CHEER RESEARCH ETHICS BOARD OF RECORD AGREEMENT


This agreement (the “Agreement”) is made effective as of the date of last signature below (the Effective Date”).

BETWEEN:

Full Legal Name(s) and Address(es) of Institution(s)]

-and-

Full Legal Name(s) and Address(es) of Institution(s)]

Each a “Party” and together, the “Parties”

Preamble:
The Canadian Collaboration for Child Health: Efficiency and Excellence in the Ethics Review of Research (“CHEER”) project is a cross-Canada collaboration based at Queen’s University, with the aim of providing a streamlined approach to the research ethics review process for multi-site, multi-jurisdictional child health research studies in Canada. CHEER is not a legal entity.
CHEER is funded by a grant from the CIHR Institute of Human Development, Child and Youth Health and the CIHR Institute of Genetics. 
The CHEER web-based collaborative research ethics review platform supports the research ethics review and continued research ethics oversight of child health research studies by a single qualified Research Ethics Board (“REB”) for studies conducted at multiple research sites in Canada. 
To act as the single REB of record through CHEER, an REB has undergone qualification to ensure its adherence to established policies and procedures for the ethical review of research involving human participants, in accordance with the principles set forth in the Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans, the Canadian Food and Drug Regulations; Natural Health Products Regulations; Medical Devices Regulations; ICH Good Clinical Practice; Food and Drug Administration US Code of Federal Regulations, and applicable provincial-specific privacy regulations.
The purpose of this Agreement is to provide a blanket board of record agreement between two parties herein the institutions named above. This Agreement is between both parties, pertaining to any and all CHEER studies, submitted for ethics review through the CHEER system, independent of study type. Both parties can act in the capacity of REB of Record or Participating Site under this Agreement. The assignment of which party acts as Board of Record and which party acts as Participating Site in one instance will be dependent on the lead site of the study, as in the affiliation of the lead site Principal Investigator will determine which party acts as Board of Record. 

Both parties shall be notified of study submission in the CHEER system and at which time the REB of Record is required to accept the study for review and the participating site is required to provide institutional approval via the CHEER system.

THEREFORE, the Parties agree as follows:

1. Definitions

In addition to the terms defined above, the following words and terms have the following meanings for the purpose of this Agreement:

“CHEER System” means the CHEER web-based collaborative review platform, which is a customized ethics review system tailored to pediatric-specific ethical considerations. 

“Confidential Information” means all information disclosed in oral, written, electronic or any other form by a Party (the Disclosing Party”) to the other Party (“Receiving Party”), related to this Agreement and including information that is the property of third parties;

“Institution” means the institution where it’s REB is serving as REB of Record for a study conducted under this Agreement;

“Participating Site” means the institution where research is being conducted that is not the REB of Record;


“Participating Site Principal Investigator” means the individual employed, affiliated with, or otherwise engaged by, the Participating Site who is acting as the scholarly or scientific lead for a study conducted under this Agreement at the Participating site, in accordance with the policies and procedures of Participating Site;

“End of Study Date” means the date on which all accountabilities of the REB of Record for a study conducted under this Agreement are met and oversight is no longer required, as evidenced by the REB of Record’s acknowledgement of the submission in the CHEER system of study closure documents;

“Laws and Regulations” means all applicable laws, regulations and guidelines, including, but not limited to, the most current version of the Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans (“TCPS”), Personal Information Protection and Electronic Documents Act (Canada)(“PIPEDA”), and [insert reference to the appropriate provincial law(s)] and its regulations, and any amendments thereto;

“Personal Health Information” has the meaning as defined in [insert reference to the appropriate provincial law(s)] or [insert reference to the appropriate provincial law(s)]; the definition for the jurisdiction acting as REB or Record in each instance will prevail,

“Protocol” means the protocol for any CHEER study and includes all amendments thereto;

“REB of Record” means Institution’s Research Ethics Board.

2. Scope

The Participating Site wishes to designate and rely upon the REB of Record for ethics review and continuing research ethics oversight studies conducted under this Agreement, and further agrees that the REB of Record may approve, reject, propose modifications to, put on hold or terminate studies conducted under this agreement at its sole discretion.
Institution agrees to have its Research Ethics Board act as Participating Site’s REB of Record for studies conducted under this Agreement. Institution represents and warrants that its REB operates in accordance with all applicable Laws and Regulations, is appropriately constituted, and has been qualified through the CHEER REB Qualification Program.  
3. Roles and Responsibilities

