STUDY LETTER

Pursuant to the GOVERNING PARTICIPATING SITE AGREEMENT  
FOR TRI-COUNCIL FUNDED STUDIES: NON-REGULATED 

This Study Letter constitutes an integral part of the Governing Tri-Council Participating Site Agreement for Tri-Council Funded Studies: Non-Regulated effective as of September 1, 2025 (the “Governing Agreement”) and is entered between [NTD: please adjust the parties as much as required to meet your circumstances, including removing any investigators as needed] ____________________ ("Participating Institution"), Dr. ______________, an investigator[	] with Participating Institution (“Participating Investigator”), the __________________ (“Lead Institution”), and Dr. ______________, an investigator[	]with Lead Institution (“Principal Investigator”), and is effective as of the last signature date below (“Study Letter Effective Date”).  The Parties agree that terms used in this Study Letter not otherwise defined will have the same meaning as set forth in the Governing Agreement and is effective as of the last signature date below (“Study Letter Effective Date”).  The Parties agree that terms used in this Study Letter not otherwise defined will have the same meaning as set forth in the Governing Agreement. 	Comment by Jennifer Cox: In non-regulated studies, the PI doesn’t need to be a physician	Comment by cwoods@mcmaster.ca: for performing an interventional clinical trial on patients PI is required to be a clinician regardless of the regulatory status (thinking oncology or surgical studies). We would not use a clinical study format agreement for a non-interventional project .. suggest reinstating the physician requirement

WHEREAS, Lead Institution has received Tri-Council Agency funding (“Study Funds”) from the Canadian Institute of Health Research [NTD: if there is another funder you want to include whose terms are similar, then amend the above and please further specify (“Funder”) for the purposes of a study titled “____________________” (hereinafter the “Study”), as detailed in the protocol attached hereto as Attachment A; 

WHEREAS, the Study is an interventional/observational, study that is not subject to Health Canada regulations, led by [NTD: insert Lead Institution].

[NTD: If Principal Investigator is not a Party, add: [WHEREAS, the principal investigator at Lead Institution is [insert Principal Investigator] ("Principal Investigator )”;]

[NTD: If Participating Investigator is not a Party, add: WHEREAS, the principal investigator at Participating Institution is [insert Participating Investigator] (“Participating Investigator);]

[NTD: include additional recitals as needed, including the grant number][WHEREAS [. . .]]


The Parties hereby agree as follows:

1. Definitions

1.1.1 “Lead Site” means Lead Institution [together with] [NTD: the term “Lead Site” is meant to include all collective parties at the lead site who should be party to this agreement, potentially including the PI, universities, hospitals, health authorities, or other multiple parties depending on the structure of your institution. If Lead Institution is the only party involved, then only say “Lead Institution”] [however their rights, obligations, and liabilities under this Agreement shall be several and not joint].  

1.1.2 “Participating Site” or “Site” means Participating Institution [together with] [NTD: the term “Participating Site” is meant to include all collective parties at the participating site who should be party to this agreement, potentially including the Participating Investigator , universities, hospitals, health authorities, or other multiple parties depending on the structure of your institution. If Participating Institution is the only party involved, then only say “Participating Institution”] [however their rights, obligations, and liabilities under this Agreement shall be several and not joint].

2. Scope.  
2.1 This Study Letter constitutes a “Study Letter” as defined at section 1.30 of the Governing Agreement.  The performance of the Study, in accordance with the Protocol, attached as Attachment A to this Study Letter, is to be conducted, in accordance with the terms and conditions of the Governing Agreement and this Study Letter. [NTD: If Principal Investigator is not a Party, add: [All references to the responsibilities of Principal Investigator shall be deemed to be responsibilities of the Lead Institution by virtue of their employment or appointment at Lead Institution.]] [NTD: if you have multiple Parties to this Agreement and you want them to be bound by all obligations of the Participating Institution in the Governing Agreement, add the following: [Each of [name the institutional parties who are not “Participating Institution”] agrees to follow all obligations and liabilities of the Principal Institution in the Governing Agreement as if they were defined as “Principal Institution” in this Study Letter]]. 

2.2 Attachments to this Study Letter:

Attachment A: Protocol
[Attachment B: Payment Schedule and Budget [NTD: also include payment schedule and invoicing information at this attachment]
[Attachment C: Additional Funder terms]
[Attachment D: Notice information]


3. Study Details 

3.1 Data and Samples. [NTD: delete whichever provisions are not applicable]

☐ No Samples shall be transferred under this Study Letter. Data shall be transferred under this Study Letter between the Parties in accordance with the terms of the Governing Agreement.

