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I. Executive Summary 
 

 

The model Clinical Trial Agreement (mCTA) project provides a standard model contract for use 
by clinical trial sites and sponsors in negotiating clinical trial agreements. The mCTA is a direct 
response to recommendations from the field for a standard clinical trial template agreement 
that can help to streamline the negotiating process and expedite clinical trial start-up times, 
especially where the same company is involved with sites in multiple provinces and a master 
agreement is not in place.  

 

The purpose of this report is to introduce the mCTA template (Version 8) and to describe the 
consultation process that informed its content. Version 8 builds up on the previous attempts to 
develop and introduce a model contract in Canada, and is a direct result of the Canadian Clinical 
Trials Coordinating Centre (CCTCC)Ωǎ renewal of the mCTA and its partnership with the CLEAR 
initiative1. 

 

Following a meeting of mCTA Team Canada (see Appendix A, page 17) in October of 2015, the 
CCTCC invited comments via a survey on a new draft of the mCTA, Version 6. The main goal of 
the consultation was to provide feedback on the CLEAR clauses and assess the acceptability of 
the overall mCTA. The secondary goal was to discuss some implementation items such as an e-
tool to allow for a standardized tracking of Ƴ/¢!Ωǎ use, possible metrics to evaluate the mCTA 
and resulting potential indicators of performance and success. Following the survey 
consultation, the CCTCC held 4 opens houses for ǎǇƻƴǎƻǊǎΩ staff involved in contract negotiation 
with the goals of: 

¶ informing them about the progress on the mCTA and the Common Language Evaluation 
and Reconciliation (CLEAR) initiative 

¶ obtaining their engagement and buy-in for the mCTA, and 

¶ identifying any implementation obstacles 
 
Overall, the results from the survey consultation revealed a higher level of engagement across 
sites on the CLEAR clauses (4.6 out of 5) than the remaining items in the mCTA (3.9 out of 5). On 
the ǎǇƻƴǎƻǊǎΩ side, while feedback to the survey was more reserved, the open houses 
demonstrated high engagement and definite willingness by the sponsors to champion the mCTA 
to their respective global offices.  

                                                 
1
 Common Language Evaluation and Reconciliation (CLEAR) - the purpose of CLEAR is to streamline contract negotiations and 

thereby accelerate site initiations, leading to increased recruitment timeliness and reduced study start-up costs. Improving 
productivity by reducing cycle times and accelerating clinical research will allow industry to get new treatments in development 
to patients faster without sacrificing quality. This initiative benefits all the stakeholders within industryτsponsors, CROs and 
sitesτbut most importantly patients. 

http://www.cctcc.ca/
http://www.cctcc.ca/
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In general, there was agreement that mutual buy-in and leadership from both sponsors and sites 
would be essential and paramount to the success of the mCTA in Canada. In addition, both the 
respondents to the survey consultation and the participants in the open houses felt that having 
an mCTA e-tool would be useful, especially for the collection of metrics once the mCTA is in use. 
Some of the proposed metrics include speed of contract negotiation; the rate of use of the 
mCTA as is; and the nature, reasons and frequency of amendments. 

 
The resulting mCTA (Version 8) was reviewed by an independent legal counsel - Lydia 
Wakulowsky, a partner in Borden Lander Gervais (BLG) and a certified specialist in Health Law. 
The review of the contract was done for the purposes of ensuring consistency of terminology 
use and definitions, and clarifying ambiguous wording. 

 

Next steps include identifying and working with the early adopters of the mCTA (already in 
progress), developing robust change management and communication strategies as well as 
online repository for the mCTA and e-toll enabling tracking of adoption metrics.  
 
There has been no shortage of consultation, goodwill, and due diligence on the part of very 
many committed individuals and organizations across Canada. The Canadian clinical trials 
community will work to assess and ensure the relevance and viability of mCTA, so that it can be 
helpful in the goals of expediting clinical trial start-up times and bringing new and innovative 
medicines and technologies to Canadians as quickly and as safely as possible. 
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II. Introduction: 
 

II.1. History of the mCTA: 
 
The mCTA has been developed in response to concerns raised about the length time needed to 
complete contract negotiations, particularly where the same company is involved with sites in 
multiple provinces and a master agreement is not in place. Specifically, clinical trial sites and 
sponsors negotiating phase II and phase III clinical trial agreements have noted the lack of 
standardization in clinical trial template agreements are slowing down the negotiation process 
and the start-up times of clinical trials. This has complicated the process of bringing clinical 
trials to patients and put Canada at a disadvantage globally. 
 
