
This guidance was written prior to the February 27, 1997 implementation of FDA's 
Good Guidance Practices, GGP's. It does not create or confer rights for or on any person 
and does not operate to bind FDA or the public. An alternative approach may be used if 
such approach satisfies the requirements of the applicable statute, regulations, or both. 

This guidance will be updated in the next revision to include the standard elemnts of GGP's. 



From D i r e c t o r ,  O f f i c e  o f  Dev ice E v a l u a t i o n  

Subject I n f o r m a t i  on f o r  Execu t i  ve S e c r e t a r i e s  o f  ODE Adv i so r y  Panel s  

TO See Below: 

I r e c e n t l y  met w i t h  r e p r e s e n t a t i v e s  o f  t h e  H e a l t h  I n d u s t r y  Manufacturers  
A s s o c i a t i o n  (HIMA) t o  d i scuss  m a t t e r s  re1  a t i  ng t o  t h e  I n d u s t r y  
Rep resen ta t i ves  ( IRs )  on o u r  pane ls .  I would l i k e  t o  share w i t h  you some 
o f  t h e  concerns expressed and some o f  t h e  i deas  t h e y  proposed. I a l s o  want 
t o  c l a r i f y  and r e a f f i r m  some o f  o u r  p o l i c i e s  r e l a t e d  t o  panel  o p e r a t i o n s  
and t o  ou r  r e l a t i o n s h i p s  w i t h  t h e  IRs.  

1. HIMA i s  concerned t h a t  IRs may n o t  r e c e i v e  i n f o r m a t i o n  i n  a  t i m e l y  
manner, t h a t  IRs may n o t  be i n v i t e d  t o  a l l  meet ings,  and t h a t  IRs 
may no t  be cons idered  i n m a t t e r s  such as t h e  schedu l i ng  o f  
meet ings o f  t h e  pane l .  

I know t h a t  most E x e c u t i v e  S e c r e t a r i e s  a re  ve r y  c a r e f u l  about  
t r e a t i n g  IRs as panel  members due a l l  t h e  c o n s i d e r a t i o n s  t h a t  a r e  
extended t o  t h e  v o t i n g  members. A t  t h e  same t ime ,  I am aware t h a t  
t h e r e  have been occas ions  when IRs have been ove r l ooked  i n  o u r  
a d m i n i s t r a t i v e  p rocedures .  There fo re ,  I want t o  r e a f f i r m  t h a t  IRs 
a r e  panel  members, a1 b e i  t non -vo t i  ng members. 

Care must be t a k e n  t o  ensure  t h a t  a l l  panel  members a r e  cons ide red  
when schedu l i ng  meet ings o f  t h e  panel  an.d t h a t  a l l  members a r e  
adv ised  o f  upcoming meet ings  a-nd i n v i t e d  t o  a t t e n d .  General  
i nfo rmat ion ,  such as n o t i c e s  of meet ings ,  i n f o r m a t i o n  r e l a t i n g  t o  
t h e  f unc t i ons  o r  procedures of t h e  p a n e l ,  i n f o r m a t i o n  on genera l  
i ssues ,  o r  t h e  pub1 i c  agenda, shou ld  be  sen t  t o  a l l  pane l  members 
a t  t h e  same t ime .  Any i n f o r m a t i o n  sen t  t o  an I R  i s  a l s o  a v a i l a b l e  
under Freedom o f  I n f  ormat i on i nqui  r y  . P l  ease remember, however, 
t h a t  t h e  FDA P o l i c y  Board has e s t a b l i s h e d  a  p o l i c y  wh i ch  p r o h i b i t s  
our  d i s t r i b u t i n g  t r a d e  s e c r e t  o r  c o n f i  d e n t i  a1 commerci a1 o r  
f i n a n c i a l  i n f o r m a t i o n  t o  IRs even i f  t h e y  a r e  s p e c i a l  government 
employees (SGEs). They may no t ,  f o r  example, r e c e i v e  cop ies  o f  
premarket approva l  a p p l i c a t i o n s  un less  a  company has r e 1  eased i t s  
PMA f o r  p u b l i c  d i s c l o s u r e .  

