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Heparin Sodium (heparin sodium, USP) 
Injection 

 
Summary of the Basis for the Recommended Action 

 from Chemistry, Manufacturing, and Controls 
 
Applicant:   Pfizer Inc. 
Address: 235 East 42nd Street,  

New York, NY 10017-5755 
 

Indication:   
 Prophylaxis and treatment of venous thromboembolism  
 Atrial fibrillation with embolization  
  treatment of acute and chronic consumption 

coagulopathies  
 Prevention of clotting in arterial and cardiac surgery  
 Prophylaxis and treatment of peripheral arterial embolism  
 Anticoagulant use in transfusion and dialysis procedures  

  
 
Presentation: With the exception of 2000U/2mL vial presentation, all the 

proposed heparin sodium presentations contain benzyl alcohol as 
preservative. Three of the above presentations, (preservative free 
2000U per 2mLvial and preserved 10000U or 50000U per 10mLvial) 
are packaged in Type I glass  vial capped 
with grey  stopper and aluminum seal. The remaining 
two presentations (5000U per  vial and 10000 Units per  
vial) are packaged in Type I glass vial capped with grey 

 stopper, and aluminum over seal. 
 
Establishments Evaluation Report (EER) Status: Acceptable 
 
Consults: EA –     Acceptable 
 Statistics –    N/A 
 Methods Validation –  Not recommended 
 Biopharm–   N/A 

Microbiology –   Acceptable 
 Pharm Toxicology –  Acceptable 
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ONDQA Initial Quality Assessment 
Muthukumar Ramaswamy, Ph.D., Division of Pre-marketing Assessment, Branch 2 

_______________________________________________________________ 

Page 1 of 11  

NDA: 201370 
Applicant: Pfizer, Inc. 
Stamp Date: 9-Mar-2010 
PDUFA Date: 9-Jan-2011 
 
Proposed Proprietary Name: Heparin Sodium 
Established Name: Heparin Sodium Injection USP 
Dosage form and strength: Sterile solution for injection; 1,000, 5,000 and 10,000 U/mL 
Route of Administration: Injection 
Indication: Conditions treated by anti-coagulation 
 
PAL: Eldon Leuzinger, Ph.D.  ONDQA 

 
ONDQA Fileability Recommendation: Acceptable for filing 
Primary reviewer: Muthukumar Ramaswamy, Ph.D. 

 
Time goals: 

• Initial Quality Assessment in DARRTS: by 23-April 2010 
• Chemistry filing memo in DARRTS: by 23-April 2010 
• Filing Decision: 23-April 2010 
• Filing review issues, “Day 74”: 22-May-2010 
• Mid-cycle meeting: “month 5”: 9-Aug-2010 
• Wrap Up Meeting: 5 Dec. 2010 
• Complete Primary and secondary review: 05–Dec-2010; 12-Dec-2010 

 
Relevant DMFs: 
DMF 2712: Heparin sodium (porcine intestinal tissue) from Pfizer Inc. 

CONSULTS/ CMC  RELATED 
REVIEWS    COMMENT   
 Biopharmaceutics    Biowaiver request may be needed. Clinical team to initiate consult request 

 CDRH or CBER    Not Applicable   
 EA    Categorical exclusion request will be assessed by Primary Reviewer.   
 EES    EER was created and sent to Compliance by Tu-van Lambert, ONDQA, PM    
 OSE    Labeling consult request will be sent as part of DMEP’s request.   
 Methods Validation    Validation may be requested of FDA labs after test methods are finalized   
 Microbiology   Endotoxin, sterility,  

 Pharm/Tox    May Not Be Not Applicable 

Labeling and Nomenclature OSE/DMEPA 
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