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Supplemental B r i e f 
of the Chamber of Commerce the United States of America, 

as Amicus Curiae, Regarding 
^tual Pharmaceutical Co. v. Bartlett, 

133 S. Ct. 2466 (2013) 

In M u t u al P h a r m a c e u t i c a l Co. v. B a r t l e t t , 133 S. Ct. 

2466 (2013), the U.S. Supreme Court h e l d t h a t because 

f e d e r a l law bar s g e n e r i c drug m a n u f a c t u r e r s from making 

l a b e l changes, f e d e r a l law preempted a s t a t e law d e s i g n -

d e f e c t c l a i m t h a t would have r e q u i r e d a g e n e r i c drug 

m a n u f a c t u r e r t o change i t s warning l a b e l . The B a r t l e t t 

d e c i s i o n c o n f i r m s t h a t i t i s not the r o l e of a c o u r t t o 

" d i s t o r t " e x i s t i n g law t o make an end-run around 

preemption. A s i d e from t h a t bedrock p r i n c i p l e , B a r t l e t t 

does not a p p l y t h i s t o t h i s case - which i n v o l v e s a s t a t e 

law c l a i m a g a i n s t a brand-name drug m a n u f a c t u r e r . 

ARGUMENT 

I. B a r t l e t t ' s Holding That Federal Law Preempts State 
Common Law Claims That Would Require A Generic Drug 
Manufacturer To Change Its Warning Label Does Not Apply 
To The Claims In This Case Against A Brand-Name 
Manufacturer. 

The p l a i n t i f f i n Mutual P h a r m a c e u t i c a l Co. v. B a r t l e t t , 

133 S. Ct. 2466, 2472 (2013), i n g e s t e d a g e n e r i c form of 

the drug s u l i n d a c f o r s h o u l d e r p a i n . Upon s u s t a i n i n g 
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i n j u r i e s , she sued the m a n u f a c t u r e r of t h a t g e n e r i c drug 

f o r d e s i g n d e f e c t under New Hampshire law. I d . 

R e l y i n g on i t s e a r l i e r d e c i s i o n i n PLIVA, I n c . v.  

Mensing, 131 S. Ct. 2567, 2581-82 (2011), the Supreme Court 

h e l d t h a t the p l a i n t i f f ' s s t a t e law d e s i g n - d e f e c t c l a i m was 

preempted by f e d e r a l law t h a t p r e v e n t s g e n e r i c drug 

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

p r o d u c t s : 

Given the i m p o s s i b i l i t y of r e d e s i g n i n g s u l i n d a c , 
the o n l y way f o r Mutual t o a m e l i o r a t e the drug's 
" r i s k - u t i l i t y " p r o f i l e — and thus t o escape 
l i a b i l i t y — was t o s t r e n g t h e n "the presence and 
e f f i c a c y of [ s u l i n d a c ' s ] w a r n i n g " . . . . New  
Hampshire's d e s i g n - d e f e c t cause of a c t i o n imposed  
a duty on Mutual t o s t r e n g t h e n s u l i n d a c ' s  
warnings. 

As PLIVA made c l e a r , f e d e r a l law p r e v e n t s g e n e r i c  
drug m a n u f a c t u r e r s from changing t h e i r l a b e l s 
. . . . Thus, f e d e r a l law p r o h i b i t e d M u t ual from 
t a k i n g the r e m e d i a l a c t i o n r e q u i r e d t o a v o i d 
l i a b i l i t y under New Hampshire law. 

Because i t i s i m p o s s i b l e f o r Mutual and o t h e r 
s i m i l a r l y s i t u a t e d m a n u f a c t u r e r s t o comply w i t h 
b o t h s t a t e and f e d e r a l law, New Hampshire's  
warning-based d e s i g n - d e f e c t cause of a c t i o n i s  
pre-empted w i t h r e s p e c t t o FDA-approved drugs s o l d 
i n i n t e r s t a t e commerce. 

B a r t l e t t , 133 S. Ct. at 2475, 2 4 7 6-7 7(emphases added). 
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B a r t l e t t ' s h o l d i n g r e g a r d i n g preemption of 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 s not a p p l i c a b l e t o and 

s h o u l d have no e f f e c t on the Weekses' c l a i m s a g a i n s t the 

brand-name m a n u f a c t u r e r s i n t h i s case. Both Ms. B a r t l e t t 

and Mr. Weeks took g e n e r i c drugs. Ms. B a r t l e t t sued the 

company t h a t manufactured the g e n e r i c drug t h a t she c l a i m e d 

harmed her, w h i l e Mr. Weeks i s s u i n g brand-name 

ma n u f a c t u r e r s t h a t d i d not manufacture the g e n e r i c drug 

t h a t he c l a i m s harmed him. 

