



CAE Biobanking management framework draft: version 1.0, 2015-05-28

This draft template has not yet been approved and could be modified.  Its goal is to guide investigators who wish to set up a bio- and/or data- bank.  All such banks in Québec are required to meet the MSSS requirements (http://ethique.msss.gouv.qc.ca/fileadmin/documents/guides/MSSS_GuideCadresGestionBanques_2012.pdf).  The headings in this template were drafted to meet all of the MSSS requirements.

The template MUST BE ADAPTED to your own Bank.  Text in italics is provided as an example.  Please delete any text that is not relevant to your bank.  All banking policies must be reviewed and approved by the MUHC REB.
XXXX (BIO/DATA ) BANK / REGISTRY MANAGEMENT FRAMEWORK

Version : (date)

Bank Director (PI): 

1. OBJECTIVES AND DESCRIPTION OF THE BANK 
The objective of the XXXX (BIO) BANK’s (the “Bank”)  is the conservation of ( list as appropriate biological material, DNA, and data such as clinical data and genetic data (“material/DNA/data”)) collected from (patients with XXXXX disorders, their family members as well as from control participants as required ), in order to allow future research on XXXXX.  The study of XXX  (genetic factors, biomarkers, etc etc ) may lead to XXXXXXX ( for example a better understanding of these diseases and better diagnostic tests or even the development of new treatments)
2. OWNER OF THE BANK

 XXXXXXXXXXXXXXXX owns the infrastructure necessary for the XXXX Bank’s operation and acts as a fiduciary regarding the data and biological material stored in the Bank.

3. Persons responsible for the Bank
 XXX is the Director of the Bank 
XXX are administrators of the Bank (as required) 
An Access Committee made up of XXX,XXXX ( as required) 
4. funding 

The XXXXXXXXXXX Bank is funded primarily by xxxxxxxx , listed below, (and from the access fees that may be required, as the case may be, from researchers to access the Bank).
List : 

5. RECRUITMENT 

5.1 WHo will be recruited: Study population 

· Add inclusion criteria 

Only (material/DNA/data) from participants who signed a “XXXXX Bank consent form” approved by the McGill University Health Center Research Ethics Board (the “MUHC REB”) will be collected and stored.

5.2 What Will be collected: TYpes of material/data And how it will be collected

(Provide list of material to be collected, how, how much,  by whom for ex:  

· Biological material: saliva, blood, cerebrospinal fluid (“CSF”), skin biopsies, DNA, cell lines;

· Blood draws, skin biopsies and lumbar punctures (CSF collection) will be performed by personnel that are both qualified and authorized by their employer/institution to perform the procedures. The procedures will be performed with standards expected in the context of clinical care.

· Clinical data: participant’s relevant medical information from medical records and general health questionnaires;

· Genetic data: results of the DNA sequencing;

· Etc. )
5.3 Where will participation take place

Participants may be recruited at ( XXXXXXXXXXXXXX )  by Dr. n XXXXX team (or at other institutions anywhere in the world by their own physician).
6. MANAGEMENT AND CONSERVATION OF MATERIAL/DNA/DATA 

6.1  Management

The Bank shall be supervised and managed by (its Director) (and Administrator and duly authorized personnel).
6.2 Conservation of material/DNA/data

Location

The Bank is situated within and under the auspices of MUHC – Department XXX (contact information).

Security measures:

· Security measures will be taken (including auxiliary power source, if deemed appropriate) in order to maintain the temperature of the refrigerators/freezers at optimum level for conservation of the material/DNA: 

· Access to the Bank will be restricted to authorized personnel.

· The participants’ original paper records will be stored in a locked filing cabinet, in a locked room.  Any transfer of such paper records in an electronic format will be done in compliance with applicable laws.  The participants’ original electronic records will be stored on password protected computers in the Bank’s administrative offices.

· The data will be stored on password protected computers in the Bank’s administrative offices.
Protection of personal information (material/DNA/data)

Collected at the MUHC (Local):
· (Material/DNA/data) will receive a code that links them to the participant’s identifying information.

· Identifying information and key code will be kept in a secure location 

· Before (material/DNA/data) is sent for (XXXXX to an external location) a new code will be attributed. The new key will be kept in a separate secure location. (double coding).

Collected Externally (if relevant)
· (Material/DNA/data) will receive a code that links them to the participant’s identifying information.

· Identifying information and key code will be kept at the recruiting institution.  Only coded material/DNA/data will be received by the Bank.

· When received at the Bank, a second code will be attributed.  The key code will be kept in a separate secure location (double coding).

· Before DNA is sent for (XXXXX to an external location), a third code will be attributed. The new key will be kept in a separate secure location. (triple coding).

· Only coded/double coded material/DNA/data will be transferred to third parties for future research.)

6.3 Confidentiality 
· Any material/DNA/data collected from a participant is considered personal information and it must be kept confidential (within the limits of the law) 
· Third parties such as insurers or employers may not access the bank unless they are authorized by a court of law or by the person who contributed the material/DNA/data.

· When articles are published on research conducted with the contribution of the XXXXX Bank, participants will not be identifiable.

