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PPLA Overvlew 

I . Serves as the voice of phamnceutval printed package ~nformauo” 
mmufacturels and m~tenal and technology supphm I 

. Includes pwtdas oipwzkage &is, pa”; physna” tnsertr, 
outseris. MedGuldes, folding canons. labels and other printed 
components for the pharmaceutal Industry, as well as matenal and 
equpment suppliers used ,n the production of phamucewcal printed 
lllerdlure 

Current FDA-Approved Copy Accompanying 
Rx Drug Products 



“What should the role of FDA be m  assurmg 
full Implementation of the Actlon Plan to 
meet the Year 2006 Goal?” 

- FDA should be proactlve in ensuring that “useful” 
mformatlon IS supphed to consumers 
- As opposed to reactively trymg to assess whether useful 

information IS bang dispensed 
. Especially cntlcal in post-PDUFA enwronment 

- Printed hterature 1s “fundamental to good 
pham~acow&nce programs” 

. M;rrk McClellan. April I,, 2003 

FDA’s Role in Meetmg Action Plan Goals 

. Pnvate sector initlatwes have failed 
- %  of printed hterature dispensed to consumers that 

contams useful patlent mformation “ only about’50 
percent” (National Assoaatlon of Boards of Pharmacy. 
2002) 

- Multlple vendors supplymg phai-mac~es wth non-FDA 
approved copy means wide dlspanty of mformatuxl 

- Lack of Federal overqht means mconslstency 

FDA’s Role m  Meeting Action Plan Goals 
* FDA-approved copy unended for consumers should accampany every 

prescnpuo” dnpensed 
. InComat,on should be draw, from Pls - wbtch are already wadable 

for dll Rx drug products-but should be ,n a PPI  or MedGulde format 
* lnfonn.mon should mcorpomte the SIX elements of”usefulness” from 

the Keystone Acuon Pldn (“scwWicnlly accurate,” “unbnsed ,n tone 
snd content,” etc ) 

. Al  d mmm~um,  copy should be ,n IO-pant type and should mclude 
lnrOmatlOn regardmg 
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FDA’s Role m  Meetmg Action Plan Goals 

l Printed Information should be prepared by 
the manufacturer and sent to dispensing 
points with all Rx products 
- Only means FDA has of msuring approved 

informatlon is available to consumers 
- Technologically and economically feasible 

approach 

l Medlcatlon Bottle w/outsert (unopened) 

l Medication Bottle wioutsert (opened) 
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l Pat ien t  P a c k a g e  Inser t  

l C o m b i n a t i o n  P a c k a g e  Inser t /Pat ient  P a c k a g e  Inser t  

B e n e fits 
* Ensu res  A c h o n  P l a n  goa l s  a re  me t  
- Improves  consumer  safety 
* Ensu res  accuracy,  consistency,  a n d  usefu lness  of  

mfo rmat ton  
* C a n  b e  m ~ p l e m e n t e d  rapld ly ,  a n d  C G M P - b a s e d  contro l  

p rocedures  for a p p r o v e d  copy  m a n a g e m e n t  a re  a l ready  m  
p lace  

- P roduc t  des igns ,  p a c k a g e  conf igura t ions  a n d  F D A -  
a p p r o v e d  copy  (Pls)  exist wh i ch  e n a b l e  the  debvery  of  this 
re fo rmat ion  to consumers  th roughou t  the  supp ly  c h a m  

- Modes t  i nc rementa l  cost w o u l d  mc rease  pat ien t  safety a n d  
imp rove  c o m p b a n c e  wth  p h a r m a c e u h c a l  reg tmens  
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Next Steps Next Steps 

l The PPLA welcomes the opportunity to l The PPLA welcomes the opportunity to 
work with FDA to ensure that useful work with FDA to ensure that useful 
information IS dispensed with all Rx drug information IS dispensed with all Rx drug 
products. products. 
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