Please ensure t h a t  a11 pane l  members a r e  i n v i t e d  t o  meet ings  a t  
which i tems such as panel  p o l i c i e s  and procedures,  s c h e d u l i n g  
f u t u r e  meet ings,  communicat ion,  e tc . ,  a r e  t o  be d iscussed .  
Ma t t e r s  i n v o l v i n g  s p e c i f i c  a p p l i c a t i o n s  o r  m a t t e r s  p l a c e d  on an 
agenda by FDA shou ld  be d iscussed  o n l y  d u r i n g  t h e  open commit tee 
d i s c u s s i o n  o r  c l o s e d  commi t t e e  d e l i  b e r a t i o n s  p o r t i o n s  o f  a  
meet ing.  



I n f o r m a t i o n  f o r  Execu t i ve  S e c r e t a r i e s  o f  ODE Adv i so r y  Panels 2 

HIMA wants t o  f i n d  a way t o  a l l o w  a l t e r n a t e  IRs t o  a t t e n d  2 panel  
meet ing i n  t h e  absence o f  t h e  appo in ted  I R .  

Please ad i vse  t h e  I R  on y o u r  panel  t o  c o n t a c t  you  as soon as 
p o s s i b l e  a f t e r  f i n d i n g  t h a t  he o r  she cannot  a t t e n d  a  panel 
meet ing.  I do no t  b e l i e v e  t h a t  i t  i s  y o u r  r e s p o n s i b i l i t y  t o  f i n d  
an a l t e r n a t i v e  I R  f o r  t h e  meet ing.  The I R  who cannot a t t e n d  t h e  
meet ing  may a t tempt  t o  f i n d  an a l t e r n a t e  (he o r  she may con tac t  
t h e  Committee Management O f f i c e r  f o r  a  l i s t  o f  IRs appo in ted  t o  
o t h e r  p a n e l s )  o r  he o r  she may c o n t a c t  HIMA f o r  he lp .  Any 
a l t e r n a t e  must be an I R  who i s  c u r r e n t l y  appo in ted  t o  one o f  t h e  
o t h e r  ODE a d v i s o r y  panels .  The a l t e r n a t e  I R  shou ld  con tac t  t h e  
E x e c u t i v e  S e c r e t a r y  t o  ensure t h a t  he o r  she has a l l  t h e  
i n f o r m a t i o n  sen t  t o  t h e  I R  ( t h e  I R  s h o u l d  send a l l  of t h e  
i n f o r m a t i o n  he  o r  she has r e c e i v e d  conce rn i ng  t h e  upcoming mee t i ng  
t o  t h e  a l t e r n a t e  I R ) .  

HIMA i s  concerned t h a t  IRs may n o t  read  t h e  FEDERAL REGISTER 
N o t i c e  announcing a  panel  meet ing  and t h e r e f o r e  suggested t h a t  
w r i t t e n  n o t i c e s  o f  a  meet ing  be sen t  d i r e c t l y  t o  t h e  IR. 

I f  dates o f  f u t u r e  panel  meet ings a re  d iscussed  a t  panel  meet ings ,  
panel  members shou ld  no te  t h e  dates on t h e i r  ca lendars .  We s h o u l d  
t a k e  care,  however, t o  ensure t h a t  a l l  panel  members r e c e i v e  
i n f o r m a t  i o n  a b o l ~ t  upcoming meet i  ngs . Thus, d r a f t  agenda i t ems  
etc., shou ld  be sen t  t o  a l l  members a t  t h e  same t ime.  I f  y o u  
no rma l l y  c o n t a c t  panel  members by t e l ephone  t o  c o n f i r m  t h a t  t h e y  
r e c e i v e d  cop ies  o f  t h e  agenda, etc., p l ease  ensure t h a t  you 
c o n t a c t  a l l  panel  members. 

HIMA w i l l  reques t  t h a t  each I R  p repare  a  w r i t t e n  commentary on 
each pane l  meet ing.  

It i s  t h e  p r e r o g a t i v e  o f  t h e  I R ,  o r  any panel  member, t o  t a k e  
no tes  d u r i n g  a  meet i  ng and r e p o r t  and d i s c u s s  panel  d e l i  b e r a t i o n s  
a f t e r  a  meet ing  i s  completed. I recogn i ze  t h a t  HIMA i s  t r y i n g  t o  
improve communications between t h e  I?s and t h e  r e g u l a t e d  i n d u s t r y  . 
A t  t h e  same t ime ,  however, p l ease  make su re  t h a t  a l l  panel  members 
know t h a t  any problems o r  ques t i ons  t h e y  have r e g a r d i n g  t h e i  r r o l e  
on t h e  pane l ,  t h e  conduct o f  panel  meet ings ,  s p e c i f i c  m a t t e r s  
be fo re  t h e  panel ,  e tc . ,  shou ld  be r a i s e d  a t  t h e  t i m e  o r  b rough t  t o  
you r  a t t e n t i o n  as soon as p o s s i b l e .  There s h o u l d  be no b u f f e r  
between CDRH and i t s  e x p e r t  a d v i s o r s  i n  these  areas.  

