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	Genomic Data Sharing Certification Request Form

To Submit Data to NIH Designated Data Repository


	INSTRUCTIONS
This form is to be submitted if UVa personnel plan to submit data to an NIH Designated Data Repository


A. Study Information

	Date:      

	IRB-HSR #:       ( if applicable) 

	Project/Study Title:      

	Principal Investigator:      
	Phone:                                                       Email 

	PI Title:       
	

	Contact Person:      
	Phone:                                                       Email      

	Name: NIH Genomic Program Administrator (GPA)

     
NIH Institute Name 

     
NIH Institute Address: 

     
B. Type of request (check all that apply

Prospective Dataset.  Dataset that will be submitted comes from participants that have not yet been consented.  


Retrospective Dataset.  Dataset that will be submitted comes from participants that have already been consented.

                              Please submit all foundational consent forms (see definitions below) that were used to collect data from participants. 


Waived Dataset.  Dataset that will be submitted comes from samples that were obtained under a consent waiver. 


Non- Human Subject Dataset.  Data was/will be obtained from sources determined to not meet the definition of a human subject    

 (e.g. anonymous cell lines/ all donors now deceased etc.) (IRB-HSR # not applicable) 

The data are to be made available through controlled-access2
 unrestricted1 or 
1 Data made publicly available to anyone
2Data made available for secondary research only after investigators have obtained approval from NIH to use the requested data for a particular project.



C. Multicenter Certifications

1) Is this a multicenter study?

No (Skip to section D)

Yes
 

2) Is UVa being asked to certify for other sites?
No
Yes  

Note: If UVa is being asked to certify for other sites, please also provide all foundational consent forms used at all other study sites for review.
If yes:  List sites:      
3) Has another institution already provided certification for this dataset? 
No
Yes, 
Please explain and provide the certification documentation:      
D.  Which of the following uses should be allowed according to the Intent of the Study and the consent form?

 FORMCHECKBOX 
 General Research Use (GRU) – which can be used for ANY research;- select any applicable options below 

 FORMCHECKBOX 
  IRB approval required- Requestor must provide documentation of local IRB approval.
 FORMCHECKBOX 
 Publication required - Requestor agrees to make results of studies using the data available to the larger scientific community.
 FORMCHECKBOX 
 Collaboration required - Requestor must provide a letter of collaboration with the primary study investigator(s).
 FORMCHECKBOX 
 Not for profit use only- Use of the data is limited to not-for-profit organizations.

 FORMCHECKBOX 
 Health/Medical/Biomedical (HMB) – which can be used for any health, medical or biomedical research; (Not allowed for NDAR) 

 FORMCHECKBOX 
  IRB approval required- Requestor must provide documentation of local IRB approval.
 FORMCHECKBOX 
 Publication required - Requestor agrees to make results of studies using the data available to the larger scientific community.
 FORMCHECKBOX 
 Collaboration required - Requestor must provide a letter of collaboration with the primary study investigator(s).
 FORMCHECKBOX 
 Not for profit use only- Use of the data is limited to not-for-profit organizations.
 FORMCHECKBOX 
 Methods- Use of the data includes methods development research (e.g., development of software or algorithms)
 FORMCHECKBOX 
 Genetic studies only- Use of the data is limited to genetic studies only.
 FORMCHECKBOX 
 Disease Specific (DS) – where the specific disease/condition areas of research are specified.
 FORMCHECKBOX 
  IRB approval required- Requestor must provide documentation of local IRB approval.
 FORMCHECKBOX 
 Publication required - Requestor agrees to make results of studies using the data available to the larger scientific community.
 FORMCHECKBOX 
 Collaboration required - Requestor must provide a letter of collaboration with the primary study investigator(s).
 FORMCHECKBOX 
 Not for profit use only- Use of the data is limited to not-for-profit organizations.
 FORMCHECKBOX 
 Methods- Use of the data includes methods development research (e.g., development of software or algorithms)
 FORMCHECKBOX 
 Related disorders- Use of the data is limited to genetic studies of the specified disease and related conditions, such as List specific diseases:       
 FORMCHECKBOX 
 Genetic studies only- Use of the data is limited to genetic studies only.
COMMENTS:      
E. Study Population, Data Elements, and Risks
1) Please describe briefly the study population that is represented by the dataset [age of participants, race/ethnicity, disease type and disease prevalence, etc.].       
2) Please list the data elements that will be submitted to a NIH Designated Data Repository or provide an attachment listing them.      
3) Please describe any potential risks to the participants, their families or to the population/group that might be associated with submission of data to a NIH Designated Data Repository  Examples could include but are not limited to: Potential for denial of employment, insurance; Potential for embarrassment, stress, anxiety; potential for specific individuals to be identifiable       
4) Respond to the following two statements.  

· The use of aggregate-level data for general research use is not inconsistent with informed consent? 

  No
  Yes 
·  NA    OR ( if applicable check applicable options below)     

The display of variant   frequencies, from this study in public variation archives (i.e.,dnSNP and dbVar) is not inconsistent with informed consent.
 alleles and/or 
F. Scope of Informed Consent and Re-consent of Retrospective Participants
1) Scope of Consent: Please fill in Table
	Does the consent form(s) describe the following?

