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Board of Record Study Agreement

	OCREB Study ID Number:
	     


Agreement Among:

	Institution/Centre Name (“the Centre”):      

	Address for direction of legal notices under this agreement:

	Address:
	     

	Attention:
	     


And

	Ontario Institute for Cancer Research through its Research Ethics Board, the Ontario Cancer Research Ethics Board (“OCREB”)

	Address for direction of legal notices under this agreement:

	Address:

Attention:
	Ontario Cancer Research Ethics Board
Ontario Institute for Cancer Research
MaRS Centre, South Tower
101 College Street, Suite 800
Toronto ON  M5G 0A3 
VP Operations


And

	Centre Principal Investigator Name (“Centre PI”):      

	Address:
	     

	Phone: 

Fax: 

Email:
	     
     
     


	Study Title (the “Study”): 

	     


Is the Centre PI also responsible for submitting the Provincial Application to OCREB for this Study (“Provincial Applicant”)?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
Preamble

OCREB is an oncology-specific provincial resource providing scientific and ethical review and ongoing monitoring of multi-centre studies.  Its objectives are: to provide high quality scientific and ethical review, to protect the safety and rights of human research subjects, reduce the workload and duplication associated with reviews of the same study by multiple research ethics boards, and simplify and accelerate the initiation of multi-centre oncology studies in Ontario.

Oncology research projects are carried out at the Centre.

The parties hereby agree as follows:

OCREB as Board of Record

The Centre retains OCREB, and OCREB agrees to act as the Research Ethics Board of Record (“Board of Record”) for the Centre in respect of the Study.

Obligations of OCREB

As the Board of Record, OCREB may approve, reject, propose modifications to, put on hold or terminate the Study at its sole discretion (“OCREB Determinations”).

In acting as the Board of Record, OCREB shall act in accordance with its responsibilities set out in the attached Schedule A. It shall also act in compliance with all applicable laws, regulations and guidelines, including but not limited to the Second Edition of the Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans (TCPS2); the International Conference on Harmonisation (ICH)  Good Clinical Practice (GCP) Consolidated Guideline E6; the Canadian Food and Drugs Act and its applicable regulations, in particular Part C, Division 5; and the Ontario Personal Health Information Protection Act, 2004 and its applicable regulations (“Applicable Laws”).  
OCREB acknowledges that the documents and information it receives from the Centre are subject to strict confidentiality obligations pursuant to agreements between or among Centre, Centre PI, and the Study sponsor (“Sponsor Agreements”). Therefore OCREB including its individual members and staff shall maintain in confidence all documents and information received from the Centre and/or Centre PI and shall not disclose them to third parties without prior written permission of the sponsor and/or Centre and Centre PI as applicable. In the event that OCREB (a) reasonably believes that information or documents obtained from the Centre and/or Centre PI must be disclosed in the interest of protecting the safety of Study subjects, or (b) OCREB is required by law, regulation or court order to disclose information or documents obtained from the Centre, then OCREB shall before making any such disclosure notify the Centre and Centre PI so that OCREB, Centre and Centre PI may collectively determine how disclosure may be made without breach of Sponsor Agreements. The obligations contained in this paragraph shall survive completion or earlier termination of this Agreement.
In the event of an on-site assessment by OCREB, Centre and Centre PI may be required in accordance with Schedule A to provide direct access to Study participants’ medical records that are in the direct or indirect control of the Centre and/or Centre PI (“Participants’ Records”). OCREB including its individual members and staff will hold the Participants’ Records in confidence, use them solely for the purpose of carrying out this Agreement, and not will not copy or remove said records or transfer them or any information contained in them to anyone other than employees and agents of OCREB with a need to know, without the prior written consent of Centre or as required by Applicable Laws. 
OCREB represents and warrants that it operates and is constituted in accordance with all Applicable Laws and that it is registered as an IRB with the U.S. Office for Human Research Protections.

Obligations of the Centre and Centre PI
The Centre and Centre PI agree to comply with all OCREB Determinations with respect to the Study, and each with respect to its/his/her own role to conduct the Study in accordance with all Applicable Laws and in accordance with its/his/her responsibilities set out in the attached Schedule A. 

