
NIH Genomic Data Sharing Policy:
Flowchart for Informed Consent Expectations and the Role of the IRB

A.  Specimens Collected under an IRB-Approved Protocol with Consent

WHEN WERE THE 
SPECIMENS COLLECTED?

Does the informed 
consent form address 

future genomic research 
and sharing?
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8/31/2015
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permitted 

YES; 
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given

Sharing of 
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designated 
repository 
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YES; 
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declined

NO; 
not addressed

IRB1 must 
review the 
DSP2 and 

confirm that 
future research 
and broad data 
sharing is not 
inconsistent 

with informed 
consent;  if so, 
considers any 
limitations to 

sharing 

IRB1 must 
review the 
DSP2 and 

confirm that 
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and broad data 

sharing is 
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informed 
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considers any 
limitations to 

sharing

Sharing of 
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review the 
DSP2 and 
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limitations to 

sharing
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repository 

NOT
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YES; 
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given

YES; 
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data in a NIH-
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permitted 

1The IRB that reviewed the original protocol, under which the specimens that were used to generate genomic data were originally collected, 
should provide this assessment.  If the specimens used for the genomic research were collected under an NIH IRB-approved protocol, the NIH 
IRB will provide this assessment.  If the specimens used for the genomic research were collected under an external IRB-approved protocol, the 
external IRB should provide this assessment.
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Does the informed 
consent form address 

future genomic research 
and broad sharing?

IRB1 must 
review the 
DSP2 and 

confirm that 
future research 
and broad data 
sharing is not 

consistent with 
the informed 

consent
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review the 
DSP2 and 
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the informed 

consent
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Before
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B.  Specimens NOT Collected under an IRB-Approved Protocol with Consent

Sharing in a 
NIH-

designated 
repository 

likely 
permitted

Sharing in a 
NIH-

designated 
repository 

NOT
permitted, 
unless IC 

allows 
exception

On or After 
8/31/2015

IRB review of 
DSP2 and 
informed 

consent does 
not apply; 

IC Designee 
reviews the 
DSP and 

considers any 
limitations to 

sharing

1The IRB that reviewed the original protocol, under which the specimens that were used to generate genomic data were originally collected, 
should provide this assessment.  If the specimens used for the genomic research were collected under an NIH IRB-approved protocol, the NIH 
IRB will provide this assessment.  If the specimens used for the genomic research were collected under an external IRB-approved protocol, the 
external IRB should provide this assessment.
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