Or

☐ Samples and Data shall be transferred under this Study Letter between the Parties in accordance with the terms of the Governing Agreement.  

[NTD: if third party technologies or apps are included in the Study, or if the data will be linked to a third party database (like IC/ES or CIHI) you can include details of them here]

3.2 Funding.  [NTD: delete whichever provisions are not applicable]

☐ No funds transferred hereunder.

Or

☐ Payments will be made to the Participating Institution in accordance with the budget, which is attached as Attachment B, and Participating Institution agrees to be bound by all relevant provisions under article 3 of the Governing Agreement [NTD: confirm the attachment reference and add the following only if the parties are receiving funds up front, rather than invoicing] and Attachment B.1 herein. Any additional transfer of funds within the period covered by this Study Letter will require a duly-signed amendment of this Study Letter and may be conditional upon receipt of additional funding from Tri-Council Agencies, availability of funds at that time, the receipt of an accurate, detailed annual financial report from the Participating Institution and approval from the Principal Investigator.  	Comment by jencox@ohri.ca: Jen to review to make it easier


3.3 Financial Reporting. [NTD: delete whichever provisions are not applicable]

☐ NA. [NTD: to be selected when no funds are transferred under this Agreement]

Or

☐ All amounts will be invoiced after they have been incurred, and as such no financial reporting required. 

Or

☐ Financial reporting is required and shall be provided in accordance with the Governing Agreement and the appendices thereto. Financial reporting shall be provided in accordance with Attachment B hereto.

And/Or

☐ All additional funding requirements from [name of third party funder], as outlined in Attachment C].  

4. Liability. [NTD: this is the stand-in prompt, but you can replace this with an indemnification clause. See in the Drafter’s Note a draft indemnification clause] The Parties agree to the liability and disclaimer provisions set out in section 13 of the Governing Agreement without further change.	Comment by cwoods@mcmaster.ca: cannot agree to this are there are unregulated studies that will need to have different approaches on liability depending on study partners and type of study.. I see you have added it to the modified language below but suggest adding back in a check both for unchanged or modified as described below so there is not a conflict

5. Insurance. [NTD: delete whichever provisions are not applicable. Please note that many institutions, particularly those in Quebec, may not have cybersecurity insurance]
☐ The Parties agree to the insurance provisions set out in section 13 of the Governing Agreement without further change. 

OR

☐  Cybersecurity Insurance. In addition to the insurance provisions set out in section 13 of the Governing Agreement, Lead Institution and Participating Institution shall each obtain and maintain policy(ies) of cybersecurity insurance in amounts no less than one million dollars ($1,000,000).


6. Modifications to Governing Agreement.   

The Parties agree to amend the following terms of the Governing Agreement as listed below: 

[NTD: in particular, contemplate indemnification, record retention, governing law, intellectual property (give particular attention to whether you want the IP rights to be revocable, any third party IP rights or if you want joint ownership), indirect damages, and subject injury provisions. Contemplate if other institutional obligations may apply (i.e. collective agreements). See Drafters Note attached hereto for suggested language. If no changes are needed, simply write “No changes made to the Governing Agreement” or “NA”]

7. Term.   

The term of this Study Letter will commence on the Study Letter Effective Date and will continue until the completion of the Study in accordance with the Protocol unless terminated in accordance with the termination terms of this Study Letter.  [NTD: consider adding language specifying the term of the grant if applicable and ensure that this is mirrored in clause 2 of Attachment B.1]

8. Binding on Investigators.

[NTD: include if the Principal Investigator or Participating Investigator are a Party to the Study Letter. Adapt as needed] The Principal Investigator and Participating Investigator expressly agree to be bound by all terms and conditions of the Governing Agreement. Principal Investigator and Participating Investigator agree that he/she has had the opportunity to seek independent legal advice with respect to this Study Letter and the Governing Agreement, has either sought such advice or has declined to do so, and is signing this Study Letter voluntarily and with a full understanding of its contents and the contents of the Governing Agreement. Principal Investigator and Participating Investigator each agree to be responsible and assume liability for: (i) his/her breach of the Governing Agreement and this Study Letter; (ii) his/her negligence, wilful misconduct; (iii) the breach of this Agreement and any Study Letter by those whom he/she is in law responsible; and (iv) the negligence, willful misconduct by those for whom he/she is in law responsible. In accordance with clause 13.5 of the Governing Agreement, Principal Investigator and Participating Investigator shall maintain membership in the CMPA.


