i s a v e r a g e . AWP n e v e r means t h a t e v e r y 
p u r c h a s e o f t h a t p r o d u c t w i l l be e x a c t l y a t t h a t 
p r i c e . T h e r e a r e many f a c t o r s i n v o l v e d i n p r i c i n g 
a t t h e w h o l e s a l e l e v e l w h i c h can m o d i f y t h e p r i c e s 
c h a r g e d even among a g r o u p o f c u s t o m e r s f r o m t h e 
same w h o l e s a l e r . AWP was d e v e l o p e d b e c a u s e t h e r e 
had t o be some p r i c e w h i c h a l l p a r t i e s c o u l d a g r e e 
upon i f ma c h i n e p r o c e s s i n g was t o be p o s s i b l e . " 

( E mphasis i n o r i g i n a l . ) 

I n 1992, t h e H e a l t h and Human S e r v i c e s S t a t e M e d i c a i d 

M a n u a l ("the M e d i c a i d manual") e x p l a i n e d t h a t "AWP l e v e l s  

o v e r s t a t e t h e p r i c e s t h a t p h a r m a c i s t s a c t u a l l y pay f o r d r u g  

p r o d u c t s by as much as 10-20 p e r c e n t b e c a u s e t h e y do n o t  

r e f l e c t d i s c o u n t s , premiums, s p e c i a l o f f e r s o r i n c e n t i v e s , 

e t c . " ( Emphasis added.) 
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I n 1996, t h e C o n g r e s s i o n a l B udget O f f i c e p u b l i s h e d CBO  

P a p e r s : How t h e M e d i c a i d R e b a t e on P r e s c r i p t i o n Drugs A f f e c t s  

P r i c i n g i n t h e P h a r m a c e u t i c a l I n d u s t r y ( 1 9 9 6 ) . That 

p u b l i c a t i o n s t a t e d , i n p e r t i n e n t p a r t : "The a v e r a g e w h o l e s a l e 

p r i c e (AWP) i s t h e p u b l i s h e d ( l i s t ) p r i c e t h a t m a n u f a c t u r e r s 

s u g g e s t w h o l e s a l e r s c h a r g e t h e i r c u s t o m e r s . W h o l e s a l e r s  

u s u a l l y c h a r g e p h a r m a c i s t s a p r i c e t h a t i s l o w e r t h a n t h e AWP,  

w h i c h i s t h e p r i c e t h a t i s most w i d e l y a v a i l a b l e i n p u b l i s h e d  

f o r m . " I d . a t 20 (e m p h a s i s a d d e d ) . 

A s i m i l a r d e f i n i t i o n f o r AWP a p p e a r e d i n N o v a r t i s , 

Pharmacy B e n e f i t R e p o r t : F a c t s & F i g u r e s ( 2 0 0 0 ) : 

" A v e r a g e w h o l e s a l e p r i c e (AWP) -- A p u b l i s h e d 
s u g g e s t e d w h o l e s a l e p r i c e f o r a d r u g , b a s e d on t h e 
a v e r a g e c o s t o f t h e d r u g t o a pharmacy f r o m a 
r e p r e s e n t a t i v e sample o f d r u g w h o l e s a l e r s . T h e r e 
a r e many AWPs a v a i l a b l e w i t h i n t h e i n d u s t r y . AWP i s 
o f t e n u s e d by p h a r m a c i e s t o p r i c e p r e s c r i p t i o n s . 
H e a l t h p l a n s a l s o use AWP -- u s u a l l y d i s c o u n t e d -¬
as t h e b a s i s o f r e i m b u r s e m e n t o f c o v e r e d 
m e d i c a t i o n s . " 

(Emphasis added.) 

WAC was s p e c i f i c a l l y d e f i n e d i n t h e M e d i c a r e P r e s c r i p t i o n 

Drug Improvement and M o d e r n i z a t i o n A c t o f 2003, Pub. L. No. 