REB of Record

Maintain written policies, including Standard Operating Procedures compliant with applicable laws and regulations, and procedures and a current membership roster, in accordance with the TCPS2 and all applicable Laws and Regulations, the REB of Record will agree to abide by its written policies and procedures and make these available to the Participating Site upon request;
Provide timely ethics review, communication, document access and reporting for studies conducted under this Agreement using the CHEER System;
Ensure that the institutional ethical requirements of the Participating Site, as outlined in the application, are considered during review and implemented whenever possible;
Maintain a state of CHEER qualification readiness, providing annual reports to CHEER on substantive changes in compliance with the qualification requirements, and allowing CHEER to conduct a qualification review every three (3) years;
Ensure ongoing ethics oversight of studies conducted under this agreement which includes review of: 
the approved studies conducted under this Agreement either annually (or more frequently at the discretion of the REB of Record); 
all reportable local and non-local serious adverse events, protocol deviations and safety reports; and
new study information, including all Protocol amendments/modifications to studies conducted under this Agreement;

Immediately notify the Participating Site and Participating Site Principal Investigator in writing if: 
a study conducted under this Agreement is placed on hold, withdrawn or terminated by the REB of Record and the reason for this; 
there are Institution policy changes that might affect the Participating Site's reliance on the review or ongoing oversight of a study conducted under this Agreement, including any changes to the REB of Record’s status as a CHEER qualified REB; and
there are any significant communications related to a study conducted under this Agreement that have not also been received by the Participating Site or Participating Site Principal Investigator including, but not limited to, participant complaints and privacy breaches;

As applicable to a study conducted under this Agreement, maintain its IRB registration and adhere to the requirements of the Participating Site’s Federal Wide Assurance (FWA), as approved by the U.S. Office for Human Research Protections.

b) Participating Site

Ensure it has institutional authorization and/or policies and procedures that permit the delegation of REB review and oversight to a CHEER qualified REB;

Administrative assessment and approval of studies conducted under this Agreement, which is dependent on the following: 
a Participating Site Principal Investigator has access to the resources necessary to conduct a study under this Agreement; 
a Participating Site Principal Investigator has completed Participating Site’s mandatory clinical research training and, as applicable if a physician, has been appropriately credentialed by the Participating Site; 
appropriate contractual agreements have been entered into with funders, sponsors and/or other institutions in which a study budget has been reviewed and financial conflict of interest has been addressed.
Immediately notify the REB of Record and Participating Site’s Principal Investigator if it is unable to provide institutional approval of a study conducted under this Agreement or suspends or terminates institutional approval for a study conducted under this Agreement and the reason for this. For greater certainty, although the REB of Record may approve the ethical aspects of a study conducted under this Agreement, the final decision to conduct a study at the Participating Site rests with the Participating Site; 

Immediately notify the REB of Record if a study conducted under this Agreement has been placed on hold or terminated by the Participating Site Principal Investigator and the reason for this; 

Assume full responsibility for the scientific and ethical conduct of a study conducted under this Agreement at the Participating Site, and conduct studies in accordance with approved study protocols, TCPS2, all applicable Laws and Regulations and relevant institution policies;

Submit study materials to the REB of Record for review through the CHEER System, including but not limited to initial submissions, Protocol amendments or modifications to a study, all local reportable events in respect to a study and any new information (including but not limited to Protocol deviations and other information that may adversely affect the safety of the participants or significantly affect the conduct of a study), revised consent forms and participant materials, and all renewals. Ensure all submissions made through the CHEER system are accurate and complete;

Obtain REB of Record approval prior to commencing a study conducted under this Agreement, and comply with all determinations and ongoing oversight requirements of the REB of Record with regard to a study conducted under this Agreement;

Ensure that for studies conducted under this Agreement, Participating Site Principal Investigators and study team members are appropriately qualified by education, training and experience to conduct a study conducted under this Agreement and promptly report to the REB of Record any information that would indicate that the qualifications of any member of the research team are no longer appropriate to a study;
For studies conducted under this Agreement, ensure that privacy breaches and communication or findings that would be relevant to a study conduct or REB of Record’s oversight of a study are promptly reported in accordance with its institutional policies and procedures and to the REB of Record;

For studies conducted under this Agreement, notify the REB of Record of any significant study-related communication that has not been received by the REB of Record, including, but not limited to participant complaints; 

As applicable, maintain a Federal Wide Assurance (FWA) approved by the U.S. Office for Human Research Protections.