II. B a r t l e t t and Mensing Confirm That I t Is Not The 
Judiciary's Duty To " D i s t o r t " E x i s t i n g Jurisprudence To 
Evade Federal Preemption. 

In Mensing, 131 S. Ct. at 2581-82, the Supreme Court 

m a j o r i t y 1 r e j e c t e d the d i s s e n t e r s ' 2 r e q u e s t s t o " d i s t o r t " 

e x i s t i n g law t o a l l o w g e n e r i c drug consumers t o seek common 

law remedies. In p a r t i c u l a r , the m a j o r i t y s t a t e d t h a t " ' 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 . ' " I d . ( q u o t i n g Cuomo v. C l e a r i n g House Ass'n, 

1 J u s t i c e Thomas au t h o r e d the m a j o r i t y o p i n i o n i n 
Mensing; he was j o i n e d by C h i e f J u s t i c e Roberts and 
J u s t i c e s S c a l i a , Kennedy, and A l i t o . 

2 J u s t i c e Sotomayor a u t h o r e d the d i s s e n t i n g o p i n i o n ; 
she was j o i n e d by J u s t i c e s G i n s b u r g , B r e y e r , and Kagan. 
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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 ) (some 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 ) ) . In the same way, the m a j o r i t y 

wrote t h a t i t would "not d i s t o r t the Supremacy Cla u s e i n 

o r d e r t o " guarantee p l a i n t i f f s a remedy and r e i t e r a t e d t h a t 

" [ a ] s 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 they so d e s i r e . " I d . 

F o l l o w i n g Mensing, the m a j o r i t y 3 i n B a r t l e t t , 133 S. 

Ct. at 2480, acknowledged t h a t " [ r ] e s p o n d e n t ' s s i t u a t i o n i s 

t r a g i c and evokes deep sympathy," but c o n c l u d e d t h a t "a 

s t r a i g h t f o r w a r d a p p l i c a t i o n of pre-emption law r e q u i r e s 

t h a t the judgment below be r e v e r s e d . " R e j e c t i n g the 

impetus t o d i s t o r t s e t t l e d law t o a c h i e v e a p a r t i c u l a r 

p o l i c y outcome, the Court i n s t e a d r e a f f i r m e d t h a t "sympathy 

f o r [a p a r t y ] does not r e l i e v e us of the r e s p o n s i b i l i t y of 

f o l l o w i n g the law." I d . at 2478. 

The U.S. Supreme C o u r t ' s c o n c l u s i o n s i n Mensing, 131 S. 

Ct. at 2582, t h a t "[w]e w i l l not d i s t o r t the Supremacy 

3 J u s t i c e A l i t o a u t h o r e d the m a j o r i t y o p i n i o n i n 
B a r t l e t t ; he was j o i n e d by C h i e f J u s t i c e Roberts and 
J u s t i c e s S c a l i a , Kennedy, and Thomas. J u s t i c e Sotomayor 
a u t h o r e d a d i s s e n t i n which J u s t i c e G i n s b u r g j o i n e d ; 
J u s t i c e B r e y e r a u t h o r e d a s e p a r a t e d i s s e n t i n which J u s t i c e 
Kagan j o i n e d . 
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C l a u s e " and i n B a r t l e t t , 133 S. Ct. at 2478 t h a t "sympathy 

. . . does not r e l i e v e us of the r e s p o n s i b i l i t y of 

f o l l o w i n g the law," c o n f i r m t h a t the a p p r o p r i a t e r o l e of 

the J u d i c i a r y i s t o i n t e r p r e t the law, not t o make new law. 

L i k e the U n i t e d S t a t e s C o n s t i t u t i o n , the Alabama 

C o n s t i t u t i o n s e p a r a t e s the j u d i c i a l power t o i n t e r p r e t law 

from the l e g i s l a t i v e power t o b a l a n c e p o l i c y c o n s i d e r a t i o n s 

and make law. See A l a . Const. a r t . I I I , § 42 (1901); i d . 

at § 43 ("[T]he j u d i c i a l [department] s h a l l never e x e r c i s e 

the l e g i s l a t i v e and e x e c u t i v e powers, or e i t h e r of them; t o 

the end t h a t i t may be a government of laws and not of 

men."). T h i s Court has t r a d i t i o n a l l y r e s p e c t e d t h a t 

s e p a r a t i o n - even when i t might mean denying an i n j u r e d 

p l a i n t i f f a remedy. See, e.g., Alabama S t a t e Docks  

T e r m i n a l Ry. v. L y l e s , 797 So. 2d 432, 439 ( A l a . 2001) 