108-173, § 303, 117 S t a t . 2066, 2242 ( 2 0 0 3 ) , c o d i f i e d a t 42 

U.S.C. § 1 3 9 5 w - 3 a ( c ) ( 6 ) ( B ) , as f o l l o w s : 
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"The t e r m ' w h o l e s a l e a c q u i s i t i o n c o s t ' means, w i t h 
r e s p e c t t o a d r u g o r b i o l o g i c a l , t h e m a n u f a c t u r e r ' s 
l i s t p r i c e f o r t h e d r u g o r b i o l o g i c a l t o w h o l e s a l e r s 
o r d i r e c t p u r c h a s e r s i n t h e U n i t e d S t a t e s , n o t  
i n c l u d i n g prompt pay o r o t h e r d i s c o u n t s , r e b a t e s o r  
r e d u c t i o n s i n p r i c e , f o r t h e most r e c e n t month f o r 
w h i c h t h e i n f o r m a t i o n i s a v a i l a b l e , as r e p o r t e d i n 
w h o l e s a l e p r i c e g u i d e s o r o t h e r p u b l i c a t i o n s o f d r u g 
o r b i o l o g i c a l p r i c i n g d a t a . " 

( E mphasis added.) P u b l i c Law No. 108-173, § 3 0 3 ( i ) ( 4 ) ( B ) ( i i i ) , 

amended t h e M e d i c a i d A c t t o i n c o r p o r a t e t h i s d e f i n i t i o n o f WAC 

i n t o t h e M e d i c a i d s t a t u t o r y scheme. See 42 U.S.C. § 1 3 9 6 r -

8 ( b ) ( 3 ) ( A ) ( i i i ) ( I I ) . Not a l l s u c h i n d u s t r y p u b l i c a t i o n s have 

d e f i n e d WAC/AWP as " s u g g e s t e d " o r " l i s t " p r i c e s . 

I n t h e 1970s, t h e AMA m e r e l y r e i m b u r s e d p r o v i d e r s on t h e 

b a s i s o f t h e i r a c t u a l a c q u i s i t i o n p r i c e . I n d e e d , i n a l e t t e r 

t o t h e " h e a r i n g c l e r k " o f t h e U n i t e d S t a t e s Food and Drug 

A d m i n i s t r a t i o n , d a t e d F e b r u a r y 13, 1975, Sam T. H a r d i n , t h e n 

d i r e c t o r o f t h e AMA P h a r m a c e u t i c a l S e r v i c e s M e d i c a l S e r v i c e s 

A d m i n i s t r a t i o n , o b j e c t e d t o any p r o p o s e d r u l e t h a t w o u l d 

r e p l a c e t h e AMA's a c t u a l - c o s t b a s i s , t h e n c u r r e n t , w i t h a 

m e t h o d o l o g y b a s e d on AWP. More s p e c i f i c a l l y , he s t a t e d : 

" B a s e d on a s t u d y r e c e n t l y c o n d u c t e d f o r s e v e r a l o f o u r t o p 

200 d r u g s , a s a v i n g s i s b e i n g r e a l i z e d by use o f a c t u a l c o s t 
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v s . AWP " N e v e r t h e l e s s , i n t h e e a r l y 1980s, t h e AMA began 

r e i m b u r s i n g p r o v i d e r s a t a r a t e o f 10 0% o f AWP.3 

I n June 1985, however, R i c h a r d M o r r i s , a s s o c i a t e r e g i o n a l 

a d m i n i s t r a t o r o f t h e D e p a r t m e n t o f H e a l t h and Human S e r v i c e s 

("the DHHS") s e n t a l e t t e r t o t h e n AMA C o m m i s s i o n e r Faye 

B a g g i a n o ("the M o r r i s l e t t e r " ) , t h r e a t e n i n g t o w i t h d r a w 

f e d e r a l f i n a n c i a l p a r t i c i p a t i o n f r o m t h e Alabama M e d i c a i d 

p r o g r a m b e c a u s e o f t h e AMA's use o f 100% o f AWP as t h e b a s i s 

f o r r e i m b u r s e m e n t . The l e t t e r s t a t e d : 

" T h i s i s t o i n f o r m you o f c o r r e c t i v e a c t i o n b e i n g 
p u r s u e d by t h i s o f f i c e t o s e c u r e c o m p l i a n c e w i t h 
F e d e r a l r e g u l a t i o n s r e g a r d i n g M e d i c a i d p r e s c r i p t i o n 
d r u g r e i m b u r s e m e n t and t o r e q u e s t y o u r a s s i s t a n c e i n 
i m p l e m e n t i n g c e r t a i n c h a nges by O c t o b e r 1, 1985. 

