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Good morning, 
 
Please see the information request below and provide a response by 4 pm on June 30, 2017. 

1. Please provide a copy of the training materials used at site visits for sites that 
administered tisagenlecleucel under the IND 16130. This should include patient 
specific information as well as site specific requirements needed to qualify as a study 
site. 

2. Please provide a copy of the training materials, on site and supplemental documents, 
that you are using for the training on new sites in anticipation of the marketing of 
tisagenlecleucel. 

3. Please provide any recommendations that need to be in place for a site to comply with 
your training and preparation guidelines. 

 
Please confirm receipt of this request. 
Thank you, 
Erica Giordano 
Regulatory Project Manager 
Center for Biologics Evaluation and Research 
Office of Tissues and Advanced Therapies 
U.S. Food and Drug Administration 
Tel: 240-402-8298 
Erica.Giordano@fda.hhs.gov 
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