Several years ago, members of Innovative Medicines Canada (then Rx&D) and HealthCareCAN 
(then ACAHO), with funding from CIHR, developed the original mCTA based on a review of 
existing contracts and the Council of Academic Hospitals of Ontario (CAHO) principles for 
contract negotiations. The mCTA was pilot tested in actual negotiations which revealed certain 
process issues and did not lead to widespread adoption of the document. However, one 
pharmaceutical company did adopt the mCTA and is still using it for their contracts. 
 
Sites in Quebec and British Columbia advanced the mCTA by developing provincial versions of 
the contract. A lawyer from St. aƛŎƘŀŜƭΩǎ Hospital in Ontario combined the Quebec and British 
Colombia versions. These versions were integrated into a subsequent version which was 
circulated to all sites in all provinces. Each province provided consolidated feedback through 
their provincial body or Regional Health Authority (RHA), consolidating perspectives on the 
mCTA from multiple sites in individual provinces. The provincial comments were, then, 
provided to Innovative Medicines /ŀƴŀŘŀΩǎ membership for review and feedback. The 
provincial feedback was integrated into mCTA Version 5 version which contains different 
options for some sub-clauses for different provinces. mCTA Version 5 marks the point where 
the CCTCC took over the project.  
 
Around the same time, the global offices of many of Innovative Medicines /ŀƴŀŘŀΩǎ member 
companies were participating in the CLEAR initiative (a TransCelerate2-supported project) to 
address five controversial clauses3 within clinical trial contracts. The purpose of CLEAR is to 
streamline contract negotiations and thereby accelerate site initiations, leading to increased 
recruitment timeliness and reduced study start-up costs. Improving productivity by reducing 
cycle times and accelerating clinical research is seen as allowing industry to get new treatments 

                                                 
2
 TransCelerate BioPharma Inc. is a non-profit organization with a mission to collaborate across the biopharmaceutical research 

and development community to identify, prioritize, design and facilitate the implementation of solutions to drive efficient, 
effective and high-quality delivery of new medicines, improving the health of people around the world. The membership of 
TransCelerate is composed of leading pharmaceutical companies and research organizations that engage in innovative 
discovery, development and manufacturing of new drugs. In addition to the Common Language Evaluation Reconciliation 
(CLEAR) in contract clauses, they currently have several projects focused on improving various aspects of clinical trials including 
clinical data transparency, clinical trial diversification, and common protocol template.  
3
 Subject Injury, Confidentiality, Intellectual Property, Publication and Indemnification. 
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in development to patients faster without sacrificing quality4. The CLEAR clauses were 
presented for feedback to clinical trial stakeholders in North America. Thus, they were added to 
the mCTA with the rationale to provide Canadian feedback. The anticipated benefit of 
integrating the CLEAR clauses in the mCTA clauses is to increase the incentive for sponsors to 
consider using the mCTA in Canada due to its alignment with requirements of their global head 
offices.   
 

II.2. Recent Developments: 
 
On October 29th, 2015, the CCTCC brought together representatives from sites across Canada 
(in some cases provincial clinical trial bodies and N2) and sponsors, known as Ψ¢ŜŀƳ /ŀƴŀŘŀΩ 
(see Appendix A, page 14) to review the mCTA, CLEAR clauses and resulting provincial 
feedback. The result of this meeting was mCTA Version 6. The Team Canada meeting was 
instrumental for resolving key language issues in the mCTA, some of which were provincially-
based, thus largely removing the need for separate provincial versions. 
 
Following this meeting, in February 2016, the CCTCC invited comments via a survey on the 
mCTA Version 6 (see table 1, p.5) and subsequently held 4 opens houses for ǎǇƻƴǎƻǊǎΩ staff 
involved in contract negotiations.  
 
mCTA Version 6 (see table 1, p.5) used for the survey consultation and open houses differed 
from previous versions in that the CLEAR clauses5 were provided as an alternative to the same 
mCTA clauses. The survey consultation, which was circulated to both sites and sponsors, 
included outstanding mCTA language issues as well as asked respondents to comment on 
possible implementation issues, the types of metrics that should be collected on the mCTA 
once in use and the usefulness of technology for the mCTA implementation. 
 

