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1 A l t h o u g h the s t y l e of the o r d e r c e r t i f y i n g the q u e s t i o n 
shows t h i s e n t i t y as "Wyeth, I n c . , " i t i s a l s o r e f e r r e d t o i n 
the o r d e r , b r i e f s , and o t h e r documents s u b m i t t e d t o t h i s Court 
as "Wyeth, LLC." 
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of Alabama, Southern D i v i s i o n ("the d i s t r i c t c o u r t " ) , has 

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

Rule 18, A l a . R. App. P.: 

"Under Alabama law, may a drug company be h e l d 
l i a b l e f o r f r a u d or m i s r e p r e s e n t a t i o n ( b y 
misstatement or o m i s s i o n ) , based on statements i t 
made i n c o n n e c t i o n w i t h the manufacture or 
d i s t r i b u t i o n of a brand-name drug, by a p l a i n t i f f 
c l a i m i n g p h y s i c a l i n j u r y from a g e n e r i c drug 
manufactured and d i s t r i b u t e d by a d i f f e r e n t 
company?" 

F a c t s and P r o c e d u r a l H i s t o r y 

In i t s c e r t i f i c a t i o n t o t h i s C o u r t , the d i s t r i c t c o u r t 

p r o v i d e d the f o l l o w i n g background i n f o r m a t i o n : 

" P l a i n t i f f s Danny and V i c k i Weeks f i l e d t h i s 
a c t i o n a g a i n s t f i v e c u r r e n t and former drug 
m a n u f a c t u r e r s f o r i n j u r i e s t h a t Mr. Weeks a l l e g e d l y 
s u f f e r e d as a r e s u l t of h i s l o n g - t e r m use of the 
p r e s c r i p t i o n drug p r o d u c t metoclopramide, which i s 
the g e n e r i c form of the brand-name drug Reglan.® 
The Weekses c l a i m t h a t two companies -- Teva 
P h a r m a c e u t i c a l s USA and A c t a v i s E l i z a b e t h , LLC -¬
manufactured and s o l d the g e n e r i c metoclopramide 
t h a t Mr. Weeks i n g e s t e d . 

"The Weekses concede t h a t Mr. Weeks d i d not 
i n g e s t any Reglan® manufactured by the t h r e e b r a n d -
name de f e n d a n t s , Wyeth LLC, P f i z e r I n c . , and Schwarz 
Pharma, I n c . The Weekses n o n e t h e l e s s a s s e r t t h a t the 
brand-name defendants are l i a b l e f o r Mr. Weeks's 
harm on f r a u d , m i s r e p r e s e n t a t i o n , and/or s u p p r e s s i o n 
t h e o r i e s because t h e y a t d i f f e r e n t times 
manufactured or s o l d brand-name Reglan® and 
p u r p o r t e d l y e i t h e r m i s r e p r e s e n t e d or f a i l e d 
a d e q u a t e l y t o warn Mr. Weeks or h i s p h y s i c i a n about 
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the r i s k s of u s i n g Reglan® lon g - t e r m . The b r a n d -
name defendants moved t o d i s m i s s the c l a i m s a g a i n s t 
them, a r g u i n g , among o t h e r t h i n g s , ( 1 ) t h a t the 
Weekses' c l a i m s , however p l e d , are i n f a c t p r o d u c t 
l i a b i l i t y c l a i m s t h a t are b a r r e d f o r f a i l u r e of 
' p r o d u c t i d e n t i f i c a t i o n ' and ( 2 ) t h a t they had no 
duty t o warn about the r i s k s a s s o c i a t e d w i t h 
i n g e s t i o n of t h e i r c o m p e t i t o r s ' g e n e r i c p r o d u c t s . 
The Weekses responded t o the brand-name d e f e n d a n t s ' 
motion, and the defendants r e p l i e d . On March 31, 
2011, t h i s Court g r a n t e d i n p a r t and d e n i e d i n p a r t 
the brand-name d e f e n d a n t s ' motion, h o l d i n g t h a t the 
Weekses might be a b l e t o s t a t e a c l a i m f o r r e l i e f 
under Alabama law i f they c o u l d prove t h a t the 
brand-name m a n u f a c t u r e r s had a duty t o warn Mr. 
Weeks's p h y s i c i a n about the r i s k s a s s o c i a t e d w i t h 
l o n g - t e r m use of brand-name Reglan® and, f u r t h e r , 
t h a t the Weekses, as t h i r d p a r t i e s , had a r i g h t t o 
e n f o r c e an a l l e g e d b r e a c h of t h a t duty. 

" W i t h i n the l a s t year a l o n e , f e d e r a l d i s t r i c t 
c o u r t s i n t h i s S t a t e have i s s u e d f o u r d e c i s i o n s 
a d d r e s s i n g the q u e s t i o n whether brand-name Reglan® 
man u f a c t u r e r s can be h e l d l i a b l e on f r a u d , 
m i s r e p r e s e n t a t i o n , and/or s u p p r e s s i o n t h e o r i e s f o r 
p h y s i c a l i n j u r i e s a l l e g e d l y caused by p l a i n t i f f s ' 
i n g e s t i o n of g e n e r i c metoclopramide. The f i r s t two 
c o u r t s answered no; however, t h i s Court h e l d 
o t h e r w i s e , t h e r e b y c r e a t i n g an i n t r a s t a t e s p l i t . 
Compare Simpson v. Wyeth, I n c . , No. 7:10-CV-01771-
HGD, ... (N.D. A l a . Dec. 9, 2010) [not r e p o r t e d i n F. 
Supp. 2d], r e p o r t and recommendation adopted (N.D. 
A l a . Jan. 4, 2011) [not r e p o r t e d i n F. Supp. 2d] 
( h o l d i n g t h a t a brand-name manufacturer has no duty 
under Alabama law t o warn of the r i s k s a s s o c i a t e d 
w i t h a c o m p e t i t o r ' s g e n e r i c p r o d u c t ) ; Mosley v.  
Wyeth, I n c . , 719 F. Supp. 2d 1340 (S.D. A l a . 
2010)(same), w i t h Weeks v. Wyeth, I n c . , No. 1:10-cv-
602, (M.D. A l a . Mar. 31, 2011)[not r e p o r t e d i n F. 
Supp. 2 d ] ( d e n y i n g brand-name m a n u f a c t u r e r s ' motion 
t o d i s m i s s on the ground t h a t the p l a i n t i f f s t h e r e 
had p l e a d e d a c l a i m ' t h a t defendants p e r p e t r a t e d a 

3 



1101397 

f r a u d on the p h y s i c i a n ' ) ; see a l s o B a r n h i l l v. Teva  
Pharm. USA. I n c . , No. C i v . 06-0282-CB-M (S.D. A l a . 
Apr. 24, 2007) [not r e p o r t e d i n F. Supp. 2 d ] ( h o l d i n g 
t h a t a brand-name manufacturer of the drug Keflex® 
has no duty under Alabama law t o warn of the r i s k s 
a s s o c i a t e d w i t h a c o m p e t i t o r ' s g e n e r i c p r o d u c t ) . 
S i n c e t h i s C o u r t ' s d e c i s i o n , another d i s t r i c t c o u r t 
i n Alabama has f o l l o w e d the e a r l i e r d e c i s i o n s . See  
Overton v. Wyeth, I n c . , No. CA 10-0491-KD-C (S.D. 
A l a . Mar. 15, 2011)[not r e p o r t e d i n F. Supp. 2d], 
r e p o r t and recommendation adopted (S.D. A l a . Apr. 7, 
2011) [not r e p o r t e d i n F. Supp. 2 d ] . 

" C e r t i f i c a t i o n i s a p p r o p r i a t e here t o r e s o l v e 
the disagreement among the f e d e r a l d i s t r i c t c o u r t s 
w i t h i n Alabama and t o p r e v e n t b o t h f e d e r a l c o u r t s 
w i t h i n the S t a t e and s t a t e c o u r t s around the c o u n t r y 
from h a v i n g t o 'mak[e] unnecessary E r i e guesses' 
about u n s e t t l e d q u e s t i o n s of Alabama law. Tobin v.  
M i c h i g a n Mut. I n s . Co., 398 F.3d 1267, 1274 (11th 
C i r . 2005); see a l s o , e.g., Lehman Br o s . v. S c h e i n , 
416 U.S. 386, 391 ( 1 9 7 4 ) ( n o t i n g t h a t c e r t i f i c a t i o n 
o f t e n 'save[s] t i m e , energy, and r e s o u r c e s and h e l p s 
b u i l d a c o o p e r a t i v e j u d i c i a l f e d e r a l i s m ' ) . 'Because 
the o n l y a u t h o r i t a t i v e v o i c e on Alabama law i s the 
Alabama Supreme Cour t , i t i s a x i o m a t i c t h a t t h a t 
c o u r t i s the b e s t one t o d e c i d e i s s u e s of Alabama 
law.' B l u e Cross & Blu e S h i e l d of A l a . , I n c . v.  
N i e l s e n , 116 F.3d 1406, 1413 (11th C i r . 1997). 

"The q u e s t i o n framed ... s a t i s f i e s the 
req u i r e m e n t s of A l a . R. App. P. 1 8 ( a ) : f i r s t , i t 
p r e s e n t s a pure q u e s t i o n of Alabama law; second, i t 
i s ' d e t e r m i n a t i v e ' of t h i s case i n the sense t h a t a 
n e g a t i v e answer would r e q u i r e d i s m i s s a l of the 
Weekses' c l a i m s a g a i n s t the brand-named d e f e n d a n t s ; 
and t h i r d , a l t h o u g h two Alabama t r i a l c o u r t s have 
addr e s s e d the q u e s t i o n whether a brand-name 
manufacturer can ever be h e l d l i a b l e f o r p h y s i c a l 
harm caused by a g e n e r i c p r o d u c t and answered i t i n 
the n e g a t i v e , 1 the Alabama Supreme Court has never 
c o n s i d e r e d or r e s o l v e d e i t h e r t h a t q u e s t i o n or the 

4 



1101397 

s u b s i d i a r y q u e s t i o n whether a p l a i n t i f f c l a i m i n g 
p h y s i c a l i n j u r y can p r e v a i l on f r a u d , 
m i s r e p r e s e n t a t i o n , and/or s u p p r e s s i o n t h e o r i e s under 
these f a c t s . 

" C o n s i d e r a t i o n s of j u d i c i a l e f f i c i e n c y l i k e w i s e 
c o u n s e l c e r t i f i c a t i o n . D u r i n g the l a s t y e a r , the 
number of Reglan®/metoclopramide cases n a t i o n w i d e 
b a l l o o n e d from 250 t o a p p r o x i m a t e l y 3500. C u r r e n t 
e s t i m a t e s suggest t h a t among the 3500 cases t h e r e 
are a t l e a s t 250 A l a b a m a - r e s i d e n t p l a i n t i f f s and 
t h a t most ( i f not a l l ) of these p l a i n t i f f s a s s e r t 
the f r a u d , m i s r e p r e s e n t a t i o n , and/or s u p p r e s s i o n 
t h e o r i e s a s s e r t e d here. The Alabama Supreme C o u r t ' s 
d e f i n i t i v e r e s o l u t i o n of the q u e s t i o n p r e s e n t e d w i l l 
t h e r e f o r e a f f e c t not o n l y cases pending (or t h a t 
might l a t e r a r i s e ) i n t h i s S t a t e , but a l s o the 
s c o r e s of A l a b a m a - r e s i d e n t cases pending i n c o u r t s 
around the c o u n t r y -- p a r t i c u l a r l y i n l a r g e 
c o n s o l i d a t e d a c t i o n s pending i n C a l i f o r n i a , New 
J e r s e y , and P e n n s y l v a n i a . Moreover, the q u e s t i o n ' s 
s i g n i f i c a n c e extends w e l l beyond the Reglan® 
l i t i g a t i o n — and f o r t h a t m a t t e r , even beyond 
p h a r m a c e u t i c a l l i t i g a t i o n . I t i s l i k e l y t o r e c u r any 
time a brand-name manufacturer (of any product) i s 
sued on f r a u d , m i s r e p r e s e n t a t i o n , and/or s u p p r e s s i o n 
t h e o r i e s by a p l a i n t i f f who c l a i m s t o have been 
i n j u r e d w h i l e u s i n g a g e n e r i c - e q u i v a l e n t p r o d u c t . 

"  

" 1See Buchanan v. Wyeth Pharm,, I n c . , No. CV-
2007-900065, Order a t 1 ( A l a . C i r . Ct. Oct. 20, 
2008); Green v. Wyeth Pharm., I n c . , No. CV-06-3917 
ER ( A l a . C i r . C t. May 14, 2007)." 

D i s c u s s i o n 
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A t the o u t s e t , we l i m i t the q u e s t i o n posed t o 

m a n u f a c t u r e r s of p r e s c r i p t i o n drugs and not t o any 

d i s t r i b u t o r s t h e r e o f . The Weekses' c o m p l a i n t a l l e g e s t h a t 

t h r e e brand-name m a n u f a c t u r e r s , Wyeth, P f i z e r , I n c . , and 

Schwarz Pharma, I n c . ( h e r e i n a f t e r c o l l e c t i v e l y r e f e r r e d t o as 

"the Wyeth d e f e n d a n t s " ) , f a l s e l y and d e c e p t i v e l y 

m i s r e p r e s e n t e d or knowingly s u p p r e s s e d f a c t s about Reglan or 

metoclopramide such t h a t Danny Weeks's p h y s i c i a n , when he 

p r e s c r i b e d the drug t o Danny, was m a t e r i a l l y m i s i n f o r m e d and 

m i s l e d about the l i k e l i h o o d t h a t the drug would cause the 

movement d i s o r d e r t a r d i v e d y s k i n e s i a and r e l a t e d movement 

d i s o r d e r s . 2 The Weekses contend t h a t the Wyeth defendants had 

a duty t o warn Danny's p h y s i c i a n about the r i s k s a s s o c i a t e d 

w i t h the l o n g - t e r m use of metoclopramide and t h a t the Weekses, 

as t h i r d p a r t i e s , have a r i g h t t o e n f o r c e the a l l e g e d b r e a c h 

of t h a t duty. 

A f r a u d u l e n t - m i s r e p r e s e n t a t i o n a c t i o n i s governed by § 6¬

5-101, A l a . Code 1975, which p r o v i d e s t h a t 

" [ m ] i s r e p r e s e n t a t i o n s of a m a t e r i a l f a c t made w i l l f u l l y t o 

2The Weekses a l s o sued g e n e r i c m a n u f a c t u r e r s of 
metoclopramide, Teva P h a r m a c e u t i c a l s USA and A c t a v i s 
E l i z a b e t h , LLC. 
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d e c e i v e , or r e c k l e s s l y w i t h o u t knowledge, and a c t e d on by the 

o p p o s i t e p a r t y , or i f made by m i s t a k e and i n n o c e n t l y and a c t e d 

on by the o p p o s i t e p a r t y , c o n s t i t u t e l e g a l f r a u d . " A c l a i m of 

f r a u d u l e n t m i s r e p r e s e n t a t i o n comprises the f o l l o w i n g elements: 

"(1) a f a l s e r e p r e s e n t a t i o n (2) c o n c e r n i n g a m a t e r i a l f a c t (3) 

r e l i e d upon by the p l a i n t i f f (4) who was damaged as a 

pro x i m a t e r e s u l t . " F i s h e r v. Comer P l a n t a t i o n , 772 So. 2d 455, 

463 ( A l a . 2 0 0 0 ) ( q u o t i n g Baker v. Bennett , 603 So. 2d 928, 935 

(A l a . 1992)). "An e s s e n t i a l element of f r a u d u l e n t -

m i s r e p r e s e n t a t i o n and f r a u d u l e n t - s u p p r e s s i o n c l a i m s i s a duty 

t o d i s c l o s e . " N e s b i t t v. F r e d e r i c k , 941 So. 2d 950, 955 ( A l a . 