("The d o c t r i n e of s e p a r a t i o n of powers p r e v e n t s t h i s Court 

from f a s h i o n i n g , from whole c l o t h , some unique l e g a l remedy 

s u i t e d t o L y l e s ' s a l l e g e d wrong; f a s h i o n i n g such a remedy 

would be w i t h i n the p r o v i n c e of the L e g i s l a t u r e , s u b j e c t 

n o n e t h e l e s s t o the c o n s t r a i n t s of A r t . I I I , § 14 [ s o v e r e i g n 

i m m u n i t y ] . " ) . 
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Moreover, c o n s t i t u t i o n a l c o n s i d e r a t i o n s a s i d e , t h i s 

Court has r e c o g n i z e d t h a t the J u d i c i a r y i s (as a p r a c t i c a l 

matter) i l l - s u i t e d t o address the complex p o l i c y concerns 

b e t t e r l e f t t o the p o l i t i c a l b ranches: 

[ C ] o u r t s must not i n t r u d e i n t o realms of p o l i c y 
e x c e e d i n g t h e i r i n s t i t u t i o n a l competence. The 
j u d i c i a l branch l a c k s the f a c t - f i n d i n g a b i l i t y of 
the l e g i s l a t u r e , and the s p e c i a l e x p e r t i s e of the 
e x e c u t i v e departments. . . . [Courts] s h o u l d not 
attempt t o b a l a n c e the d e t a i l e d and competing 
elements of l e g i s l a t i v e or e x e c u t i v e d e c i s i o n s . 

Ex p a r t e Cranman, 792 So. 2d 392, 410 ( A l a . 2000) ( i n t e r n a l 

q u o t a t i o n marks and c i t a t i o n s o m i t t e d . ) ; a c c o r d R i e g e l v.  

M e d t r o n i c , 552 U.S. 312, 325 (2008) ( r e j e c t i n g the r e q u e s t 

t o " t u r n s o m e r s a u l t s t o c r e a t e " a d i s t i n c t i o n t h a t would 

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

m a n u f a c t u r e r ) . 

The Supremacy C l a u s e commands t h a t s t a t e law must g i v e 

way when f e d e r a l p o l i c y m a k e r s have spoken. A c c o r d i n g l y , 

t h i s Court must r e s p e c t the f e d e r a l FDA's d e c i s i o n t o 

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

C r i t i c a l l y , though, i n so d o i n g , t h i s Court must a l s o 

suppress the impulse t o " t u r n s o m e r s a u l t s , " R i e g e l , 552 

U.S. at 325, or t o " f a s h i o n [ ] , from whole c l o t h , some 

unique l e g a l remedy [ a g a i n s t brand-name drug m a n u f a c t u r e r s ] 
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s u i t e d t o [Mr. Weeks's] a l l e g e d wrong" caused by i n g e s t i o n 

of a g e n e r i c drug. L y l e s , 797 So. 2d at 439. 4 

The c o r o l l a r y t o the r u l e t h a t c o u r t s s h o u l d not 

m a n i p u l a t e e x i s t i n g law t o c r e a t e remedies, of c o u r s e , i s 

t h a t the p o l i t i c a l branches can do so. And indeed, t h i s 

Court has r e c o g n i z e d t h a t i t i s f o r the p o l i t i c a l branches 

t o b a l a n c e competing p u b l i c p o l i c i e s and determine whether 

t o p r o v i d e r e l i e f from l e g i s l a t i v e b ars t o i n d i v i d u a l 

r e c o v e r y . See, e.g., Cranman, 792 So. 2d at 399 n.9 

( s t a t i n g t h a t i n s e c t i o n s "§ 41-9-60 t o -74, A l a . Code 

1975, . . . the L e g i s l a t u r e e s t a b l i s h e d the Board of 

Adjustment, . . . r e c o g n i z [ i n g ] a moral o b l i g a t i o n [to] 