"The F e d e r a l r e g u l a t i o n s a t 42 CFR 447.331 
[ c u r r e n t l y 42 C.F.R. § 447.512] p r o v i d e t h a t t h e 
S t a t e A g e n c y may n o t pay more f o r p r e s c r i b e d d r u g s 
t h a n t h e l o w e r o f i n g r e d i e n t c o s t p l u s a r e a s o n a b l e 
d i s p e n s i n g f e e o r t h e p r o v i d e r ' s u s u a l and c u s t o m a r y 
c h a r g e t o t h e g e n e r a l p u b l i c . C o s t s f o r c e r t a i n 
m u l t i p l e s o u r c e d r u g s a r e s u b j e c t t o t h e l o w e r o f 
' e s t i m a t e d a c q u i s i t i o n c o s t ' (EAC) o r t h e 'maximum 
a l l o w a b l e c o s t ' (MAC) l i m i t as p u b l i s h e d i n t h e 
F e d e r a l R e g i s t e r . F o r a l l o t h e r d r u g s , t h e 
a l l o w a b l e c o s t l i m i t i s t h e S t a t e A g e n c y ' s b e s t 
e s t i m a t e o f what p r i c e p r o v i d e r s g e n e r a l l y a r e 
p a y i n g b a s e d on t h e p a c k a g e s i z e p r o v i d e r s most 
f r e q u e n t l y p u r c h a s e -- 42 C.F.R. 4 4 7 . 3 3 2 ( c ) . 

3 A t a l l t i m e s r e l e v a n t t o t h i s d i s p u t e , t h e AMA was 
r e c e i v i n g , p u r s u a n t t o a c o n t r a c t w i t h D ataBank, d r u g - p r i c i n g 
J . _ ^ _ j _ J • ^ ^ _ J _ _ T - , _ . _ ^ _ i n f o r m a t i o n f r o m DataBank. 
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"As e a r l y as 1975 t h e [DHHS] c a u t i o n e d a g a i n s t t h e  
use o f AWPs as e s t i m a t e s o f d r u g i n g r e d i e n t c o s t s by  
s t a t i n g i n t h e p r e a m b l e t o t h e f i n a l F e d e r a l  
R e g u l a t i o n s t h a t p u b l i s h e d w h o l e s a l e p r i c e s a r e n o t  
c l o s e l y r e l a t e d t o p r i c e s a c t u a l l y p a i d by  
p r o v i d e r s . T h i s has been r e i t e r a t e d by t h e [DHHS]  
o v e r t h e y e a r s t o S t a t e M e d i c a i d A g e n c i e s t h r o u g h  
p o l i c y i s s u a n c e s w h i c h have s t a t e d t h a t t h e 
e s t i m a t e d a c q u i s i t i o n c o s t (EAC) s h o u l d be 'as c l o s e 
as f e a s i b l e t o t h e p r i c e g e n e r a l l y and c u r r e n t l y 
p a i d by p r o v i d e r s . ' I n June 1984, t h e DHHS O f f i c e 
o f I n s p e c t o r G e n e r a l i s s u e d a R e p o r t t o C o n g r e s s and 
HCFA [ c u r r e n t l y t h e CMS] recommending a c t i o n t o 
r e d u c e i n f l a t e d M e d i c a i d d r u g r e i m b u r s e m e n t . The 
IG's r e c o m m e n d a t i o n s were b a s e d on a n a t i o n a l r e v i e w 
o f S t a t e p r a c t i c e s t h r o u g h i n t e n s i v e sample s u r v e y s 
i n s i x S t a t e s . The r e v i e w s c o n s i s t e n t l y showed t h a t 
M e d i c a i d EACs were p r i m a r i l y b a s e d on p u b l i s h e d 
a v e r a g e w h o l e s a l e p r i c e s (AWPs) w h i c h were i n f l a t e d  
by an a v e r a g e o f 15.96 p e r c e n t . HCFA a c c e p t a n c e 
s a m p l e s i n F l o r i d a and G e o r g i a c o n f i r m e d t h e IG's 
f i n d i n g s . 

