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1. EXECUTIVE SUMMARY 

MCM Vaccine Company submitted responses to information requests dated June 14, July 
16, July 17, and July 23, 2018 on August 21, 2018 (STN 125563/0.38), which included 
documents pertaining to the D-antigen  Calculation Program for the 
poliomyelitis component of Vaxelis. A statistics review was requested by the product 
review team on September 21, 2018 to review the  calculation algorithm for 
the D-antigen  assay provided by the applicant. This memo focuses on the 
calculation methods used in the D Antigen  Calculation Program for 
Polio. 
 
Based on the algorithm provided, the  analysis for the D-antigen  assay 
appears to be appropriate. There are no further comments. 
 
2. REGULATORY BACKGROUND 
 
Vaxelis (formerly  is a hexavalent diphtheria, tetanus, pertussis, poliomyelitis, 
hepatitis B, and Haemophilus type b vaccine being developed by MCM Vaccine 
Company. Responses to information requests dated June 14, July 16, July 17, and July 
23, 2018 and documents pertaining to the D-antigen  Calculation 
Program for the poliomyelitis component of Vaxelis were submitted by MCM Vaccine 
Company on August 21, 2018 (STN 125563/0.38). 
 
3. SOURCES OF DATA AND OTHER INFORMATION CONSIDERED 
 
3.1 Review Strategy 
 
This memo focuses on the algorithm and implementation of the D Antigen  

 Calculation Program for Polio. 
 
3.2 Documents that Serve as Basis for the Statistical Review 
 

1. SOP Q_0268418, “Design Specification for D-antigen  
Calculation Program for Polio.” 

2. Response to June 14, 2018 information request. 
3. Response to October 15, 2018 information request (STN 125563/0.44) 
4. Response to October 24, 2018 information request (STN 125563/0.45) 
5. Response to November 27, 2018 information request (STN 125563/0.54) 
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4. D-ANTIGEN  ANALYSIS FOR POLIO 
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5. CONCLUSIONS 
 
Based on the algorithm provided, the  analysis for the D-antigen  assay 
appears to be appropriate. There are no further comments. 
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