2006). 

We r e c o g n i z e t h a t Wyeth argues t h a t the Weekses' c l a i m s 

a r e , i n essence, " p r o d u c t - l i a b i l i t y " c l a i m s . In A t k i n s v.  

American Motors Corp., 335 So. 2d 134 ( A l a . 1976), i n 

c o n j u n c t i o n w i t h C a s r e l l v. A l t e c I n d u s t r i e s , I n c . , 335 So. 2d 

128 ( A l a . 1976), t h i s Court adopted the Alabama Extended 

M a n u f a c t u r e r ' s L i a b i l i t y D o c t r i n e ("AEMLD"). The AEMLD i s "a 

j u d i c i a l l y c r e a t e d accommodation of Alabama law t o the 

d o c t r i n e of s t r i c t l i a b i l i t y f o r damage or i n j u r i e s caused by 

a l l e g e d l y d e f e c t i v e p r o d u c t s . " Keck v. D r y v i t Sys., I n c . , 830 
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So. 2d 1, 5 ( A l a . 2002). T h i s Court has e x p l a i n e d t h a t the 

AEMLD d i d not subsume a common-law n e g l i g e n c e or wantonness 

c l a i m . T i l l m a n v. R.J. Reynolds Tobacco Co., 871 So. 2d 28 

( A l a . 2003); V e s t a F i r e I n s . Corp. v. Milam & Co. C o n s t r . , 901 

So. 2d 84 ( A l a . 2004). 

" I t must be remembered, ... t h a t the AEMLD, as 
e s t a b l i s h e d i n C a s r e l l and A t k i n s , s u p r a , i s 'an 
example of j u d i c i a l l e g i s l a t i o n , ' not of l e g i s l a t i v e 
enactment. Keck v. D r y v i t Sys., I n c . , 830 So. 2d 1, 
8 ( A l a . 2002). T h i s Court warned l a s t year i n Keck 
t h a t ' [ j ] u d i c i a l d e c i s i o n - m a k i n g s h o u l d not be seen 
as the o p p o r t u n i t y t o l e g i s l a t e . ' 830 So. 2d a t 8. 
Alabama remains a common-law s t a t e , and t h e r e f o r e 
common-law t o r t a c t i o n s 'so f a r as [they are] not 
i n c o n s i s t e n t w i t h the C o n s t i t u t i o n , laws and 
i n s t i t u t i o n s of t h i s s t a t e ... s h a l l c o n t i n u e i n  
f o r c e , e x c e p t as from time t o time ... may be 
a l t e r e d or r e p e a l e d by the L e g i s l a t u r e . ' § 1-3-1, 
A l a . Code 1975. We w i l l not presume t o so d e f i n e 
the b o u n d a r i e s of the j u d i c i a l l y c r e a t e d AEMLD so 
t h a t i t subsumes the common-law t o r t a c t i o n s of 
n e g l i g e n c e and wantonness a g a i n s t the r e t a i l e r 
d e f e n d a n t s . " 

T i l l m a n , 871 So. 2d a t 34-35. We have a l s o r e c o g n i z e d t h a t 

f r a u d u l e n t s u p p r e s s i o n i s a c l a i m s e p a r a t e from an AEMLD 

c l a i m . Keck, s u p r a . A c c o r d i n g l y , f o r purposes of t h i s 

c e r t i f i e d q u e s t i o n , we w i l l not t r e a t the Weekses' c l a i m s as 

AEMLD c l a i m s governed by the p r i n c i p l e s of the AEMLD. 

We note t h a t Alabama's Pharmacy A c t p e r m i t s a p h a r m a c i s t 

t o s e l e c t i n p l a c e of a brand-name drug a l e s s e x p e n s i v e drug 
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p r o d u c t t h a t i s the p h a r m a c e u t i c a l and t h e r a p e u t i c a l 

e q u i v a l e n t of the brand-name drug and t h a t c o n t a i n s the same 

a c t i v e i n g r e d i e n t or i n g r e d i e n t s and i s the same dosage-form 

s t r e n g t h , u n l e s s the p r e s c r i b i n g p h y s i c i a n i n d i c a t e s o t h e r w i s e 

on the p r e s c r i p t i o n . § 34-23-8, A l a . Code 1975. In the 

p r e s e n t case, i t appears t h a t Danny's p r e s c r i p t i o n d i d not 

p r o h i b i t the p h a r m a c i s t from s u b s t i t u t i n g a g e n e r i c drug f o r 

the brand-name drug. " C u r r e n t l y a l l s t a t e s have some form of 

g e n e r i c s u b s t i t u t i o n law." PLIVA, In c . v. Mensing, U.S. 

, , 131 S.Ct. 2567, 2583 (2011)(Sotomayor, J . , 

d i s s e n t i n g ) . That a pharmacy a c t e d under § 34-23-8 and gave 

Danny a g e n e r i c drug does not p r e c l u d e h i s a b i l i t y t o a s s e r t 

a f r a u d u l e n t - m i s r e p r e s e n t a t i o n c l a i m a g a i n s t the brand-name 

man u f a c t u r e r . A d d i t i o n a l l y , many i n s u r a n c e p l a n s are 

s t r u c t u r e d t o promote the use of g e n e r i c drugs. PLIVA, 

U.S. a t n.2, 131 S.Ct. a t 2584 n.2. We now t u r n t o the 

f e d e r a l laws g o v e r n i n g p r e s c r i p t i o n drugs. 

P r e s c r i p t i o n drugs are unique because of the e x t e n s i v e 

f e d e r a l r e g u l a t i o n of t h a t p r o d u c t by the Food and Drug 

A d m i n i s t r a t i o n ("FDA"). "Congress had e s t a b l i s h e d a 

comprehensive r e g u l a t o r y scheme, a d m i n i s t e r e d by the FDA, t o 
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c o n t r o l the d e s i g n and d i s t r i b u t i o n of p r e s c r i p t i o n drugs." 

Blackmon v. American Home Prods. Corp., 328 F. Supp. 2d 659, 

665 (S.D. Tex. 2 0 0 4 ) ( c i t i n g 21 U.S.C. §§ 301-393). The FDA 

has the u l t i m a t e a u t h o r i t y t o determine whether a new 

p r e s c r i p t i o n drug i s s a f e and e f f e c t i v e f o r use. 21 U.S.C. §§ 

355(a) and ( d ) ( p r o h i b i t i n g the d i s t r i b u t i o n of a new drug 

w i t h o u t FDA a p p r o v a l of a new-drug a p p l i c a t i o n showing the 

drug t o be s a f e and e f f e c t i v e ) . The a p p r o v a l p r o c e s s b e g i n s 

w i t h an i n v e s t i g a t i o n a l new-drug a p p l i c a t i o n ("IND") s u b m i t t e d 

t o the FDA, which i n c l u d e s i n f o r m a t i o n about the c h e m i s t r y , 

m a n u f a c t u r i n g , pharmacology, and t o x i c o l o g y of the drug. See 

21 U.S.C. § 355(b); 21 C.F.R. § 312.21. The IND a l s o i n c l u d e s 

p r e - c l i n i c a l d a t a (animal pharmacology and t o x i c o l o g y ) , and 

p r o t o c o l s f o r human t e s t i n g must be d e t a i l e d . 3 

3The c l i n i c a l phase of t e s t i n g on human s u b j e c t s i s 
d i v i d e d i n t o t h r e e phases: Phase one i n v o l v e s about 20 t o 100 
h e a l t h y , n o m i n a l l y p a i d v o l u n t e e r s and i s d e s i g n e d t o t e s t f o r 
s a f e t y and t o l e r a b i l i t y (21 C.F.R. § 3 1 2 . 2 1 ( a ) ) ; phase two 
i n v o l v e s s e v e r a l hundred u n p a i d v o l u n t e e r s d i a g n o s e d w i t h a 
p a r t i c u l a r c o n d i t i o n and a s s e s s e s the p r e l i m i n a r y e f f i c a c y of 
the drug as w e l l as s a f e t y and t o l e r a b i l i t y (21 C.F.R. § 
312 . 2 1 ( b ) ) ; and phase t h r e e i n v o l v e s hundreds t o s e v e r a l 
thousands of p a t i e n t s and i s d e s i g n e d t o e v a l u a t e the s a f e t y 
and e f f i c a c y of the drug on a l a r g e r segment of the p o p u l a t i o n 
(21 C.F.R. § 3 1 2 . 2 1 ( c ) ) . The FDA may r e q u i r e p h a s e - f o u r 
s t u d i e s c o n c u r r e n t w i t h market a p p r o v a l t o conduct 
p o s t m a r k e t i n g r e p o r t s i n drugs i n t e n d e d t o t r e a t l i f e -
t h r e a t e n i n g and s e v e r e l y d e b i l i t a t i n g i l l n e s s e s . 21 C.F.R § 

10 
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A f t e r c l i n i c a l t r i a l s on humans have been completed, the 

manufacturer may submit a new-drug a p p l i c a t i o n ("NDA") t o the 

FDA. The manufacturer must p r e s e n t " s u b s t a n t i a l e v i d e n c e t h a t 

the drug w i l l have the e f f e c t i t p u r p o r t s or i s r e p r e s e n t e d t o 

have under the c o n d i t i o n s of use p r e s c r i b e d , recommended, or 

suggested i n the proposed l a b e l i n g . " 21 U.S.C. § 3 5 5 ( d ) ( 5 ) . 

The NDA s h a l l i n c l u d e : (1) r e p o r t s of the c l i n i c a l t r i a l s and 

t e s t i n g done t o determine the s a f e t y and e f f e c t i v e n e s s of the 

drug; (2) the complete i n g r e d i e n t s or components of the drug; 

(3) the c o m p o s i t i o n of the drug; (4) a complete d e s c r i p t i o n of 

the m a n u f a c t u r i n g , p r o c e s s i n g , and p a c k a g i n g methods and 

c o n t r o l s ; (5) samples of the drug and i t s components ( i f 

r e q u e s t e d ) ; and (6) samples of the proposed l a b e l i n g . 21 

U.S.C. § 3 5 5 ( b ) ( 1 ) . The NDA a l s o must d i s c l o s e a l l the 

i n v e s t i g a t o r s who worked i n c l i n i c a l t r i a l s of the drug as 

w e l l as t h e i r r e p o r t s . A l s o , an NDA must i n c l u d e the p a t e n t 

number and e x p i r a t i o n dates of any p a t e n t s r e l a t e d t o or 

impacted by the drug. 21 U.S.C. § 3 5 5 ( b ) ( 1 ) . The p a t e n t i s 

g e n e r a l l y good f o r 20 y e a r s , g i v i n g the manufacturer (drug 

d e v e l o p e r ) the e x c l u s i v e r i g h t t o make and s e l l the drug 

312.95 
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d u r i n g t h a t p e r i o d . 35 U.S.C. § 1 5 4 ( a ) ( 2 ) . The manufacturer 

make seek a f i v e - y e a r e x t e n s i o n of the p a t e n t under 35 U.S.C. 

§ 1 5 6 ( g ) ( 6 ) ( A ) . 

When the p a t e n t on a brand-name drug e x p i r e s , g e n e r i c 

m a n u f a c t u r e r s may seek t o r e p l i c a t e a g e n e r i c v e r s i o n . 

G e n e r i c v e r s i o n s of brand-name drugs c o n t a i n the same a c t i v e 

i n g r e d i e n t as the brand-name o r i g i n a l . U n i t e d S t a t e s v.  

Ge n e r i x Drug Corp., 460 U.S. 453 (1983). To e x p e d i t e the 

a p p r o v a l p r o c e s s f o r g e n e r i c drugs i n o r d e r t o b r i n g 

p r e s c r i p t i o n - d r u g c o s t s down w h i l e a t the same time p r e s e r v i n g 

p a t e n t p r o t e c t i o n s f o r brand-name drugs, Congress adopted the 

Drug P r i c e C o m p e t i t i o n and P a t e n t Term R e s t o r a t i o n A c t of 

1984. 21 U.S.C. § 355. T h i s A c t , a l s o known as the Hatch-

Waxman A c t , p r o v i d e s f o r an a b b r e v i a t e d n e w - d r u g - a p p l i c a t i o n 

("ANDA") p r o c e s s f o r the a p p r o v a l of g e n e r i c v e r s i o n s of 

brand-name drugs. The ANDA r e l i e s on the FDA's p r e v i o u s 

d e t e r m i n a t i o n t h a t the brand-name drug i s s a f e and e f f e c t i v e . 

See E l i L i l l y & Co. v. M e d t r o n i c , I n c . , 496 U.S. 661, 675 

(1990)("The ANDA a p p l i c a n t can s u b s t i t u t e b i o e q u i v a l e n c e d a t a 

f o r the e x t e n s i v e a n i m a l and human s t u d i e s of s a f e t y and 

e f f e c t i v e n e s s t h a t must accompany a f u l l new drug 

12 
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a p p l i c a t i o n . " ) . T h i s a l l o w s an a p p l i c a n t f o r a g e n e r i c 

v e r s i o n of a drug t o a v o i d the c o s t l y and time-consuming 

p r o c e s s a s s o c i a t e d w i t h a NDA,4 which a l l o w s the d i s s e m i n a t i o n 

of l o w - c o s t g e n e r i c drugs. See H.R. Rep. No. 98-857 ( P a r t I) 

a t 14 (June 21, 1984) . A g e n e r i c m a nufacturer i s not e n t i t l e d 

t o a l l d a t a i n the master f i l e c o n t r o l l e d by the FDA because 

some dat a may c o n s t i t u t e t r a d e s e c r e t s b e l o n g i n g t o the brand-

name ma n u f a c t u r e r . 21 C.F.R. § 314.430. At the same time , 

Congress sought t o p r o t e c t brand-name ma n u f a c t u r e r s whose 

p a t e n t r i g h t s c o u l d be t h r e a t e n e d by the m a r k e t i n g of g e n e r i c 

v e r s i o n s of t h e i r p a t e n t e d i n n o v a t i o n s . See American  

B i o s c i e n c e , I n c . v. Thompson, 243 F.3d 579, 580 (D.C. C i r . 