Nature of Relationship

OCREB, the Centre and the Centre PI are and at all times shall remain independent of each other and are not and shall not represent themselves to be the principal, agent, joint venturer, partner or employee of the other(s). No representations shall be made or actions taken by a party which could establish or imply any apparent relationship of agency, joint venture, partnership or employment with another, and no party shall be bound in any manner whatsoever by any agreements, warranties or representations of another party.
Assignment

Neither this Agreement nor any of the rights or obligations of any party may be assigned without prior written consent of the other parties to this Agreement.
Term and Termination
This Agreement remains in place for the duration of the Study unless terminated in accordance with this section, or unless termination is mutually agreed in writing by the parties, and providing that alternate REB oversight of the Study is in place.  
Any party not in default may terminate the Agreement by giving written notice to the other parties if a party is in breach of any of its obligations under this Agreement and has failed to remedy the breach within thirty (30) days of having received notice, and providing that alternate REB oversight of the Study is in place or the Study is closed.
Any of the parties may terminate the Agreement with sixty (60) days written notice to the other parties and providing that alternate REB oversight of the Study is in place, or the Study is closed.
Statement of Responsibility
Except as otherwise provided in this Agreement,

(i) Each party assumes its/his/her own liability for any damages, losses or costs arising out of suits or claims on account of injuries (including death) to persons participating in the Study or damage to property to the extent that such injuries or damage arise out of its/his/her activities in the course of the Study or the performance of this Agreement, or out of the activities of those for whom in law it/he/she is responsible; and
(ii) No party or its/his/her trustees, directors, officers, employees, and agents (the “first party’’) shall be liable to any other party (the “second party’’) for any damages, losses or costs arising out of suits or claims brought by the second party or made against the second party except to the extent caused by negligence or willful misconduct on the part of the first party.
(iii) No party shall be responsible for any lost profits, lost opportunities, or other indirect or consequential damages suffered by another party.

Each party shall maintain appropriate insurance sufficient to cover its/his/her liabilities that may arise in performance of the Study or under this Agreement; or, in the case of the Centre PI, shall maintain membership in the Canadian Medical Protective Association (CMPA) that includes coverage of the Centre PI’s clinical activities under the Study protocol. Upon request, each party shall provide to the others a certificate of insurance or other proof of insurance or of CMPA membership, as appropriate. 
In the event that a dispute arises related to this Agreement, the parties will initially and in good faith discuss the matter through their contacts named at the beginning of the Agreement and seek a resolution. If no resolution has been reached within fifteen (15) days from the commencement of discussions, the parties shall be free to pursue any other remedies available to them. In the event that any party receives notice of a legal proceeding by a third party against him/her/it that is related to the Study, he/she/it shall immediately notify the other parties in writing through their contacts named at the beginning of the Agreement.
Governing Law
This Agreement shall be governed by, and construed and interpreted in accordance with, the laws in force in the Province of Ontario and shall be treated in all respects as an Ontario contract.  
Severability
If any provision of this Agreement is determined to be invalid or unenforceable in whole or in part, such invalidity or unenforceability shall attach to such provision and the remainder of the Agreement shall continue in full force and effect; and the parties shall in good faith negotiate a substitute for any provision declared unenforceable, which shall most nearly approximate the intent of the parties in entering into this Agreement.
Signatures

By signing, the signatories agree that a signed photocopy or electronic version (e.g., *.pdf) of this agreement is as valid as an original.

	Centre Name:      

	Name:
	     
	Title:
	     

	     Signature:
	
	Date:
	

	
	Authorized Signing Officer

(“I have authority to bind the Centre”)
	
	


	Ontario Institute for Cancer Research through its Research Ethics Board, the Ontario Cancer Research Ethics Board

	Name:
	     
	Title:
	     

	Signature:
	
	Date:
	

	
	Authorized Signing Officer

(“I have authority to bind the Ontario Institute for Cancer Research”)
	
	


	Centre Principal Investigator:
	Witness:

	Name:
	     
	Name:
	     

	Signature:
	
	Signature:
	

	Date:
	
	Date:
	


This document should be kept on file at both OCREB and the Centre, and in the Centre PI’s essential Study documents file.

SCHEDULE A



Division of Responsibilities among OCREB, the Centre and the Centre PI
I.  The responsibilities of OCREB are to: 

1. Maintain its registration as an IRB with the U.S. Office for Human Research Protections.

2. Review the provincial research ethics application materials (including but not limited to the OCREB provincial application form, protocol, provincial model consent form, investigator brochure, Study budget, curriculum vitae of the Provincial Applicant, list of all other known Ontario institutions conducting the Study (collectively the “Provincial REB Materials”) submitted by the Provincial Applicant.

3. Conduct the initial scientific and ethics review of the Study, correspond with the Provincial Applicant regarding any issues or recommended changes to the Provincial REB Materials, and make a decision about provincial approval of the Study.

4. Review and consider the Centre-specific application materials (including but not limited to the OCREB Centre application form, the local consent form, curriculum vitae of the Centre PI and an executed copy of this Agreement) submitted by the Centre PI (“Centre REB Materials”), correspond with the Centre PI regarding any issues or recommended changes to the Study, and make a decision about approval of the Study at the Centre.
5. Ensure an ongoing monitoring plan is in place with respect to the Study, which includes an annual review of the approved Study or more frequently at the discretion of OCREB, a review of all relevant local serious adverse events (“SAEs”) and review of and decision regarding approval of any protocol amendments/modifications to the Study submitted to OCREB by the Provincial Applicant or Centre PI, as applicable.

