
October 6,2003 

U.S. Food and Drug Administration (FDA) 
Subcommittee: Drug Safety and Risk Manageme+ (DsaRM) 

Dear Committee Chair and Members: 

The members of The American Society of Pain Management Nurses, an organization of 
1,700 nurses dedicated to promoting and providing care of individuals with pain, recognize the 
challenges of balancing legitimate access to opioids for pain management and creating pblicy that 
effectively prevents diversion and abuse. Our’ organization stood with 2 1 other health care 
organizations and Administrator Asa Hutchinson of the Drug Enforcement Administration (DEA) 
on October 23,200l endorsing a joint statement in support of a critical balance between’patient 
care and diversion prevention. ASPMN continues to support important legislation and regulation 
that preserves appropriate access to opioids for patients in’pain. In Administrator Hutchi.nSon’s 
words, “We don’t want to cause patients who have legitimate needs for these medications to be 
discouraged or afraid to use them. And we don’t want to re&ict doctors and’phar%&ts’from 
providing these medications when appropriate.” ’ 

Over the past decade many barriers to effective pain control have been addressed, but in’spite of 
heroic efforts to improve pain management, clinician reluctance to prescribe strong’opioidi 
continues to be a barrier to effective’pain~management for many patients. Fear of regulatory 
scrutiny has been a documented link to under prescribing of opioids.‘We have an obligation to 
regulate the problem of diversion and abuse of opioids and a responsibility to do this without 
creating additional barriers to patients who have legitimate need to use these medications to 
control intractable pain. Scrutiny of modifiedirelease dpioids by the FDA must ‘be balanced with 
the knowledge that this group of opioids is vital to effective management of chronic cancer and 
non-cancer pain, These patients are most likely to suffer at the hands of clinicians who are 
already fearful of regulatory scrutiny. 

Diversion and abuse of modified-release opioids has received significant media attention. 
However, the media has failed to provide public education regarding the appropriate use of these 
medications and instead blames the illegal activities of those who divert and ‘abuse these 
medications on the medication rather than on the person. We would call on the media to begin a 
campaign to educate the public regarding the appropriate use of these medications and the 
consequences of diversion and abuse. 

Physician and pharmacist’s lack of knowledge regardin,g the appropriate prescribing and 
monitoring of all opioids is a notable barrier to.effective pain management. This becomes 
particularly problematic when there are those who would t.ake advantage of legitimate channels to 
divert and abuse opioids: Medical schools must be encouraged to provide adequate’education in 
their curriculum and state medical boards should require continuing medical education regarding 
pain management, appropriate use of opioids, “and the monitoring that is essential when opioid 
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t reatment  is o n g o i n g . In c r e a s e d  a w a r e n e s s  a n d  k n o w l e d g e  by  th o s e  w h o  a u thor i ze  o r  $ 1  
prescr ip t ions wi l l  p rov ide  a  b e g i n n i n g  in  th e  c a m p a i g n  to  r e d u c e  d ivers ion  a n d  a b u s e  th r o u g h  
leg i t imate  c h a n n e l s  wh i le  e n c o u r a g i n g .a d e q u a te  k n o w l e d g e  so  th a t appropr ia te  p rescr ib ing  is n o t 
c o m p r o m i s e d  b u t ra ther  s u p p o r te d  by  i nc reased  u n d e r s ta n d i n g . _ j  >  : 

R e g u l a tory  po l ic ies  m u s t b a l a n c e  th e  focus  o n  d ivers ion  a n d  a b u s e  p r e v e n tio n  wi th th e  n e e d s  o f 
p a tie n ts w h o  suffer wi th s igni f icant  p a i n . V &  a p p e a l  $ ‘!h e  m e m b e r s . o f th is  c o m n n tte e  to  
cons ide r  a l l  op io ids  regard less  o f’fo tiu la t ion  b r  s c h e d u l e ’status w h e n  wr i t ing n e w  pol icy.  *- ,.., I “” ,_  “i; 2  
Focus ing  regu la to ry  scrut iny o n  speci f ic  op io ids  o r  op io id  fo ~ ~ u l ~ a trons 

_  
h a s  little c h a n g e  o f 

r educ ing  i l lega l  access  to  op io ids  th r o u g h  leg i t imate  & ianne ls  b u t ins tead  p o s e s  a  s igni f icant  r isk 
o f c rea t ing  yet  a n o the r  bar r ie r  to  th e , appropr ia te  p rescr ib ing  o f th e s e  m e d i c a tio n s  fo r  p a tie n ts wi th 
leg i t imate  n e e d s . R e g u l a tio n s  th a t requ i re  speci f ic  d o c u m e n ta tio n  o f t reatment  p lans ,  
prescr ip t ion  m o n i tor ing,  a n d  appropr ia te  u s e  o f e lec t ron ic  too ls  th a tfaci l i tate c o m m u n i c a tio n  
rega rd ing  prescr ip t ions s h o u l d  b e  u n b i a s e d  a n d  p r e s e n te d ’to  

,_  I . 
phys ic ians  wi th a d e q u a te  p r e p a r a tio n  

so  th a t it is poss ib le  to  ach ieve  th e  b e s t o u tcome.  

I ,- 
R isk  m a n a g e m e n t o f op io ids  a n d  improv ing  th e  qual i ty  o f p a i n  m a n a g e m e n t fo r  p a tie n ts w h o  
suffer m o d e r a te  to  seve re  p a i n  c a n n o t b e  accomp l i shed  in  isolat ion.  ‘~ ~ ffo r t~ to improve’ o n e  g o a l  
s h o u l d  i nc lude  carefu l  cons idera t ion  o f th e  o ihe r  g o a l  to  truly b e  successfu l .  Clear ly ,  n o  o n e  
o rgan iza t ion  c a n  fo r e s e e  o r  p rov ide  al l  th e  answers .  A s  m e m b e r s  o f T h e  A m e r i c a n  S o + $ y  o f 
P a i n  M a n a g e m e n t Nurses,  w e  a re  re idy  a n d :;? ;i ; l l ing”~ ~ ~ ~ ~ ~ a te  in% & & & ig  po l ic% s th a t. 
ba l& rce  th e  n e e d  to  p r e v e n t d ivers ion  m d  a b u s e  wi th th e  n e e d  to  m in imize  th e  b~ar r ie rs  to  
access ing  necessary  t reatments  e n c o u n te r e d  by  p a tie n ts wi th Ieg i t imate  p a i n  p rob lems.  

S incere ly ,  

M icke A . B r o w n , B S N , R N  
P res ident  


