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Re: Docket No.  3007P-O363/Ct)l 

I am \\ r i t ing I-egarding !our citizcn petition received on September 28. 3007. and filed o n  
September 28. 3007. requesting that the Fond and Drug Administration (FDA or Agcnc! ) "(, 1) 
prevtnt f i~lse and. misleading labeling arid (2) cnsure safe and eficacious i~sc  o f  dronabinol. in  
each case. b ~ ;  recluiring abbreviated ne\\: drug applications (ANDAs)  for generic versions o f  
\ larinol to contain the indication and important safety information for the treatment of'nausca 
and \ omiting associated \\.it11 canccr cliemotlierrip~~ in  patients \\.lie have failed to respond 
adccl~~ntel! to con\ cntional treatments a~rr l  the indication and important sai'ct! intilrmation f'or 
rlic treatment ofappctite loss associated \\it11 \\eight loss in patients \ \  it11 AIDS" (Petition at 1 ) .  

[ t  has come to tlie attention of the Di\;isic~n o f  Dockets Management that J . O L I ~  cit iren petition 
cannot he re\ ie\\ ccl bccause it docs not contain tlie certification rccluired b! 5cction 0 I 4  ol'thc 
I'ood and Drug Administration Amendments Act o f  2007. \\  Iiich \\;as cnactcd on Septcriiber 37 
2007 ( Public Ida\\. I 10-85) (F I IAAA) .  

Section 9 14 o f  F D A A A  amends section 505' o f  the Federal Food. Drug. and Cosmetic Act (tlic 
Act) b) adding a ne\v subsection (q), \\/hich took effect on the date o f  enactment. The ne\\ 
subsection 505(q) governs citizen petitions and petitions for stay o f  Agency action that request 
that FDA take any form ofaction relating to a pending application submitted under sections 
505(b)(2) or 5 0 5 ~ ) ~  o f the  Act (copy of section 914 o f  F D A A A  enclosed). Because your petition 
requests that FDA take an action relating to any pending A N D A  for a generic version o f  
Marinol, which would be submitted under 505Cj). your petition i s  subject to the requirements o f  
subsection 505(q). In  particular. section 5 0 5 ( ~ ) ( 1 ) ( ~ ) ~  o f  the Act provides that F D A  shall not 
consider a petition for review unless it contains the fo l lobing certification: 

1 certify that, to tny best knowledge and belief: (a) this petition includes all 
information and views upon which the petition relies; (b) this petition includes 
representative data andior information known to the petitioner which are 
unfavorable to the petition; and (c) I have taken reasonable steps to ensure that 
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any representative data and/or information which are unfavorable to the petition 
were disclosed to me.  I further certify that the information upon which I have 
based the action requested herein first became known to the party on whose 
behalf this petition is submitted on or about the following date:  _________[ in 
the blank space, provide the date on which such information first became known 
to such party].  If I received or expect to receive payments, including cash and 
other forms of consideration, to file this information or its contents, I received or 
expect to receive those payments from the following persons or organizations:  
________ [in the blank space, provide the names of such persons or 
organizations].  I verify under penalty of perjury that the foregoing is true and 
correct as of the date of the submission of this petition. 

 
Because your petition did not contain this certification, we may not consider your petition for 
review.  If you wish to have the Agency review your petition, you must submit a petition that  
contains the certification required by FDAAA and described above.   
 

Sincerely, 
 
 
 
      Carolyn C. Kachovec 

Director 
Division of Dockets Management 
Office of Management Programs 
Office of Management 
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