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RESEARCH 

 
 

APPLICATION NUMBER: 
 

202535Orig1s000 
 

 

CHEMISTRY REVIEW(S) 
 





Picoprep powder for oral administration is packaged in a sachet  
.  Each sachet contains 16.1 g of powder of white crystalline powder with a faint orange 

odor.  
 
I concur with the determination that the information as provided in the NDA is adequate to 
assure the identity, strength, purity, and quality of the drug product and support the 
recommendation of a drug product shelf life of 24 months for the proposed commercial product 
when it is stored at controlled room temperature. 
 
Secondary review of the CMC reviews was performed by Moo-Jhong Rhee, Ph.D. 
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Memorandum   DEPARTMENT OF HEALTH AND HUMAN SERVICES 
    PUBLIC HEALTH SERVICE 
    FOOD AND DRUG ADMINISTRATION 
    CENTER FOR DRUG EVALUATION AND RESEARCH 
 
Date:   July 12, 2012 
 
From:   Hitesh Shroff, Ph.D. 
 
Through:  Moo-Jhong Rhee, Ph.D. 
  Chief, Branch IV 
  New Drug Quality Assessment Division II 
  ONDQA 
 
To:   CMC Review #1 of NDA 202-535 
 
Subject:  Final Recommendation 
 
The CMC review #1 has noted the following two pending issues:  
 

1. The Office of Compliance has issued an overall “Withhold” recommendation.  
2. Label/labeling issues were not resolved. 

 
And because of these deficiencies, in the CMC Review #1, this NDA was not 
recommended for approval from the ONDQA perspective.  
 
On July 9, 2012, the Office of Compliance issued the “Acceptable” recommendation for 
the facilities involved in the NDA (see the Attachment -1). 
 
On July 13, 2012, the label and labeling were submitted and they are revised 
satisfactorily from the ONDQA perspective (see the Attachment-2). 
 
Final Recommendation: 
 
This NDA is now recommended for approval from the ONDQA perspective.  
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Attachment-2.    
 

Carton 
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Packet 
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Labeling & Package Insert 
 

1. Package Insert  

 
(a)  “Highlights” Section 

 
 
(b) “Full Prescribing Information” Section 

 
#3. Dosage Form and Strength 

 

 
 

#11. Description 
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#16. How Supplied/Storage and Handling 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Public Health Service 

Food and Drug Administration 
Center for Drug Evaluation and Research 

   
METHODS VALIDATION REPORT SUMMARY 

 
TO: Hitesh Shroff, CMC Reviewer  

Office of New Drug Quality Assessment (ONDQA) 
E-mail Address: hitesh.shroff@fda.hhs.gov  
Phone:  (301)-796-2116 
Fax: (301)-796-9877 
 

FROM: FDA 
 Division of Pharmaceutical Analysis 

Michael Trehy, MVP Coordinator 
 Suite 1002 

1114 Market Street 
 St. Louis, MO 63101 
 Phone: (314) 539-3815 
 
Through: Benjamin J. Westenberger, Deputy Director  
                 Phone: (314) 539-3869 
 
SUBJECT: Methods Validation Report Summary 
 
 

Application Number: NDA 202535       
 
 Name of Product: PICOPREP (sodium picosulfate, magnesium oxide, and citric acid)  

Applicant: Ferring Pharmaceuticals  

 Applicant’s Contact Person: John Berryman, Senior Director of Regulatory Affairs  

 Address: 4 Gatehall Drive, Third Floor, Parsippany, NJ 07054  
 
 Telephone: (973) 796-1746 Fax: (973) 796-1694  
              
 
Date Methods Validation Consult Request Form Received by DPA: 11/22/2011      

Date Samples Received by DPA:  12/27/2011 

Date Analytical Completed by DPA: 5/1/2012        

 
Laboratory Classification: 1. Methods are acceptable for control and regulatory purposes.   
 2. Methods are acceptable with modifications (as stated in accompanying report).   
 3. Methods are unacceptable for regulatory purposes.   
 
Comments:  Cover memo and summary of results are attached. 

Reference ID: 3124923



       Page 2 of 3      Version: 7/13/2011 
 
 
 

 
Center for Drug Evaluation and Research                              
Division of Pharmaceutical Analysis 
St. Louis, MO 63101 
Tel. (314) 539-3815 

 
Date:  May 1, 2012  
 
To:  Hitesh Shroff, CMC Reviewer (HFD-800) 
  Marie Kowblansky, CMC Lead (HFD-800) 
 
 Through: B. J. Westenberger, Deputy Director, Division of Pharmaceutical Analysis,  
   (HFD-920) 
 
From:  Michael Trehy, Chemist (HFD-920) 
 
Subject: Method Validation for NDA 202535 
  PICOPREP (sodium picosulfate, magnesium oxide, and citric acid) 

 
The method is acceptable for quality control and regulatory purposes. 
 

• Q-3.2.P.5.2 Analytical Procedure-3566; Ver.2.0 PLU-01 Identification, Assay and Content 
Uniformity of Sodium Picosulfate in PICOPREP 

 
The Division of Pharmaceutical Analysis (DPA) has the following comment pertaining to this method. 
 
The Division of Pharmaceutical Analysis (DPA) strongly suggests the inclusion of system suitability 
requirements in the procedure. System suitability requirements should be added to the method to assure that 
the HPLC is performing adequately to obtain quality data.  Typical system suitability requirements for an 
assay by HPLC are reproducibility, peak symmetry and theoretical plates.  Reproducibility is an indicator of 
the performance of the HPLC and peak symmetry and theoretical plates are indicators of the performance of 
the column and HPLC.  

 
 
 
       DEPARTMENT OF HEALTH & HUMAN SERVICES 
          Food and Drug Administration  
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Summary of Results         

 
 
Method: Q-3.2.P.5.2 Analytical Procedure-3566; Ver.2.0 PLU-01 Identification, Assay and Content 
Uniformity of Sodium Picosulfate in PICOPREP 
 
Test  Found   Specification 
ID  Passes 
Assay  
  
Avg (2) Passes 
CU  n=3 Passes 
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