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1  INTRODUCTION 
This memorandum is in response to a request by the Division of Gastroenterology Products (DGP) 
for the Division of Risk Management (DRISK) to review the proposed Medication Guide (MG), 
proposed Risk Evaluation and Mitigation Strategy (REMS), and REMS supporting document for 
VIOKACE (pancrelipase) Tablet. 

On April 28, 2009 Axcan Pharma US, Inc. submitted New Drug Application (NDA) 22-542 for 
VIOKACE (pancrelipase) Tablets under Section 505(b)(2) of the FD&C Act. Axcan Pharma US, 
Inc. voluntarily submitted a Risk Evaluation and Mitigation Strategy (REMS) for VIOKACE 
(pancrelipase) Tablets. 
 

2      MATERIAL REVIEWED 
 Draft VIOKACE (pancrelipase) Tablets Prescribing Information (PI) submitted March 9, 2010, 

revised by the review division throughout the review cycle and  provided to DRISK on June 16, 
2010   

 Draft VIOKACE (pancrelipase) Tablets Medication Guide dated March 9, 2009, revised by the 
review division throughout the review cycle and provided to DRISK on July 09, 2010.  

 Proposed VIOKACE (pancrelipase) Tablets Risk Evaluation and Mitigation Strategy (REMS) and 
REMS Supporting Document, submitted on October 29, 2009  

3 RESULTS OF REVIEW 
3.1   In our review of the Medication Guide, we have: 

• Simplified wording and clarified concepts where possible 

• Ensured that the MG is consistent with the PI 

• Removed unnecessary or redundant information 

• Ensured that the MG meets the Regulations as specified in 21   
 CFR 208.24 

• Ensured that the MG meets the criteria as specified in FDA’s   
 Guidance Useful Written Consumer Medication Information   
 (published July 2006) 

• Referenced the approved MG for Pancreaze (NDA 22-523) for consistency 

3.2 In our review of the proposed REMS and REMS Supporting Document, we have: 
• Ensured it includes the elements outlined in the REMS Notification    

Letter   
• Ensured it meets the statutory requirements under the Food and Drug 

Administration Amendments Act (FDAAA) of 2007.  
• Reviewed the survey methodology for acceptability in assessing the goal of the 

REMS 

 
4 CONCLUSIONS AND RECOMMENDATIONS  

 DRISK concurs with the elements of the REMS as proposed by the Applicant.  



We have the following comments and recommendations for the Division of Gastroenterology 
Products (DGP)and Applicant with regard to the MG, the proposed REMS and the REMS 
Assessment methodology. 

 Comments to Review Division:  
Please send these comments to the Applicant and request that they submit a response within two 
weeks of receipt.  DRISK requests that DCRP copy us on the correspondence. Please let us know 
if you would like a meeting to discuss these comments before sending to the Applicant. 

Our annotated MG is appended to this memo (Appendix A Marked Copy, Appendix B Clean 
Copy). Any additional revisions to the PI should be reflected in the MG. 

 Comments to Applicant Name: 
a. See the appended VIOKACE (pancrelipase) REMS proposal for track changes corresponding to 

comments in this review. 

b. GOAL   

Your proposed goal is acceptable.  

c. Your plan to distribute the Medication Guide in accordance with 21 CFR 208.24 appears 
acceptable. The details of this plan should be moved to the REMS supporting document. 

d. Your proposed timetable for submission of assessments (18 months, 3 years, and 7 years) is 
acceptable  

 We have some editorial comments in this section of the proposed REMS. 

e. Regarding your REMS Assessment Plan: 
(b) (4)



(b) (4)



(b) (4)



f. Your proposal to monitor for adverse event reports associated with Viokace is acceptable. 

 

 

 

(b) (4)
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