9. Termination.  

The Parties may terminate this Study Letter in accordance with the terms within the Governing Agreement. Termination or completion of this Study Letter shall be without prejudice to the accrued rights and liabilities of the Parties under this Study Letter or the Governing Agreement.

10. Amendments; Waiver. 

Amendments to the Governing Agreement apply directly to this Study Letter. No modification, amendment, or waiver of this Study Letter shall be effective unless in writing and signed by a duly authorized representative of each Party, in accordance with the terms of the Governing Agreement. 

11. Counterparts. 

The Study Letter shall be executed in accordance with the applicable counterpart clauses of the Governing Agreement.

12. Governing Agreement. The Parties agree that except as expressly provided for in this Study Letter, the terms of the Governing Agreement remain in effect unchanged.

13. Notices. The Parties shall provide each other notice in accordance with the terms of the Governing Agreement. Notice information shall be provided at Attachment D herein [NTD: confirm attachment].

14. Languages.
(If Applicable) In accordance with the Québec’s Charter of the French Language, RLRQ. c. C-11, this Agreement and all related documents can be written in the English language only. En conforvité avec les dispositions de la Charte de la langue française, RLRQ. c. C-11 du Québec, ce contrat et tout documents y étant relié peut être rédigé en anglais uniquement  

 
IN WITNESS WHEREOF, each of the Parties has caused this Study Letter to be executed as follows:

Lead Institution						Principal Investigator 
[NTD: adapt as needed]


By: 								By: 					
Name:								Dr. 
Title:

Date:								Date:					

I have authority to bind the organization.
								[NTD: adapt as needed]
Participating Institution					Participating Investigator


By: 								By: 					
Name:								Dr. 
Title:					
							
Date:								Date:					

I have authority to bind the organization.
 


[NTD add the following attachments, as appropriate to your Study]

Attachment A: Study Protocol (NTD: optional; can add as a reference)

Attachment B: Study Budget (NTD: optional; as required)
· [NTD:
· please attach and reference itemized study budget with payment terms and obligations
· Please specify in the budget who owns any items purchased under the grant]

Attachment B.1: Tri-Council Sub-granting Required Specifications (NTD: optional; as required)
· [NTD: See the suggested language included below
· If you change this language, please note that it must meet the specifications outlined at Appendix 2 of the Tri-Council Agency policies: https://www.nserc-crsng.gc.ca/InterAgency-Interorganismes/TAFA-AFTO/guide-guide_eng.asp#40] 

Attachment C: Additional Funding Terms from Additional Funder (optional, as required by non-Tri-Council Agency funders)

Attachment D: Notice Information [NTD: insert as needed]



Attachment B.1 
Tri-Council Funding Terms

1. Participating Investigator and Participating Institution shall complete the Study within the maximum budget set forth in the Study Letter and will not commit to any expenses in excess of such maximum without prior written consent of Lead Institution and Principal Investigator. All Study Funds transferred shall constitute “Eligible Expenses” in accordance with Tri-Council Agency requirements. The Lead Institution shall have the right to withhold approval of expenses proposed by the Participating Institution and Participating Investigator if those expenses do not comply with CIHR requirements or with its own institutional policies. Any use of funds that does not fully conform to CIHR guidelines shall be repaid to the Lead Institution. 
a. Any Study Funds provided in relation to the conduct of the Study shall be detailed within each Study Letter.  
b. The Parties may agree to specify other Funders and other funding terms within each Study Letter, at their discretion. 
 
2. The Participating Institution shall prepare a Form 300 each year and shall provide it to the Lead Institution before April 30th of each year. 

3. The Lead Institution and Principal Investigator are not responsible for any amounts spent over and above the amount mentioned in any Study Letter or for any amounts spent before or after the period covered by this Agreement. Unspent funds may be carried over into the next fiscal year period to cover research expenses. Any unused funds must be returned to the Lead Institution at the end of the Term as specified in each Study Letter. 
 
