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Supported 
by FDA

13 June 
2011

• Required for 
NDAs

• Supported for 
INDs

17 
December 

2016

• Required for 
NDAs

• Required for 
INDs

17 
December 

2017

• Supported for 
NDAs for 
studies that 
started before 
15 March 
2019

• Required for 
INDs

15 March 
2019

Supported for 
studies that 
started before

• 15 March 
2019 for 
NDAs

• 15 March 
2020 for INDs

15 March 
2020

SEND Requirements at FDA
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SEND 
3.0 is 

support
ed by 
FDA

13 June 
2011

•Required 
for NDAs

•Supported 
for INDs

17 
December 

2016

•Required 
for NDAs

•Required 
for INDs

17 
December 

2017

•Required 
for NDAs

•Supported 
for INDs

15 March 
2019

•Required 
for NDAs

•Required 
for INDs

15 March 
2020

SEND 3.0

SEND 3.1

Supported by 
FDA

21 
August 
2017

• The requirements are based on the Study Start date for studies included in submissions to FDA.
• The Study Start date for nonclinical studies is the date the study plan is signed.