4The m a r k e t i n g of brand-name drugs a l s o adds t o the 
expense of the brand-name drugs. "The p r e s c r i p t i o n drug 
i n d u s t r y i s s u b j e c t t o e x t e n s i v e f e d e r a l r e g u l a t i o n , i n c l u d i n g 
the now f a m i l i a r r equirement t h a t p r e s c r i p t i o n drugs be 
d i s p e n s e d o n l y upon a p h y s i c i a n ' s p r e s c r i p t i o n . In l i g h t of 
t h i s r e q u i r e m e n t , p h a r m a c e u t i c a l companies have l o n g f o c u s e d 
t h e i r d i r e c t m a r k e t i n g e f f o r t s not on the r e t a i l pharmacies 
t h a t d i s p e n s e p r e s c r i p t i o n drugs, but r a t h e r on the m e d i c a l 
p r a c t i t i o n e r s who p ossess the a u t h o r i t y t o p r e s c r i b e the drugs 
i n the f i r s t p l a c e . P h a r m a c e u t i c a l companies promote t h e i r 
p r o d u c t s t o p h y s i c i a n s through a p r o c e s s c a l l e d ' d e t a i l i n g ' 
whereby employees known as ' d e t a i l e r s ' or ' p h a r m a c e u t i c a l 
s a l e s r e p r e s e n t a t i v e s ' p r o v i d e i n f o r m a t i o n t o p h y s i c i a n s i n 
the hopes of p e r s u a d i n g them t o w r i t e p r e s c r i p t i o n s f o r the 
p r o d u c t s i n a p p r o p r i a t e c a s e s . " C h r i s t o p h e r v. S m i t h K l i n e 
Beecham Corp., U.S. , , 132 S.Ct. 2156, 2163 
( 2 0 1 2 ) ( f o o t n o t e o m i t t e d ) . 

13 
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2001); Purepac Pharm. Co. v. Thompson, 238 F. Supp. 2d 191 (D. 

D.C. 2002). 

Brand-name m a n u f a c t u r e r s have a duty t o s u p p l y the FDA 

w i t h " p o s t m a r k e t i n g r e p o r t s , " which i n c l u d e r e p o r t s of any 

s e r i o u s and unexpected adverse r e a c t i o n s s u f f e r e d by a u s e r 

of a drug. 21 C.F.R. § 314.80. The brand-name manufacturer 

must a l s o submit annual r e p o r t s t o the FDA on s i g n i f i c a n t 

i n f o r m a t i o n , i n c l u d i n g i n f o r m a t i o n t h a t might a f f e c t the 

s a f e t y , e f f e c t i v e n e s s , or l a b e l i n g of the p r o d u c t . 21 C.F.R. 

§ 314.81. A g e n e r i c manufacturer i s l i k e w i s e r e q u i r e d t o 

submit these r e p o r t s t o the FDA. 21 C.F.R. § 314.98. However, 

brand-name m a n u f a c t u r e r s and g e n e r i c m a n u f a c t u r e r s have 

d i f f e r e n t f e d e r a l d r u g - l a b e l i n g r e s p o n s i b i l i t i e s . 

"A brand-name manufacturer s e e k i n g new drug a p p r o v a l 
i s r e s p o n s i b l e f o r the a c c u r a c y and adequacy of i t s 
l a b e l . See, e.g., 21 U.S.C. §§ 3 5 5 ( b ) ( 1 ) , (d); Wyeth  
[v. L e v i n e , 555 U.S. 555], 550-571 (200 9 ) ] . A 
manufacturer s e e k i n g g e n e r i c drug a p p r o v a l , on the 
o t h e r hand, i s r e s p o n s i b l e f o r e n s u r i n g t h a t i t s 
warning l a b e l i s the same as the brand name's. See, 
e.g., § 3 5 5 ( j ) ( 2 ) ( A ) ( v ) ; § 3 5 5 ( j ) ( 4 ) ( G ) ; 21 CFR §§ 
3 1 4 . 9 4 ( a ) ( 8 ) , 3 1 4 . 1 2 7 ( a ) ( 7 ) . " 

PLIVA, U.S. a t , 131 S.Ct. a t 2574. "Drug l a b e l s are 

s u b j e c t t o change. New r i s k s may become apparent o n l y a f t e r 

the drug has been used more w i d e l y and f o r l o n g e r p e r i o d s . " 

14 
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Mensing v. Wyeth, 588 F.3d 603, 606 (8th C i r . 2009), r e v e r s e d 

on o t h e r grounds, PLIVA, s u p r a . Under the "Changes B e i n g 

E f f e c t e d " or "CBE" r u l e , a brand-name ma n u f a c t u r e r , upon 

d i s c o v e r i n g a c l i n i c a l l y s i g n i f i c a n t h a z a r d , may modify i t s 

l a b e l t o "add or s t r e n g t h e n a c o n t r a i n d i c a t i o n , warning, 

p r e c a u t i o n , or adverse r e a c t i o n " w i t h o u t FDA a p p r o v a l . 21 

C.F.R. § 3 1 4 . 7 0 ( c ) ( 6 ) ( i i i ) ( A ) . U l t i m a t e l y , the FDA w i l l 

r e v i e w any CBE m o d i f i c a t i o n t o a l a b e l . 21 C.F.R. § 

3 1 4 . 7 0 ( c ) ( 7 ) . I f the FDA r e j e c t s the change, i t may o r d e r the 

manufacturer t o cease d i s t r i b u t i o n of the drug w i t h the 

r e v i s e d l a b e l . 21 C.F.R. § 3 1 4 . 7 0 ( c ) ( 7 ) . 

A " l a b e l " i s d e f i n e d as "a d i s p l a y of w r i t t e n , p r i n t e d , 

or g r a p h i c m a t t e r upon the immediate c o n t a i n e r of any a r t i c l e 

21 U.S.C. § 3 2 1 ( k ) . " ' [ L ] a b e l i n g ' means a l l l a b e l s and 

o t h e r w r i t t e n , p r i n t e d , or g r a p h i c m a tter (1) upon any a r t i c l e 

or any of i t s c o n t a i n e r s or wrappers, or (2) accompanying such 

a r t i c l e . " 21 U.S.C. § 321(m). The FDA i n t e r p r e t s " l a b e l i n g " 

b r o a d l y , t o i n c l u d e : 

" [ b ] r o c h u r e s , b o o k l e t s , m a i l i n g p i e c e s , f i l e c a r d s , 
b u l l e t i n s , c a l e n d a r s , p r i c e l i s t s , c a t a l o g s , house 
organs, l e t t e r s , motion p i c t u r e f i l m s , f i l m s t r i p s , 
l a n t e r n s l i d e s , sound r e c o r d i n g s , e x h i b i t s , 
l i t e r a t u r e , and r e p r i n t s and s i m i l a r p i e c e s of 
p r i n t e d , a u d i o , or v i s u a l m a t ter d e s c r i p t i v e of a 

15 
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drug and r e f e r e n c e s p u b l i s h e d ( f o r example, the 
' P h y s i c i a n s Desk Reference') f o r use by m e d i c a l 
p r a c t i t i o n e r s , p h a r m a c i s t s , or n u r s e s , c o n t a i n i n g 
drug i n f o r m a t i o n s u p p l i e d by the manu f a c t u r e r , 
p a c k e r , or d i s t r i b u t o r of the drug " 

21 C.F.R. § 2 0 2 . 1 ( l ) ( 2 ) . The FDA i n c l u d e s i n i t s 

i n t e r p r e t a t i o n of l a b e l i n g "Dear Doctor" l e t t e r s , PLIVA, 

U.S. a t , 131 S.Ct. a t 2576, which are l e t t e r s drug 

m a n u f a c t u r e r s send t o h e a l t h - c a r e p r o v i d e r s i n f o r m i n g them of 

c r i t i c a l newly d i s c o v e r e d r i s k s or s i d e e f f e c t s of a 

m e d i c a t i o n . 

The FDA has det e r m i n e d t h a t a g e n e r i c manufacturer cannot 

u n i l a t e r a l l y s t r e n g t h e n a warning l a b e l f o r a g e n e r i c drug or 

send a "Dear Do c t o r " l e t t e r under the CBE r u l e because d o i n g 

so would v i o l a t e the s t a t u t e s and r e g u l a t i o n s r e q u i r i n g the 

l a b e l of a g e n e r i c drug t o match the brand-name m a n u f a c t u r e r ' s 

l a b e l . PLIVA, U.S. a t , 131 S.Ct. a t 2575. 

" F e d e r a l r e g u l a t i o n s a p p l i c a b l e t o g e n e r i c drug 
m a n u f a c t u r e r s d i r e c t l y c o n f l i c t w i t h , and thus 
preempt, s t a t e laws t h a t h o l d g e n e r i c drug 
m a n u f a c t u r e r s l i a b l e f o r inadequate warning l a b e l s 
on t h e i r p r o d u c t s . Mensing, 131 S.Ct. a t 2578. 
Under the F e d e r a l Food, Drug, and Cosmetic A c t , 21 
U.S.C. § 301 e t seq., a manufacturer s e e k i n g f e d e r a l 
a p p r o v a l t o market a new drug must prove t h a t i t i s 
s a f e and e f f e c t i v e and t h a t the proposed l a b e l i s 
a c c u r a t e and adequate. 21 U.S.C. § 3 5 5 ( b ) ( 1 ) . By 
c o n t r a s t , under the Drug P r i c e C o m p e t i t i o n and 
P a t e n t Term R e s t o r a t i o n A c t , known as the 

16 
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Hatch-Waxman Amendments, g e n e r i c drug f o r m u l a t i o n s 
can g a i n FDA a p p r o v a l by showing b i o e q u i v a l e n c e t o 
a r e f e r e n c e - l i s t e d drug t h a t has a l r e a d y been 
approved by the FDA. 21 U.S.C. § 3 5 5 ( j ) ( 2 ) ( A ) . A 
g e n e r i c drug a p p l i c a t i o n must a l s o show t h a t 'the 
l a b e l i n g proposed f o r the new drug i s the same as 
the l a b e l i n g approved f o r the l i s t e d drug.' 21 
U.S.C. § 3 5 5 ( j ) ( 2 ) ( A ) ( v ) . T h e r e f o r e , r a t h e r than a  
duty t o warn, ' g e n e r i c m a n u f a c t u r e r s have an ongoing  
f e d e r a l duty of sameness' r e g a r d i n g t h e i r warning  
l a b e l s . Mensing, 131 S.Ct. a t 2574. Under the same 
r u l e s , g e n e r i c drug m a n u f a c t u r e r s may not i s s u e  
a d d i t i o n a l warnings through Dear Doctor l e t t e r s , nor  
may they i m p l y i n any way t h a t t h e r e i s a  
t h e r a p e u t i c d i f f e r e n c e between t h e i r p r o d u c t and the  
name-brand drug. I d . a t 257 6." 

P h e l p s v. Wyeth, I n c . , 857 F. Supp. 2d 1114, 1133 (D. Or. 

2012)(emphasis added). A c c o r d i n g t o the FDA, i f a g e n e r i c -

drug manufacturer b e l i e v e s t h a t s t r o n g e r warnings are needed, 

then the m a n u f a c t u r e r i s r e q u i r e d t o propose such changes t o 

the FDA, and, i f the FDA agrees t h a t such changes are 

n e c e s s a r y , the FDA w i l l work w i t h the brand-name man u f a c t u r e r 

t o c r e a t e a new l a b e l f o r b o t h the brand-name and g e n e r i c 

drug. PLIVA, U.S. a t , 131 S.Ct. a t 2576. 

The Supreme C o u r t , i n two cases, has a d d r e s s e d the e x t e n t 

t o which m a n u f a c t u r e r s may change t h e i r l a b e l s a f t e r FDA 

a p p r o v a l . We note t h a t , because of the e x t e n s i v e f e d e r a l 

r e g u l a t i o n s , b o t h the m a n u f a c t u r e r s of brand-name drugs and 

g e n e r i c drugs i n those cases argued t h a t the f e d e r a l 

17 



1101397 

r e g u l a t i o n s preempted s t a t e - l a w c l a i m s . In Wyeth v. L e v i n e , 

555 U.S. 555 (2009), the p l a i n t i f f d e v e l o p e d gangrene and her 

f orearm had t o be amputated when a p h y s i c i a n ' s a s s i s t a n t 

i n j e c t e d her a r t e r y w i t h the a n t i - n a u s e a drug Phenergan by 

u s i n g the "IV push" method of i n t r a v e n o u s i n j e c t i o n . She sued 

Wyeth, the m a n u f a c t u r e r of Phenergan, f o r f a i l i n g t o p r o v i d e 

an adequate warning about the d i f f e r e n t r i s k s i n v o l v e d w i t h 

the v a r i o u s methods of a d m i n i s t e r i n g the drug. She r e l i e d on 

common-law n e g l i g e n c e and s t r i c t - l i a b i l i t y t h e o r i e s . A j u r y 

found t h a t Wyeth had f a i l e d t o p r o v i d e an adequate warning 

about the r i s k s i n v o l v e d when Phenergan i s a d m i n i s t e r e d by 

the IV push method. On a p p e a l , Wyeth argued t h a t the 

p l a i n t i f f ' s f a i l u r e - t o - w a r n c l a i m s were preempted by 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 drug l a b e l i n g because i t was i m p o s s i b l e 

f o r a m a n ufacturer t o comply w i t h b o t h s t a t e laws and f e d e r a l -

l a b e l i n g o b l i g a t i o n s . Wyeth a l s o argued t h a t r e c o g n i t i o n of 

s t a t e - l a w s u i t s would undermine Congress's i n t e n t t o e n t r u s t 

l a b e l i n g t o the e x p e r t i s e of the FDA. The Supreme Court 

r e j e c t e d b o t h c o n t e n t i o n s and h e l d t h a t t h e r e was no 

p reemption. The Supreme Court c o n c l u d e d t h a t Wyeth f a i l e d t o 

demonstrate t h a t i t was i m p o s s i b l e f o r i t t o comply w i t h b o t h 
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f e d e r a l and s t a t e r e q u i r e m e n t s , and i t noted t h a t s t a t e - l a w 

c l a i m s are an i m p o r t a n t complement t o the FDA's r e g u l a t i o n of 

p r e s c r i p t i o n drugs. The Supreme Court s t a t e d : 

" I n k e e p i n g w i t h Congress' d e c i s i o n not t o p r e ¬
empt common-law t o r t s u i t s , i t appears t h a t the FDA 
t r a d i t i o n a l l y r e g a r d e d s t a t e law as a complementary 
form of drug r e g u l a t i o n . The FDA has l i m i t e d 
r e s o u r c e s t o m o n i t o r the 11,000 drugs on the market, 
and m a n u f a c t u r e r s have s u p e r i o r access t o 
i n f o r m a t i o n about t h e i r drugs, e s p e c i a l l y i n the 
p o s t m a r k e t i n g phase as new r i s k s emerge. S t a t e t o r t 
s u i t s uncover unknown drug hazards and p r o v i d e 
i n c e n t i v e s f o r drug m a n u f a c t u r e r s t o d i s c l o s e s a f e t y 
r i s k s p r o m p t l y . They a l s o s e r v e a d i s t i n c t 
compensatory f u n c t i o n t h a t may m o t i v a t e i n j u r e d 
persons t o come f o r w a r d w i t h i n f o r m a t i o n . F a i l u r e -
to-warn a c t i o n s , i n p a r t i c u l a r , l e n d f o r c e t o the 
[ F e d e r a l Food, Drug, and Cosmetic A c t ] ' s premise 
t h a t m a n u f a c t u r e r s , not the FDA, bear p r i m a r y 
r e s p o n s i b i l i t y f o r t h e i r drug l a b e l i n g a t a l l t i m e s . 
Thus, the FDA l o n g m a i n t a i n e d t h a t s t a t e law o f f e r s 
an a d d i t i o n a l , and i m p o r t a n t , l a y e r of consumer 
p r o t e c t i o n t h a t complements FDA r e g u l a t i o n . " 

555 U.S. a t 578-79 ( f o o t n o t e o m i t t e d ) . 

PLIVA, s u p r a , a l s o i n v o l v e d a preemption c l a i m r e g a r d i n g 

l a b e l s , but the manufacturer t h e r e produced the g e n e r i c 

v e r s i o n of a brand-name drug. "The q u e s t i o n p r e s e n t e d [was] 

whether f e d e r a l drug r e g u l a t i o n s a p p l i c a b l e t o g e n e r i c drug 

m a n u f a c t u r e r s d i r e c t l y c o n f l i c t w i t h , and thus pre-empt, these 

s t a t e - l a w c l a i m s . " U.S. a t , 131 S.Ct. a t 2572. The 

FDA had i s s u e d a l a b e l i n g r equirement r e g a r d i n g Reglan, the 
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brand name of metoclopramide, the g e n e r i c drug a t i s s u e i n the 

p r e s e n t case. The p l a i n t i f f s i n PLIVA were p r e s c r i b e d Reglan 

but r e c e i v e d the g e n e r i c form of the drug, which c o n t a i n e d the 

same l a b e l i n g i n f o r m a t i o n the FDA had approved f o r the brand-

name drug. A c c o r d i n g t o the FDA, 57 Fed. Reg. 17961 (1992) 

r e q u i r e s a g e n e r i c - d r u g maker's l a b e l i n g t o be the same as the 

brand-name drug maker's l a b e l i n g because the brand-name drug 

i s the b a s i s f o r a p p r o v a l of the g e n e r i c drug by the FDA. 

