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Genomic Data Sharing (GDS)- Institutional Certification Request Form


Use this form to request review of an Institutional Certification Form. 
The Human Research Protection Office (HRPO) will verify that the protocol and consent are compliant with the GDS requirements, specifically that data sharing for research purposes is consistent with the informed consent of subjects from whom the data was obtained. Please review the Standard Operating Procedure for submitting and reviewing GDS Institutional Certifications.
This completed form [word format] and the completed GDS institutional certification* should be attached to the Rascal protocol submission. Once the GDS institutional certification has been reviewed and the IRB has granted approval of the research/data sharing, confirmation that the GDS certification form can be signed will be provided to the Associate Vice President-Sponsored Project Administration. 
*The relevant NIH Extramural Institutional Certification forms are available in downloadable forms on the NIH website at: https://sharing.nih.gov/genomic-data-sharing-policy/institutional-certifications/completing-an-institutional-certification-form
If the request for an Institutional Certification is associated with a Just-in-Time grant submission and the IRB review is pending, a Provisional Certification may be submitted prior to the final GDS certification. 
Please consult with Sponsored Projects Administration for studies that only involve generation of large scale non-human genomic data.


	A - Background

	1.  Protocol number under which specimens will be/were obtained: IRB-Click or tap here to enter text. 

	2. Is the project that proposes to use specimens collected from human subjects funded by an NIH grant application submitted on or after 1/25/15? 
|_|  Yes
|_|  No

	3. If no to question#2, do you intend to deposit a human genomic data set to one of the following NIH-designated data repositories: dbGaP, dbSNP, dbVar, GenBank, GEO, SRA?
|_|  Yes
|_|  No
If no, completion of this form is not needed.

	4. Will the data to be uploaded originate from all or a subset of the specimens originally collected in the specimen collection protocol? Please explain.

	5.  Were the specimens that are proposed for use collected before 1/25/15 and/or after 1/25/15? 
(a) |_| Before 1/25/15
(b) |_| After 1/25/15
(c) |_| Before and After 1/25/15  Please explain.

	6. Does the specimen collection consent form allow for use of the specimens as dictated by the aims of the funding proposal or new project under which data will be uploaded to NIH databases?
(a) |_| Yes, the consent form allows for use of the specimens that is in line with the funding proposal or project 
(b) |_| No, the consent form restricts use of the specimens:
i. |_| For specific diseases. Please clarify: 
ii. |_| Includes options for future use of the specimens. Please explain. 
iii. 

	7. Is the funding proposal currently attached to and described in the protocol under which specimens were obtained, or is the funding proposal submitted under a separate Rascal protocol?  
(a) [bookmark: Check1]|_| Yes, the funding proposal is attached to and described in the protocol under which specimens were obtained
(b) [bookmark: Check2]|_|No, the funding proposal is submitted under a separate Rascal Protocol:  

	8. Did you request in your funding application an exception to submit relevant data to an NIH-designated data repository? If so, was the request granted?
|_|  Yes
|_|  No
Factors that may preclude data sharing include 1) International Laws, 2) concerns about harms to participating individuals or groups, and/or 3) other cases where expectations for data submission cannot be met.
The investigator would be expected to develop an alternate plan to share data through other mechanisms. For transparency purposes, when exceptions are granted, studies will still be registered in dbGaP, the reason for the exception will be included in the registration record, and a reference will be provided to an alternative data-sharing plan or resource, if available. More information about requesting exceptions is available on the GDS website.

	9. For multi-center studies only: 
Will CU submit one multi-center institutional certification (IC) form on behalf of all collaborating sites?
(Please contact the Genomic Program Administrator (GPA) from the funding NIH Institute or Center to discuss the appropriate certification)
 |_|  Yes - if yes, each collaborating institution will need to execute an institutional certification and provide it to the CU PI and IRB for their records prior to the CU IC signature.
 |_|  No 

	10. Does the CU IRB rely on an external IRB for review of the protocols listed under question#1 and/or question#7?
|_|  Yes
|_|  No
If Yes, documentation from the reviewing external IRB should be provided confirming that:
· The appropriate research uses of the data and the uses that are specifically excluded by the informed consent documents are delineated;
· The identities of research participants will not be disclosed to the NIH GWAS data repository; and
· An IRB and/or Privacy Board, as applicable, reviewed and verified that:
· The submission of data to the NIH GWAS data repository and subsequent sharing for research purposes are consistent with the informed consent of study participants from whom the data were obtained;
· The investigator’s plan for de-identifying datasets is consistent with the standards outlined above;
· It has considered the risks to individuals, their families, and groups or populations associated with data submitted to the NIH GWAS data repository; and
· The genotype and phenotype data to be submitted were collected in a manner consistent with 45 C.F.R. 46.




	B - Specimens were originally collected before 1/25/15                 |_|  N/A

	11. Is there one version or multiple versions of the informed consent document that was signed by subjects? Indicate number 


	(c) List the consent form number or document identifier for all consent versions: Click or tap here to enter text.