 

 

                                                 
4
 This initiative is also seen as benefiting all the stakeholders within industryτsponsors, CROs and sitesτbut most importantly 

patients. The CLEAR clauses represent proposals for the most continuous clauses in clinical trial agreements from 
pharmaceutical ŎƻƳǇŀƴƛŜǎΩ global offices derived from existing contract language. 
5
 Subject Injury, Confidentiality, Intellectual Property, Publication and Indemnification 
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Table 1 ς Summary of mCTA Versions 6, 7 and 8  
 

mCTA Version # 
 

Description  Action Taken 
 

 
 
 

mCTA Version 6 
 

Based on previous work of the CIHR, Innovative Medicines Canada, HealthCareCAN, CAHO, N2 and 
provincial partners 
 
Includes the feedback from Team Canada meeting in October 2015 
 
The CLEAR clauses are added to the document but not incorporated  

Used in the February, 
2016 Survey 
Consultation 

 
 
 

mCTA Version 7 
 

Based on mCTA Version 6 
 
Includes the feedback from the February 2016 Survey Consultation and Sponsor Open Houses of 
2016. The feedback that lead to changes of the contract is reflected in annotations. 
 
The CLEAR clauses (as of May, 2016) replaced the respective mCTA clauses with exception of the 
Clinical Trial Participant Injury clause. Both the mCTA and CLEAR clauses for Clinical Trial Participant 
Injury are included. 

Used for  mCTA Version 
8 
 
 
 

 
 

mCTA Version 8 
 

Based on mCTA Version 7 and Version 6 
 
Changes made based on the feedback from the February 2016 Survey Consultation and Sponsor 
Open Houses of 2016.  
 
 
The CLEAR clauses (as of May, 2016) replaced the respective mCTA clauses with exception of the 
Clinical Trial Participant Injury clause. Based on the feedback received during the open houses, an 
edited Clinical Trial Participant Injury clause is being included. It includes the wording of the CLEAR 
clause as a whole and the language regarding insurance from the mCTA clause. 
 
Version 8 was also  reviewed by an independent legal counsel (see pages 11 for more information) 
 
 

The latest mCTA Version  
 
Attached, Appendix D, 
page 18 

 

http://www.cihr-irsc.gc.ca/e/193.html
http://innovativemedicines.ca/
http://www.healthcarecan.ca/
http://caho-hospitals.com/
http://n2canada.ca/
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III. Survey Consultation 
 
Released in February 2015, the survey questionnaire was developed to assess five dimensions 
of the mCTA Version 6:  

1) The identity of the respondent in terms of whether a site or a sponsor was 
responding.  

2) The perspective of the respondent in terms of whether the response was a 
personal opinion, organizational, and/or multi-organizational perspective 

3) The extent to which there was agreement on the CLEAR clauses 
4) The extent to which there was agreement on the full mCTA, and 
5) Advice on a variety of implementation and measurement issues. 

 
It was also decided that as budgets contribute to contract delays, the intention would be to 
work on this as a next step by forming a CCTCC Fair Market Value (FMV) Working Group (WG). 
The results were tabulated by the CCTCC and the mCTA Core WG and experts met to discuss 
the implications.  
 

1. Responses received:  
A total of nineteen distinct survey consultation responses were received. Of the 19 responses, 
6 responses were from large pharmaceutical companies. On the sitesΩ side, 4 of the 13 site 
responses were collective responses- from Clinical Trials Ontario (CTO), British Columbia 
Clinical Research Infrastructure Network (BCCRIN), and Eastern Regional Health Authority and 
Memorial University of Newfoundland that consolidated the perspectives of a number of sites 
within their respective jurisdictions. The 4th collective response was received from a law firm in 
Quebec (Norton Rose) which represents a number of sites in the province. Three additional 
responses covered the major clinical trial sites in Nova Scotia, and New Brunswick. The 
remaining 6 responses were from the University of Manitoba, Cancer Care Manitoba, 
University of Calgary in Alberta, 1 site from Quebec and 2 sites within Ontario that chose to 
provide an organization specific, rather than collective response. The total site response 
therefore included perspectives from 41 sites. It has to be pointed out that not 19 respondents 
provided answers to all questions. Follow-ups were made to ensure that responses were not 
omitted by accident or due to technical reasons. A full list of all responders is available in 
Appendix B, page 18. 
 