	Select One Response.  If more than more response applies to your study, please provide clarifying information in the bottom row.

	A.
	That participation will involve genetic research or analysis?
	  Yes


	  Consent form is silent regarding genetic analysis


	  Consent language precludes genetic analysis



	B.
	That researchers will use and share the participants’ coded genotype and phenotype information for research in the future?
	  Yes


	  Consent form is silent regarding future use and sharing


	  Consent language precludes future use and sharing analysis



	C.
	That participants’ genotype and phenotype data will be submitted to a government research database that is broadly accessible to qualified investigators?
	  Yes


	  Consent form is silent regarding broad sharing and/or deposition into government databases
	  Consent language precludes broad sharing and/or deposition into government databases

	Please provide any clarifications to your responses here if required:       


2) If some (or all) of your consent forms are silent or do not expressly preclude any of items A-C in the table above, is there a plan to seek re-consent? 

There is a plan to contact and re-consent past participants.  

There is NO plan to contact and re-consent past participants.  

Note: If there is no plan to contact and re-consent past participants AND your consent form is silent or does not expressly preclude any of the activities listed in Table 1: Please address why re-consenting these participants is not feasible/appropriate.      
  There is a plan to re-consent participants. Please describe this plan and how it will be implemented.         Please submit a Modification Form for all applicable studies where you will be seeking to re-consent participants.

G. Certificate of Confidentiality (CoC)


An application for a CoC has been or will be submitted to NIH.


This study does not have a CoC and there are no plans to submit one.
H. De-identification of the Dataset: For required de-identification standards, please see:  NIH Genomic Data Sharing Policy 
Data will be de-identified according to the following criteria: 

  the identities of data subjects cannot be readily ascertained or otherwise associated with the data by the repository staff or secondary data users (45 C.F.R. 46.102(f));
  the 18 identifiers enumerated at section 45 C.F.R. 164.514(b)(2) (the HIPAA Privacy Rule) are removed; 4 AND
  the submitting institution has no actual knowledge that the remaining information to be submitted could be used alone or in combination with other information to identify the subject of the data. 
  Other, Please describe:      
I. Attachment Checklist

	Foundational Consent Form(s) (for retrospective data only)
	  Yes

  N/A, dataset from samples obtained under waiver 

	Prospective Consent Forms 
(for new studies and studies with new consent forms)
	  Yes

  N/A, all participants have already been enrolled on     retrospective consent forms

	NIH Grant Data Sharing Plan 
	  Yes

       No-Please give reason why: 
  Not applicable because there is not NIH funding for study

	Submission Certification Documentation from Outside Institutions
	  Yes

  Not applicable


J. Definitions, Policy and Guidance

Certificate of Confidentiality (COC) A Certificate of Confidentiality helps researchers protect the privacy of human research participants enrolled in biomedical, behavioral, clinical and other forms of sensitive research. Certificates protect against compulsory legal demands, such as court orders and subpoenas, for identifying information or identifying characteristics of a research participant. 

For more information about COCs and how to submit one, please see:
NIH COC Kiosk
Large-scale data include genome-wide association studies (GWAS), single nucleotide polymorphisms (SNP) data, and genome sequence, transcriptomic, metagenomic, epigenomic, and gene expression data. 
Foundational Consent Form(s) - All previously approved versions of consent forms used to consent participants whose data you want to be certified by the IRB.  For example, if you have a 10 year study that has 7 different consent form versions that were used during the study history, you should submit unsigned copies of all versions of the consent forms that were used to obtain consent from participants.  If your study is not yet IRB approved, then the IRB will review your new consent form when making certification decisions. 
· Retrospective Consent Form - A foundational consent form that was used to consent all or a portion of research participants.

· Prospective Consent Form - A foundational consent form that will be used at a future date to consent research participants.  This usually applies for new studies, but could also apply to an older study that is adding either a new consent form or a consent form addendum for DNA collection.

Helpful NIH Genomic Data Links

NIH Genomic Data Sharing Website

National Institutes of Health Genomic Data Sharing Policy
Guidance for Institutions Submitting Data Under the GDS Policy
Supplemental Information to the GDS Policy- provides examples of genomic research projects that are subject to the Policy and the timeline for submission and sharing of data from such projects.
Compilation of Aggregate Genomic Data
For IRB-HSR use only:

	IRB Review:

· The institution’s IRB for Health Sciences Research (IRB-HSR)/ Privacy Board has reviewed the relevant aspects of the proposal and verified that: 
· Data submission and subsequent data sharing for research purposes are consistent with the informed consent of study participants from whom the data were obtained, 

· Consideration was given to risks to individual participants and their families associated with data submitted to NIH-designated data repositories and subsequent sharing; and

· The investigators plan for de-identifying datasets is consistent with the standards outlined in the Genomic Data Sharing Policy (section IV.C.1)

UVA Tracking Number and if applicable IRB or GIRB Number        
(Complete the Institutional Certification Letter and the Genomic Data Sharing Institutional Certification form and submit to IO for review and signature) 

	Signature:  


	Date of Determination: 


IRB Chair, Vice Chair or Designated Experienced IRB Member 
Version date: August 20, 2021
Page 1 of 5

[image: image1.png]