U.S. a t , 131 S.Ct. a t 2575. By 2009, the FDA had o r d e r e d 

a " b l a c k box" warning f o r Reglan c o n c e r n i n g the dangers 

a s s o c i a t e d w i t h i t s l o n g - t e r m use. The p l a i n t i f f s had 

s u f f e r e d severe n e u r o l o g i c a l r e a c t i o n s from t a k i n g the g e n e r i c 

form of the drug and brought s t a t e - l a w t o r t c l a i m s a g a i n s t the 

man u f a c t u r e r s of the g e n e r i c form of the drug, f o r f a i l i n g t o 

warn them of such danger. The b a s i s of the p l a i n t i f f s ' c l a i m s 

was t h a t the warning l a b e l s f o r the g e n e r i c drug were 

inadequate and t h a t the g e n e r i c m a n u f a c t u r e r s had a duty t o 

s t r e n g t h e n t h e i r warning l a b e l s under the FDA's CBE p r o c e s s . 

U.S. a t , 131 S.Ct. a t 2575. The Supreme Court found 

t h a t the FDA's f e d e r a l - l a b e l i n g r e q u i r e m e n t preempted the 

p l a i n t i f f s ' s t a t e - l a w c l a i m s a g a i n s t the ma n u f a c t u r e r s of the 
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g e n e r i c drug because i t would have been i m p o s s i b l e f o r the 

g e n e r i c - d r u g m a n u f a c t u r e r s t o change t h e i r warning l a b e l s 

w i t h o u t v i o l a t i n g the f e d e r a l r equirement t h a t the warning on 

a g e n e r i c drug match the warning on i t s brand-name 

c o u n t e r p a r t . 

"[B]rand-name and g e n e r i c drug m a n u f a c t u r e r s have 
d i f f e r e n t f e d e r a l drug l a b e l i n g d u t i e s . A brand-
name manufacturer s e e k i n g new drug a p p r o v a l i s 
r e s p o n s i b l e f o r the a c c u r a c y and adequacy of i t s 
l a b e l . See, e.g., 21 U.S.C. §§ 3 5 5 ( b ) ( 1 ) , ( d ) ; 
Wyeth [v. L e v i n e ] , [555 U.S. 555] a t 570-571, 129 
S.Ct. 1187 [ ( 2 0 0 9 ) ] . A manufacturer s e e k i n g g e n e r i c 
drug a p p r o v a l , on the o t h e r hand, i s r e s p o n s i b l e f o r 
e n s u r i n g t h a t i t s warning l a b e l i s the same as the 
brand name's. See, e.g., § 3 5 5 ( j ) ( 2 ) ( A ) ( v ) ; § 
3 5 5 ( j ) ( 4 ) ( G ) ; 21 C.F.R. §§ 3 1 4 . 9 4 ( a ) ( 8 ) , 
314.127(a) ( 7 ) . " 

U.S. a t , 131 S.Ct. a t 2574. The Supreme Court h e l d 

t h a t because the FDA p r e v e n t e d the g e n e r i c - d r u g m a n u f a c t u r e r s 

from i n d e p e n d e n t l y changing the s a f e t y l a b e l on t h e i r g e n e r i c 

drugs, " i t was i m p o s s i b l e f o r the M a n u f a c t u r e r s t o comply w i t h 

b o t h t h e i r s t a t e - l a w duty t o change the l a b e l and t h e i r 

f e d e r a l law duty t o keep the l a b e l the same." U.S. a t 

, 131 S.Ct. a t 2578. 

The Supreme Co u r t r e c o g n i z e d i n PLIVA the seeming 

c o n t r a d i c t i o n i n preempting c l a i m s a g a i n s t a g e n e r i c 

m a n u f a c t u r e r i n PLIVA but a l l o w i n g s t a t e - l a w t o r t c l a i m s i n 
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Wyeth: 

"We r e c o g n i z e t h a t from the p e r s p e c t i v e of [the 
p l a i n t i f f s ] , f i n d i n g pre-emption here but not i n 
Wyeth makes l i t t l e sense. Had [the p l a i n t i f f s ] 
t a k en Reglan, the brand-name drug p r e s c r i b e d by 
t h e i r d o c t o r s , Wyeth would c o n t r o l and t h e i r 
l a w s u i t s would not be pre-empted. But because 
p h a r m a c i s t s , a c t i n g i n f u l l a c c o r d w i t h s t a t e law, 
s u b s t i t u t e d g e n e r i c metoclopramide i n s t e a d , f e d e r a l 
law pre-empts these l a w s u i t s . See, e.g., Minn. S t a t . 
§ 151.21 (2010) ( d e s c r i b i n g when p h a r m a c i s t s may 
s u b s t i t u t e g e n e r i c d r u g s ) ; La. Rev. S t a t . Ann. § 
37:1241(A)(17) (West 2007) (same). We acknowledge 
the u n f o r t u n a t e hand t h a t f e d e r a l drug r e g u l a t i o n 
has d e a l t [the p l a i n t i f f s ] and o t h e r s s i m i l a r l y 
s i t u a t e d . 9 

"But ' i t i s not t h i s C o u r t ' s t a s k t o d e c i d e 
whether the s t a t u t o r y scheme e s t a b l i s h e d by Congress 
i s u n u s u a l or even b i z a r r e . ' Cuomo v. C l e a r i n g House  
Assn., L.L.C., 557 U.S. 519, 556 (2009) (Thomas, J . , 
c o n c u r r i n g i n p a r t and d i s s e n t i n g i n p a r t ) ( i n t e r n a l 
q u o t a t i o n marks and b r a c k e t s o m i t t e d ) . I t i s beyond 
d i s p u t e t h a t the f e d e r a l s t a t u t e s and r e g u l a t i o n s 
t h a t a p p l y t o brand name ma n u f a c t u r e r s are 
m e a n i n g f u l l y d i f f e r e n t than those t h a t a p p l y t o 
g e n e r i c drug m a n u f a c t u r e r s . Indeed, i t i s the 
s p e c i a l , and d i f f e r e n t , r e g u l a t i o n of g e n e r i c drugs 
t h a t a l l o w e d the g e n e r i c drug market t o expand, 
b r i n g i n g more drugs more q u i c k l y and c h e a p l y t o the 
p u b l i c . But d i f f e r e n t f e d e r a l s t a t u t e s and 
r e g u l a t i o n s may, as here, l e a d t o d i f f e r e n t p r e ¬
emption r e s u l t s . We w i l l not d i s t o r t the Supremacy 
Cl a u s e i n o r d e r t o c r e a t e s i m i l a r pre-emption a c r o s s 
a d i s s i m i l a r s t a t u t o r y scheme. As always, Congress 
and the FDA r e t a i n the a u t h o r i t y t o change the law 
and r e g u l a t i o n s i f t h e y so d e s i r e . 

" 9That s a i d , the d i s s e n t o v e r s t a t e s what i t 
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c h a r a c t e r i z e s as the 'many abs u r d consequences' of 
our h o l d i n g . P o s t , [131 S.Ct.] a t 2592. F i r s t , the 
FDA i n f o r m s us t h a t ' [ a ] s a p r a c t i c a l m a t t e r , 
g e n u i n e l y new i n f o r m a t i o n about drugs i n l o n g use 
(as g e n e r i c drugs t y p i c a l l y are) appears 
i n f r e q u e n t l y . ' U.S. B r i e f 34-35. That i s because 
p a t e n t p r o t e c t i o n s o r d i n a r i l y p r e v e n t g e n e r i c drugs 
from a r r i v i n g on the market f o r a number of years 
a f t e r the brand-name drug appears. Indeed, 
s i t u a t i o n s l i k e the one a l l e g e d here are a p p a r e n t l y 
so r a r e t h a t the FDA has no 'formal r e g u l a t i o n ' 
e s t a b l i s h i n g g e n e r i c drug m a n u f a c t u r e r s ' duty t o 
i n i t i a t e a l a b e l change, nor does i t have any 
r e g u l a t i o n s e t t i n g out t h a t l a b e l - c h a n g e p r o c e s s . 
I d . , a t 20-21. Second, the d i s s e n t admits t h a t , even 
under i t s approach, g e n e r i c drug m a n u f a c t u r e r s c o u l d 
e s t a b l i s h pre-emption i n a number of s c e n a r i o s . 
P o s t , [131 S.Ct.] a t 2588-2589." 

U.S. a t , 131 S.Ct. a t 2581-82. 

As noted i n the f a c t s s e t out i n the r e q u e s t f o r a 

c e r t i f i e d q u e s t i o n , o t h e r f e d e r a l c o u r t s a p p l y i n g Alabama law 

have h e l d t h a t Alabama law does not a l l o w a p e r s o n who 

consumed a g e n e r i c v e r s i o n of a brand-name drug t o sue the 

brand-name man u f a c t u r e r based on f r a u d u l e n t m i s r e p r e s e n t a t i o n . 

In Mosley v. Wyeth, 719 F. Supp. 2d 1340 (S.D. A l a . 2010), the 

p l a i n t i f f s d i d not i n g e s t Reglan but took a g e n e r i c e q u i v a l e n t 

manufactured by another company. They sued the brand-name 

ma n u f a c t u r e r s of Reglan a l l e g i n g , among o t h e r t h i n g s , 

n e g l i g e n t and f r a u d u l e n t m i s r e p r e s e n t a t i o n r e g a r d i n g the 

warnings c o n t a i n e d i n the l a b e l s the p l a i n t i f f s argued the 
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brand-name m a n u f a c t u r e r s knew would be r e l i e d upon by g e n e r i c 

m a n u f a c t u r e r s i n g e n e r a t i n g the warning l a b e l s f o r the g e n e r i c 

v e r s i o n of the drug. The f e d e r a l c o u r t h e l d t h a t the 

p l a i n t i f f s c o u l d not r e l y on any a l l e g e d l y n e g l i g e n t 

m i s r e p r e s e n t a t i o n s made by the brand-name m a n u f a c t u r e r s t o 

supp o r t t h e i r c l a i m of n e g l i g e n t m i s r e p r e s e n t a t i o n because the 

brand-name m a n u f a c t u r e r s d i d not owe a duty t o the p l a i n t i f f s , 

who had i n g e s t e d a g e n e r i c v e r s i o n . The c o u r t a l s o s t a t e d 

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

because the brand-name ma n u f a c t u r e r s d i d not engage i n any 

b u s i n e s s t r a n s a c t i o n w i t h the p l a i n t i f f s . With r e g a r d t o 

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

p l a i n t i f f s f a i l e d t o p r e s e n t any b i n d i n g a u t h o r i t y f o r the 

a s s e r t i o n t h a t a brand-name m a n u f a c t u r e r owed a duty t o the 

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

c i t e any b i n d i n g a u t h o r i t y f o r the c o n t e n t i o n t h a t an i n j u r y 

r e s u l t i n g from consuming a g e n e r i c drug c o u l d be c o n s i d e r e d t o 

be p r o x i m a t e l y caused by a brand-name m a n u f a c t u r e r ' s a l l e g e d 

m i s r e p r e s e n t a t i o n r e g a r d i n g the brand-name v e r s i o n of the 

g e n e r i c drug. The c o u r t a l s o n oted t h a t the f a c t t h a t f e d e r a l 

law a l l o w e d a g e n e r i c m a nufacturer t o s t r e a m l i n e the a p p r o v a l 
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p r o c e s s by r e l y i n g on the i n i t i a l w arning l a b e l s p r o v i d e d by 

the brand-name ma n u f a c t u r e r s d i d not c r e a t e a duty between the 

brand-name ma n u f a c t u r e r s and the consumer of the g e n e r i c 

v e r s i o n because, a f t e r the ANDA p r o c e s s , g e n e r i c m a n u f a c t u r e r s 

become r e s p o n s i b l e f o r t h e i r own warning l a b e l s and any 

n e c e s s a r y r e v i s i o n s t o those l a b e l s . 

Mosley i s d i s t i n g u i s h a b l e from the p r e s e n t case. The 

Weekses are not a r g u i n g t h a t the Wyeth defendants owed them a 

duty. I n s t e a d , they are a r g u i n g t h a t the Wyeth de f e n d a n t s 

owed a duty t o Danny Weeks's p h y s i c i a n and t h a t , under the 

l e a r n e d - i n t e r m e d i a r y d o c t r i n e , they are e n t i t l e d t o r e l y on 

the r e p r e s e n t a t i o n s made t o t h e i r p h y s i c i a n . A l s o , we note 

t h a t Mosley was i s s u e d b e f o r e the U n i t e d S t a t e s Supreme Court 

i n PLIVA, s u p r a , e x p r e s s l y found t h a t because i t was 

i m p o s s i b l e f o r the g e n e r i c - d r u g m a n u f a c t u r e r s t o comply w i t h 

b o t h t h e i r s t a t e - l a w duty t o change the drug l a b e l t o a s a f e r 

l a b e l a d e q u a t e l y warning of the dangers i n h e r e n t i n l o n g - t e r m 

use and t h e i r f e d e r a l - l a w duty t o keep the l a b e l the same as 

the brand-name m a n u f a c t u r e r ' s l a b e l , any s t a t e - l a w c l a i m s 

a g a i n s t a g e n e r i c manufacturer were preempted. R e l i a n c e upon 

the r e a s o n i n g i n Mosley t h a t a g e n e r i c m a n u f a c t u r e r i s 
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r e s p o n s i b l e f o r i t s own warning l a b e l s and r e v i s i o n s of those 

l a b e l s i s unsound. 