4. Term and Termination

a) This Agreement comes into effect on the Effective Date, and unless terminated earlier by either Party, in accordance with the provisions hereof, shall terminate three (3) calendar years from Effective Date. It is expected that this Agreement may be renewed, in writing, as mutually agreed upon by the Parties. 

b) The Participating Site may withdraw its delegation to the REB of Record for the research ethics review, approval and oversight for a study conducted under this Agreement:
immediately following thirty (30) days written notice to the Institution of a material breach of this Agreement by the Institution, which is not cured within such thirty (30) day notice period; 
immediately following sixty (60) days written notice to the Institution, of non-compliance with CHEER qualification standards if such non-compliance is not cured within such sixty (60) day notice period; or 
in the event that the Institution has advised CHEER in writing that it is unable or it is impracticable for it to continue to fulfil its obligations as the REB of Record for a study conducted under this Agreement; or 
following sixty (60) days written notice to the Institution, unless in the opinion of the Participating Site an earlier termination is required for the safety of study participants at the Participating Site

c) The Institution may decline to continue to act as the Participating Site’s REB of Record for a study conducted under this Agreement immediately following thirty (30) days written notice to the Participating Site of material breach of this Agreement by the Participating Site which is not cured within such thirty (30) day notice period. 
d) In the event of early termination of or withdrawal from the Agreement by a Party, the Parties, acting reasonably, will co-operate to avoid interruption of ethical oversight of studies conducted under this Agreement. The Institution’s REB shall continue to act as the Participating Site’s REB of Record for studies conducted under this Agreement until such time as an alternate REB of Record is engaged.
e) Access to records, information and data and copies thereof, required by and not otherwise held by the withdrawing Party, will be facilitated by the CHEER project.
f) Expiration or termination of this Agreement shall not relieve a Party of any obligations accrued prior thereto which is intended to survive expiration or termination in accordance with Section 15 below.
5. Confidentiality

The Parties acknowledge that the information received through the CHEER System or information disclosed for the purposes of conducting a study conducted under this Agreement is subject to strict confidentiality obligations. The Receiving Party shall maintain in confidence all information received and shall not disclose it to third parties without prior written permission of the Disclosing Party, other than to its officers, directors, investigators, members of its REB, employees, contractors, students, volunteers and agents, as applicable, on a strictly need-to-know basis in order for it to exercise its rights or perform its obligations hereunder.

In the event of an on-site assessment or involvement in resolving a participant’s complaint, the Institution may require direct access to said participant’s Personal Health Information or records thereof that are in the direct or indirect control of the Participating Site or Participating Site Principal Investigator. Should that occur, the Institution will hold such records in confidence, use them solely for the purpose of carrying out its duties under this Agreement, and will not copy or remove said records or transfer the records or any information contained in them to anyone other than employees and agents of the Institution with a need to know, without the prior written consent of the Participating Site or in accordance with applicable Laws and Regulations.

The obligations set out above shall not apply to information that:
is known to the Receiving Party at the time of the disclosure as evidenced by its written records;
at the time of or after its disclosure is in or becomes generally available to the public, other than as a result of a breach by the Receiving Party of its obligations hereunder; 
can be demonstrated to have been disclosed to the Receiving Party by a third Party that was not bound by a confidentiality agreement with the Disclosing Party; 
in the opinion of the Institution, is disclosed in the interest of protecting the safety of study participants; or
is required to be disclosed by law, court order, or regulatory process.

In the event disclosure is required under Section 5 c) iv or v) above, where reasonably possible, the Receiving Party shall, before making any such disclosure, notify the Disclosing Party so that the Parties may collectively determine how the disclosure may be made to the minimum extent necessary to fulfil the requirements of disclosure and without breach of terms of any applicable third-party agreement.

6. Insurance 
a) The Participating Site shall ensure that the Participating Site Principal Investigators, maintain membership in the Canadian Medical Protective Association, as appropriate, for the duration of studies conducted under this Agreement.  

b) The Participating Site shall provide evidence of Participating Site Principal Investigator’s insurance or Canadian Medical Protective Association membership, as applicable, upon written request from the Institution.

c) During the term of this Agreement and for the duration of the obligations surviving expiration or premature termination of this Agreement, each Party shall maintain a policy or policies of commercial general liability and professional liability insurance with limits of not less than five million dollars ($5,000,000) per occurrence and ten million dollars ($10,000,000) in aggregate. A Party shall provide evidence of insurance upon the written request of another Party. Each Party shall provide to the other Parties thirty (30) days prior written notice of a material modification, cancellation or non-renewal of its insurance coverage. 

d) Except as a component of third party claims, no Party shall be liable to the other Party for any indirect or consequential damages.

e) Each Party agrees to assume responsibility and liability for its negligence and willful misconduct arising out of, as a result of or in connection with this Agreement, to the full extent required by law, and agrees the other Party shall not be liable for loss, damage, costs and expense of third party claims to the extent arising out of any such liability, and / or a material breach of this Agreement, except to the extent that such liability or breach arises from the negligence or willful misconduct of the other Party.