extend[] a measure of compensation . . . when the r u l e of 

4 In a case m a t e r i a l l y i d e n t i c a l t o t h i s one -
i n v o l v i n g f r a u d and m i s r e p r e s e n t a t i o n c l a i m s brought 
a g a i n s t brand-name Reglan m a n u f a c t u r e r s by a p l a i n t i f f who 
had i n g e s t e d o n l y g e n e r i c metoclopramide - a unanimous 
p a n e l of the U.S. Court of Appeals f o r the E l e v e n t h C i r c u i t 
r e c e n t l y r e f u s e d t o a l l o w the p l a i n t i f f ' s s u i t t o proceed. 
I t d i d so even w h i l e r e c o g n i z i n g t h a t "the d i s p o s i t i o n of 
t h i s case may l e a v e [the p l a i n t i f f ] and those s i m i l a r l y 
s i t u a t e d w i t h o u t a remedy"; any " r e d r e s s , " the E l e v e n t h 
C i r c u i t s a i d , " l i e s w i t h Congress or the [ s t a t e ] 
l e g i s l a t u r e , not w i t h t h i s C o u r t . " Guarino v. Wyeth, LLC, 
No. 12-13263, 2013 U.S. App. LEXIS 12966, *22-*23 (11th 
C i r . June 25, 2013). The c o u r t s a i d t h a t i t was " s t e e l [ e d ] 
. . . i n [ i t s ] d e t e r m i n a t i o n " t h a t p l a i n t i f f had no cause 
of a c t i o n by the " l e g i o n " of i d e n t i c a l cases - the 
"mountain of a u t h o r i t y " - so h o l d i n g i n i d e n t i c a l c a s es. 
I d . at *21. 
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s o v e r e i g n immunity exempts the S t a t e and i t s r e s p e c t i v e 

a g e n c i e s from s u i t " ) . A c c o r d i n g l y , any change t o address 

the " u n f o r t u n a t e hand" d e a l t t o p l a i n t i f f s , Mensing, 131 S. 

Ct. at 2581, s h o u l d be undertaken by Congress or the FDA, 

not t h i s C o u r t . 

CONCLUSION 

B a r t l e t t ' s h o l d i n g t h a t f e d e r a l d r u g - l a b e l i n g 

r e g u l a t i o n s preempt c e r t a i n s t a t e law c l a i m s a g a i n s t 

g e n e r i c drug m a n u f a c t u r e r s does not a p p l y t o t h i s case 

a g a i n s t brand-name drug m a n u f a c t u r e r s . But B a r t l e t t ' s 

r e c o g n i t i o n t h a t the J u d i c i a r y s h o u l d not " d i s t o r t " 

e x i s t i n g law i n an e f f o r t t o e n g i n e e r a remedy f o r a 

s y m p a t h e t i c p l a i n t i f f a p p l i e s d i r e c t l y t o t h i s case. 

The Court s h o u l d g r a n t the A p p l i c a t i o n f o r Rehea r i n g , 

withdraw the O p i n i o n , and i s s u e a new o p i n i o n t h a t answers 

the c e r t i f i e d q u e s t i o n i n the n e g a t i v e . 
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David A. L e s t e r 
E m a i l : d l e s t e r @ j o n e s w a l k e r . c o m 
JONES WALKER WAECHTER POITEVENT 

CARRERE & DENEGRE, LLP 
One F e d e r a l P l a c e , S u i t e 1100 
1819 5th Avenue No r t h 
Birmingham, AL 35203 
Telephone: (205) 244-5200 
F a c s i m i l e : (205) 244-5400 

R i c h a r d A. Dean 
E m a i l : r d e a n @ t u c k e r e l l i s . c o m 
Hugh M. S t a n l e y 
E m a i l : h s t a n l e y @ t u c k e r e l l i s . c o m 
TUCKER, ELLIS & WEST LLP 
1150 H u n t i n g t o n B u i l d i n g 
925 E u c l i d Avenue 
C l e v e l a n d , OH 44115 
Telephone: (216) 592-5000 
F a c s i m i l e : (216) 592-5009 
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W i l l i a m C h r i s t o p h e r W a l l e r , J r . 
E m a i l : c w a l l e r @ b a l l - b a l l . c o m 
BALL, BALL, MATTHEWS & NOVAK, P.A. 
P. O. Box 2148 
Montgomery, AL 36102-2148 
Telephone: (334) 387-7680 
F a c s i m i l e : (334) 387-3222 

C h r i s t o p h e r Gadsden Hume, I I I 
E m a i l : chume@ball-ball.com 
BALL, BALL, MATTHEWS & NOVAK, P.A. 
107 S a i n t F r a n c i s S t r e e t , S u i t e 2515 
M o b i l e , AL 36602 
Telephone: (251) 338-2721 
F a c s i m i l e : (251) 338-2722 

R i c h a r d Oetheimer 
E m a i l : roetheimer@goodwinprocter.com 
GOODWIN PROCTER LLP 
Exchange P l a c e 
53 S t a t e S t r e e t 
Boston, MA 02109 
Telephone: (617) 570-1000 
F a c s i m i l e : (617) 523-1231 

Jonathan I . P r i c e 
E m a i l : j price@goodwinprocter.com 
GOODWIN PROCTER LLP 
The New York Times B u i l d i n g 
620 E i g h t h Avenue 
New York, NY 10018 
Telephone: (212) 813-8800 
F a c s i m i l e : (212) 355-3333 

/ s / Ed R. Haden 
Of Counsel 
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