If t h e  I R ,  o r  any o t h e r  panel  member, p repa res  no tes  o r  
commentaries concern i  ng i ssues d i scussed  a t  a  pane l  meet i  ng and 
sends a  copy t o  y o u  o r  any o t h e r  FDA employee, i t  shou ld  be 
i n c o r p o r a t e d  i n t o  t h e  f i 1  es o f  t h e  pane l .  Because such no tes  o r  
commentaries have no o f f i c i a l  s t a t u s  o r  e f f e c t  u n l e s s  adopted i n t o  
t h e  o f f i c i a l  m inu tes  by t h e  pane l ,  no a c t i o n  i s  r e q u i r e d .  On t h e  
o t h e r  hand, i f  t h e  c o m e n t a r y  c o n t a i n s  a  s i g n i f i c a n t  f a c t u a l  e r r o r  
which c o u l d  r e f l e c t  on a  panel  recommendation o r  upon a CDRH 
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d e c i s i o n ,  t h i s  s h o u l d  be n o t e d  and p l a c e d  i n  t h e  pane '  ' i l e  a l c n g  
w i t h  t h e  commentary. 

If a  pane l  member p r e p a r e s  a  m i n o r i t y  r e p o r t  on an i s s u e  o r  e n t e r s  
an o b j e c t i o n  t o  some aspec t  o f  pane l  o p e r a t i o n ,  t h e s e  must be 
rev iewed  and c o n s i d e r e d  f o r  t h e i r  p o t e n t i a l -  e f f e c t  on a d s c i  s i  on. 
The r e g u l a t i o n  ( 2 1  CFR 1 4 . 2 5 ( i ) ( 4 ) )  s t a t e s :  " I t  i s  t h e  
r e s p o n s i b i l i t y  o f  each pane l  member t o  make c e r t a i n  t h a t  t h e  
o f f i c i a l  minutes  and r e p o r t s  a r e  comp le te  and a c c u r a t e  and f u l l y  
r e f 1  e c t  what happened a t  any rneeti  ng t h e  pane l  member a t tended. "  
I f  a  commentary were t o  r a i s e  i s s u e s  c o n c e r n i n g  t h e  accuracy o r  
comple teness o f  t h e  o f f i c i a l  r e c o r d s  o f  a pane l  meet ing,  t h e s e  
must be r e s o l v e d  by t h e  p a n e l .  Such m a t t e r s  s h o u l d  be p r o m p t l y  
d i  r e c t e d  t o  t h e  E x e c u t i v e  S e c r e t a r y  o f  t h e  p a n e l .  

I f  t h e  pane1 member does n o t  send a  copy o f  t h e  n o t e  o r  commentary 
t o  t h e  E x e c u t i v e  S e c r e t a r y  b u t  FDA becomes aware o f  t h e  document, 
you s h o u l d  a t t e m p t  t o  o b t a i n  a  copy f o r  i n c l u s i o n  i n  t h e  pane1 
r e c o r d .  

5. HIVA has reques ted  c o p i e s  o f  t h e  o f f i c i a l  summary m inu tes  o f  pane l  
mee t ings  and w i l l  make them a v a i l a b l e  f o r  use  by t h e  i n d u s t r y .  

