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June 9,2003 

Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, MD 20852 

RE: 21 CFR Parts 201,606, and 610, Bar Code Label Requirement For Human Drw Products and 
Blood [Docket No. 02N-02041 

Dear Dockets Manager: 

I am writing on behalf of the Pharmaceutical Printed Literature Association (PPLA) with regard to the 
request for comments on 21 CFR Parts 201,606, and 610, Bar Code Label Requirement for Human Drug 
Products and Blood, published as Docket No. 02N-0204 in the March 14,2003 edition of the Federal 
Register. 

While the PPLA commends the United States Food and Drug Administration (FDA) for making patient 
safety a priority, there are several issues that we would like to call to the Agency’s attention with regard to 
this important rule-making effort. As will be detailed in this comment, we specifically suggest that the 
following alterations be made before the rule is finalized by the Agency: 

l Minor copy changes, including the removal of some copy, should be allowed in order to create space on 
smaller packages for the safety enhancing bar codes; 

l FDA should adopt a streamlined approval process to ensure that any labeling changes needed to meet bar 
code requirements can be implemented as quickly as possible; and 

l The drug product’s lot code and expiration date should be required in the bar codes, but only for 
immediate packaging. 

PPLA Background 

The PPLA is a not-for-profit trade association chartered in 200 1 to serve as the voice of pharmaceutical 
printed package information manufacturers, and provides a forum for members to promote and improve 
delivery of information for protection of patients. The PPLA is comprised of member companies that print 
package inserts, outserts, folding cartons, labels and other components for the pharmaceutical industry, as 
well as companies that manufacture machinery and raw materials used to produce pharmaceutical printed 
literature. For more information on our association I invite you to visit our Web site at www.pplaonline.org. 

Printed packaging and literature supplied by PPLA members typically contain FDA-approved copy that is 
intended to help make drugs safe and effective for use by patients. Printed packaging and labeling also 
supports health care professionals in their duties caring for patients and preventing health problems. PPLA 
members put enormous effort - and take extreme care - to manage their product and information flows so 
that the correct label copy accompanies drugs from the time they are manufactured through the time when 
they are ingested. Bar code technology improves the ability of the entire health care system to manage 
delivery of the right drug in the right dosage with a much higher degree of accuracy. 
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P P L A  C o m m e n ts 

T h e  P P L A  expec ts th a t b a r  codes  r e q u i r e d  by  th is r e g u l a tio n  w o u l d  b e  p r in ted  o n  fo ld ing  car tons as  wel l  as  
o n  pressure-sens i t ive  a n d  h e a t sea l  labels.  As  such,  th e  P P L A  d o e s  n o t a n t icipate th a t its m e m b e r s  will h a v e  
a n y  signi f icant p r o b l e m s  comply ing  with th e  p r o p o s e d  r e q u i r e m e n ts. In d e e d , w e  be l ieve  th e  p r o p o s e d  
r e q u i r e m e n ts c a n  b e  i m p l e m e n te d  by  o u r  m e m b e r s  wi th in th e  tim e  f rame o u tlin e d  in  th e  F e d e r a l  Register ,  
a n d  possib ly  s o o n e r  if necessary .  

This  is pr imar i ly  d u e  to  th e  fact th a t b a r  codes  a r e  a l ready  p r in ted  o n  m a n y  packages  a n d  p r o d u c ts, a n d  P P L A  
m e m b e r  c o m p a n i e s  a r e  current ly  s u p p o r tin g  p h a r m a c e u tica l  m a n u facturers  th a t h a v e  e lec ted  to  pr int  b a r  
codes  o n  al l  o f the i r  p r o d u c ts. Techn ica l  speci f icat ions fo r  b a r  codes  a r e  a lso  wel l  d e fin e d  a n d  u n d e r s to o d , 
inc lud ing  a  g r a d i n g  p rocess  th a t insures  very h i g h  rel iabi l i ty in  r e a d i n g  w h e n  in  h e a l th  ca re  system u s e . 

W e  n o te , h o w e v e r , th a t th e  a m o u n t o f space  ava i lab le  fo r  p r in ted  copy  is very lim ite d  o n  th e  smal lest  
packages , p a r ticu lar ly  vials a n d  a m p o u l e s , a n d  P P L A  m e m b e r s  h a v e  b e e n  i n fo rmed  by  the i r  cus tomers  th a t -  
in  a  fe w  instances -  it m a y  b e  necessary  to  r e m o v e  s o m e  copy  f rom a p p r o v e d  labe ls  to  a c c o m m o d a te  th e  b a r  
c o d e . S u c h  copy  c h a n g e s , o f course,  w o u l d  requ i re  F D A ’s c o n s e n t. T h e  P P L A  r e c o m m e n d s , th e r e fo r e , th a t 
F D A  establ ish a  s t reaml ined  p rocess  fo r  a c c o m m o d a tin g  such  r e q u e s ts to  faci l i tate i m p l e m e n ta tio n  o f b a r  
c o d e  r e q u i r e m e n ts. 

W e  a lso  n o te  th a t th is  r e g u l a tio n  cou ld  resul t  in  c h a n g e s  to  l a rge  a m o u n ts o f l abe l  copy  (us ing  th e  te r m  to  
genera l l y  descr ibe  a p p r o v e d  pr in ted  in format ion  u s e d  fo r  inserts, leaflets, a n d  fo ld ing  car tons a n d  b o ttle , vial  
a n d  a m p o u l e  labels) .  W h ile th e  P P L A  be l ieves  th e  tim e  a n d  e x p e n s e  n e e d e d  to  m a k e  th e s e  c h a n g e s  h a s  th e  
p o te n tia l  to  g e n e r a te  t r e m e n d o u s  b e n e fits in  te rms  o f p a tie n t safety, w e  c o n te n d  th a t th e  p roposa l  w o u l d  b e  
s t reng thened  if F D A  r e q u i r e d  u s e  o f p r o d u c t lot n u m b e r  a n d  exp i ra t ion  d a te  o n  i m m e d i a te  p a c k a g i n g  in  
a d d i tio n  to  th e  p r o d u c t’s N a tio n a l  D r u g  C o d e  (NDC)  d e s i g n a tio n . 

W ith  r e g a r d  to  b a r  c o d e  sta n d a r d s , th e  P P L A  s u g g e s ts th a t -  if F D A  chooses  a  specif ic sta n d a r d  th a t w o u l d  
b e  r e q u i r e d  fo r  u s e  - the  A g e n c y  a l low e n o u g h  tim e  fo r  th e  e n tire h e a l th c a r e  m a r k e t to  a d o p t th a t sta n d a r d . 
A  p r imary  g o a l  fo r  F D A  in  th is r e g a r d  shou ld  b e  to  p r e v e n t th e  n e e d  fo r  dup l ica t ing  th e  d e v e l o p m e n t o f n e w  
copy  layouts.  

Conc lus ions  

T h e  P P L A  wishes to  b e  o n  reco rd  in  o u r  s u p p o r t o f th e  F D A  r e g u l a tio n  requ i r i ng  b a r  codes  o n  al l  d r u g  
p r o d u c ts u s e d  in  th e  h e a l th  ca re  system. If w e  c a n  p rov ide  a n y  in format ion  o n  th e  techn ica l  aspec ts o f 
pr in t ing  re la ted  appl icat ions,  p l ease  d o  n o t hesi ta te to  cal l  u p o n  us. 

S incerely,  

E x e c u tive  Director  


