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1. Agency may award  t o  f i r m  w h i c h  d o e s  n o t  h a v e  
Food and  Drug A d m i n i s t r a t i o n  ( F D A )  p e r m i s s i o n  
t o  m a r k e t  s o l i c i t e d  s u r g i c a l  d e v i c e  a t  t h e  
t i m e  o f  award where  s o l i c i t a t i o n  p r o v i s i o n  
wh ich  r e q u i r e s  n e e d e d  FDA a p p r o v a l  d o e s  n o t  
r e q u i r e  t h a t  o f f e r o r  h a v e  a p p r o v a l  p r io r  to 
award. 

2. D e t e r m i n a t i o n  b y  Food and  Drug A d m i n i s t r a t i o n  
t h a t  a m a n u f a c t u r e r  o f  a s u r g i c a l  d e v i c e  c a n  
c o m m e r c i a l l y  m a r k e t  i t s  d e v i c e  i s  n o t  s u b j e c t  
t o  r e v i e w  b y  GAO. 

i 

3. C o n t e n t i o n  t h a t  c o n t r a c t o r  is  s u p p l y i n g  
n o n c o n f o r m i n g  p r o d u c t s  i s  a mat ter  of  
c o n t r a c t  c o m p l i a n c e  and  a d m i n i s t r a t i o n  n o t  
f o r  r e v i e w  u n d e r  GAO Bid P r o t e s t  P r o c e d u r e s .  

Impact I n s t r u m e n t a t i o n ,  I n c .  ( Impac t ) ,  p ro t e s t s  t h e  
award  o f  a c o n t r a c t  t o  H . C . H .  P r o d u c t s ,  I n c .  ( H C H ) ,  t h e  low 
acceptab le  o f f e r o r  u n d e r  request  f o r  proposals  ( R F P )  
N o .  DLA120-84-R-0398 i s s u e d  b y  t h e  D e f e n s e  P e r s o n n e l  S u p p o r t  
C e n t e r  (DPSC) ,  D e f e n s e  Logis t ics  Agency ( D L A ) .  

The s o l i c i t a t i o n  was for 187 s u r g i c a l  s u c t i o n  a n d  
p r e s s u r e  a p p a r a t u s e s  f o r  f i e l d  u s e .  I m p a c t  c o n t e n d s  t h a t  
H C H  d i d  n o t  meet t h e  RFP r e q u i r e m e n t  t h a t  t h e  p r o d u c t  
o f f e r e d  meet t h e  r e q u i r e m e n t s  o f  t h e  F e d e r a l  Food ,  Drug and  
Cosmetic A c t  (FFDCA) a n d  i m p l e m e n t i n g  r e g u l a t i o n  f o r  
a p p r o v a l  o f  s u r g i c a l  d e v i c e s .  F u r t h e r m o r e ,  I m p a c t  a l l e g e s  
t h a t  t h e  i t e m  HCH h a s  o f f e r e d  d o e s  n o t  meet t h e  RFP 
s p e c i f i c a t i o n s  a n d  t h u s  HCH i n t e n d s  to  s u p p l y  a 
n o n c o n f o r m i n g  p r o d u c t .  

W e  d e n y  t h e  p r o t e s t  i n  p a r t  a n d  d i s m i s s  i t  i n  p a r t .  

The  RFP c o n t a i n e d  t h e  f o l l o w i n g  s p e c i f i c a t i o n :  
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" F e d e r a l  Food,  Drug and  Cosmetic A c t .  I f  t h e  
p r o d u c t  c o v e r e d  by t h i s  d o c u m e n t  h a s  S e e n  
d e t e r m i n e d  b y  t h e  U . S .  Food and  Drug A d m i n i s -  
t r a t i o n  t o  b e  u n d e r  i t s  j u r i s d i c t i o n ,  t h e  
o f f e r o r / c o n t r a c t o r  s h a l l  c o m p l y ,  . . . w i t h  
t h e  r e q u i r e m e n t s  of t h e  F e d e r a l  Food, Drug 
and C o s m e t i c  A c t ,  a s  amended,  and  r e g u l a t i o n s  
p r o m u l g a t e d  t h e r e u n d e r  . . . . ' I  

DLA r epor t s  t h a t  t h e  s u r g i c a l  d e v i c e  s o l i c i t e d  is 
c o v e r e d  by  t h e  FFDCA, and  t h u s  t h e  p r e m a r k e t  n o t i f i c a t i o n  
p r o c e d u r e s ,  2 1  C . F . R .  p a r t  8 0 7  (1984), i s s u e d  by  t h e  Food 
and  Drug A d m i n i s t r a t i o n  ( F D A )  a p p l y  to  t h i s  d e v i c e .  T h i s  
r e g u l a t i o n  e s s e n t i a l l y  r e q u i r e s  t h e  m a n u f a c t u r e r  o f  a s u r g i -  
c a l  d e v i c e  t o  s u b m i t  to  t h e  FDA i n f o r m a t i o n  c o n c e r n i n g  t h e  
m a n u f a c t u r i n g  c o n c e r n  a n d  t h e  p r o d u c t  i t  p r o p o s e s  t o  
m a r k e t .  The n o t i f i c a t i o n  t o  t h e  F D A  i s  c a l l e d  s e c t i o n  
5 1 0 ( k )  n o t i f i c a t i o n ,  a n d ,  a f t e r  n o t i f i c a t i o n ,  t h e  FDA 
r e n d e r s  a d e c i s i o n  a s  t o  w h e t h e r  t h e  p r o d u c t  may b e  
m a r k e t e d .  