"On t h e f a c e o f t h i s s u b s t a n t i a l d a t a , we c o n v e n e d 
a w o r k g r o u p c o m p r i s e d o f R e g i o n IV S t a t e M e d i c a i d 
C o n s u l t a n t P h a r m a c i s t s t o d e v e l o p a r a n g e o f o p t i o n s  
t o r e d u c e t h e i n f l a t e d l e v e l s o f d r u g r e i m b u r s e m e n t  
c a u s e d by use o f AWP as ' e s t i m a t e d a c q u i s i t i o n c o s t '  
(EAC). The Alabama r e p r e s e n t a t i v e , Mr. Sam H a r d i n ,  
was an a c t i v e p a r t i c i p a n t i n t h e w o r k s h o p and h i s 
c o n t r i b u t i o n s were a p p r e c i a t e d . I n two m e e t i n g s 
d u r i n g A p r i l and June 1985, S t a t e and R e g i o n a l 
O f f i c e s t a f f r e a c h e d an agreement on t h e f o l l o w i n g 
m e t h o d o l o g y f o r o b t a i n i n g t h e E s t i m a t e d A c q u i s i t i o n 
C o s t (EAC): 

" O b t a i n t h e W h o l e s a l e A c q u i s i t i o n [ C o s t ] 
(WA[C]) f o r e a c h d r u g i n t h e S t a t e 
f o r m u l a r y and add 5.01 p e r c e n t t o t h a t 
p r i c e . The p r o d u c t o b t a i n e d w i l l be t h e 
maximum a l l o w a b l e amount p a y a b l e . 

11 



1071439, 1071440, 1071704, & 1071759 

"The m e t h o d o l o g y s e t f o r t h above s h o u l d p r o d u c e a 
p r i c e t h a t i s 13.9 p e r c e n t b e l o w AWP and r e s u 1 t i n 
an EAC a d j u s t e d t o more r e a l i s t i c a l l y r e f l e c t a c t u a l  
c o s t i n t h e p a c k a g e s i z e p r o v i d e r s buy most 
f r e q u e n t l y . 

" I n t h e p a s t , S t a t e s w h i c h u t i l i z e d t h e AWP as 
' e s t i m a t e d a c q u i s i t i o n c o s t ' have n o t been f o u n d t o 
be o u t o f c o m p l i a n c e w i t h F e d e r a l r e g u l a t i o n s . 
F u r t h e r , no s a n c t i o n s o r p e n a l t i e s have been 
a p p l i e d . However, b a s e d on c u r r e n t c o n c l u s i v e  
e v i d e n c e t h a t t h e p u b l i s h e d AWP does n o t r e f l e c t t h e  
t r u e c o s t o f d r u g p r o d u c t s we do n o t c o n s i d e r i t  
a c c e p t a b l e f o r use as t h e S t a t e ' s EAC, u n l e s s t h e  
AWP has been r e d u c e d s i g n i f i c a n t l y t o r e f l e c t a more  
a c c u r a t e r e p r e s e n t a t i o n o f t h e t r u e e s t i m a t e d  
a c q u i s i t i o n c o s t o f a d r u g . As an a l t e r n a t i v e , HCFA 
w i l l f i n d a c c e p t a b l e e i t h e r t h e m e t h o d o l o g y 
d e v e l o p e d by t h e R e g i o n IV EAC w o r k g r o u p o r a n o t h e r 
m e t h o d o l o g y t h a t w o u l d r e s u l t i n e q u i v a l e n t 
r e d u c t i o n s . 