	12. Is the data upload consistent with the informed consent documents provided by the research participant? 
(a) If no, please explain how the requested upload is inconsistent with the text of the consent document and confirm that this data use limitation was included in the funding request to the NIH:
(b) If consistent, please attach this form to the protocol.

	13. Were subjects given the option to allow use of the specimens and/or data? 
(a) |_| Yes  * If yes, note that only data from subjects who agree to future use of specimens in line with the new funding proposal or data sharing may be uploaded
(b) |_| No



	[bookmark: _Hlk193206028] C - Specimens were originally collected on or after 1/25/15                     |_| N/A


	14. Is there one version or multiple versions of the informed consent document that was signed by subjects? 

	15. List the consent form number or document identifier for all consent versions:

	16. Does the consent form(s) specifically state that data will be uploaded into an NIH repository? Yes or No 
(a) If not, please confirm that this data use limitation was included in the funding request to the NIH:

	17. Were subjects given the option to allow data upload via a checkbox or initials? Yes or No  
*If yes, note that you may only upload data from those subjects who agreed to data upload.  

	18. Does the consent form(s) state that data will be shared through unrestricted- or controlled-access repositories? 
(a) If not, please confirm that this data use limitation was included in the funding request to the NIH:
(b) If yes, are the unrestricted- or controlled-access consent provisions consistent with those listed in the certificate?
· If not, please confirm that this data use limitation was included in the funding request to the NIH:















	D – Elements to be included in the Consent Form 

	1. If specimens were originally collected on or after 1/25/15, the IRB-approved consent form or the consent form submitted with this request includes language to address the following requirements 
[The National Human Genome Research Institute has provided sample language to address these elements:  https://www.genome.gov/about-genomics/policy-issues/Informed-Consent/GDS-policy-sample-language#:~:text=Because%20it%20may%20be%20possible,%2C%20their%20families%2C%20or%20groups].

	Yes
	No

	1.1. Genomic and phenotypic data, and any other data relevant for the study (such as exposure or disease status) will be generated and may be shared broadly and used for future research in a manner consistent with the participant’s informed consent and all applicable federal and state laws and regulations. 
	
	

	1.2. Prior to submitting the data to an NIH-designated data repository, data will be stripped of identifiers such as name, address, account and other identification numbers 
And, 
will be deidentified by standards consistent with the Common Rule and HIPAA. Safeguards to protect the data according to Federal standards for information protection will be implemented. 

	
	

	1.3. Access to de-identified, individual-level participant data will be controlled, unless participants explicitly consent to allow unrestricted access to and use of their data for any purpose. 

	
	

	1.4. Aggregate study information (including genomic summary results) and study analyses may be shared in the scientific literature or through other public scientific resources, such as data repositories or other data sharing resources that provide broad or unrestricted access to the information.

	
	

	1.5. Because it may be possible to re-identify de-identified genomic data, even if access to data is controlled and data security standards are met, confidentiality cannot be guaranteed, and reidentified data could potentially be used to discriminate against or stigmatize participants, their families, or groups. In addition, there may be unknown risks due to computational methods, analytic technologies, or techniques (e.g., generation of information that could allow participants’ identities to be readily ascertained). 

	
	

	1.6. No direct benefits to participants are expected from any secondary research on de-identified individual-level data or genomic summary results that may be conducted.

	
	

	1.7. Participants may withdraw consent for research use of genomic or phenotypic data at any time without penalty or loss of benefits to which the participant is otherwise entitled. In this event, data will be withdrawn from any repository, if possible, but data already distributed for research use will not be retrieved.

	
	

	1.8. The name and contact information of an individual who is affiliated with the institution and familiar with the research and will be available to address participant questions. 

	
	

	1.9. The privacy protections, and limitations of those protections, afforded by a Certificate of Confidentiality to individual-level data do not apply to summary results. 

Note: Research funded by NIH is automatically deemed to be issued a Certificate of Confidentiality (CoC).  For non-NIH funded research,  NIH “encourages investigators and institutions submitting large-scale human genomic datasets to dbGaP to seek a Certificate of Confidentiality as an additional safeguard to prevent compelled disclosure of any personally identifiable information they may hold. NIH-funded studies are automatically covered under such a certificate.”
	
	

	
2. Does the consent form place a limit on the use of the data?
	
	

	
3. If yes to question#2, are these data use limitations listed on page 3 of the certification? 
	
	

	4. Are all GDS consent requirements listed under #1 above met?
If no, the IRB may require the following actions as relevant:
· Revisions of the consent form
· Recontact subjects for reconsenting to data sharing 
	
	



	Protocol/Datasheet/Grant
	Yes
	No

	The IRB approved datasheet/standalone protocol describes the intent to submit data to a NIH data repository and data types expected to be shared.
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