2. Nature of responses received: 
Respondents were asked to indicate whether their response reflected a professional opinion, 
an organizational response, or the consensus of multiple organizations: 
 

¶ For the pharmaceutical companies, all 6 responses were organizational responses. 
 

¶ From the sites, a significant number of responses came in as consensus-based 
responses through CTO (ON), BCCRIN (BC), Eastern Regional Health Authority and 
Memorial University of Newfoundland (NF) and Norton Rose (Quebec).  
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3. Review of the CLEAR clauses: 

Respondents were asked to review the provided CLEAR clauses with proposed edits from Team 
Canada (see Appendix A, page 17) and to rate their acceptability on a five-point Likert scale 
where 5 was highest acceptability. Where scores were less than 5, respondents were asked to 
explain the issues.  

 

¶ The six pharmaceutical companies rated the acceptability of these clauses a 3.2 
out of 5 with scores ranging from 2 to 4 for a variety of different reasons. Many 
indicated interest in further discussion.  

 

¶ On the sites side, the level of acceptability of the CLEAR clauses was 4.5 out of 5. 
The responses from the sites indicated agreement in principle, but focused areas 
that needed further clarification, correction and cleaning up in terms of definitions 
and terminology.  

 

4. Review of the full mCTA Version 6:  
The review of the full mCTA asked respondents to consider three questions: 

1) Are the original mCTA or the CLEAR clauses a more acceptable manner of 
addressing issues related to Clinical Trial Participant Injury? 

2) Is the clause on termination in the mCTA acceptable since meeting discussions 
were inconclusive on this topic?, and  

3) What is the level of acceptability of remaining mCTA clauses? 
 
Á Clinical Trial Participant Injury clause: There was no consensus from either the site 

or sponsor responses on whether the CLEAR or original mCTA clauses better 
addressed concerns in this area (an even split of 50%-50%). The outstanding items 
are: 

o what to do when adverse study related events occur that are 
not due to negligence, and 

o the need for clarifying the relevant payers and settings.  
 

Á Termination clause: The survey again showed mixed results. The sites feel some 
protection is needed if a trial has to be terminated, and pharmaceutical companies 
feel that a site terminating for unclear reasons could derail the trial and create 
major cost implications. 

Á Overall acceptability of the mCTA Version 6: Of the 16 responses to this question, 
the 11 site responses to this question rated the mCTA as a 3.9 out of 5 (average 
rating) in terms of acceptability, while the 5 sponsors who responded to this 
question, rated it 2.4 out of 5 (average rating). Further, the consensus in 3 of the 4 
consolidated site responses was 3 out of 5; the 4th gave a score of 5 out of 5. The 
sites that provided individual responses, tended to rate the acceptability of the 
mCTA higher. Additionally, it should be noted that the collective response from 
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Ontario provided substantive feedback regarding areas such as privacy which 
informed mCTA Version 8. 

 
5. Usefulness of an electronic tool for the mCTA:  

Respondents were asked to comment on whether they would find an electronic tool for the 
mCTA useful. In general, both sponsors (3 out of 5) and site respondents (4 out of 5) felt that an 
electronic tool could be useful if: 

¶ The language of the contract was solidified, and 

¶ The functionality and purpose of the tool was clarified 
 

6. Implementation questions related to the mCTA:   
Respondents were asked to comment on implementation issues related to the mCTA. Common 
themes included: 

¶ the difficulty of implementation as there is no mandatory requirement to use it 

¶ the role of sponsors in promoting use of the contract i.e. of companies buying into 
this, as well as the importance of uptake on behalf of the sites 

¶ the importance of a website or platform, where users could engage in dialogue 
regarding the contract 

¶ the need for a change management strategy and communication materials that 
would bring higher visibility to the initiative 

¶ awareness that the mCTA implementation will be a gradual process requiring 
patience, perseverance and consistency, and  

¶ the need for creating a culture or community of practice around the use of the 
mCTA which would recognize early adopters and provide a mechanism for 
continuous improvement. 

 
7. Measurement: 

Respondents were asked which metrics they would like to see collected about the use of the 
mCTA and/or the process of clinical trial contracting. Generally, the three most frequently cited 
metrics were: 

¶ frequency of mCTA use 

¶ speed of contract from language agreement to sign-off, and 

¶ frequency and nature of negotiated changes/amendments. 
Several respondents noted that it would be important to have a continuous improvement 
approach and long-term evaluation plan in place.  