" B a s e d on o u r u n d e r s t a n d i n g o f c u r r e n t Alabama 
p r a c t i c e , y o u r c u r r e n t EAC m e t h o d o l o g y does n o t 
r e s u l t i n ' e s t i m a t e d a c q u i s i t i o n c o s t ' c o n s i s t e n t 
w i t h t h e i n t e n t o f t h e r e g u l a t i o n s a t 42 CFR 
447.331-447.332. T h e r e f o r e , i t i s o u r o p i n i o n t h a t 
A labama c o m p l i a n c e w i t h t h e s e F e d e r a l r e q u i r e m e n t s 
i s i n q u e s t i o n . U n l e s s we r e c e i v e e v i d e n c e t h a t 
A labama has e f f e c t e d c h a nges i n t h e EAC 
d e t e r m i n a t i o n m e t h o d o l o g y c o n s i s t e n t w i t h t h e 
p r i n c i p l e s p r e v i o u s l y d e s c r i b e d , e f f e c t i v e no l a t e r 
t h a n O c t o b e r 1, 1985, t h i s i s s u e w i l l be r e p o r t e d t o 
t h e HCFA C e n t r a l O f f i c e on t h e c o m p l i a n c e r e p o r t f o r 
t h e q u a r t e r e n d i n g September 30, 1985. I n a d d i t i o n , 
F e d e r a l f i n a n c i a l p a r t i c i p a t i o n (FFP) w i l l n o t be 
a v a i l a b l e b e y o n d September 30, 1985, i n payments f o r 
p r e s c r i b e d d r u g s i n e x c e s s o f t h e amounts t h a t w o u l d 
have been a c h i e v e d had Alabama i m p l e m e n t e d t h e EAC 
m e t h o d o l o g y d e v e l o p e d by t h e R e g i o n IV Drug 
R e i m b u r s e m e n t Workgroup ( i . e . w h o l e s a l e a c q u i s i t i o n 
[ c o s t ] (WA[C]) p l u s 5.01 p e r c e n t ) , o r a c o m p a r a b l e 
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m e t h o d o l o g y a p p r o v e d by t h e H e a l t h C a r e F i n a n c i n g 
A d m i n i s t r a t i o n p r i o r t o i m p l e m e n t a t i o n . 

" P l e a s e a d v i s e t h i s o f f i c e by J u l y 8, 1985 o f y o u r 
t i m e frame f o r i m p l e m e n t i n g t h e new EAC. 
m e t h o d o l o g y . As a l w a y s , we s t a n d r e a d y t o be o f 
a s s i s t a n c e upon r e q u e s t . " 

( E m p h a s i s a d d e d . ) 

B a g g i a n o r e s p o n d e d t o t h e M o r r i s l e t t e r on June 26, 1985. 

Her l e t t e r s t a t e d : 

" T h i s i s i n r e s p o n s e t o y o u r l e t t e r o f June 18 
c o n c e r n i n g c o r r e c t i v e a c t i o n b e i n g p u r s u e d by y o u r 
o f f i c e t o s e c u r e c o m p l i a n c e w i t h f e d e r a l r e g u l a t i o n s 
w i t h r e g a r d t o M e d i c a i d p r e s c r i p t i o n d r u g 
r e i m b u r s e m e n t . 

" T h i s A g e n c y p l a n s t o p u r s u e and i m p l e m e n t t h e  
m e t h o d o l o g y f o r e s t a b l i s h i n g t h e e s t i m a t e d  
a c q u i s i t i o n c o s t (EAC) f o r d r u g s p a y a b l e u n d e r t h e  
p r o g r a m ( i . e . , w h o l e s a l e a c q u i s i t i o n [ c o s t ] (WA[C])  
p l u s 5.01%) t o be e f f e c t i v e O c t o b e r 1, 1985. 

" I t i s o u r o p i n i o n t h i s change w i l l p l a c e Alabama i n 
c o m p l i a n c e w i t h t h e i n t e n t o f t h e r e g u l a t i o n s a t 42 
C.F.R. 447.331-.332." 

(Emphasis added.) 