In Overton v. Wyeth, I n c . , (No. CA 10-0491-KD-C, March 

15, 2011) (S.D. A l a . 2011)(not r e p o r t e d i n F. Supp. 2d), the 

brand-name m a n u f a c t u r e r s f i l e d a motion t o d i s m i s s the 

p l a i n t i f f s ' s t a t e - l a w c l a i m s of b r e a c h of w a r r a n t y , f r a u d u l e n t 

m i s r e p r e s e n t a t i o n , and n e g l i g e n t m i s r e p r e s e n t a t i o n where the 

p l a i n t i f f s had i n g e s t e d the g e n e r i c v e r s i o n s of the brand-name 

drug. The p l a i n t i f f s argued t h a t the brand-name m a n u f a c t u r e r s 

p l a c e d f a l s e and m i s l e a d i n g i n f o r m a t i o n i n t h e i r l a b e l s , when 

they knew the l a b e l s would be r e l i e d upon by the g e n e r i c 

m a n u f a c t u r e r s i n g e n e r a t i n g t h e i r own l a b e l s , and t h a t t h e i r 

d o i n g so was a d i r e c t and p r o x i m a t e cause of the p l a i n t i f f s ' 

i n j u r i e s . The f e d e r a l c o u r t s t a t e d t h a t the d i s p o s i t i v e i s s u e 

on the p l a i n t i f f s ' m i s r e p r e s e n t a t i o n c l a i m s was whether the 

brand-name m a n u f a c t u r e r s owed any duty t o p l a i n t i f f s who 

i n g e s t e d the g e n e r i c v e r s i o n of t h e i r brand-name drug. The 

f e d e r a l c o u r t h e l d t h a t the p l a i n t i f f s p r e s e n t e d no ev i d e n c e 

i n d i c a t i n g t h a t the brand-name m a n u f a c t u r e r s owed a duty t o 

consumers of the g e n e r i c v e r s i o n of the drug so t h a t the 

p l a i n t i f f s ' i n j u r i e s c o u l d be c o n s i d e r e d t o have been a 
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pr o x i m a t e consequence of a brand-name m a n u f a c t u r e r s ' a l l e g e d 

m i s r e p r e s e n t a t i o n r e g a r d i n g the brand-name drug. The c o u r t 

n o ted t h a t FDA r e g u l a t i o n s c o u l d not p r o v i d e the r e q u i s i t e 

duty element because f e d e r a l law a l l o w s a g e n e r i c m a n u f a c t u r e r 

to s t r e a m l i n e the a p p r o v a l p r o c e s s by r e l y i n g on the i n i t i a l 

w a rning l a b e l s p r o v i d e d by the brand-name m a n u f a c t u r e r , but 

the g e n e r i c m a nufacturer s t i l l had the burden of showing t h a t 

i t s w arning l a b e l a d e q u a t e l y d e s c r i b e d the r i s k a s s o c i a t e d 

w i t h the drug. " I n o t h e r words, a f t e r the i n i t i a l a p p r o v a l 

(ANDA a p p r o v a l ) , the g e n e r i c m a n u f a c t u r e r s become r e s p o n s i b l e 

f o r t h e i r own warning l a b e l s and any n e c e s s a r y r e v i s i o n s . " 

Note 9. Overton was i s s u e d b e f o r e the Supreme Court d e c i d e d 

PLIVA. A c c o r d i n g l y , the f e d e r a l c o u r t ' s c o n c l u s i o n i n Overton 

t h a t a g e n e r i c m a nufacturer becomes r e s p o n s i b l e f o r i t s own 

warning l a b e l a f t e r the ANDA p r o c e s s i s i n c o r r e c t . 

In Simpson v. Wyeth, I n c . , (No. 7:10-cv-01771-HGD, 

December 9, 2010)(N.D. A l a . 2010)(not r e p o r t e d i n F. Supp. 

2d), the f e d e r a l c o u r t h e l d t h a t the p l a i n t i f f s , who had 

i n g e s t e d o n l y the g e n e r i c v e r s i o n of Reglan, c o u l d not r e c o v e r 

f o r the a l l e g e d f r a u d u l e n t m i s r e p r e s e n t a t i o n s t o the 

p l a i n t i f f s ' d o c t o r by the m a n u f a c t u r e r s of Reglan. The brand-
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name man u f a c t u r e r s argued t h a t , because they d i d not 

manufacture the p r o d u c t the p l a i n t i f f s had i n g e s t e d and t h a t 

a l l e g e d l y had caused t h e i r i n j u r i e s , the brand-name 

ma n u f a c t u r e r s c o u l d not be h e l d l i a b l e . The p l a i n t i f f s 

a l l e g e d t h a t t h e i r c l a i m a g a i n s t the brand-name m a n u f a c t u r e r s 

was based on the damage caused by the p r o d u c t as a r e s u l t of 

the brand-name m a n u f a c t u r e r s ' m i s i n f o r m a t i o n t o the 

p r e s c r i b i n g d o c t o r s , and the p l a i n t i f f s argued t h a t t h e y c o u l d 

r e c o v e r from the brand-name m a n u f a c t u r e r s even though t h e y 

were t h i r d p a r t i e s t o the a l l e g e d d e c e i t or concealment 

because the d e c e i t and concealment p e r p e t r a t e d a g a i n s t the 

p l a i n t i f f s ' p r e s c r i b i n g d o c t o r s p r o x i m a t e l y caused t h e i r 

damage. In support of t h e i r argument, the Simpson p l a i n t i f f s 

r e l i e d on D e l t a H e a l t h Group, I n c . v. S t a f f o r d , 887 So. 2d 887 

( A l a . 2004), which h e l d t h a t i n c e r t a i n c i r c u m s t a n c e s a 

p l a i n t i f f may p r o p e r l y s t a t e a f r a u d c l a i m even though the 

defendant's f a l s e r e p r e s e n t a t i o n i s made t o a t h i r d p a r t y , 

r a t h e r than t o the p l a i n t i f f . In d i s c u s s i n g D e l t a H e a l t h , the 

f e d e r a l c o u r t n oted t h a t D e l t a H e a l t h went on t o h o l d t h a t a 

p l a i n t i f f must e s t a b l i s h t h a t he r e l i e d on the 

m i s r e p r e s e n t a t i o n . 
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The f e d e r a l c o u r t i n Simpson s t a t e d t h a t the problem w i t h 

the p l a i n t i f f s ' r e l i a n c e argument was t h a t Alabama c o u r t s have 

r e p e a t e d l y r e j e c t e d a t h e o r y of l i a b i l i t y when the p l a i n t i f f s 

have attempted t o h o l d a brand-name-drug ma n u f a c t u r e r 

r e s p o n s i b l e f o r damage caused by a g e n e r i c brand of t h e i r 

drug, c i t i n g Mosley, s u p r a . The f e d e r a l c o u r t a l s o r e l i e d on 

the f a c t t h a t the FDA r e g u l a t i o n d i d not r e q u i r e a brand-name 

manufacturer t o ensure t h a t the l a b e l of the g e n e r i c v e r s i o n 

i s a c c u r a t e , c i t i n g Swicegood v. PLIVA, I n c . , 543 F. Supp. 2d 

1351 (N.D. Ga. 2008) . "Thus, i t i s the duty of the g e n e r i c 

drug manufacturer t o c o r r e c t l y a d v i s e a p h y s i c i a n u s i n g i t s 

p r o d u c t of any a s s o c i a t e d r i s k s , not the brand name 

man u f a c t u r e r . " Simpson. 

The f e d e r a l c o u r t i n Simpson went on t o address the 

l e a r n e d - i n t e r m e d i a r y d o c t r i n e : 

" L i k e w i s e , '[u]nder the l e a r n e d i n t e r m e d i a r y 
d o c t r i n e , a m a n u f a c t u r e r ' s duty t o warn i s l i m i t e d 
t o an o b l i g a t i o n t o a d v i s e a p r e s c r i b i n g p h y s i c i a n 
of any p o t e n t i a l dangers t h a t may r e s u l t from the 
use of i t s p r o d u c t . ' W a l l s v. [Alpharma] USPD,  
[ I n c . ] , 887 So. 2d [881,] 883 [ ( A l a . 2 0 0 4 ) ] . Thus, 
the duty t o warn of r i s k s r e l a t e d t o the use of a 
drug i s owed t o the p r e s c r i b i n g p h y s i c i a n by the 
drug m a n u f a c t u r e r , not some o t h e r m a n u f a c t u r e r of 
the same or a s i m i l a r p r o d u c t . As a ma t t e r of law, 
the m a n u f a c t u r e r s of Reglan have no duty t o 
communicate any i n f o r m a t i o n r e g a r d i n g the r i s k s of 
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t a k i n g t h i s p r o d u c t t o anyone o t h e r than t h e i r own 
customers." 

L i k e Mosley and Overton, Simpson was i s s u e d b e f o r e PLIVA 

was d e c i d e d , and the f e d e r a l c o u r t ' s c o n c l u s i o n i n Simpson — 

t h a t g e n e r i c m a n u f a c t u r e r s have t h e i r own duty t o c o r r e c t l y 

a d v i s e a p h y s i c i a n of r i s k s a s s o c i a t e d w i t h the g e n e r i c drug 

r e g a r d l e s s of the f a c t t h a t a g e n e r i c l a b e l i s r e q u i r e d t o be 

the same as the brand-name l a b e l -- i s q u e s t i o n a b l e . A l s o , 

the p l a i n t i f f s i n Simpson argued t h a t they s h o u l d be a l l o w e d 

t o r e c o v e r from the brand-name m a n u f a c t u r e r s even though th e y 

were t h i r d p a r t i e s t o the a l l e g e d f r a u d p e r p e t r a t e d by those 

m a n u f a c t u r e r s upon the p l a i n t i f f s ' p r e s c r i b i n g p h y s i c i a n s . 

The Simpson c o u r t s t a t e d t h a t , even i f the p l a i n t i f f s , under 

the l e a r n e d - i n t e r m e d i a r y d o c t r i n e , c o u l d prove t h a t t h e i r 

p h y s i c i a n s had r e l i e d upon the brand-name m a n u f a c t u r e r ' s 

warning, the p l a i n t i f f s s t i l l had t o demonstrate t h a t the 

brand-name man u f a c t u r e r owed the p l a i n t i f f s a duty b e f o r e the 

brand-name man u f a c t u r e r c o u l d be l i a b l e . 

We r e c o g n i z e t h a t o t h e r j u r i s d i c t i o n s , p r i m a r i l y r e l y i n g 

on F o s t e r v. American Home Pr o d u c t s Corp., 29 F.3d 165 (4th 

C i r . 1994), have co n c l u d e d t h a t a brand-name manufacturer does 
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not owe a duty t o warn u s e r s of the g e n e r i c v e r s i o n of the 

p r e s c r i p t i o n drug of the dangers a s s o c i a t e d w i t h the d r u g . 5 

In F o s t e r , the p l a i n t i f f s ' daughter d i e d as a r e s u l t of t a k i n g 

the g e n e r i c form of Phenergan, a brand-name drug. They sued 

the brand-name manufacturer of Phenergan, a l l e g i n g n e g l i g e n t 

m i s r e p r e s e n t a t i o n and s t r i c t l i a b i l i t y . The f e d e r a l d i s t r i c t 

c o u r t d i s m i s s e d the s t r i c t - l i a b i l i t y c l a i m because the brand-

name manufacturer had not manufactured the g e n e r i c v e r s i o n 

t a ken by the daughter. However, the c o u r t a l l o w e d the 

n e g l i g e n t - m i s r e p r e s e n t a t i o n c l a i m t o proceed. The brand-name 

5See, e.g., B a y m i l l e r v. Ranbaxy Pharm., I n c . , [No. 3:11-
cv-858-RCJ-VPC, September 6, 2012] F. Supp. 2d (D. 
Nev. 2012); Phelps v. Wyeth, I n c . , 857 F.Supp.2d 1114 (D. Or. 
2012); F i s h e r v. P e l s t r i n g , (No. 4:09-cv-00252-TLW, J u l y 28, 
2010) (D. S.C. 2010) (not r e p o r t e d i n F. Supp. 2 d ) ( c o l l e c t i n g 
c a s e s ) ; Swicegood v. PLIVA, I n c . , 543 F. Supp. 2d 1351, 1358 
(N.D. Ga. 2008); Goldych v. E l i L i l l y & Co., (No. 5:04-CV-
1477, J u l y 19, 2006) (N.D. N.Y. 2006) (not r e p o r t e d i n F. Supp. 
2d); C o l a c i c c o v. Apotex, I n c . , 432 F. Supp. 2d 514, 538-43 
(E.D. Pa. 2006), a f f ' d i n p a r t and r e v ' d i n p a r t on o t h e r 
grounds, 521 F.3d 253 (3d C i r . 2008), v a c a t e d , 129 S.Ct. 1578 
(2009); T a r v e r v. Wyeth, I n c . , (No. C i v . A.3-04-2036, January 
26, 2006)(W.D. La. 2006)(not r e p o r t e d i n F. Supp. 2d); Sharp  
v. L e i c h u s , (2004-CA-0643, Feb r u a r y 17, 2006) ( F l a . C i r . Ct. 
2006) ; K e l l y v. Wyeth, (CIV. A. MICV 2003-03324B, May 6, 
2005) (Super. C t . Mass. 2005); Sheeks v. American Home Prods.  
Corp., (No. 02CV337, October 15, 2 0 0 4 ) ( C o l o . D i s t . C t. 2004); 
Doe v. O r t h o - C l i n i c a l D i a g n o s t i c s , I n c . , 335 F. Supp. 2d 614, 
626-30 (M.D. N.C. 2004); B l o c k v. Wyeth, I n c . , (No. 
Civ.A.3:02-CV-1077, January 28, 2003)(N.D. Tex. 2003) (not 
r e p o r t e d i n F. Supp. 2d); B e u t e l l a v. A.H. Robins Co., (No. 
980502372, December 10, 2001) (Utah D i s t . C t. 2001). 
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manufacturer appealed. The f e d e r a l a p peals c o u r t n oted t h a t , 

under M a r y l a n d law, a p l a i n t i f f had t o prove t h a t the p r o d u c t 

i n q u e s t i o n was d e f e c t i v e , a t t r i b u t e t h a t d e f e c t t o the s e l l e r 

of the p r o d u c t , and prove t h a t t h e r e was a c a u s a l r e l a t i o n s h i p 

between d e f e c t and the p l a i n t i f f ' s i n j u r y . The f e d e r a l 

a p p eals c o u r t s t a t e d t h a t the p l a i n t i f f s were a t t e m p t i n g t o 

h o l d the brand-name manufacturer l i a b l e f o r i n j u r i e s caused by 

another m a n u f a c t u r e r ' s p r o d u c t and t h a t M a r y l a n d c o u r t s would 

r e j e c t an e f f o r t t o ci r c u m v e n t the n e c e s s i t y t h a t a defendant 

be shown t o have manufactured the p r o d u c t t h a t caused the 

i n j u r y b e f o r e the defendant c o u l d be h e l d l i a b l e f o r such 

i n j u r y . The c o u r t h e l d t h a t the brand-name man u f a c t u r e r d i d 

not owe a du t y of care t o the p l a i n t i f f s , even though the 

p l a i n t i f f s a l l e g e d t h a t i t was f o r e s e e a b l e t o the brand-name 

manufacturer of Phenergan t h a t statements c o n t a i n e d i n i t s 

l a b e l f o r the drug c o u l d r e s u l t i n i n j u r y t o a user of a 

g e n e r i c v e r s i o n of the drug. The c o u r t s t a t e d : 

