
 

 
 

  

 

 

 

 
 

  

 
 

 




 

Medical Officer Labeling Review 

Division of Gastroenterology and Inborn Error Products
 

NDA#: 22175/S-003 
Sponsor: Digestive Care 
Drug: Pertzye 
Drug Classes: Pancreatic Enzyme Product (PEP) 
Dose and Form: 4,000 lipase units / oral 

(b) (4)
Proposed Indication: The treatment of exocrine pancreatic insufficiency

 to cystic fibrosis and other conditions 
Date Review Completed: September 19, 2016 
Clinical Reviewer: Marjorie F. Dannis, M.D. 
Team Leader: Anil Rajpal, M.D. 

Background: 
In 2012, Pertzye was originally approved for the treatment of exocrine pancreatic 

(b) (4)insufficiency  to cystic fibrosis and other conditions. On 10/30/14, the CMC 
supplement which responded to PREA PMR 1894-1 for the development of an age 
appropriate formulation of Pertzye (listed below), received a complete response due to 
process validation deficiencies. On 6/10/16, Digestive Care submitted their response to 
CR for NDA 22175/S-003 Pertzye. 

PMR 1894-1: Deferred requirement for development of an age appropriate formulation for Pertzye 
(pancrelipase) Delayed-Release Capsules: Develop an age appropriate formulation to allow for dosing to 
the youngest, lowest weight pediatric patients, including infants less than 12 months of age who will be 
administered 2,000 to 4,000 lipase units per 120 mL of formula or per breast-feeding 

On September 21, 2016, PeRC was convened and concurred with DGIEP that the 
development of a 4,000 lipase unit capsule satisfied PREA PMR #1894-1 and thus it 
would be considered fulfilled. 

From a clinical standpoint, below in red italics, are the proposed changes to the label (not 
yet negotiated with the Sponsor). These clinical changes pertain to the addition of the 
new dosage strength. Of note, although the Cystic Fibrosis Foundation Consensus 
Conferences Guidelines recommend that infants may be given 2,000-4,000 lipase units 
per 120 ml of formula or breast milk, for Pertzye, infants can be  given 4,000 lipase units 
per 120 ml of formula or breast milk. 1 Thus, the appropriate adjustments have been made 
to the label. 

1 This has been an acceptable standard in the past for DGIEP (e.g Ultresa) 
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