
 

STANDARD FOR THE  
EXCHANGE OF NONCLINICAL 
DATA (SEND*) 
 
FDA Pilot Submission Checklist 
 
Get started with your first test/pilot FDA SEND submission by researching the SEND 
submission requirements. Access valuable SEND resources in one convenient location. 
 
Here’s a SEND checklist to follow as you prepare for your first SEND test/pilot submission: 
 
Project Set-Up 
 Obtain submission identification number (one for each study) 
 Identify study(ies) to be submitted 
 Gather documents (protocol, amendments, report, key dates) 
 Obtain Study Data Reviewers Guide (SDRG) template 

 
Dataset Generation 
 Generate SEND dataset following established procedures 
 Prepare the SDRG and Define-XML files 

 
Dataset Review 
 Execute quality checking activities 
 Run the SEND dataset through the validator tool to identify errors, warnings, etc. 

 
Dataset Submission 
 Electronically package the SEND dataset in submission file structure 
 Obtain shipping address, prepare accompanying letter, shipping paperwork 
 Package and ship to FDA 

 
* The Standard for the Exchange of Nonclinical Data (SEND) is the new FDA format for submitting your nonclinical study data.  All 
carcinogenicity and toxicology submissions to the FDA for studies that begin after December 17, 2016 must comply with this format. 
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