On S e p t e m b e r 6, 1985, t h e AMA s e n t " P r o v i d e r N o t i c e 8 5 ¬

18" t o " a l l p h a r m a c i e s and d i s p e n s i n g p h y s i c i a n s p a r t i c i p a t i n g 

i n t h e Alabama T i t l e X I X ( M e d i c a i d ) P h a r m a c e u t i c a l P r o g r a m , " 

n o t i f y i n g p r o v i d e r s o f t h e change i n r e i m b u r s e m e n t 

m e t h o d o l o g y . The n o t i c e s t a t e d , i n p e r t i n e n t p a r t : 
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"Through i n t e n s i v e sample s u r v e y s , t h e D e p a r t m e n t o f 
H e a l t h and Human S e r v i c e s (HHS) has d e t e r m i n e d t h a t 
p u b l i s h e d AWPs ( a v e r a g e w h o l e s a l e p r i c e s ) a r e  
i n f l a t e d and t h a t AWP i s n o t t h e [AMA's] ' b e s t  
e s t i m a t e o f what p r i c e p r o v i d e r s g e n e r a l l y a r e  
p a y i n g f o r a d r u g . ' The r e v i e w s c o n s i s t e n t l y showed 
t h a t M e d i c a i d EACs were p r i m a r i l y b a s e d on p u b l i s h e d 
a v e r a g e w h o l e s a l e p r i c e s . I n o r d e r t o c o m p l y w i t h 
f e d e r a l r e g u l a t i o n s , t h e m e t h o d o l o g y u s e d t o 
d e t e r m i n e e s t i m a t e d a c q u i s i t i o n c o s t w i l l be c h a n g e d 
e f f e c t i v e O c t o b e r 1, 1985. The [AMA] w i l l o b t a i n 
t h e w h o l e s a l e a c q u i s i t i o n [ c o s t ] p l u s a p e r c e n t t o 
a r r i v e a t t h e e s t i m a t e d a c q u i s i t i o n c o s t . T h i s 
m e t h o d o l o g y w i l l r e s u l t i n an EAC w h i c h more  
r e a l i s t i c a l l y r e f l e c t s t h e a c t u a l c o s t i n t h e 
p a c k a g e s i z e p r o v i d e r s buy most f r e q u e n t l y . " 

( E mphasis added.) 

I m m e d i a t e l y a f t e r w a r d , t h e AMA c o n d u c t e d i t s own s u r v e y 

o f w h o l e s a l e d r u g c o m p a n i e s t o d e t e r m i n e what p r o v i d e r s were 

a c t u a l l y p a y i n g . On November 22, 1985, B a g g i a n o s e n t M o r r i s 

a l e t t e r r e p o r t i n g t h e r e s u l t s o f t h i s s u r v e y . I n t h a t 

l e t t e r , she a l s o r e q u e s t e d a p p r o v a l f r o m t h e DHHS t o i n c r e a s e 

t h e markup f r o m WAC + 5.01% t o WAC + 8.45%, b a s e d on t h e 

s u r v e y r e s u l t s . S p e c i f i c a l l y , t h e l e t t e r s t a t e d : 

" I n a c c o r d a n c e w i t h f e d e r a l r e g u l a t i o n s 42 CFR 
447.332 [now 42 C.F.R. 447.512] e f f e c t i v e O c t o b e r 1, 
1985, t h e [AMA] a d o p t e d t h e p r i c e m e t h o d o l o g y f o r 
p harmacy p r o g r a m s as s u g g e s t e d by HCFA [now CMS] 
r e g i o n a l o f f i c e (WA[C]) p l u s 5.01%) f o r 
r e i m b u r s e m e n t . 

" S t u d i e s have s i n c e been c o n d u c t e d , and an 
a l t e r n a t i v e m e t h o d o l o g y i s b e i n g f o r w a r d e d f o r y o u r 
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a p p r o v a l . S t u d i e s c o n s i d e r e d t h e t o p 100 most 
f r e q u e n t l y p r e s c r i b e d d r u g s (600 e n t i t i e s ) s u p p l i e d 
t o Alabama M e d i c a i d r e c i p i e n t s . The [AMA] w i l l 
u t i l i z e t h e f o l l o w i n g m e t h o d o l o g y f o r o b t a i n i n g 
e s t i m a t e d a c q u i s i t i o n c o s t : o b t a i n t h e w h o l e s a l e 
a c q u i s i t i o n [ c o s t ] (WA[C]) f o r e a c h d r u g i n t h e 
s t a t e f o r m u l a r y and add 8.45% t o t h a t p r i c e . 