· (add if anonymization is considered )
6.4 Storage Period

The material/DNA/data will be stored for as long as the Bank has a scientific interest for the community and the Director (Administrator) can ensure its management.
6.5 Verification of data by participants

The participants are allowed to have access to their research file (but not to their results adapt as required), in order to verify the correctness of the data and have it rectified if it is erroneous.

6.6 Destruction of data

Each participant may withdraw from the XXXX Bank at any time by verbal or written request to the Director (Administrator).  
· Upon participant’s withdrawal, the material/DNA will be destroyed and the associated personal and clinical data will be deleted from the paper and computer records.

· A letter confirming the destruction of the material/DNA/data will be provided to the participant by the Director (Administrator).

· The research results obtained from the analysis of the material/DNA/data will not be destroyed and may be used for other research.
6.7 Re-contact of the participants

Participants may be re-contacted if they gave specific consent to this effect or if legally sanctioned.

6.8 Access for audit purposes

The following organizations or their duly authorized representatives may access the XXXXX  Bank for verification, surveillance and quality control:

· MUHC REB;

· Regulatory authorities such as Health Canada, FDA, etc. when applicable;

· Sponsors of research projects that received material/DNA/data.

No photocopy or reproduction of the Bank records shall be taken during these audits.

6.9 Return of results to participants

Participants and/or their physician will only be informed of any material finding regarding the disease he/she suffers from and for which he/she was initially recruited into the Bank. Otherwise, participants (and their relatives) will not have access to individual results (DNA sequencing, etc ).  

A significant finding may be XXXXX  (ex: the identification of a genetic variation in a gene known to cause the disease for which and individual is being followed).

7. request for RELEASE OF material/dna/data

7.1 Authorization of the Access committee (or DIRECTOR, as the case may be)
The Access committee shall evaluate each research project for which (material/DNA/data) from the Bank is requested.
Access to the XXX  Bank may only be granted by the Access committee for research projects that meet the following conditions:

· The research project must coincide with the objective of the Bank;

· The research project must have scientific value and be scientifically sound;

· The research project must be presented and performed by qualified researchers.

· The research project must be approved by a duly constituted REB, namely:

· The REB that would otherwise be competent to review and approve the project (i.e. the REB with jurisdiction to review studies of the investigator requesting access), or;  
· The MUHC REB, in the event no REB would have jurisdiction to review and approve said project (i.e. should the requesting investigator come from a jurisdiction where research on tissue is exempt from ethics review, the MUHC REB would conduct the review).

The Access Committee, must document its decisions and be prepared to report to the MUHC REB. 

7.2 Administrative Requirements FOR RELEASE OF MATERIAL/DNA/DATA
Material/DNA/data may only be released for research projects when the Access committee is satisfied that the following conditions are met:

· The project for which the material/DNA/data is requested has received final approval from the Access committee;

· The project for which the material/DNA/data is requested has received final approval from a duly constituted REB as described above;

· When the material/DNA/data is released to a third party external to the MUHC, the agreement (material transfer agreement-MTA) detailing the terms and conditions for the release of the material/DNA/data has been signed by the third party requesting the material/DNA/data and by the Director (Administrator) of the Bank.  This agreement shall at least include provisions regarding the following:

· The third party has provided cost-recovery for the material/DNA/data and services, as the case may be;

· The material/DNA/data that will be transferred shall be at least coded (or double coded as required to ensure protection of confidentiality);

· The material/left-over material/DNA shall not be used to create a new bank and/or repository;

· The material/left-over material/DNA shall not be shared and shall be returned to the Bank if appropriate;

· The contribution of the XXXXXXXXXXX  Bank, MUHC,  shall be recognized in the publication or communication of research results.

8. commercialization
The participants will not receive any financial benefit from their participation and/or from the creation of any commercial product made partly or totally from their material/DNA/data.

Should the use of the material/DNA/data for future research or the creation of any commercial product made partly or totally from the material/DNA/data yield earnings, said earnings will be distributed as follow:

· To a research fund supporting the XXX Bank administration and development;

· To a research fund supporting research performed with the Bank’s material/DNA/data.

9. continuity

In the event of death, incapacity or vacancy of the Owner/Director, the Bank shall become the property of the institution where it is housed.  This institution will appoint an interim Director. The institution will appoint a new Director on recommendation from a team of scientists.

In the event the institution where the Bank is housed creates a general institutional bank, the XXXXX Bank may be merged with it, provided the purpose for which material/DNA/data was donated is respected.

In the event the MUHC ceases its operations or merges with another institution, the bank will either be destroyed or merged with an equivalent general institutional bank, provided the purpose for which material/DNA/data was donated is respected and provided that the regulations and standards regarding privacy where the bank will be transferred are equivalent to the Canadian regulations and standards at the date of the said transfer.

Should the XXXXX  Bank be terminated, all material/DNA/data will be destroyed in conformity with the owner’s policy at the time of destruction.

10. follow-up on the ethical aspects of the bank

The MUHC REB approved this Management Framework and ensures its continuing review on a yearly basis. A thorough revision of this Management Framework will be undertaken every five (5) years. In addition, any revision and/or amendment made to this Management Framework and Informed Consent documents associated to it will have to be approved by the MUHC REB before they are implemented. 
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