
From: Khurana, Taruna  
Sent: Tuesday, December 13, 2016 7:23 AM 
To: 'Margaretten, Nadine' 
Cc: Steele, Matthew; Sweeney, Colleen 
Subject: RE: STN 125592 IR 12132016 
 
Hi Nadine, 
 
We have the following request for information; 
 
Please provide the following information for the control tablet in Enclosure 5 “Control limits 
for current control tablet ” submitted on July 1, 2016 in amendment 11  

1. Please specify the upper and lower limits for the total allergenic activity of the control 
tablet and how did you define these limits 

2. Please indicate the validated range for the control tablet if different from upper and 
lower limit as indicated in enclosure 5 

3. Please indicate the unitage in enclosure 5 
4. Please specify the values used for calculation of standard deviation 5.85  

 
Please address the following in reference to  assay indicated in Lot Release Protocol; 

5. Please specify the validated range for the sample. Please clarify if this is different from 
range  as indicated in release protocol 

6. Please justify the reliability of suitability criteria of CV  of a sample calculated only 
from   

7. Attachment 1,  table has HDM DP Tablet control, 12 DU 
HDM tablet indicated as . The same lot for control tablet is indicated as 6 DU 
in Enclosure 3 “Validation Protocol” in amendment 11 submitted on July 1, 2016. Please 
clarify this discrepancy 

 
You can contact me if you have any question. 
 
Thank you 

Taruna Khurana, PhD 
Biologist (Regulatory)  

Center for Biologics Evaluation and Research 
Office of Vaccines Research and Review 
U.S. Food and Drug Administration 
Tel: 301-796-2640 
Taruna.khurana@fda.hhs.gov 
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THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER 
LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified 
that any review, disclosure, dissemination, copying, or other action based on the content of this communication is not 
authorized. If you have received this document in error, please immediately notify the sender immediately by e-mail or 
phone. 
 
 
 