6. Maintain Provincial REB Materials and Centre REB Materials as well as the OCREB review letter(s), investigator response letter(s), OCREB determination letters, local SAE reports received from all participating centres using OCREB, and post such documents (with the exception of the protocol and investigator's brochure) to OCREB's password-protected, encrypted online files accessible to designated Centre and Centre PI staff members.
7. Maintain a current OCREB membership roster and post it to OCREB's publicly accessible website

8. Maintain written OCREB policies and procedures, and make such documents - once they are finalized - to OCREB's password-protected, encrypted online files accessible to designated Centre and Centre PI staff members.

9. Immediately notify the Centre and Centre PI in writing if the Study is placed on hold or terminated by OCREB.

10. Immediately notify the Centre and Centre PI in writing of any OCREB policy decisions or regulatory matters that might affect the Centre’s or Centre PI’s reliance on OCREB reviews or ongoing oversight of the Study. 
11. In the event that the study closes at the Provincial Applicant’s centre prior to closure at the other participating centres, provide reasonable assistance with the transition of the Provincial Applicant duties to another participating centre PI.
12. Notify the Centre, and the Centre PI in writing of any significant study-related communication to OCREB that has not been received by the Centre, including, but not limited to participant complaints, protocol deviations and privacy breaches.
II. The responsibilities of the Centre and/or Centre PI are as follows:
1. Centre and/or Centre PI shall inform OCREB of the appropriate Centre official with the authority to sign this Agreement and promptly notify OCREB if this authority changes, 

2. Centre and/or Centre PI shall inform OCREB of the appropriate Centre representative to be copied on key correspondence (including but not limited to notification of approvals) from OCREB in addition to the Centre PI.
3. Centre PI acting as Provincial Applicant shall submit the Provincial REB Materials to OCREB in accordance with OCREB policies, procedures and requirements.
4. Centre PI acting as Provincial Applicant shall submit to OCREB any amendments or modifications to the Study (including but not limited to protocol amendments, revised consent forms and external SAEs/safety reports), and any new information (including but not limited to data safety monitoring board reports) that may adversely affect the safety of the participants or significantly affect the conduct of the Study.
5. Centre PI who is not the Provincial Applicant shall review the Provincial REB Materials and confirm with OCREB acceptance of its decision with respect to the Study.    

6. Centre PI shall submit to OCREB Centre REB Materials in accordance with OCREB policies, procedures and requirements.  For greater certainty, the local consent form(s) submitted by the Centre PI shall be substantially similar to the provincial model consent form(s) approved by OCREB.  Substantive changes to these documents are not allowed unless prior consent to such changes is received from OCREB and the Sponsor.
7. Centre and Centre PI shall assess and approve the Study based on feasibility and resource assessments of the Centre and Centre PI and provide final approval of the Study budget and contract with the Study sponsor.  For greater certainty, although OCREB may approve the scientific and ethical aspects of the Study, the final decision to conduct the Study rests with the Centre and Centre PI.

8. Centre and Centre PI shall each with respect to its/his/her own role, conduct the Study at the Centre in accordance with the Study protocol, OCREB policies, procedures and requirements, and all Applicable Laws. 
9. Centre PI shall be appropriately qualified to conduct the Study at all times and Centre and/or Centre PI shall immediately advise OCREB should it/he/she become aware of any information that would indicate that the qualifications of the Centre PI may no longer be appropriate.  
10. Centre shall maintain a Federal Wide Assurance (FWA) and designate OCREB as an REB responsible to the Centre under the Centre’s FWA.
11. Centre PI shall promptly report to OCREB all local SAEs in respect of the Study (as defined by the Study protocol and by OCREB) and any new information (including but not limited to protocol deviations) that may adversely affect the safety of the participants or significantly affect the conduct of the Study, in accordance with OCREB policies, procedures and requirements. 
12. In addition to reporting in accordance with Centre policies (e.g., to the Privacy Officer), Centre PI shall promptly report to OCREB all privacy breaches in respect of the Study, and any corrective action taken. 

13. Centre and Centre PI shall comply with all OCREB ongoing monitoring requirements, including but not limited to submission of all protocol amendments/modifications to the Study, submission of an annual report of the approved study (or more frequently at the discretion of OCREB), and provision of direct access to all Study documents in the direct or indirect control of the Centre and/or Centre PI in the event of an on-site assessment by OCREB. 

14. Centre and/or Centre PI shall notify OCREB immediately in writing if the Study has been placed on hold or terminated at the Centre. 
15. Centre and/or Centre PI (and local REB Chair when applicable) shall notify OCREB immediately of any significant study-related communication that has not been received by OCREB, including, but not limited to participant complaints, protocol deviations and privacy breaches.

16. If the Provincial Applicant is from a different centre that has placed on hold or terminated the Study pursuant to Section 11 above, the Centre PI will take over the Provincial Applicant responsibilities if requested by OCREB. 
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