"We do not ac c e p t the a s s e r t i o n t h a t a g e n e r i c 
m a n ufacturer i s not r e s p o n s i b l e f o r n e g l i g e n t 
m i s r e p r e s e n t a t i o n s on i t s p r o d u c t l a b e l s i f i t d i d 
not i n i t i a l l y f o r m u l a t e the warnings and 
r e p r e s e n t a t i o n s i t s e l f . When a g e n e r i c m a nufacturer 
adopts a name brand m a n u f a c t u r e r ' s warnings and 
r e p r e s e n t a t i o n s w i t h o u t independent i n v e s t i g a t i o n , 
i t does so a t the r i s k t h a t such warnings and 
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r e p r e s e n t a t i o n s may be f l a w e d . In cases i n v o l v i n g 
p r o d u c t s a l l e g e d t o be d e f e c t i v e due t o inadequate 
warnings, 'the manufacturer i s h e l d t o the knowledge 
and s k i l l of an e x p e r t The man u f a c t u r e r ' s s t a t u s 
as e x p e r t means t h a t a t a minimum he must keep 
a b r e a s t of s c i e n t i f i c knowledge, d i s c o v e r i e s , and 
advances and i s presumed t o know what i s i m p a r t e d 
t h e r e b y . ' O w e n s - I l l i n o i s v. Zenobia, 325 Md. 420, 
601 A.2d 633, 639 (Md. 1 9 9 2 ) ( q u o t i n g B o r e l v.  
F i b r e b o a r d Paper Prods. Corp., 493 F.2d 1076, 1098 
(5th C i r . 1973), c e r t . d e n i e d , 419 U.S. 869, 95 
S.Ct. 127, 42 L.Ed.2d 107 (1974)). The same 
p r i n c i p l e a p p l i e s i n the i n s t a n t case; as an e x p e r t , 
a manufacturer of g e n e r i c p r o d u c t s i s r e s p o n s i b l e 
f o r the a c c u r a c y of l a b e l s p l a c e d on i t s p r o d u c t s . 
A l t h o u g h g e n e r i c m a n u f a c t u r e r s must i n c l u d e the same 
l a b e l i n g i n f o r m a t i o n as the e q u i v a l e n t name brand 
drug, they are a l s o p e r m i t t e d t o add or s t r e n g t h e n 
warnings and d e l e t e m i s l e a d i n g statements on l a b e l s , 
even w i t h o u t p r i o r FDA a p p r o v a l . 21 C.F.R. § 314.70 
(1993). The s t a t u t o r y scheme g o v e r n i n g p r e m a r k e t i n g 
a p p r o v a l f o r drugs s i m p l y does not ev i d e n c e 
C o n g r e s s i o n a l i n t e n t t o i n s u l a t e g e n e r i c drug 
m a n u f a c t u r e r s from l i a b i l i t y f o r m i s r e p r e s e n t a t i o n s 
made r e g a r d i n g t h e i r p r o d u c t s , or t o o t h e r w i s e a l t e r 
s t a t e p r o d u c t s l i a b i l i t y law. M a n u f a c t u r e r s of 
g e n e r i c drugs, l i k e a l l o t h e r m a n u f a c t u r e r s , are 
r e s p o n s i b l e f o r the r e p r e s e n t a t i o n s they make 
r e g a r d i n g t h e i r p r o d u c t s . 

"We a l s o r e j e c t the c o n t e n t i o n t h a t a name brand 
m a n u f a c t u r e r ' s statements r e g a r d i n g i t s drug can 
serv e as the b a s i s f o r l i a b i l i t y f o r i n j u r i e s caused 
by another m a n u f a c t u r e r ' s drug. Name bra n d 
m a n u f a c t u r e r s undertake the expense of d e v e l o p i n g 
p i o n e e r drugs, p e r f o r m i n g the s t u d i e s n e c e s s a r y t o 
o b t a i n p r e m a r k e t i n g a p p r o v a l , and f o r m u l a t i n g 
l a b e l i n g i n f o r m a t i o n . G e n e r i c m a n u f a c t u r e r s a v o i d 
these expenses by d u p l i c a t i n g s u c c e s s f u l p i o n e e r 
drugs and t h e i r l a b e l s . Name brand a d v e r t i s i n g 
b e n e f i t s g e n e r i c c o m p e t i t o r s because g e n e r i c s are 
g e n e r a l l y s o l d as s u b s t i t u t e s f o r name brand drugs, 
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so the more a name brand drug i s p r e s c r i b e d , the 
more p o t e n t i a l s a l e s e x i s t f o r i t s g e n e r i c 
e q u i v a l e n t s . There i s no l e g a l p r e c e d e n t f o r u s i n g 
a name brand m a n u f a c t u r e r ' s statements about i t s own 
p r o d u c t as a b a s i s f o r l i a b i l i t y f o r i n j u r i e s caused 
by o t h e r m a n u f a c t u r e r s ' p r o d u c t s , over whose 
p r o d u c t i o n the name brand m a n u f a c t u r e r had no 
c o n t r o l . T h i s would be e s p e c i a l l y u n f a i r when, as 
here, the g e n e r i c m a nufacturer reaps the b e n e f i t s of 
the name brand m a n u f a c t u r e r ' s statements by c o p y i n g 
i t s l a b e l s and r i d i n g on the c o a t t a i l s of i t s 
a d v e r t i s i n g . The p r e m a r k e t i n g a p p r o v a l scheme 
Congress e s t a b l i s h e d f o r g e n e r i c e q u i v a l e n t s of 
p r e v i o u s l y approved drugs cannot be c o n s t r u e d t o 
c r e a t e l i a b i l i t y of a name brand manufacturer when 
another m a n u f a c t u r e r ' s drug has been consumed." 

F o s t e r , 29 F.3d a t 169-70. 

The p l a i n t i f f s i n F o s t e r argued t h a t the brand-name 

ma n u f a c t u r e r s owed a duty because i t was f o r e s e e a b l e t h a t 

m i s r e p r e s e n t a t i o n s r e g a r d i n g Phenergan c o u l d r e s u l t i n 

p e r s o n a l i n j u r y t o the u s e r s of the g e n e r i c e q u i v a l e n t s of 

Phenergan. The F o s t e r c o u r t c o n c l u d e d t h a t t o impose duty i n 

t h a t case would be t o s t r e t c h the concept of f o r e s e e a b i l i t y 

too f a r . "The duty r e q u i r e d f o r the t o r t of n e g l i g e n t 

m i s r e p r e s e n t a t i o n a r i s e s when t h e r e i s 'such a r e l a t i o n t h a t 

one p a r t y has the r i g h t t o r e l y f o r i n f o r m a t i o n upon the 

o t h e r , and the o t h e r g i v i n g i n f o r m a t i o n owes a duty t o g i v e i t 

w i t h c a r e , ' " and the c o u r t c o n c l u d e d t h a t no such r e l a t i o n s h i p 

e x i s t e d between the p l a i n t i f f who was i n j u r e d by a p r o d u c t 
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t h a t was not manufactured by the brand-name m a n u f a c t u r e r . 29 

F.3d a t 171 ( q u o t i n g Weisman v. Connors, 32 Md. 428, 443-44, 

540 A.2d 783, 790 (1988)). 

A few c o u r t s have h e l d o t h e r w i s e . In Conte v. Wyeth,  

I n c . , 168 C a l . App. 4th 89, 85 C a l . R p t r . 3d 299 (2008), the 

C a l i f o r n i a C ourt of A p p e a l s , a p p l y i n g s t a t e n e g l i g e n c e law, 

h e l d as a matter of f i r s t i m p r e s s i o n t h a t a manufacturer of a 

brand-name drug may be h e l d l i a b l e f o r i n j u r i e s s u f f e r e d by a 

consumer who purchased a g e n e r i c form of the drug i f the 

consumer's i n j u r i e s were f o r e s e e a b l y caused by n e g l i g e n c e of 

or i n t e n t i o n a l m i s r e p r e s e n t a t i o n by the brand-named 

manufacturer t h a t d e v e l o p e d the drug. Conte, the p l a i n t i f f i n 

t h a t case, sued the brand-name ma n u f a c t u r e r and t h r e e g e n e r i c 

m a n u f a c t u r e r s of Reglan and i t s g e n e r i c v e r s i o n , 

metoclopramide, a l l e g i n g t h a t her use of metoclopramide over 

a f o u r - y e a r p e r i o d caused her t o develop t a r d i v e d y s k i n e s i a . 

Conte had i n g e s t e d o n l y the g e n e r i c drug. "The crux of 

Conte's c l a i m s a g a i n s t a l l of the drug company defendants 

[was] t h a t she was i n j u r i o u s l y overexposed t o metoclopramide 

due t o t h e i r d i s s e m i n a t i o n of f a l s e , m i s l e a d i n g and/or 

i n c o m p l e t e warnings about the drug's s i d e e f f e c t . " 168 C a l . 
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App. 4th a t 95, 85 C a l . R p t r . 3d a t 305. The t r i a l c o u r t 

e n t e r e d a summary judgment f o r a l l the defendant drug 

m a n u f a c t u r e r s , and Conte appealed. The C a l i f o r n i a a p p e l l a t e 

c o u r t r e v e r s e d the summary judgment i n f a v o r of the brand-name 

manufacturer a f t e r c o n c l u d i n g t h a t Conte had p r e s e n t e d a 

m a t e r i a l f a c t u a l d i s p u t e as t o whether her d o c t o r had i n f a c t 

r e l i e d on i n f o r m a t i o n d i s s e m i n a t e d by the brand-name 

manufacturer of Reglan. S p e c i f i c a l l y , the a p p e l l a t e c o u r t 

h e l d t h a t the brand-name manufacturer knew or s h o u l d have 

known " t h a t a s i g n i f i c a n t number of p a t i e n t s whose d o c t o r s 

r e l y on i t s p r o d u c t i n f o r m a t i o n f o r Reglan are l i k e l y t o have 

g e n e r i c metoclopramide p r e s c r i b e d or d i s p e n s e d t o them" and 

t h a t the brand-name ma n u f a c t u r e r ' s "duty of care i n 

d i s s e m i n a t i n g p r o d u c t i n f o r m a t i o n extends t o those p a t i e n t s 

who are i n j u r e d by g e n e r i c metoclopramide as a r e s u l t of 

p r e s c r i p t i o n s w r i t t e n i n r e l i a n c e on [the brand-name 

man u f a c t u r e r ' s ] p r o d u c t i n f o r m a t i o n f o r Reglan." 168 C a l . 

App. 4th a t 107, 85 C a l . R p t r . 3d a t 315. The a p p e l l a t e c o u r t 

a f f i r m e d the summary judgment i n f a v o r of each of the t h r e e 

g e n e r i c m a n u f a c t u r e r s on the ground t h a t Conte had conceded on 

app e a l t h a t t h e r e was no e v i d e n c e i n d i c a t i n g t h a t the g e n e r i c 
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ma n u f a c t u r e r s had d i s s e m i n a t e d any i n f o r m a t i o n c o n c e r n i n g 

t h e i r g e n e r i c p r o d u c t . 

In K e l l o g g v. Wyeth, 762 F. Supp. 2d 694 (D. V t . 2010), 

the Vermont f e d e r a l d i s t r i c t c o u r t h e l d t h a t a brand-name 

manufacturer of a drug has a duty t o use r e a s o n a b l e care t o 

a v o i d c a u s i n g i n j u r y t o consumers who have been p r e s c r i b e d the 

g e n e r i c b i o e q u i v a l e n t of i t s drug. K e l l o g g , the p l a i n t i f f i n 

t h a t case, sued the brand-name man u f a c t u r e r and g e n e r i c 

m a n u f a c t u r e r s of metoclopramide, a l l e g i n g t h a t her l o n g - t e r m 

i n g e s t i o n of metoclopramide caused her t o develop t a r d i v e 

d y s k i n e s i a ; K e l l o g g had i n g e s t e d o n l y the g e n e r i c drug. The 

crux of K e l l o g g ' s argument was t h a t a l l the defendant 

m a n u f a c t u r e r s were l i a b l e because they f a i l e d t o a d e q u a t e l y 

warn her d o c t o r s about the r i s k s a s s o c i a t e d w i t h the l o n g - t e r m 

use of metoclopramide. Both the brand-name man u f a c t u r e r 

and each of the g e n e r i c m a n u f a c t u r e r s f i l e d a motion f o r a 

summary judgment on K e l l o g g ' s f a i l u r e - t o - w a r n c l a i m ; the 

f e d e r a l d i s t r i c t c o u r t d e n i e d the motions. The c o u r t h e l d 

t h a t , because a l l the p a r t i e s agreed t h a t the defendant drug 

m a n u f a c t u r e r s owed a duty t o p r o v i d e adequate warning t o 

K e l l o g g ' s p r e s c r i b i n g p h y s i c i a n s , a j u r y q u e s t i o n e x i s t e d as 
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to whether the defendant drug m a n u f a c t u r e r s had p r o v i d e d 

a c c u r a t e and adequate warnings. The f e d e r a l d i s t r i c t c o u r t 

f u r t h e r h e l d t h a t the defendant drug m a n u f a c t u r e r s were not 

e n t i t l e d t o summary judgments f o r l a c k of a t r i a b l e i s s u e on 

pr o x i m a t e cause. S p e c i f i c a l l y , the c o u r t s t a t e d t h a t "[a] 

r e a s o n a b l e j u r y c o u l d conclude t h a t i n a d e q u a t e , m i s l e a d i n g and 

i n a c c u r a t e i n f o r m a t i o n p r o v i d e d by the [defendant drug 

m a n u f a c t u r e r s ] was a p r o x i m a t e cause of [ K e l l o g g ' s ] i n j u r y . " 

762 F. Supp. 2d a t 702. The f e d e r a l d i s t r i c t c o u r t f i n a l l y 

d e n i e d the summary-judgment motion f i l e d by the brand-name 

manufacturer on K e l l o g g ' s n e g l i g e n t - m i s r e p r e s e n t a t i o n , f r a u d , 

and fraud-by-concealment c l a i m s i n which K e l l o g g a l l e g e d t h a t 

the brand-name manufacturer of Reglan was l i a b l e f o r f a i l i n g 

t o use due care i n d i s s e m i n a t i n g i n f o r m a t i o n about the drug t o 

p h y s i c i a n s , t h e r e b y c a u s i n g the p h y s i c i a n s t o o v e r - p r e s c r i b e 

metoclopramide t o her. The brand-name manufacturer agreed 

t h a t i t had a duty t o p r o v i d e adequate warnings about Reglan 

to p h y s i c i a n s . However, i t contended t h a t i t owed no duty t o 

a d o c t o r who p r e s c r i b e s Reglan i f the pharmacy f i l l s the 

d o c t o r ' s p r e s c r i p t i o n w i t h a g e n e r i c brand. A p p l y i n g 

Vermont's n e g l i g e n c e law, the f e d e r a l d i s t r i c t c o u r t n o t e d 
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t h a t "a brand-name manufacturer owes a duty t o use r e a s o n a b l e 

c a r e t o a v o i d c a u s i n g i n j u r y t o consumers of the g e n e r i c 

b i o e q u i v a l e n t s of i t s drugs," 762 F. Supp. 2d a t 706, because 

" i t i s r e a s o n a b l y f o r e s e e a b l e t h a t a p h y s i c i a n w i l l r e l y upon 

a brand name manu f a c t u r e r ' s r e p r e s e n t a t i o n s — or the absence 

of r e p r e s e n t a t i o n s — about the r i s k of s i d e e f f e c t s of i t s 

drug, when d e c i d i n g t o p r e s c r i b e the drug f o r a p a t i e n t , 

r e g a r d l e s s of whether the p h a r m a c i s t f i l l s the p r e s c r i p t i o n 

w i t h a g e n e r i c form of the drug." 762 F. Supp. 2d a t 709. 

