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The purpose of this worksheet is to provide support for IRB Members or the Designated Reviewer following the WORKSHEET: NIH GDS Institutional Certification (HRP-332) when research involves bio banking (aka “storage of biospecimens for future research”). 

This worksheet should be used for initial reviews and modifications that are adding bio banking to either an NIH-designated repository or non-NIH-designated repository.

I. Elements of bio banking that should be addressed in the protocol and consent form. The Investigator should either state that they will or won’t be doing an item.
Purpose:
☐ Explain what type of future research the biospecimens   will be used for (e.g., the purpose of the biobank: to provide biospecimens   for research in a specific disease(s), research related to the condition of the main study, and/or different purposes)
☐ Define terms such as DNA, genetic variant, biomarker, gene, etc.
☐ What type of genetic testing might be performed on the stored biospecimens? (Whole genome sequencing, whole exome sequencing, etc. and define those terms)
☐ If applicable, ensure that the consent contains this element: For research involving biospecimens, whether the research will (if known) or might include whole genome sequencing (i.e., sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen).

Storage of Biospecimens and Information:
☐ Where will the biospecimens be stored? (With the sponsor? At Northwestern? Other?)
☐ How long will the biospecimens be stored?
☐ Types of biospecimens to be stored (e.g., DNA, RNA, etc.)
☐ Will specific genetic information be stored? (e.g., results of genetic testing/research performed on the biospecimen) For how long? 

Privacy and Confidentiality:
☐ Will biospecimens and associated information be identified, coded, or de-identified?
☐ How will information associated with the biospecimens be protected at storage location? (e.g. secure database, firewalls, limited access, etc.)
☐ If PHI is stored, ensure study is compliant with Northwestern’s Data Security Plan for Identifiable Information Used in Clinical Research (https://www.feinberg.northwestern.edu/it/policies/information-security/data-security-plans.html)
☐ What health information will be stored/associated with the biospecimens? (e.g. diagnosis codes, diagnosis, chart notes, dates of service, name, age, lab results, etc.)
☐ Will there be ongoing collection of health information on participants to associate with biospecimens? (e.g., either by recontacting participant or via the medical record)
☐ If biospecimens or associated information are used by other researchers not a part of the current study (secondary use of biospecimens):
☐ How will the biospecimens be identified? (Will they still be coded, de-identified, or have any PHI associated with them?)
☐ What other information will be associated with the biospecimens, and will it be identifiable?
☐ Is there a Certificate of Confidentiality?
☐ Mention of laws protecting participants from health insurance discrimination based on their genetic information (GINA, Affordable Care Act)

Risks:
☐ Mention that there is always a risk (small) of being identified due to the uniqueness of DNA

Return of Results: 
☐ Does the PI intend to return results from research using the stored biospecimens and associated information?
If NO:
☐ Need to specifically state that results will not be returned to participant or their physician (s) and include a justification for why results will not be returned to participants/physicians (why is it not possible/feasible or ethical).

If YES, need to address the following issues: 
☐ How will it be determined which results will be returned?
☐ Which results will be returned (primary or secondary)? 
Secondary results are results that are not related to the initial intent of the main study (e.g. giving results about risk for heart disease when the focus of the study was pancreatic cancer)
☐ If secondary results to be returned, which ones? 
☐ If YES, the criteria for how that determination is made needs to be described
☐ Results validated in a CLIA laboratory (if not already performed in one)?
☐ Who will receive results (doctor and/or patient)?
☐ How will they receive results? 
☐ Will they be placed in the participants’ medical records?
☐ Is support available (e.g., genetic counseling) either by referral or by study team member?
☐ How long will results be curated (to check for changes in interpretation)? 
☐ How will any change in interpretation of results be communicated?	

Data Sharing and Secondary Use of Biospecimens:
☐ Will biospecimens be used by researchers not part of current study?
☐ How will permission for these researchers be granted? (Will researchers need to have some type of prior approval e.g., IRB, PIs, or Biospecimens Access Committee?)
☐ Is the Biobank using NIH funding?
☐ If YES, needs to comply with NIH Genomic Data Sharing Policy (depositing de-identified data into the relevant NIH-designated data repository-via dbGaP: https://osp.od.nih.gov/scientific-sharing/policies/) 
☐ Will data be shared with any other organization? (e.g., outside of NU, commercial entities, international organizations?)
☐ If genetic information is being stored, will that information be shared with any other organization? (e.g., outside of NU, commercial entities, international organizations?)
☐ Ensure that the consent document contains: One of the following statements about any research that involves the collection of identifiable private information or identifiable biospecimens: 
(i) A statement that identifiers might be removed from the identifiable private information or identifiable biospecimens and that, after such removal, the information or biospecimens 	could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from the subject or the legally authorized representative, if this might be a possibility; OR
 (ii) A statement that the subject’s information or biospecimens collected as part of the research, even if identifiers are removed, will not be used or distributed for future research studies.
☐ Ensure that the consent document contains: A statement that the subject’s biospecimens (even if identifiers are removed) may be used for commercial profit and whether the subject will or will not share in this commercial profit


Re-contact: (If protocol & consent form offer this option)
☐ What is the purpose of re-contacting participants? (e.g., to obtain additional information, to obtain additional biospecimen, to offer them opportunities to participate in further research, etc.)
☐ How often will participants be re-contacted?
☐ Who will re-contact participants?
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