 
Parallel to the survey consultation, the CLEAR initiative clause review was taking place. The 
comments collected as part of the February 2016 survey consultation, were provided along 
with other feedback that the CLEAR core team received from various stakeholders, and 
informed the CLEAR language of May 20, 2016. It has to be pointed out that not all feedback 
resulted in alterations of the CLEAR language as some comments could be addressed without 
making such changes.  
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IV. Open Houses for Sponsors 
 

The four open houses with ǎǇƻƴǎƻǊǎΩ staff took place subsequently to the 2016 survey 
consultation over the course of 4 months from June to September of 2016, with additional 
feedback being provided until October of 2016. The key goals were to: 
 
ω ensure that the right stakeholders from the ǎǇƻƴǎƻǊǎΩ side are participating 
ω elicit more robust feedback from the sponsor side 
ω educate about the CLEAR Common Language Evaluation and Reconciliation) initiative 

(TransCelerate-supported project) which will be coming to the Canadian offices of 
TransCelerate-member companies, and  

ω gauge ǎǇƻƴǎƻǊǎΩ engagement and buy-in of the mCTA. 
 
The main goals were to elicit more robust response from sponsors and identify key barriers to 
the implementation of the mCTA. The open houses were attended by staff of the majority of 
big pharmaceutical companies conducting clinical trials in Canada and elicited unprecedented 
to date participation and interest in the mCTA initiative from pharmaceutical companies.  
 
Along with an overview of the mCTA and its history to date, the format of the open houses 
consisted of clause-by-clause review of the mCTA document as well as the questions asked in 
the survey consultation. The importance of focusing on major issues and barriers in the mCTA 
language and on compromise instead of preferences and ΨƴƛŎŜ-to-ƘŀǾŜΩ language, was strongly 
emphasized.    
 

1. Participants and nature of feedback received: 
The open houses for sponsor companies were attended by close to 30 individuals involved in 
contract negotiation and comprised representatives from legal, clinical operations and 
contracting from the majority of big pharmaceutical companies conducting clinical trials in 
Canada. A full list of the companies whose staff attended the open houses is available in 
Appendix C, page 17.  
 
All open house participants expressed their opinions based on the contract negotiation practices 
of their respective companies. In some cases, participants provided additional feedback from 
internal consultations with other staff and departments, as well as their global offices.  

 
2. Review of the CLEAR Clauses and the full mCTA Version 6: 

The feedback received from the open houses echoed to a large extent that received from the 
survey consultation. The review of the CLEAR clauses provided an excellent opportunity to 
further educate sponsors staff about the CLEAR initiative and in some cases to put them in touch 
with their company representatives to the CLEAR committee. The Subject Injury Clause elicited 
the most discussion. The ǎǇƻƴǎƻǊǎΩ staff preferred the wording of the CLEAR Subject injury 
clause as a whole and the language regarding insurance from the mCTA CLEAR Subject injury 
clause.  
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The feedback received to the full mCTA did not reveal any major issues with the mCTA language.  
 

 
3. Implementation questions related to the mCTA:   

Regarding the implementation of the mCTA, the open house participants stressed the 
importance of several variables that, in their opinion, are vital to the implementation success of 
the mCTA: 

¶ Collaboration between sites and sponsors as well as between different sites to break 
down existing silos. 

¶ The need for any consensus regarding the use of the mCTA made at the leadership level 
to reach those sitting at the negotiation table.  

¶ Robust change management and communication strategies, including keeping the 
ongoing dialogue about the use of the mCTA recognizing that its comprehensive 
implementation will take time and will require changing the culture of contract 
negotiation in Canada. In order to facilitate this process and ensure ongoing mutual buy-
in, the creation of a cross-functional implementation team composed of sponsors and 
sites/institutions was proposed. 

¶ Creation of a sponsor-specific tool kit to enable Canadian sponsor staff to present and 
advocate the mCTA to their respective global offices  

 
4. Measurement: 

Likewise, the participants at the open houses stressed the importance of tracking metrics 
related to the implementation of the mCTA and especially deviation from the mCTA from either 
side, i.e. either sponsor or sites/institutions. Furthermore, they recommended using the initial 
implementation metrics to argue in favour of wider and continued use of the mCTA.  

