UBC BCCA Research Ethics Board (REB) Guidance for Biobanks
The UBC BCCA REB has been reviewing applications for "biobanks" which are not connected to a specific research project submitted for approval.  The BCCA REB feels it is beyond its scope to provide generic approvals for such a resource and future policies regarding the oversight of biobanks need to be developed.  This may take some time and the BCCA REB does not wish to unnecessarily delay the development of such resources in the interim. Therefore, the BCCA REB recommends a series of steps to be taken by researchers who wish to establish a biobank to assist the REB in providing approval in the current context, and to ensure that the planned resource will be successful once oversight policies are established. 

The REB will evaluate applications for a biobank on a case-by-case basis according to the following considerations which should be addressed in the application submitted to the REB using the RISe system:

1.   Governance and Accountability – Identify who is in charge of the biobank at the management level and who is considered to be the “owner” of the repository. What are the reporting relationships associated with managing and stewardship of the repository? Who is ultimately responsible at the organizational level for how the resource functions and for any liabilities that might be associated with it (i.e., on behalf of the organization that houses the material). 
2.  Decision Making - Describe the decision making process/ structure for deciding on what tissues/ data to collect, priorities around access; what criteria are used to determine who gets access (e.g., an REB approved application); and, fairness of decision processes in offering access.
3.   Specimen/data Acquisition for Research and Obtaining Consent:
i) 
Prospective Collection - Requires participant consent.
· During the consent process, a clear distinction should be made between consent for research participation and consent for any clinical procedure or test.  Participants may be asked in person to participate or be contacted using an initial letter of contact (which requires REB approval) and may include a copy of the consent document and a self addressed stamped envelope for the return of the consent.

· The initial contact letter must explain the method for identifying the participant.  If, for example, the participant is identified through a database (e.g., pharmacy, BC Cancer Registry, or an outcomes unit) this should be explained (especially if they did not actually visit the BCCA). Experience has shown that when participants are contacted in this way a significant number express concern about how data we hold is used, and threats to their privacy and confidentiality.  

· The consent should explain how the specimens and any related data will be obtained and used.  See: TCPS2 Article 12.2.
· Guidance for identifying potential participants, elements of initial contact letters, and consent templates are posted on the BCCA website at: http://www.bccancer.bc.ca/RES/REB/ConsentTempl.htm
ii) 
Secondary Use
Secondary use refers to the use in research of biological materials originally collected for a purpose other than the current research purpose.  A researcher may seek to use materials left over from a clinical diagnostic/surgical procedure, or materials collected for an earlier research project.  This should also address any related clinical data intended to accompany the specimen.
· Has consent previously been obtained?  Determine whether or not the individuals from whom the samples were originally acquired specifically gave permission for their samples to be used for research purposes.  If so, are there any conditions or limitations to that permission (i.e., does it exclude "hereditary" genetic research or is it limited to research for a specific disease)?  Does the original consent cover the scope of the proposed research to be conducted by researchers using the bank's specimens/data?  Provide this information in the ethics application and a copy of the consent document, or explain why one is not available.
· When consent has not previously been obtained - samples may only be used for research if the REB is satisfied that there is reasonable justification provided in the REB application to request a waiver of consent (section 6.6.A of the RISe application) as per TCPS2 Article 12.3. 
· When the specimen/data is anonymous, meaning the identifiers have been irrevocably stripped (or there never were identifiers) and a code is not kept to allow future re-linkage, the risk of identification of individuals is low.  As perTCPS2 Article 12.3,
 in this case, researchers are not required to seek consent for secondary use of non-identifiable specimens.

3.   Standard Operating Procedures (SOPs) – There should be a procedures manual that includes:
i)
specimen/data acquisition policies;
ii)
ensuring proper consent has been obtained;
iii)
testing and ensuring specimen/ data integrity;
iv)
ensuring a proper tissue and/or data storage environments;
v)
rules for transporting specimens/data;
v)
maintaining confidentiality;
vi)
screening potential researchers in terms of suitability/ eligibility; and,
vii)
overall quality control processes.
See item 6 and 7 re Peer Consultation and CTRNet Registration
4.  Sustainability and Succession Planning - Confirm institutional management awareness and support; financial business case for maintenance; and, plans for sustainability into the future. If the resource is considered to be “owned” or under the stewardship of a single individual researcher, explain what would happen to the resource if the individual left the organization (would it be left intact locally with transfer of responsibility, would it be closed down, or would it be transferred to the new organization where the individual was going?)  
5.   Intellectual Property - There should be a clear set of rules around handling of intellectual property, and how relationships with funding sponsors will be handled. If funding for the resource is coming from some external sources, the organization and REB needs to know what conditions, if any, accompany such commitments and whether there are written agreements of this nature.

