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Memorandum of Understanding 
Under Section 503A 



…th at  h as  not  entered into  th e  m em orandum  of  
understanding and th e  l ic ens ed ph arm ac ist ,  
l ic ens ed  ph arm ac y,  or  l ic ens ed ph ys ic ian 
dis tr ibutes  ( or  c aus es  to  be  dis tr ibuted)  
c om pounded d rug products  out  of  th e  s tate  in  
wh ic h  th ey  are  c om pounded in  quantit ies  th at  
do not  exc eed  5  perc ent  of  th e  total  
pres c ription orders  dis pensed or  dis tr ibuted by  
s uc h  ph arm acy  or  ph ys ic ian.”  

Section 503A:  
“A drug product may be compounded… only if 
such drug product is compounded in a State… 

 



…that has entered into a memorandum 
of understanding with the secretary 
which addresses the distribution of 
inordinate amounts of  compounded 
drug products interstate” 

Section 503A: 
“A drug product may be compounded… only if 
such drug product is compounded in a State… 



…that provides for 
appropriate investigation by 
a state agency of complaints 
relating to compounded drug 
products distributed outside 
such state” 

“A drug product may be compounded… only if 
such drug product is compounded in a State… 



State  wil l  inv es t igate  c om plaints  relat ing  to  
c om pounded d rug products :   
 
1 )  th at  c aus ed  ph ys ic al  h arm  
 
2 )  wh ere s trength ,  purity  or  quali ty  f al ls  below 
c om pend ium  s tandards  
 
3)  th at  f ai l  to  quali f y  f or  exem ptions  in  503A   

 
Original Draft MOU:  

  
 



“the state in which the compounding 
pharmacy or physician is  located or 
the state into which the subject 
product was distributed, or both,  
may be responsible 
for…investigating a complaint” 

Original Draft MOU:  
 



• A l l o w s  I d a h o  t o  i n s p e c t  n o n - r e s i d e n t  d r u g  
o u t l e t s   a n d  c h a r g e  e x p e n s e s   
• N o n - r e s i d e n t  d r u g  o u t l e t s  a n d  p h a r m a c i s t s  
m u s t  f o l l o w  I d a h o  l a w  u n l e s s  i t  c o n f l i c t s  w i t h  
t h e i r  h o m e  s t a t e  l a w  
• I d a h o  m a y  t a k e  a n y  a c t i o n  a g a i n s t  n o n -
r e s i d e n t  a s  i t  c a n  a g a i n s t  a  r e s i d e n t   
• I d a h o  m a y  t a k e  a c t i o n  a g a i n s t  n o n - r e s i d e n t  
d r u g  o u t l e t s  f o r  t h e  a c t i o n s  o f  t h e i r  e x e m p t  
e m p l o y e e s  
•A l l o w s  m i r r o r i n g  o f  o t h e r ’ s  o r d e r s   

 

2013 Changes to Idaho Code 



“…if the drug product is 
compounded for an 
identified individual patient 
based on the unsolicited 
receipt of a valid 
prescription order…” 

503A:  
Exemption from 501(a)(2)(B), 

502(f)(1), and 505  



 
2 0 8 . 3 :  D i s p e n s e  t o  p a t i e n t s  m e a n s  t h e  a c t  o f  d e l i v e r i n g  a  
p r e s c r i p t i o n  d r u g  p r o d u c t  t o  a  p a t i e n t  o r  a n  a g e n t  o f  t h e  
p a t i e n t  e i t h e r :   
( 1 )  b y  a  l i c e n s e d  p r a c t i t i o n e r …  
( 2 )  b y  a n  a u t h o r i z e d  d i s p e n s e r  o r  a n  a g e n t  o f  a n  
a u t h o r i z e d  d i s p e n s e r  u n d e r  a  l a w f u l  p r e s c r i p t i o n  o f  a  
l i c e n s e d  p r a c t i t i o n e r  
 
2 0 8 . 3  D i s t r i b u t e  m e a n s  t h e  a c t  o f  d e l i v e r i n g ,  o t h e r  t h a n  b y  
d i s p e n s i n g ,  a  d r u g  p r o d u c t  t o  a n y  p e r s o n .  
 
1 3 0 6 . 2 1 ( B ) :  “ a n  i n d i v i d u a l  p r a c t i t i o n e r  m a y  a d m i n i s t e r  o r  
d i s p e n s e …  w i t h o u t  a  p r e s c r i p t i o n ”  
 
 
 
 
 
 
 

21 CFR Definitions 



…th at  h as  not  entered into  th e  m em orandum  
of  understanding and th e  l ic ens ed 
ph arm acis t ,  l ic ens ed ph arm ac y,  or  l ic ens ed 
ph ys ic ian d is tributes  ( or  c aus es  to  be  
dis tr ibuted)  c om pounded drug products  out  
of  th e  s tate  in  wh ic h  th ey  are  c om pounded 
in  quantit ies  th at  do not  exc eed 5  perc ent  of  
th e  total  pres cription orders  dis pensed or  
dis tr ibuted  by  s uc h  ph arm ac y or  ph ys ic ian.”  

 

Section 503A:  
“A drug product may be compounded… only if 
such drug product is compounded in a State… 



• I f  p h a r m a c i e s  c a n  n o t  d i s t r i b u t e  c o m p o u n d e d  
d r u g  p r o d u c t  a t  a l l ,  t h e y  w i l l  c e r t a i n l y  n o t  b e  
a b l e  t o  d i s t r i b u t e  m o r e  t h a n  5 % ,  s o  w h y  i s  a n  
M O U  n e e d e d  a t  a l l ?  
 
• I f  d i s t r i b u t e  i s  s o m e h o w  i n t e r p r e t e d  t o  m e a n  
d i s p e n s e :  a  p h y s i c i a n  d o e s  n o t  i s s u e  p r e s c r i p t i o n  
( o r d e r s )  w h e n  d i s p e n s i n g ,  s o  h o w  c a n  o n e  
c a l c u l a t e  5 %  o f  t h e  p r e s c r i p t i o n  d r u g  o r d e r s  t h a t  
h e  d i s p e n s e s ?  
 
  

 
 

Issues 
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