7. Dispute Resolution 

In the event that a dispute arises related to this Agreement, the Parties will initially and in good faith discuss the matter through individuals with authority to settle the dispute and seek a resolution. If no resolution has been reached within fifteen (15) business days from the commencement of discussions, the Parties shall be free to pursue any other remedies available to them and will notify CHEER of the dispute. In the event that a Party receives notice of a legal proceeding by a third party against it that is related to a study conducted under this Agreement and is subject to the indemnification obligations hereunder, it shall promptly notify the other Party in writing, through the contacts named on the signature page to this Agreement. While a dispute is being settled, the Institution is required to continue with its role as REB of Record.

8. Notices

All notices under this Agreement, inclusive of notices pertaining to ethical oversight, or other documents that any Party is required or may desire to deliver to the other Party shall be in writing and shall be delivered by personal delivery/courier, email or registered mail:

(a)	[Full Legal Name(s)] at:

[Address(es)/contact information of Party]



b)	 [Full Legal Name(s)] at:

[Address(es)/contact information of Party]

The notice shall be deemed to have been delivered on the day of personal delivery, on the day received by courier with signed receipt, or on the day received by e-mail.
9. Governing Law and Jurisdiction

This Agreement shall be governed by, and construed and interpreted in accordance with, the laws in force in the [insert province] and the [insert province] and the laws of Canada applicable therein, the laws jurisdiction of REB of Record will prevail, without regard to conflict of laws principles that would require the application of the laws of another jurisdiction. Subject to the provisions set out in Section 7 above, the Parties shall attorn to the exclusive jurisdiction of the provincial and federal courts located in the jurisdiction of the REB of Record.

10. Severability and Waiver

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.

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.

No delay or omission by a Party to exercise any right or power it has under this Agreement shall impair or be construed as a waiver of such right or power.  A waiver by any Party of any breach or covenant shall not be construed to be a waiver of any succeeding breach or any other covenant.  All waivers must be in writing and signed by the Party waiving its rights.

11. Relationship of Parties

Each Party hereto is an independent contractor.  Nothing in this Agreement shall be deemed to create a joint venture, partnership, employment or agency relationship between the Parties or to provide any Party with the right, power or authority, whether express or implied, to create any duty or obligation on behalf of the other Party.

12. Assignment

This Agreement will be binding upon and will ensure to the benefit of the Parties and their respective successors and permitted assigns. No Party shall assign this Agreement or any part hereof or any benefit or interest herein without the prior written approval of the other Party. 

13. Entire Agreement

This Agreement constitutes the entire agreement between the Parties with respect to the subject matter hereof. Except as otherwise explicitly set out herein, this Agreement may only be amended by a written document signed by the Parties.
14. Force Majeure

No Party shall be liable to the other Party for any delays in the performance or failure to perform, any of its obligations under this Agreement where such delay or failure to perform is due to causes beyond its reasonable control, including, but not limited to, fire, strike, war, riots, acts of terrorism and/or of a public enemy, acts of any civil or military authority, acts of God, floods, unusually severe weather, epidemics, pandemics or quarantine restrictions, public utility failure or service fluctuation, judicial action and acts and failures to act by governmental authorities.

15. Survival
The provisions of this Agreement which, by their intent and nature, are intended to survive expiry or earlier termination of this Agreement, including the following provisions: 4, 5, 6, 7, 8, 9, and 15.

16. Signatures

[bookmark: _Hlk186721181]By signing, the signatories agree that a signed photocopy or electronic version (e.g., *.pdf) of their signature page is as valid as an original. This Agreement may be signed in counterparts, each of which is to be considered an original, and taken together as one and the same document. 
IN WITNESS WHEREOF the undersigned have executed this Agreement.
[Insert legal name of Institution]



______________________________           _______________________
Signatory Name                                     Title



________________________          _______________________
Signature                                           Date
Authorized Signing Officer
(“I have authority to bind the 
Institution”) 



[Insert legal name of Institution]


______________________________           _______________________
Signatory Name                                     Title


________________________                      _______________________
Signature                                                 Date
Authorized Signing Officer
(“I have authority to bind the 
Institution”) 

______________________________           _______________________
Signatory Name                                     Title


________________________                      _______________________
Signature                                                 Date
Authorized Signing Officer
(“I have authority to bind the 
Institution”) 
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