4. Lead Site and Participating Site shall each maintain appropriate accounting records according to generally accepted accounting practices for costs claimed as incurred in the performance of the Study  as detailed in the  Study Letter and shall keep these records for a minimum of seven (7) years from date of transaction, or as otherwise set out in the Study Letter.  Participating Institution shall also make such accounting records available, upon request, to authorized entities for financial audit in accordance with article 5 of the Governing Agreement. 
 
5. Lead Institution will promptly notify the Participating Site in the event that the funding from Funders is suspended or terminated. Upon such notice, the Participating Investigator agrees to immediately cease enrolling Study Participants. Payment for any outstanding amounts will be made in accordance with the Termination section of this Study Letter and the Governing Agreement.   
 
6. The Participating Institution’s execution of a Study Letter constitutes certification that the Participating Institution will comply with all the applicable policies, procedures, and assurances required by the Tri- Agency as applicable and set out at CIHR Funding policies, (accessible online via: https://cihr-irsc.gc.ca/e/204.html)  including but not limited to: Tri-Agency Open Access Policy on Publications; Tri-Agency (CIHR, NSERC, & SSHRC) Guide on Financial Administration; New CIHR requirements for registration and public disclosure of results from clinical trials; and Conflict of Interest and Confidentiality Policy of the Federal Research Funding Organization.    



Drafter’s Note 
Alternative clauses to consider adding to the Study Letter, if applicable
Study Product (NTD: if you are involving a Study Product, you likely need to use the Regulated version of this letter, even if the study is Phase IV regulated with Health Canada and no clinical trial application is needed)
14.1 Study Product. 
14.1.1 The Study involves the use of the Study Product ________________[NTD: insert product details, including relevant placebos and comparators] which shall be procured by________________[NTD: insert procurement method of the Study Product (i.e. if it is obtained via Participating Institution’s pharmacy, provided by a supplier, etc. Add additional relevant terms, if any, from the product provider]. The Participating Site shall ensure that the Study Product is stored, dispensed and administered under proper conditions and in accordance with the Protocol, investigator’s brochure (if any), the Applicable Laws, the approved product specifications and, where relevant, Lead Institution’s or supplier’s written instructions. Participating Site shall ensure that the Study Product is only used for the conduct of the Study as directed in the Protocol, and shall maintain complete and accurate records relating to the Study Product.    
 
14.1.2 [NTD: insert the below only if Lead Institution is directly providing Participating Institution with the Study Product] The Lead Institution shall ensure that the Participating Site is provided with sufficient quantities of the Study Product as required to conduct the Study, as outlined in the Protocol, together with guidelines and descriptions for the safe and proper handling, use, storage, and disposal of the Study Product. Participating Site shall receive such Study Product free of charge. The Lead Institution shall require that the Study Product shall be provided to the Participating Institution in appropriate packaging as approved by Health Canada.

Intellectual Property
Revocable Data rights. The license will remain in effect until terminated by Lead Institution upon thirty (30) days’ prior written notice to the affected Parties, at which point the parties shall enter into good faith negotiations regarding such termination. Notwithstanding the foregoing, such license cannot be revoked in relation to any publication rights outlined in article 9 of the Governing Agreement.
Joint Ownership.  Intellectual Property arising from the Study that is jointly developed shall be owned jointly by the inventing Parties in accordance with any institutional policies and/or collective agreements of the inventing Parties, where such policies and agreements exist.  The inventing Parties agree to negotiate in good faith a revenue-sharing agreement which reflects the respective contributions of the Parties to the creation of such jointly developed Intellectual Property.  The Parties hereby grant each other a limited right of use of the jointly developed Intellectual Property arising from the Study without cost and without geographical or temporal limitation  for the purposes of teaching, training, quality improvement, clinical and non-commercial research, provided that the protection or marketing of such jointly developed Intellectual Property arising from the Study is not undermined.
Third Party Intellectual Property Terms. The Funder or other Study partner (including industry supporter) who is a third party to this Agreement requires the following language regarding Intellectual Property: [NTD: insert language]
Indirect Damages
The Parties agree to remain silent on indirect damages.
Additional Indemnification Language

[NTD: consider if you want the below indemnity to be in addition to or to replace clause 13 of the Governing Agreement] The Parties agree to replace/add to the liability provisions set out in section 13 of the Governing Agreement with the following language.  
 