" S t u d i e s were a c c o m p l i s h e d f o r M e d i c a i d by t h e 
two p r i m a r y w h o l e s a l e d r u g c o m p a n i e s ( W a l k e r D r u g 
Company and D u r r - F i l l a u e r M e d i c a l , I n c . ) , s e r v i n g 
80% o f Alabama p h a r m a c i e s . C o p i e s o f t h e s e s t u d i e s 
a r e a t t a c h e d f o r y o u r r e v i e w . The s t u d i e s i n d i c a t e d  
t h a t t h e a v e r a g e p e r c e n t a g e markup on WA[C] t h a t  
A labama p h a r m a c i e s a r e p a y i n g a r e 7.3% ( W a l k e r ) and  
7.6% ( D u r r - F i l l a u e r ) . The a v e r a g e o f t h e s e 
p e r c e n t a g e s i s 7.45%. We a r e a d d i n g an a d d i t i o n a l 
1% t o compensate f o r h i g h e r c o s t p a i d by some 
p h a r m a c i s t s who a r e u n a b l e t o t a k e a d v a n t a g e o f  
d i s c o u n t s . D i s c o u n t s a r e o f f e r e d o n l y i f t h e y make 
t i m e l y payments ( t w i c e m o n t h l y ) a n d / o r i f t h e y a r e 
a b l e t o p u r c h a s e i n l a r g e v o l u m e s . W i t h y o u r 
a p p r o v a l , we p l a n t o i m p l e m e n t t h i s p r o g r a m 
e f f e c t i v e J a n u a r y 1, 1985 [ s i c ] . 

"Your c o n s i d e r a t i o n and a p p r o v a l o f t h i s 
a l t e r n a t i v e m e t h o d o l o g y i s a p p r e c i a t e d . " 

( E mphasis added.) On November 26, 1985, M o r r i s r e p l i e d t o 

B a g g i a n o , s t a t i n g t h a t t h e DHHS a c c e p t e d h e r " p r o f f e r e d 

m e t h o d o l o g y and i m p l e m e n t a t i o n d a t e f o r i m p l e m e n t i n g t h e 

[AMA's] b e s t e s t i m a t e o f t h e p r i c e p r o v i d e r s g e n e r a l l y a r e 

p a y i n g f o r a d r u g ( s ) . " 

I n M a r c h 1987, C a r o l Herrmann, t h e n an o f f i c i a l a t CMS, 

r e c e i v e d an i n t e r n a l memorandum r e g a r d i n g " I n i t i a t i v e on 
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L o w e r i n g Drug A c q u i s i t i o n C o s t and t h e S t a t e o f A l a b a m a " ("the 

I n i t i a t i v e " ) . The memorandum s t a t e d , i n p e r t i n e n t p a r t : 

" I n a p p r o x i m a t e l y M a r c h 1985, u n d e r a HCFA [now 
CMS] PATROL I n i t i a t i v e , S t a t e s were i n s t r u c t e d 
( t h r o u g h HCFA R e g i o n a l O f f i c e s ) t o o b t a i n b e t t e r 
e s t i m a t i o n s o f a c q u i s i t i o n c o s t s on s i n g l e s o u r c e 
d r u g s . Most S t a t e s were u s i n g a v e r a g e w h o l e s a l e  
p r i c e (AWP) l i s t i n g s w h i c h a r e u s u a l l y a b o u t 20  
p e r c e n t h i g h e r t h a n a c q u i s i t i o n c o s t s . A few 
r e g i o n s , i n c l u d i n g A t l a n t a , t h r e a t e n e d S t a t e s w i t h 
n o n c o m p l i a n c e i f t h e y d i d n ' t change t h e i r p o l i c y by 
O c t o b e r 1, 1985, and r e v i s e t h e i r AWP l i s t i n g s . " 

( E m phasis added.) 