 
5. Usefulness of an electronic tool for the mCTA: 

Given the feedback provided regarding tracking mCTA implementation metrics, the availability 
of an electronic tool enabling the collection of such metrics was considered important.  

 

V. Discussion 
 
The feedback received from the survey consultation and the open houses was incorporated in the 
mCTA Version 8. One of Ƴ/¢!Ωǎ Team Canada members, who is also a Canadian representative on the 
CLEAR initiative, presented the gathered feedback. During the discussion of the survey results, the 
CLEAR committee introduced modifications to the CLEAR clauses. These modifications strongly 
resonated with the feedback provided by the survey consultation. Thus, mCTA Version 8 also includes 
the final version of the CLEAR clauses (from May 2016), with exception of the Clinical Trial Participant 
Injury clause which includes the wording of the CLEAR clause as a whole and the language regarding 
insurance from the mCTA clause. 
 
Overall, the results from the survey consultation revealed a higher level of engagement across sites on 
the CLEAR clauses (4.6 out of 5) than the remaining items in the mCTA (3.9 out of 5). On the ǎǇƻƴǎƻǊǎΩ 
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side, while feedback to the survey was more reserved, the open houses demonstrated high engagement 
and definite willingness to champion the mCTA to their respective global offices.  

 
In general, it was felt that mutual buy-in and leadership from both sponsors and sites is essential to the 
success of the mCTA in Canada. In addition, both the respondents to the survey consultation and the 
participants in the open houses felt that having an mCTA e-tool would be useful, especially for 
collection of metrics once the mCTA is in use. Some of the proposed metrics include speed of contract 
negotiation; the rate of use of the mCTA as is; and the nature, reasons and frequency of amendments. 

 

VI. Final Legal Review 
 

CCTCC retained the services of independent legal counsel to review mCTA (Version 8) in order to 
ensure consistency of terminology use and definitions, and clarify ambiguous wording. Lydia 
Wakulowsky, a partner in Borden Ladner Gervais (BLG), was selected by CCTCC.  Lydia is a certified 
specialist in Health Law with experience in reviewing agreements for institutions/sites as well as 
industry.  Lydia provided clarifications in the mCTA language regarding the responsibilities of principle 
investigator separate from those of the institution as well as the language to allow either the sponsor 
or a CRO be party to the mCTA. Based on [ȅŘƛŀΩǎ advice, it was decided that the dollar values of the 
Insurance requirements (Section 5.4, Clause 5) should be left as fillable fields in the mCTA given studies 
will have different risk profiles and the insurance requirements of institutions or sponsors may vary 
accordingly. 

 

VII. Next steps: 
 
The following next steps were identified as result of the survey consultation and open houses feedback: 
 
V Robust change management and communication strategies, including keeping the ongoing 

dialogue about the use of the mCTA and recognizing that its comprehensive implementation 
will take time and require making changes to the culture of contract negotiation in Canada. In 
order to facilitate this process and ensure ongoing mutual buy-in, the following actions are 
being planned: 

¶ work with early adopters from both the sponsor and site side ready to use the mCTA 
and provide feedback  

¶ creation of a cross-functional implementation team comprised of sponsors and 
sites/institutions, and supported by the CCTCC to provide support to the early adopters 
of the mCTA 

¶ creation of a cross-functional change management team comprised of sponsors and 
sites/institutions, and supported by the CCTCC to handle feedback provided to the 
mCTA and plans for future reviews 

¶ webinars communicating providing pertinent mCTA background  

¶ the current status and next steps for the mCTA and  

¶ continuation of communication with the CLEAR project via the 2 mCTA Core WG 
members who are a part of the CLEAR committee. 
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V Development of an online presence and repository for the mCTA including: 

¶ mCTA page on the CCTCC website which will house the mCTA work in progress and all 
materials related to it 

¶ mCTA e-tool which will: 
o Provide an easy means to access and use the mCTA to all stakeholder (beyond 

early adopters) across Canada and internationally 
o Track metrics such as: 

Á time from contract ideation to execution/  speed of contract 
negotiation 

Á rate of use of mCTA 
Á rate and nature of amendments to mCTA, and  
Á suggested amendments for the periodic review of the mCTA. 
Á facilitate collection of feedback provided by users for the purposes 

of regular reviews of the mCTA (at a set time period basis) to 
modify as appropriate and keep the clauses current in case of 
legislative changes. 
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APPENDIX A 
mCTA Team Canada (as of October 29th, 2015) 