6.  Peer Consultation - Issues related to biobanking are constantly evolving and the REB recommends Registration with CTRNet (see below), or seeking advice from a colleague who has an established REB approved biobank who might be willing to act as a guide and share tools such as Standard Operating Procedures (SOPs).  Information should be included in the RISe application as to whether CTRNet registration or other peer consultation has been sought, and from whom (i.e., in the RISe application section 4.3 enter the REB # for the approved bank, if applicable).
7.  CTRNet Registration - The UBC BCCA REB is participating in the CTRNet pilot registration phase by recommending voluntary registration with the CTRNet within 3 months of the initial UBC BCCA REB approval of the biobank.  Already established biobanks are also encouraged to register.  The CTRNet will provide to biobanks that register; information, education and resources such as Standard Operating Procedure templates. An application to the UBC BCCA REB for a new biobank and an application for registration to the CTRNet may be submitted concurrently; however, the CTRNet will require a copy of the REB approval prior to issuing their Registration Certificate.  Once a CTRNet Registration Certificate is obtained, it should be submitted to the REB as an amendment in the RISe on-line ethics system.  The REB will review the status of CTRNet registration upon receipt of the biobank's REB annual renewal application.

To Register with CTRNet, please go to:  http://www.ctrnet.ca/home
The CTRNet (Canadian Tumour Repository) is a consortium of leading provincial tumour biobank programs in BC, Alberta, Manitoba, Ontario and Quebec, funded by the Institute of Cancer Research.  The CTRNet is intended to be applicable to the full spectrum of tumor biobanks (from very small research laboratory collections to large professional/multi-user biobanks, and all types with respect to different biospecimen focus and user models etc).  The CTRNet is also developing a certification program (planned to be available in the fall 2012) that will be designed to provide verification that a biobank complies with national standards such as the Tri-Council Policy Statement on Ethical Conduct for Research Involving Humans (TCPS2).  Further information about the second phase will be provided when it becomes available.

Level of REB Review Required (Delegated/Expedited versus Full Board)
The level of REB review required will depend on the nature of the proposed biobank and how tissue will be acquired. 
Delegated/Expedited Review:  For applications that may qualify as minimal risk for expedited/delegated review by the REB Chair, please refer to; Guidelines for Minimal Risk Studies: http://research.ubc.ca/sites/research.ubc.ca/files/uploads/documents/Ethics/CREB/Minimal%20Risk%20GN%20Final%20March%202011.pdf
There is no submission deadline for a minimal risk application.

Full Board Review:  Applications will require full board review for the following indications;  

i) Banks/ repositories  whose purpose it is to collect or use “tissue / DNA” for genetic research related to determining susceptibility of acquiring a disease; or for genetic research from which the results could be potentially harmful to participants if disclosed. 

ii) Banks/ repositories whose purpose is the derivation of stem cell lines from human somatic tissue, umbilical cord or placenta OR research involving the grafting of stem cell lines into humans.
Please refer to the REB full board meeting schedule for submission deadlines if full board review is required.
Resources:  
1. TCPS-2:  Chapter 12:  Human Biological Materials and Materials Related To Human Reproduction
http://www.pre.ethics.gc.ca/eng/policy-politique/initiatives/tcps2-eptc2/chapter12-chapitre12/
2. TCPS-2:  Chapter 5:   Privacy and Confidentiality
http://www.pre.ethics.gc.ca/eng/policy-politique/initiatives/tcps2-eptc2/chapter5-chapitre5/
3. TCPS-2 Chapter 13:  Human Genetic Research
http://www.pre.ethics.gc.ca/eng/policy-politique/initiatives/tcps2-eptc2/chapter13-chapitre13/ 
4. CIHR Best Practices for Protecting Privacy in Health Research - Element 8:  Controlling access and disclosure of personal data 

http://www.cihr-irsc.gc.ca/e/29072.html#Element8
5. UBC REB Guidelines Feb 11, 2009 - Guidance Notes Related to Tissue Collection & Banking 

http://research.ubc.ca/sites/research.ubc.ca/files/uploads/documents/Ethics/CREB/tissue_collection_banking
A copy of this document is posted under BCCA REB web page for New Applications:  http://www.bccancer.bc.ca/RES/REB/NewAppl.htm
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