I n 1989, C a r o l Herrmann came t o Alabama t o s e r v e as AMA 

c o m m i s s i o n e r . I n t h a t c a p a c i t y , she s e n t a l e t t e r on F e b r u a r y 

26, 1992, t o t h e a s s o c i a t e r e g i o n a l a d m i n i s t r a t o r o f t h e 

H e a l t h C a r e F i n a n c i n g A d m i n i s t r a t i o n (now t h e CMS). The 

l e t t e r c o n t a i n e d a s s u r a n c e s t h a t t h e AMA had r e v i e w e d " p r i c i n g 

f o r m u l t i p l e s o u r c e d r u g s " and had f o u n d M e d i c a i d e x p e n d i t u r e s 

t o be c o n s i s t e n t w i t h f e d e r a l r e g u l a t i o n s . A t t a c h e d t o 

C o m m i s s i o n e r Herrmann's l e t t e r was an e x c e r p t f r o m t h e 

M e d i c a i d m a n u a l , s t a t i n g , i n p e r t i n e n t p a r t : 

" E s t i m a t e d a c q u i s i t i o n c o s t s (EAC) mean t h e a g e n c y ' s 
b e s t e s t i m a t e o f t h e p r i c e g e n e r a l l y , and c u r r e n t l y , 
p a i d by p r o v i d e r s f o r a d r u g m a r k e t e d o r s o l d by a 
p a r t i c u l a r m a n u f a c t u r e r o r l a b e l e r i n t h e p a c k a g e 
s i z e most f r e q u e n t l y p u r c h a s e d by p r o v i d e r s . F o r 
e x a m p l e , i n t h e p a s t , many S t a t e s b a s e d t h e EAC upon 
A v e r a g e W h o l e s a l e P r i c e (AWP) l e v e l s as c o n t a i n e d i n 
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v a r i o u s c o m m e r c i a l l y a v a i l a b l e p u b l i c a t i o n s . 
However, a number o f s t u d i e s have shown t h a t i n 
r e c e n t y e a r s t h e d r u g m a r k e t p l a c e has c h a n g e d and 
t h e r e i s a p r e p o n d e r a n c e o f e v i d e n c e t h a t 
d e m o n s t r a t e s t h a t s u c h AWP l e v e l s o v e r s t a t e t h e  
p r i c e s t h a t p h a r m a c i s t s a c t u a l l y pay f o r d r u g  
p r o d u c t s by as much as 10-20 p e r c e n t b e c a u s e t h e y do  
n o t r e f l e c t d i s c o u n t s , premiums, s p e c i a l o f f e r s o r  
i n c e n t i v e s , e t c . C o n s e q u e n t l y , a b s e n t v a l i d 
d o c u m e n t a t i o n t o t h e c o n t r a r y , a p u b l i s h e d AWP l e v e l 
as a S t a t e d e t e r m i n a t i o n o f EAC w i t h o u t a  
s i g n i f i c a n t d i s c o u n t b e i n g a p p l i e d i s n o t an 
a c c e p t a b l e e s t i m a t e o f p r i c e s g e n e r a l l y and 
c u r r e n t l y p a i d by p r o v i d e r s . " 

( E mphasis added.) 

M e a n w h i l e , on O c t o b e r 29, 1987, t h e AMA i n c r e a s e d t h e 

markup u s e d i n i t s r e i m b u r s e m e n t m e t h o d o l o g y f r o m WAC + 8.45% 

t o WAC + 9.2%. T h i s change r e s u l t e d f r o m s u r v e y s and 

a n a l y t i c a l s t u d i e s c o n d u c t e d by t h e AMA a f t e r 1985. However, 

b e g i n n i n g i n a p p r o x i m a t e l y 1991, t h e AMA began s u p p l e m e n t i n g 

i t s m e t h o d o l o g y w i t h t h e use o f a d i s c o u n t e d AWP. 

S p e c i f i c a l l y , f r o m 1991 t h r o u g h 2002, t h e AMA u s e d AWP minus 

10.2% ( h e r e i n a f t e r "AWP - 10.2%") whenever t h e p u b l i s h e d AWP 

was more c u r r e n t t h a n t h e p u b l i s h e d WAC. S i n c e 2002, t h e AMA 

has u s e d AWP - 10.2% w h e never t h e d i s c o u n t e d AWP f o r m u l a 

y i e l d s a l o w e r number t h a n t h e marked-up WAC f o r m u l a . I n 

o t h e r w o r d s , s i n c e 1987, t h e AMA has -- w i t h two e x c e p t i o n s -¬

r e i m b u r s e d p r o v i d e r s on t h e b a s i s o f e i t h e r WAC + 9.2% o r AWP 
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