 
1. Shurjeel Choudhri ς Senior Vice President and Head, Medical and Scientific Affairs, Bayer 

2. Belinda Vandersluis ς Director of implementation, CCTCC 

3. Tina Saryeddine ς Executive Director, Research and Innovation, HealthCareCAN 

4. Alison Sargent ς Executive Director, Rx&D Health Research Foundation  

5. Dex Bilkic ς Leader, Business Support, Boehringer Ingelheim (Canada) 

6. Duncan Stewart ς Executive Vice-President of Research, The Ottawa Hospital 

7. Susan Marlin ς President and CEO, Clinical Trials Ontario 

8. Barry Strack ς Regional Director, Research Services, Horizon Health Network 

9. Jacquelyn Legere ς Chair, Research Ethics Board, Horizon Health Network  

10. Stephania Manusha ς Director, Clinical Trials Administration, Vancouver Coastal Health 

11. Heather Harris ς Director of Operations, British Columbia Clinical Research Infrastructure 

Network  

12. Marie-Luce Fortier ς Legal Counsel, CHU Sainte-Justine Research Centre 

13. Olga Farman ς Associate Norton Rose Fulbright 

14. Mark Maxwell ς Legal Counsel, Corporate & Commercial Law (Clinical Trials), Alberta Health 

Services 

15. Veronica de la Rosa Jaimes ς Post-Docctoral Fellow, Canadian Institute of Resources Law 

16. Aida Fernances ςChief Science and Education Officer, /ƘǊƻƴΩǎ and Colitis Foundation of 

Canada 

17. Yasmin Ali ς Manager, Contracts, Grants and Support Services, IWK Health Centre 

18. Jennifer Thurlow ς Coordinator, Contract Facilitation and Support Nova Scotia Health 

19. Alicia Benton ς Coordinator, Contract Facilitation and Support Nova Scotia Health 

20. Kruger Stine ς Research Contracts Officer, Memorial University - Bruneau Centre for Research 

and Innovation 

21. David Miller ς Director, Memorial University Bruneau Centre for Research and Innovation 

22. Karen Arts ς Chair of the Board of Directors & Co-founder, N2 

23. Elena Aminkova ς Project Manager, Rx&D 

24. Maurizio Romano ς Law Director, Janssen 

25. Doreen 5ΩǎƻǳȊŀ ς Country Head, Global Site Management, Bayer  

26. Nawaz Hussainaly ς Legal Counsel, Corporate & Commercial Law (Clinical Trials), Alberta 

Health Services 

27. Cheryl Litchfield - Manager , Grants and Contracts, Lawson Research Institute 

28. James Blonde - Director, Legal, Hoffmann-La Roche Limited όάwƻŎƘŜ /ŀƴŀŘŀέύ 
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APPENDIX B 
 

List of Respondents to the 2016 CCTCC mCTA Survey Consultation 
 
Sponsor Respondents: 
 

¶ Servier Canada Inc.   

¶ Sanofi-Aventis Canada Inc.  

¶ Hoffmann-La Roche Limited  

¶ Amgen Canada Inc.   

¶ Bayer Inc.   

¶ Boehringer Ingelheim (Canada) Ltd.   
 
Site Respondents: 
 
Collective Responses: 

¶ BCCRIN for the following sites: 
 

o BC Cancer Agency 
o Child and Family Research Institute 
o Fraser Health Authority 
o Island Health Authority 
o Providence Health Care Research Institute 
o The University of British Columbia, and 
o Vancouver Coastal Health Research Institute 

 

¶ CTO for the following sites: 
o Sunnybrook 
o Trillium Health Partners 
o The Hospital for Sick Children 
o Humber River Hospital 
o Queen's University 
o Hamilton Health Sciences 
o Thunder Bay Regional Research 

Institute 
o OHRI 
o Bruyère Research Institute 
o CHEO  

 

 

 

o Baycrest  

o St Michaels Hospital  
o Mount Sinai Hospital 
o Montfort Hospital  
o ²ƻƳŜƴΩǎ College Hospital  
o North Regional Health  
o Lawson Research Institute  
o Halton Healthcare 
o Markham Stouffville Hospital 
o Holland Bloorview 
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¶ Norton Rose Fulbright Canada ς a legal practice representing health institutions, including CHU Ste-
Justine, in the province of Quebec with a mandate from the Quebec health ministry to act as the 
liaison 

