
Hello Dana, 

 

I just left you a voice mail regarding the mycoplasma testing used for the Quadracel lots.  We are aware 
that a new method has been proposed, and possibly even used for the Quadracel lots to be released.  
We have a significant issue if the new, unapproved, mycoplasma testing has been used for the 
Quadracel lots.   

 

If the new unapproved method was used for Quadracel, we need you to quickly submit a CBE 30 
supplement to the Pentacel file for approval.  Be advised, if changes are deemed anything less than 
minor, we may change the supplement to a PAS.  If it is submitted quickly, and approved, there may be 
not issued with the Quadracel lots or file. However, if there is an issue with the new mycoplasma 
testing, and it was used for the Quadracel lots, we will most definitely have an issue.  If you can revert to 
the approved mycoplasma testing, any issues may be avoided. 

 

Additionally, we are still awaiting a response to our May 13, 2014 information request concerning a 
comprehensive list of what is being cross-referenced to the Pentacel file and if any Pentacel CRs will 
complicate the Quadracel file. 

 

Please call me or respond to this e-mail as soon as possible for resolution of these issues. 

 

Thanks, 

juan 

 

Juan C. Lacayo, Ph.D.  
LCDR, United States Public Health Service  
Regulatory Reviewer/Project Manager  
CMC Review Branch 1  
Division of Vaccines and Related Product & Applications  
Office of Vaccines Research & Review  
Center for Biologics Evaluation & Research  
U.S. Food and Drug Administration  
10903 New Hampshire Ave  
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