The f e d e r a l d i s t r i c t c o u r t t h e r e f o r e h e l d t h a t K e l l o g g had 

p r e s e n t e d t r i a b l e i s s u e s of f a c t r e g a r d i n g whether "her 

d o c t o r s r e l i e d on i n a c c u r a t e and m i s l e a d i n g i n f o r m a t i o n — or 

the absence of a c c u r a t e i n f o r m a t i o n -- from [the brand-name 

manufacturer] c o n c e r n i n g the r i s k s and e f f e c t s of l o n g - t e r m 

use of [ m e t o c l o p r a m i d e ] . " 762 F. Supp. 2d a t 710. 

In l o o k i n g a t the r e a s o n i n g i n F o s t e r and Conte, we note 

t h a t the F o s t e r c o u r t r e l i e d on the f i n d i n g t h a t a g e n e r i c 

m a n ufacturer of a p r e s c r i p t i o n drug i s r e s p o n s i b l e f o r the 

a c c u r a c y of l a b e l s p l a c e d on i t s p r o d u c t . F o s t e r was i s s u e d 

b e f o r e the Supreme Court d e c i d e d PLIVA, i n which i t h e l d t h a t 

a g e n e r i c m a n u f a c t u r e r ' s l a b e l must be i d e n t i c a l t o the brand-
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name l a b e l and t h a t a g e n e r i c manufacturer cannot u n i l a t e r a l l y 

change i t s l a b e l t o update a warning. The F o s t e r c o u r t ' s 

f i n d i n g t h a t m a n u f a c t u r e r s of g e n e r i c drugs are r e s p o n s i b l e 

f o r the r e p r e s e n t a t i o n s they make i n t h e i r l a b e l i n g r e g a r d i n g 

t h e i r p r o d u c t s i s f l a w e d based on the "sameness" requirement 

d i s c u s s e d i n PLIVA. 

Moreover, the a n a l y s i s i n F o s t e r confuses s t r i c t 

l i a b i l i t y and t o r t law. The F o s t e r c o u r t s t a t e d t h a t t h e r e i s 

"[n]o l e g a l p r e c e d e n t f o r u s i n g a name brand m a n u f a c t u r e r ' s 

statements about i t s own p r o d u c t as a b a s i s f o r l i a b i l i t y or 

i n j u r i e s caused by o t h e r m a n u f a c t u r e r s ' p r o d u c t s , over whose 

p r o d u c t i o n the name brand manufacturer had no c o n t r o l . " 29 

F.3d a t 170. I f a p l a i n t i f f brought a s t r i c t - l i a b i l i t y c l a i m 

and the i s s u e was one of a d e f e c t i n p r o d u c t i o n of the 

p r o d u c t , then the F o s t e r c o u r t ' s r e a s o n i n g would be sound. 

C e r t a i n l y , a manufacturer w i l l not be h e l d l i a b l e f o r another 

m a n u f a c t u r e r ' s p r o d u c t i o n , d e s i g n , or m a n u f a c t u r i n g d e f e c t . 

However, the F o s t e r c o u r t ' s r e a s o n i n g t h a t a brand-name 

manufacturer does not owe a duty t o persons t a k i n g the g e n e r i c 

v e r s i o n of t h e i r drug because the brand-name manufacturer d i d 

not manufacture t h a t drug i s f l a w e d when the cause of a c t i o n 
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r e l a t e s t o the warnings c o n t a i n e d i n the l a b e l i n g r e l a t i n g t o 

the drug and sound i n t o r t . In F o s t e r , the p l a i n t i f f s a l l e g e d 

t h a t i t was the inadequate warning t h a t caused t h e i r 

d a ughter's death, not how the drug i t s e l f was produced. 

Because a warning l a b e l i s not a p a r t of the m a n u f a c t u r i n g 

p r o c e s s , we do not agree t h a t the f a c t t h a t a brand-name 

manufacturer d i d not produce the v e r s i o n of the drug i n g e s t e d 

by the p l a i n t i f f b a r s the p l a i n t i f f ' s t o r t a c t i o n when the 

p l a i n t i f f i s a r g u i n g t h a t he or she was i n j u r e d by a f a i l u r e 

t o warn. 

We r e c o g n i z e t h a t the h o l d i n g i n PLIVA d i d not address 

f o r e s e e a b i l i t y as the F o s t e r c o u r t d i d . However, the Supreme 

Court c o n c l u d e d i n PLIVA t h a t the l a b e l i n g f o r a g e n e r i c drug 

i s r e q u i r e d by f e d e r a l r e g u l a t i o n s t o be the same as the 

l a b e l i n g f o r the brand-name drug. T h e r e f o r e , an o m i s s i o n or 

d e f e c t i n the l a b e l i n g f o r the brand-name drug would 

n e c e s s a r i l y be r e p e a t e d i n the g e n e r i c l a b e l i n g , f o r e s e e a b l y 

c a u s i n g harm t o a p a t i e n t who i n g e s t e d the g e n e r i c p r o d u c t . 

A brand-name ma n u f a c t u r e r i s w e l l aware of the e x p i r a t i o n of 

i t s p a t e n t and w e l l aware t h a t a g e n e r i c v e r s i o n of the drug 

w i l l be made when the p a t e n t e x p i r e s . I t i s r e c o g n i z e d t h a t 
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g e n e r i c s u b s t i t u t i o n s are a l l o w e d i n a l l 50 s t a t e s . A brand-

name manufacturer c o u l d r e a s o n a b l y f o r e s e e t h a t a p h y s i c i a n 

p r e s c r i b i n g a brand-name drug (or a g e n e r i c drug) t o a p a t i e n t 

would r e l y on the warning d r a f t e d by the brand-name 

manufacturer even i f the p a t i e n t u l t i m a t e l y consumed the 

g e n e r i c v e r s i o n of the drug. We now t u r n t o t h e i s s u e 

whether the Wyeth defendants owed a duty t o the Weekses as 

t h i r d p a r t i e s t o the a l l e g e d f r a u d i n f a i l i n g t o a d e q u a t e l y 

warn of the r i s k s of Reglan i n i t s l a b e l i n g . The Weekses r e l y 

on D e l t a H e a l t h Group, I n c . v. S t a f f o r d , s u p r a , which i n v o l v e d 

an a l l e g e d m i s r e p r e s e n t a t i o n made t o a t h i r d p a r t y . Tim 

S t a f f o r d and Lana S t a f f o r d a l l e g e d t h a t D e l t a H e a l t h Group and 

i t s i n s u r e r , Lumbermens Mutual C a s u a l t y Company, had f a l s e l y 

a ccused Tim S t a f f o r d of p i l f e r i n g from a n u r s i n g home owned by 

D e l t a H e a l t h b u i l d i n g m a t e r i a l f o r use on the S t a f f o r d s ' 

p e r s o n a l r e s i d e n c e . A f t e r D e l t a H e a l t h f i l e d a c l a i m w i t h 

Lumbermens f o r i t s a l l e g e d l o s s and a s s i g n e d i t s r i g h t s t o 

Lumbermens, Lumbermens sued Tim S t a f f o r d , a l l e g i n g c o n v e r s i o n . 

The S t a f f o r d s then sued D e l t a H e a l t h and Lumbermens, a l l e g i n g , 

among o t h e r t h i n g s , f r a u d u l e n t m i s r e p r e s e n t a t i o n . T h i s Court 

h e l d t h a t under l i m i t e d c i r c u m s t a n c e s a p l a i n t i f f may p r o p e r l y 
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s t a t e a f r a u d c l a i m based on a f a l s e r e p r e s e n t a t i o n t o a t h i r d 

p a r t y r a t h e r than t o the p l a i n t i f f . T h i s Court s t a t e d : 

"We agree w i t h S t a f f o r d t h a t i n c e r t a i n l i m i t e d 
c i r c u m s t a n c e s not r e l e v a n t here a p l a i n t i f f may 
p r o p e r l y s t a t e a f r a u d c l a i m even though the 
defendant makes a f a l s e r e p r e s e n t a t i o n t o a t h i r d 
p a r t y r a t h e r than t o the p l a i n t i f f . However, we do 
not r e a d Thomas [v. H a l s t e a d , 605 So. 2d 1181 ( A l a . 
1992] as e x c u s i n g a p l a i n t i f f from the requirement 
of e s t a b l i s h i n g h i s r e l i a n c e upon t h a t 
m i s r e p r e s e n t a t i o n . Thomas appears t o contemplate 
t h a t the p l a i n t i f f , i n f a c t , has r e l i e d on the 
defendant's m i s r e p r e s e n t a t i o n , even though the 
m i s r e p r e s e n t a t i o n was made t o another p a r t y . N e i t h e r 
have we l o c a t e d any o t h e r a u t h o r i t y t h a t p u r p o r t s t o 
excuse a p l a i n t i f f i n a f r a u d a c t i o n from 
e s t a b l i s h i n g the element of r e l i a n c e . 

" I n t h i s case, the r e c o r d i s d e v o i d of any 
evid e n c e t e n d i n g t o e s t a b l i s h t h a t S t a f f o r d r e l i e d 
t o h i s d e t r i m e n t on any of the a l l e g e d 
m i s r e p r e s e n t a t i o n s made by D e l t a H e a l t h t o 
Lumbermens. For t h i s r eason, we conclude t h a t 
S t a f f o r d f a i l e d t o produce s u f f i c i e n t e v i d e n c e t o 
c r e a t e a j u r y q u e s t i o n on each of the elements 
n e c e s s a r y f o r h i s f r a u d c l a i m . T h e r e f o r e , the t r i a l 
c o u r t e r r e d i n denying D e l t a H e a l t h ' s motion f o r a 
judgment as a ma t t e r of law r e g a r d i n g S t a f f o r d ' s 
f r a u d c l a i m ; t h a t c l a i m s h o u l d not have been 
s u b m i t t e d t o the j u r y . " 

887 So. 2d a t 899. 

D e l t a H e a l t h i s not the f i r s t time t h i s C ourt has 

addre s s e d a f r a u d c l a i m based on m i s r e p r e s e n t a t i o n s made not 

to a p l a i n t i f f but t o a t h i r d p a r t y . In Thomas v. H a l s t e a d , 

605 So. 2d 1181 ( A l a . 1992), a p a t i e n t sued h i s d e n t i s t 
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a l l e g i n g f r a u d , s p e c i f i c a l l y a l l e g i n g t h a t the d e n t i s t 

o b t a i n e d payment from the p a t i e n t ' s i n s u r e r f o r s e r v i c e s t h a t 

were never rendered. The p a t i e n t went t o see the d e n t i s t , 

who took s e v e r a l X-rays of h i s mouth and t o l d him he needed 

a d d i t i o n a l d e n t a l work. The p a t i e n t c l a i m e d t h a t the d e n t i s t 

was t o submit a form t o the p a t i e n t ' s i n s u r e r t o determine the 

i n s u r a n c e coverage. I n s t e a d , the d e n t i s t s u b m i t t e d a c l a i m 

f o r the a d d i t i o n a l work on the p a t i e n t ' s t e e t h , which had 

never been done. The p a t i e n t argued t h a t , even i f the 

m i s r e p r e s e n t a t i o n was not made d i r e c t l y t o him, "a 

m i s r e p r e s e n t a t i o n , made t o h i s i n s u r a n c e c a r r i e r , which i s 

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

d e n t a l expenses i n c u r r e d by him, i s s u f f i c i e n t t o s a t i s f y the 

m i s r e p r e s e n t a t i o n element of f r a u d . " 605 So. 2d a t 1184. 

"While g e n e r a l l y '[a] s t r a n g e r t o a t r a n s a c t i o n ... has no 

r i g h t of a c t i o n [ f o r f r a u d ] , ' t h e r e i s an e x c e p t i o n t o t h i s 

g e n e r a l r u l e : ' I f a t h i r d p erson i s i n j u r e d by the d e c e i t , he 

may r e c o v e r a g a i n s t the one who made p o s s i b l e the damages t o 

him by p r a c t i c i n g the d e c e i t i n the f i r s t p l a c e . ' 37 C.J.S. 

Fraud § 60, p. 344 (1943), see Sims v. T i g r e t t , 229 A l a . 486, 

158 So. 326 (1934)." 605 So. 2d a t 1184. 
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Sims v. T i g r e t t , 229 A l a . 486, 158 So. 326 (1934), 

i n v o l v e d d e c e i t i n the s e l l i n g of bonds. T h i s Court s t a t e d : 

"But we may observe t h a t i f defendant caused the 
r e p r e s e n t a t i o n s t o be made, and the p u b l i c were 
i n t e n d e d t o be t h e r e b y i n d u c e d t o a c t upon them, and 
p l a i n t i f f was w i t h i n the c l a s s of those so 
contemplated, the a c t i o n f o r d e c e i t a g a i n s t 
defendant may be m a i n t a i n e d by p l a i n t i f f , though 
defendant d i d not s e l l the bonds t o p l a i n t i f f , but 
s o l d them t o another, and he t o p l a i n t i f f , b o t h i n 
r e l i a n c e on the t r u t h of the r e p r e s e n t a t i o n s . K i n g  
v. L i v i n g s t o n Mfg. Co., 180 A l a . 118, 126, 60 So. 
143 [ ( 1 9 1 2 ) ] ; 26 C.J. 1121, §§ 47, 48." 

229 A l a . a t 491, 158 So. a t 330. 

The Wyeth defendants argue t h a t D e l t a H e a l t h i s 

d i s t i n g u i s h a b l e because t h i s C ourt has never extended t h i r d -

p a r t y f r a u d beyond the economic realm t o c l a i m s a l l e g i n g 

p h y s i c a l harm. We r e c o g n i z e t h a t D e l t a H e a l t h , Thomas, and 

Sims d i d not i n v o l v e a c l a i m of p h y s i c a l i n j u r y . However, 

p h y s i c a l harm s u f f e r e d by a consumer of p r e s c r i p t i o n 

m e d i c a t i o n would have been r e a s o n a b l y contemplated by a 

manufacturer who made f r a u d u l e n t statements on the war n i n g 

l a b e l r e l a t e d t o t h a t m e d i c a t i o n . 