The  r e c o r d  c o n t a i n s  a l e t t e r  d a t e d  A u g u s t  1 0 ,  1 9 8 4 ,  
r e c e i v e d  S e p t e m b e r  2 5 ,  f r o m  HCH t o  t h e  FDA p r o v i d i n g  t h e  
r e q u i s i t e  S l O ( k )  n o t i f i c a t i o n .  By l e t t e r  d a t e d  O c t o b e r  11, 
1 9 8 4 ,  t h e  FDA d e t e r m i n e d  t h a t  H C H ' s  d e v i c e  was " s u b s t a n -  
t i a l l y  e q u i v a l e n t "  t o  a d e v i c e  m a r k e t e d  p r i o r  t o  t h e  M e d i c a l  
D e v i c e s  Amendments t o  t h e  FFDCA. T h u s ,  FDA a d v i s e d  HCH t h a t  
i t  c o u l d  m a r k e t  i n  i n t e r s t a t e  commerce i t s  d e v i c e  c o n s i s t e n t  
w i t h  t h e  p r o v i s i o n s  of t h e  FFDCA. DPSC a w a r d e d  t h e  c o n t r a c t  
t o  HCH o n  A u g u s t  2 2 ,  1984 .  The  f i r s t  r e q u i r e d  d e l i v e r y  d a t e  
was December 2 1 ,  1984 .  

I m p a c t  c o n t e n d s  t h a t  DSPC c o u l d  n o t  award  t h i s  c o n t r a c t  
t o  HCH because  H C H  was n o t  i n  c o m p l i a n c e  w i t h  t h e  FFDCA w i t h  
r e g a r d  t o  m a r k e t i n g  t h i s  d e v i c e  a t  t h e  t i m e  of award. DLA 
c o n t e n d s  t h a t  H C H  was d e t e r m i n e d  to  be a r e s p o n s i b l e  o f f e r o r  
w i t h  t h e  a b i l i t y  to perform t h e  c o n t r a c t  and  had  t h e  neces- 
s a r y  5 1 0 ( k )  a u t h o r i z a t i o n  f r o m  FDA p r i o r  t o  p e r f o r m a n c e  of 
t h i s  c o n t r a c t ,  w h i c h  was a l l  t h a t  was n e c e s s a r y  u n d e r  t h e  
RFP. 

I n  o u r  v i e w ,  t h e  s o l i c i t a t i o n  p r o v i s i o n  a t  i s s u e  d o e s  
n o t  r e q u ' i r e  t h - a t  a f i r m  h a v e  t h e  5 1 0 ( k )  a p p r o v a l  a t  t h e  t i m e  
of a w a r d ,  and  DLA p r o p e r l y  c o u l d  m a k e  t h e  r e s p o n s i b i l i t y  
d e t e r m i n a t i o n  t h a t  HCH would  c o m p l y  w i t h  t h e  FDA r e g u l a t i o n s  
p r i o r  t o  p e r f o r m a n c e  o f  t h e  c o n t r a c t .  Cove S h i p p i n g ,  I n c . ,  
B-215864, O C t .  1 9 ,  1 9 8 4 ,  84-2 C.P.D. It 423. T h u s ,  i n  
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e s s e n c e ,  I m p a c t ' s  p r o t e s t  c o n s t i t u t e s  a c h a l l e n g e  a g a i n s t  
H C H ' s  a b i l i t y  t o  c o m p l y  w i t h  t h e  s o l i c i t a t i o n  r e q u i r e m e n t  
c o n c e r n i n g  FDA a p p r o v a l .  An o f f e r o r ' s  a b i l i t y  to  f u l f i l l  a 
c o n t r a c t  r e q u i r e m e n t  c o n s t i t u t e s  a mat te r  o f  r e s p o n s i b i l i t y .  
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As a prerequisite to award, a contracting officer must make 
an affirmative determination Of resDonsibilitv. HooDer - 
Goode, Inc., B-209830, Mar. 30, 1983, 83-1 C.G.0. 11 329. 
Such a determination w a s  made here and our Office does not 
review an affirmative determination of responsibility unless 
there is a showing of possible fraud or the solicitation 
contains definitive responsibility criteria which allegedly 
have not been met. Ace Van & Storage Company, B-210083, 
Dec. 28, 1982, 82-2 C.P.D. 11 586. Neither exception has 
been alleged here. We note further that HCH received its 
FDA 510(k) approval more than 2 months before the first 
required delivery. See Propper Manufacturing Co., Inc., 
8-208035, Mar. 22, 1983, 83-1 C.P.D. 11 279. 

Impact also questions FDA'S 510(k) approval of HCH'S 
product. In this connection, Impact alleges that HCH did 
not file its request for 510(k) approval in a timely fashion 
and that the FDA based its approval on inadequate informa- 
tion. Impact thus concludes that DPSC will not receive the 
item called for by DPSC under the RFP specifications. The 
propriety of the FDA's granting of 510(k) approval for HCH's 
surgical device is not reviewable by our Office. The issues 
raised by Impact concerning FDA 510(k) approval of HCH's 
product and HCH's compliance with the FFDCA is within the 
jurisdiction of the FDA. - See Propper Manufacturing Co., 
B-208035, supra; Paramex Labs, Inc., B-205826, Mar. 16, 
1982, 82-1 C.P.D. 11 249. In this connection, we note that 
Impact has filed a request with the FDA to reconsider the 
FDA's 510(k) approval of HCH's product. 

-; 

Finally, to the extent Impact is alleging that the 
product HCH is delivering does not meet contract require- 
ments, this protest is dismissed. An allegation that an 
awardee might provide noncomforming products is a matter of 
contract compliance and administration, which are the 
responsibility of the contracting agency, not our Office 
under our bid protest function. 
- Inc., 8-212960, DeC. 20, 1983, 84-1 C.P.D. 11 7. 

Lion Brothers Company, 

b Harry R. Van Cleve 
General Counsel 




