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Dear Mr. Celestini and Mr. Forbes, 
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This letter responds to your citizen petition dated April 13,2005 (Petition), and related 
supplements dated July 14,2006 (Supplement I), November 14,2006 (Supplement 2), 
June 14, 2007 (Supplement 3), and September 27,2007 (Supplement 4). In the Petition 
and Supplements, you request that the Food and Drug Administration (FDA) establish 
guidance or regulations providing bioequivalence standards for oral, locally acting 
gastrointestinal (GI) drug products prior to approval of any abbreviated new drug 
applications (ANDAs) for these products. Specifically with regard to balsalazide 
disodium drug products, in the Petition and Supplements 1,3,' and 4 you request that any 
ANDA for an oral formulation of these products include safety and effectiveness 
evidence from appropriately designed comparative clinical studies. In Supplement 2, you 
request such studies only for assessment of clinical efficacy. In Supplement 4, you also 
request comparative clinical trials in pediatric patients. You also request that: 

FDA's Office of Generic Drugs (OGD) withdraw recommendations contained in 
a March 24, 2006, letter to a third party regarding bioequivalence measures for 
these products (Supplement 1) 

Any in vivo bioequivalence studies use ulcerative colitis patients in remission 
instead of normal healthy subjects (Supplements 1,2,and 3)  

Any in vivo bioequivalence studies include measurement of N-Acetyl-5-
Aminosalicylic acid (N-Acetyl-5-ASA) in plasma in addition to balsalazide and 
mesalamine (5-Aminosalicylic acid (5-AS A)) (Supplements 1, 2, and 3) 

.*. 
Even though yoirequest safety and effectiveness evidence from comparative clinical studies in the 

"Action Requested" section of Supplement 3, in the "Conclusion" section of this supplement, you request 
only that such studies assess clinical efficacy. 

We note that your requests in SuppIement 4 pertaking to the pediatric population are.based on 
information that you previously provided to the Agency on June 19, 2006. This pediatric information was 
included in the approved labeling for balsalazide disodium in December 2006. You have not provided any 
new information in the supplement to support your pediatric-related requests. 






















