A f t e r  t h e y  have been accep ted  by t h e  p a n e l  and s i a n e d  by t h e  pane l  
c h a i  r p e r s o n  and t h e  Execut  i ve S e c r e t a r y ,  c o p i  es o f  t h e  d e t a i  1  ed 
minutes ,  w i t h  c l e a r l y  i d e n t i f i e d  s e p a r a t e  d e s c r i p t i o n s  o f  t h e  open 
and c l o s e d  p o r t i o n s  o f  t h e  mee t ing ,  s h o u l d  be  s e n t  t o  t h e  
Comni t t e e  Yanagement O f f i c e r  (Ms.  Kay L e v i  n ,  HcZ-20) and t o  
Dockets Panagement Branch (HFA-305). Cop ies  s h o u l d  a l s o  be s e n t  
t o  a l l  pane l  members, t o  c o n s u l t a n t s  t o  t h e  pane l  who a t t e n d e d  t h e  
meet ing,  t o  my o f f i c e ,  t o  t h e  comp l iance  l i a s i o n  person,  and t o  
t h e  O f f i c e - - o f  t h e  Cen te r  D i r e c t o r .  ( P l e z s e  see t h e  F!OTE.) A  copy 
s h o u l d  be a l s o  m a i n t a i n e d  i n  t h e  d i v i s i o n  f i l e s  p e r t a i n i n g  t o  t h e  
pane l  and i t s  a c t i v i t i e s .  

The I R  may p r o v i d e  a  copy o f  t h e  d e t  a i  l e d  m inu tes  he o r  she 
r e c e i v e s  t o  HIMA f o r  d i s t r i b u t i o n  a n d / o r  i n c l u s i o n  i n  HIMA's 
f i l e s .  I do n o t  b e l i e v e  t h a t  i t  i s  e i t h e r  necessary  o r  
a p p r o p r i a t e  f o r  t h e  E x e c u t i  ve S e c r e t a r y  t o  mai n t a i  n  mai 1  i ng 1 i s t s  
of i n t e r e s t e d  o r g a n i  z a t  i ons, compani es o r  i n d i  v i  d u a l  s .  

[PLEASE NOTE: M i n u t e s  o f  c l o s e d  p o r t i o n s  of  pane l  m e e t i n g s  
s h o u l d  be c l e a r l y  marked " C o n f i d e n t i a l "  i n  o r d e r  t o  reduce t h e  
p o s s i  b i  l i t y  o f  i n a d v e r t e n t  re1  ease o r  d i s c l o s u r e .  Copi es o f  
t h e  c l o s e d  p o r t i o n  o f  mee t ings  may n o t  he s e n t  t o  non-SGE 
members o f  t h e  pane l  o r  t o  t h e  I R . ]  

6. HINA n o t e d  t h a t  i t  i s  d i f f i c u l t  a t  some pane l  mee t ings  t o  
d e t z r m i  ne t h e  o f  fi c i  a1 v o t i  ng  pane l  members. 

I b e l i e v e  t h a t  t h e  p rocedures  c o n c e r n i n g  t h e  p r e p a r a t i o n  o f  t h e  
Repor t  and Recommendation of  t h e  Panel  r e s p e c t i n g  t h e  a p p r o v a l  o f  
t h e  a p p l i c a t i o n  s h o u l d  s e r v e  t o  make c l e a r ,  a t  t h e  t i m e  o f  t h e  
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vo te ,  who i s  v o t i n g  on each a p p l i c a t i o n  and how t h e y  vo ted .  

I n  a d d i t i o n ,  I b e l i e v e  t h a t  o u r  e f f o r t s  t o  ensure  t h a t  a cane1 
menber who has a c o n f l i c t  o f  i n t e r e s t  on a p a r t i c u l a r  a p p l i c ~ t i o n  
does n o t  v o t e  o r  p a r t i c i p a t e  i n  t h e  d i s c u s s i o n  on t h a t  a p ? l i c a t i o n  
s e r v e  t o  a i d  i n  i d e n t i f y i n g  o f f i c i a l  v o t i n g  pane l  members o f  t h e  
p a n e l .  

We a r ?  c o m p l e t i n g  work on t h e  E x e c u t i v e  S e c r e t a r y  Guidance Manual. T h i s  
memorandum w i  11 be i nc luded  i n  t h e  manual. 

I have asked Roger Barnes t o  s e r v e  as t h e  ODE foca l  p o i n t  f o r  m a t t e r s  
i n v o l v i n g  q u e s t i o n s  such as t h o s e  i n  t h i s  memorandum o r  q u e s t i o n s  you may 
have c o n c e r n i n g  t h e  a c t i v i t i e s  o f  an E x e c u t i v e  S e c r e t a r y .  P lease f e e l  f r e e  
t o  c o n t a c t  h i m  (Room 429; 427-7230). 

Kdxty M W Q -  

Kshi t i  j Mohan, Ph .D. 


