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WORKSHEET: Consent Requirements and Expectations for Genomic Data Sharing
PURPOSE and INSTRUCTIONS
Use the table to identify the applicable consent elements and whether the requirements and expectations are applicable, met, or not met. If requirements cannot be met, see section 2 below for specific exceptions to the consent requirements.
1. DETERMINE APPLICABLE CONSENT ELEMENTS
1.1 Choose the type of research funding
1.2 Choose the type of data generated
1.2 Identifiability of specimens when collected from subjects               
1.3 Identifiability of specimens when collected from subjects               
1.3 Identifiability of specimens when collected from subjects               
1.2 Date when specimens were collected from subjects 
1.3 Identifiability of specimens when collected from subjects
No consent requirements.
See "expectations for Non-NIH funded Submission Requests" located on the NIH GDS website. UW IRB policy does not impose any consent requirements for this scenario.
Requirements. Select Met or Not Met
UW Policy
MET
NOT MET
Consent was obtained for research with specimens (Note: this consent requirement is limited to these elements and refers to any process that may or may not be the process described in 45 CFR 46)
Consent is not inconsistent with generating genomic and phenotypic dataConsent is not inconsistent with future research useConsent is not inconsistent with broad sharingConsent is not inconsistent with unrestricted access (when individual level data will be shared through unrestricted access as opposed to controlled access)
No consent requirements.
The NIH "GWAS policy" (NIH Policy for Sharing of Data Obtained in NIH Supported or Conducted Genome-Wide Association Studies (GWAS) is silent on samples that are de-identified or anonymous at the time of collection. UW IRB policy does not impose any consent requirements for this scenario.
Requirements. Select Met or Not Met
(Based on the NIH "GWAS policy")
MET
NOT MET
Consent was obtained for research with specimens (Note: this consent requirement is limited to these elements and refers to any process that may or may not be the process described in 45 CFR 46)
Consent explicitly obtained for generating genomic and phenotypic dataConsent explicitly obtained for future research useConsent explicitly obtained for broad sharingConsent explicitly obtained for unrestricted access (when individual level data will be shared through unrestricted access as opposed to controlled access)
Requirements. Select  Met or Not Met
(Based on the NIH Genomic Data Sharing Policy, Section IV.C.4)
              
MET
NOT MET
Consent was obtained for research with specimens (Note: this consent requirement is limited to these elements and refers to any process that may or may not be the process described in 45 CFR 46)
Consent explicitly obtained for generating genomic and phenotypic dataConsent explicitly obtained for future research useConsent explicitly obtained for broad sharingConsent explicitly obtained for unrestricted access (when individual level data will be shared through unrestricted access as opposed to controlled access)              
Expectations. Select  N/A, Met or Not Met
N/A may be selected if: (1) any additional risks or concerns introduced by the absence of these elements is outweighed by the scientific benefit of data sharing, and (2) iit is unlikely that subjects' expectations are inconsistent with these elements
(Based on the NIH Guidance on Consent for Future Research Use and Broadsharing of Human Genomic and Phenotypic Data Subject to the NIH Genomic Data Sharing Policy)
N/A
MET
NOT MET
Confidentiality cannot be guaranteed
It may be possible to re-identify the data
Re-identified data could potentially be used to discriminate against or stigmatize subjects
There may be unknown risks associated with re-identification of the data
Return of secondary results to individuals is not mentioned, or is described as a rare occurrence
[NOTE: Only needed when researcher plan to return results]
There is no expectation of direct benefits to the subjects
Data can be withdrawn, upon request, through already distributed data cannot be retrieved
[NOTE: Only needed when researcher plan to return results]
Name and contact information for a person who can answer questions
No consent requirements.
(Based on NIH Genomic Data Sharing Policy, Section IV.C4)
Requirements. Select Met or Not Met
(based on NIH Genomic Data Sharing Policy, Section IV.C4)
MET
NOT MET
Consent was obtained for research with specimens (Note: this consent requirement is limited to these elements and refers to any process that may or may not be the process described in 45 CFR 46)
Consent is not inconsistent with generating genomic and phenotypic dataConsent is not inconsistent with future research useConsent is not inconsistent with broad sharingConsent is not inconsistent with unrestricted access (when individual level data will be shared through unrestricted access as opposed to controlled access)
2. CONDITIONS FOR EXCEPTION
An exception to the consent requirements may be granted if the conditions in the table below are met. This decision and rationale may be documented in the WORKSHEET: Genomic Data Sharing Certification. Exceptions must be approved by an Assistant Director of Operations (ADO) or the HSD Director.
MET
NOT MET
2.1 Any consent that was obtained was not inconsistent with:
Generating genomic & phenotypic dataFuture research use of the specimensBroad sharing of data
2.2 There are compelling reasons why it is not possible to obtain consent.
2.3 There are compelling scientific reasons why genomic and phenotypic data should be collected, broadly shared, and used for future research.     
2.4 The scientific benefits clearly outweigh any additional risks to subjects, families, and groups (after taking into account the protections that are in place) that are introduced by the absence of consent.              
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