[NTD: the below is suggested language for indemnification based on negotiations between Canadian institutions, however other language may be proposed] 
 
Lead Institution shall, within Canada, defend, indemnify and hold harmless [NTD add if necessary: [Participating Investigator and]] Participating Institution, and its/his/her respective Representatives [NTD add in exclusions or clarifications to “Representatives” if necessary, i.e.: (including [affiliated hospital] and [affiliated REB])], directors, officers, medical and professional staff, investigators [NTD add if necessary [(explicitly including Participating Investigator)]], affiliates, successors, heirs and assigns (each a “Participating Institution Indemnitee”) from and against any and all third party liabilities, claims, actions, suits, damages, costs and expenses (including reasonable legal fees and expenses) (“Claim”) to the extent arising in connection with or arising out of the negligence, willful misconduct or breach of the Agreement by the Lead Institution including its Representatives, officers and directors [NTD add if necessary [(explicitly excluding Principal Investigator, sub-investigator and any other physician investigators)]] specifically including any breaches of the privacy or intellectual property provisions herein. This indemnification will apply to each Participating Institution Indemnitee as if a separate indemnification had been provided to each. To the extent applicable and for the purpose of making the Lead Institution’s promise to indemnify enforceable, the Parties hereto acknowledge that the Participating Institution is acting as the agent and trustee for the Participating Institution Indemnitees.   
 
  ☐  Participating Institution shall, in Canada, defend, indemnify and hold harmless Lead Institution, [NTD add if necessary: [Principal Investigator]] and its/his/her respective Representatives [NTD add in exclusions or clarifications to “Representatives” if necessary, i.e.: (including [affiliated hospital] and [affiliated REB])], directors, officers, medical and professional staff, investigators [NTD add if necessary [(explicitly including Participating Investigator)]], affiliates, successors, heirs and assigns (each a “Lead Institution Indemnitee”) from and against any and all Claims to the extent arising in connection with or arising out of  the negligence, willful misconduct or breach of the Agreement (including failure to adhere to the Protocol) by the Participating Institution including its Representatives, officers, and directors [[NTD add if necessary: [(explicitly excluding Participating Investigator, sub investigator and any other physician investigators)]], specifically including any breaches of the privacy or intellectual property provisions herein. This indemnification will apply to each Institution Indemnitee as if a separate indemnification had been provided to each. To the extent applicable and for the purpose of making the Participating Institution’s promise to indemnify enforceable, the Parties hereto acknowledge that the Lead Institution is acting as the agent and trustee for the Lead Institution Indemnitees 
 
  ☐  The Lead Institution has obtained an indemnity from _________[NTD: insert name of third party] related to the Study as follows:  
 
[NTD: LANGUAGE TO BE INSERTED] 
 
  ☐  At the reasonable request of Participating Institution, Lead Institution agrees to take reasonable steps to enforce any such indemnity obtained or reasonably assist Participating Institution [[NTD add if necessary: [and Participating Investigator]] in enforcing this indemnity. 
 
  ☐  Notwithstanding articles 4.1.1 and 4.1.2  herein (if applicable), the indemnifying party shall have no obligation to defend, indemnify and hold harmless a particular indemnitee in respect of a Claim to the extent that such Claim is found to have been caused by the negligence, willful misconduct, breach of statutory duty or breach of the Agreement by that indemnitee. 
 
  ☐  An indemnified party shall  reasonably cooperate with the indemnifying party in the defense of any third party action arising out of the performance of the Study, including providing each other with prompt written notice of any such action and copies of all material documents, provided however, that failure by an indemnitee to provide prompt written notice shall not relieve the indemnifying party of its obligations hereunder, except to the extent that the indemnifying party is prejudiced by such failure. The indemnified parties shall each have the right to retain their own legal counsel to defend any such action at their own cost. The indemnifying Party shall not admit fault or liability on behalf of an indemnitee in the defense or settlement of such claim without the written consent of that indemnitee, not to be unreasonably withheld, conditioned, or delayed. ]

Notwithstanding the foregoing, or anything in the Agreement to the contrary, any medically necessary deviations from the Protocol for reasons of Study Participant safety shall not constitute a breach of this Agreement or any Study Letter or a failure to follow the Protocol.  

Additional Liability Language:
No Party or its/his/her trustees, directors, officers, and Representatives (the ‘first’ Party) shall be liable to any other Party (the ‘second’ Party) for any costs claimed, or suits or claims made by the second Party or made against the second Party arising from this Agreement or applicable Study Letter, except to the extent caused by any liability assumed in article 13.1.
2