The Wyeth defendants a l s o argue t h a t t h i s Court has never 

extended t h i r d - p a r t y - f r a u d l i a b i l i t y t o a defendant who d i d 

not manufacture the p r o d u c t about which the p l a i n t i f f i s 
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c o m p l a i n i n g . We a g a i n note t h a t p r e s c r i p t i o n m e d i c a t i o n i s 

u n l i k e o t h e r consumer p r o d u c t s . U n l i k e " c o n s t r u c t i o n 

machinery," "lawnmowers," or "perfume," which are "used t o 

make l i f e e a s i e r or t o p r o v i d e p l e a s u r e , " a p r e s c r i p t i o n drug 

"may be n e c e s s a r y t o a l l e v i a t e p a i n and s u f f e r i n g or t o 

s u s t a i n l i f e . " Brown v. S u p e r i o r Court of San F r a n c i s c o , 44 

C a l . 3d 1049, 1063, 245 C a l . R p t r . 412, 751 P.2d 740, 749 

(1988). P r e s c r i p t i o n m e d i c a t i o n i s h e a v i l y r e g u l a t e d by the 

FDA. I t can be o b t a i n e d o n l y through a h e a l t h - c a r e p r o v i d e r 

who can make a d e t e r m i n a t i o n as t o the b e n e f i t s and r i s k s of 

a drug f o r a p a r t i c u l a r p a t i e n t . A l s o , the Weekses' c l a i m s are 

not based on the m a n u f a c t u r i n g of the p r o d u c t but i n s t e a d 

a l l e g e t h a t the l a b e l — d r a f t e d by the brand-name 

manufacturer and r e q u i r e d by f e d e r a l law t o be the same as the 

l a b e l p l a c e d on the g e n e r i c v e r s i o n of the m e d i c a t i o n — 

f a i l e d t o warn. Moreover, the brand-name man u f a c t u r e r i s 

under a c o n t i n u i n g duty t o s u p p l y the FDA w i t h p o s t m a r k e t i n g 

r e p o r t s of s e r i o u s i n j u r y and can s t r e n g t h e n i t s warnings on 

i t s own a c c o r d . Wyeth v L e v i n e , s u p r a ; 21 C.F.R. § 

2 0 1 . 5 7 ( c ) ( 6 ) ( I ) ; 21 C.F.R. § 2 0 1 . 5 6 ( a ) ( 2 ) - ( b ) ( 1 ) . In c o n t r a s t , 

a g e n e r i c m a n u f a c t u r e r ' s l a b e l must be the same as the brand-
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name ma n u f a c t u r e r ' s l a b e l , and the g e n e r i c m a nufacturer cannot 

u n i l a t e r a l l y change i t s warning l a b e l . 

We r e c o g n i z e t h a t the p l a i n t i f f i n D e l t a H e a l t h d i d not 

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

e v i d e n c e i n d i c a t i n g t h a t he r e l i e d t o h i s d e t r i m e n t on any of 

the a l l e g e d m i s r e p r e s e n t a t i o n s made by h i s employer t o the 

employer's i n s u r e r . In a f r a u d case, d e t r i m e n t a l r e l i a n c e i s 

an e s s e n t i a l a s p e c t of showing t h a t the i n j u r y s u f f e r e d was 

caused by the f r a u d . "[A] f r a u d c l a i m f u l l y a c c r u e s once any 

l e g a l l y c o g n i z a b l e damage has p r o x i m a t e l y r e s u l t e d , i . e . , once 

the p l a i n t i f f has ' d e t r i m e n t a l l y ' r e l i e d on the f r a u d . " Ex  

p a r t e Haynes Downard Andra & Jones, LLP, 924 So. 2d 687, 694 

( A l a . 2005). In the p r e s e n t case, the Weekses have a l l e g e d 

t h a t Danny's p h y s i c i a n r e a s o n a b l y r e l i e d on the 

r e p r e s e n t a t i o n s made by the Wyeth defendants r e g a r d i n g the 

lo n g - t e r m use of Reglan i n p r e s c r i b i n g Reglan t o Danny. In 

o t h e r words, the Weekses are a r g u i n g t h a t i f a defe n d a n t ' s 

m i s r e p r e s e n t a t i o n t o a t h i r d p a r t y causes the t h i r d p a r t y t o 

take a c t i o n s r e s u l t i n g i n the p l a i n t i f f ' s i n j u r i e s , then the 

f a c t u a l c a u s a t i o n l i n k i s s a t i s f i e d and t h a t , here, a 

m i s r e p r e s e n t a t i o n t o Danny's p h y s i c i a n would d i r e c t l y impact 
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the m e d i c a l c a r e r e c e i v e d by Danny. 

In Stone v. Smith, K l i n e & French L a b o r a t o r i e s , 447 So. 

2d 1301 ( A l a . 1984), t h i s Court adopted the l e a r n e d -

i n t e r m e d i a r y d o c t r i n e i n a case a d d r e s s i n g whether a 

man u f a c t u r e r ' s duty t o warn extends beyond the p r e s c r i b i n g 

p h y s i c i a n t o the p h y s i c i a n ' s p a t i e n t who would u l t i m a t e l y use 

the drugs. The p r i n c i p l e b e h i n d the l e a r n e d - i n t e r m e d i a r y 

d o c t r i n e i s t h a t p r e s c r i b i n g p h y s i c i a n s a c t as l e a r n e d 

i n t e r m e d i a r i e s between a manufacturer and the consu m e r / p a t i e n t 

and t h a t , t h e r e f o r e , the p h y s i c i a n stands i n the b e s t p o s i t i o n 

t o e v a l u a t e a p a t i e n t ' s needs and t o a s s e s s the r i s k s and 

b e n e f i t s of a p a r t i c u l a r course of t r e a t m e n t f o r the p a t i e n t . 

A consumer can o b t a i n a p r e s c r i p t i o n drug o n l y through a 

p h y s i c i a n or o t h e r q u a l i f i e d h e a l t h - c a r e p r o v i d e r . 21 U.S.C. 

§ 3 5 3 ( b ) ( 1 ) . P h y s i c i a n s are t r a i n e d t o u n d e r s t a n d the h i g h l y 

t e c h n i c a l warnings r e q u i r e d by the FDA i n drug l a b e l i n g . 21 

C.F.R. § 201.56. The l e a r n e d - i n t e r m e d i a r y d o c t r i n e was 

e s t a b l i s h e d i n Marcus v. S p e c i f i c P h a r m a c e u t i c a l s , 191 M i s c . 

285, 77 N.Y.S.2d 508 (N.Y. Sup. Ct. 1948), as an a b s o l u t e 

defense f o r " f a i l u r e t o warn" c a s e s . As a M a t t e r of F a c t or  

a M a t t e r of Law: The Learned I n t e r m e d i a r y D o c t r i n e i n Alabama, 
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53 A l a . L. Rev. 1299, 1301 (2002). 

" P r e s c r i p t i o n drugs are l i k e l y t o be complex 
m e d i c i n e s , e s o t e r i c i n f o r m u l a and v a r i e d i n e f f e c t . 
As a m e d i c a l e x p e r t , the p r e s c r i b i n g p h y s i c i a n can 
take i n t o account the p r o p e n s i t i e s of the drug, as 
w e l l as the s u s c e p t i b i l i t i e s of h i s p a t i e n t . H i s i s 
a t a s k of w e i g h i n g the b e n e f i t s of any m e d i c a t i o n 
a g a i n s t i t s p o t e n t i a l dangers. The c h o i c e he makes 
i s an i n f o r m e d one, an i n d i v i d u a l i z e d m e d i c a l 
judgment bottomed on a knowledge of b o t h p a t i e n t and 
p a l l i a t i v e . " 

Reyes v. Wyeth Labs., 498 F.2d 1264, 1276 (5th C i r . 1974). 

The l e a r n e d - i n t e r m e d i a r y d o c t r i n e r e c o g n i z e s the r o l e of 

the p h y s i c i a n as a l e a r n e d i n t e r m e d i a r y between a drug 

manufacturer and a p a t i e n t . As the U n i t e d S t a t e s Court of 

Appeals f o r the E l e v e n t h C i r c u i t has e x p l a i n e d : 

" I n cases i n v o l v i n g complex p r o d u c t s , such as 
those i n which p h a r m a c e u t i c a l companies are s e l l i n g 
p r e s c r i p t i o n drugs, the l e a r n e d i n t e r m e d i a r y 
d o c t r i n e a p p l i e s . Under the l e a r n e d i n t e r m e d i a r y 
d o c t r i n e , a m a n u f a c t u r e r ' s duty t o warn i s l i m i t e d 
t o an o b l i g a t i o n t o a d v i s e the p r e s c r i b i n g p h y s i c i a n 
of any p o t e n t i a l dangers t h a t may r e s u l t from the 
use of i t s p r o d u c t . T h i s s t a n d a r d i s 'an 
u n d e r s t a n d a b l e e x c e p t i o n t o the Restatement's 
g e n e r a l r u l e t h a t one who markets goods must warn 
f o r e s e e a b l e u l t i m a t e u s e r s of dangers i n h e r e n t i n 
h i s p r o d u c t s . ' As such, we r e l y on the e x p e r t i s e of 
the p h y s i c i a n i n t e r m e d i a r y t o b r i d g e the gap i n 
s p e c i a l cases where the p r o d u c t and r e l a t e d warning 
are s u f f i c i e n t l y complex so as not t o be f u l l y 
a p p r e c i a t e d by the consumer. ... '[U]nder the 
" l e a r n e d i n t e r m e d i a r y d o c t r i n e " the adequacy of [the 
defendant's] warning i s measured by i t s e f f e c t on 
the p h y s i c i a n , ... t o whom i t owed a duty t o warn, 
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and not by i t s e f f e c t on [the consumer].'" 

Toole v. B a x t e r H e a l t h c a r e Corp., 235 F.3d 1307, 1313-14 (11th 

C i r . 2 0 0 0 ) ( c i t a t i o n s o m i t t e d ) . 

A p r e s c r i p t i o n - d r u g m a n u f a c t u r e r f u l f i l l s i t s duty t o 

warn the u l t i m a t e u s e r s of the r i s k s of i t s p r o d u c t by 

p r o v i d i n g adequate warnings t o the l e a r n e d i n t e r m e d i a r i e s who 

p r e s c r i b e the drug. Once t h a t duty i s f u l f i l l e d , the 

manufacturer has no f u r t h e r duty t o warn the p a t i e n t d i r e c t l y . 

However, i f the warning t o the l e a r n e d i n t e r m e d i a r y i s 

inadequate or m i s r e p r e s e n t s the r i s k , the ma n u f a c t u r e r remains 

l i a b l e f o r the i n j u r i e s s u s t a i n e d by the p a t i e n t . The p a t i e n t 

must show t h a t the ma n u f a c t u r e r f a i l e d t o warn the p h y s i c i a n 

of a r i s k not o t h e r w i s e known t o the p h y s i c i a n and t h a t the 

f a i l u r e t o warn was the a c t u a l and p r o x i m a t e cause of the 

p a t i e n t ' s i n j u r y . In s h o r t , the p a t i e n t must show t h a t , but 

f o r the f a l s e r e p r e s e n t a t i o n made i n the warning, the 

p r e s c r i b i n g p h y s i c i a n would not have p r e s c r i b e d the m e d i c a t i o n 

t o h i s p a t i e n t . 

C o n c l u s i o n 

We answer the q u e s t i o n as f o l l o w s : Under Alabama law, a 

brand-name drug company may be h e l d l i a b l e f o r f r a u d or 
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m i s r e p r e s e n t a t i o n (by m isstatement or o m i s s i o n ) , based on 

statements i t made i n c o n n e c t i o n w i t h the manufacture of a 

brand-name p r e s c r i p t i o n drug, by a p l a i n t i f f c l a i m i n g p h y s i c a l 

i n j u r y caused by a g e n e r i c drug manufactured by a d i f f e r e n t 

company. U n l i k e o t h e r consumer p r o d u c t s , p r e s c r i p t i o n drugs 

are h i g h l y r e g u l a t e d by the FDA. B e f o r e a p r e s c r i p t i o n drug 

may be s o l d t o a consumer, a p h y s i c i a n or o t h e r q u a l i f i e d 

h e a l t h - c a r e p r o v i d e r must w r i t e a p r e s c r i p t i o n . The U n i t e d 

S t a t e s Supreme Court i n Wyeth v. L e v i n e r e c o g n i z e d t h a t 

Congress d i d not preempt common-law t o r t s u i t s , and i t appears 

t h a t the FDA t r a d i t i o n a l l y r e g a r d e d s t a t e law as a 

complementary form of drug r e g u l a t i o n : The FDA has l i m i t e d 

r e s o u r c e s t o m o n i t o r the 11,000 drugs on the market, and 

m a n u f a c t u r e r s have s u p e r i o r access t o i n f o r m a t i o n about t h e i r 

drugs, e s p e c i a l l y i n the p o s t m a r k e t i n g phase as new r i s k s 

emerge; s t a t e - l a w t o r t s u i t s uncover unknown drug hazards and 

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

r i s k s p r o m p t l y and serve a d i s t i n c t compensatory f u n c t i o n t h a t 

may m o t i v a t e i n j u r e d persons t o come f o r w a r d w i t h i n f o r m a t i o n . 

Wyeth v. L e v i n e , 555 U.S. a t 578-79. 

FDA r e g u l a t i o n s p r o v i d e t h a t a g e n e r i c - d r u g 

51 



1101397 

ma n u f a c t u r e r ' s l a b e l i n g f o r a p r e s c r i p t i o n drug must be 

e x a c t l y the same as the brand-name-drug m a n u f a c t u r e r ' s 

l a b e l i n g . The Supreme Court i n PLIVA h e l d t h a t i t would have 

been i m p o s s i b l e f o r the g e n e r i c - d r u g m a n u f a c t u r e r s t o change 

t h e i r warning l a b e l s w i t h o u t v i o l a t i n g the f e d e r a l r equirement 

t h a t the warning on a g e n e r i c drug must match the warning on 

the brand-name v e r s i o n , preempting f a i l u r e - t o - w a r n c l a i m s 

a g a i n s t g e n e r i c m a n u f a c t u r e r s . 

In the c o n t e x t of inadequate warnings by the brand-name 

manufacturer p l a c e d on a p r e s c r i p t i o n drug manufactured by a 

g e n e r i c - d r u g m a n u f a c t u r e r , i t i s not f u n d a m e n t a l l y u n f a i r t o 

h o l d the brand-name manufacturer l i a b l e f o r warnings on a 

p r o d u c t i t d i d not produce because the m a n u f a c t u r i n g p r o c e s s 

i s i r r e l e v a n t t o m i s r e p r e s e n t a t i o n t h e o r i e s based, not on 

m a n u f a c t u r i n g d e f e c t s i n the p r o d u c t i t s e l f , but on 

i n f o r m a t i o n and warning d e f i c i e n c i e s , when those a l l e g e d 

m i s r e p r e s e n t a t i o n s were d r a f t e d by the brand-name manufacturer 

and merely r e p e a t e d by the g e n e r i c m a n u f a c t u r e r . 

QUESTION ANSWERED. 

Malone, C.J., and Woodall, S t u a r t , P a r k e r , Shaw, Main, 

and Wise, J J . , concur. 

Murdock, J . , d i s s e n t s ( w r i t i n g t o f o l l o w ) . 
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