 

¶ Eastern Regional Health Authority and Memorial University of Newfoundland 
 
Individual Responses:  
 

¶ Nova Scotia Health Authority  

¶ IWK Health Centre 

¶ Horizon Health Network 

¶ CancerCare Manitoba  

¶ University of Manitoba 

¶ The Research Institute of the MUHC  

¶ Cambridge Memorial Hospital 

¶ Royal Ottawa Health Care Group 

¶ University of Calgary  
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APPENDIX C 
 

List of sponsor companies represented at the 2016 mCTA Open Houses 
 

 
 
V Abbvie 
V Amgen, 
V Astellas 
V Astra Zeneca 
V Bayer 
V Boehringer Ingelheim 
V Eli Lilly 
V Janssen 
V Merck 
V Pfizer 
V Purdue Pharma 
V Hoffmann-La Roche Limited  
V Sanofi 
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APPENDIX D 
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mCTA DRAFT VERSION 8.0   

May 2017 

MODEL  CLINICAL  TRIAL  AGREEMENT  

FOR PHARMACEUTICAL  INDUSTRY SPONSORED, PHASE [II  or III]  

MULTI -SITE DRUG TRIALS  

 

 

 

 

 

 

 

  

Clinical Trial Code:  

Clinical Trial Name:  

Final Protocol Date or Version or 

Investigational Product Number: 

 

Number of Clinical Trial Participants 

to be recruited for the Clinical Trial: 
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This Clinical Trial Agreement is made as of this   day of    , 20___ between 
and among: 

[Insert Institution's name], having its principal place of business at [Insert Institutionôs 
address] 

- And - 

Dr. [Insert Principal Investigator's name and address] 

- And - 

CHOOSE CONTRACTING PARTY and delete other reference (where CRO is party consider 
adding Sponsor Power of Attorney or similar Exhibit): 

[Insert Sponsor's name] having its principal place of business at [Insert Sponsorôs address] 

OR 

[Insert CROôs name] having its principal place of business at [insert CROôs address] 

(Each a ñPartyò, and collectively the ñPartiesò) 

BACKGROUND  

Institution is an organisation engaged in the diagnosis, treatment and prevention of disease and/or 
clinical research for the improvement of healthcare, and has the facilities and Study Personnel 
necessary to conduct the Clinical Trial. 

Investigator has reviewed information regarding the Investigational Product and the Protocol for 
the Clinical Trial and wishes to conduct the Clinical Trial and to supervise the Study Personnel at 
the Clinical Trial Site. 

Sponsor is a pharmaceutical company involved in the research, development, manufacture and 
sale of medicines for use in humans and wishes to contract with Institution and Investigator to 
undertake the Clinical Trial. 

[delete if not applicable:  CRO is a clinical research organization engaged by Sponsor to provide 
it with research support services]. 

NOW THEREFORE, FOR VALUE RECEIVED, the Parties agree as follows: 

1. DEFINITIONS 

In this Agreement, the following capitalized words and phrases have the following meanings: 

1.1 ñAgreementò means this clinical trial agreement, including the attached 
appendices, as amended or restated from time to time; 
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1.2 ñApplicable Lawò means all of the statutes, regulations, rules and guidelines, 
including the Food and Drugs Act (Canada), the Food and Drug Regulations, 
Regulatory Authority rules and guidelines, ICH GCP, and federal and provincial 
privacy and data protection laws, that apply to the conduct of the Clinical Trial, 
all as amended or restated from time to time; 

1.3 ñAuditor/Monitorò means a representative of [choose Sponsor or CRO to 
match contracting party] authorised to carry out a systematic review and 
independent examination of Clinical Trial-related activities and Clinical Trial 
Documentation to determine whether the Clinical Trial-related activities, 
including the collection and recording of Clinical Trial Data, were conducted, 
analysed and accurately reported in accordance with the Protocol, and the 
applicable regulatory requirements, and to conduct source data verification; 

1.4 ñClinical Trialò means the investigation to be conducted at the Trial Site by 
Investigator in accordance with the Protocol and this Agreement; 

1.5 ñClinical Trial Dataò means data, results, information, discoveries, inventions, 
processes and methods (whether patentable or not) resulting from or 
developed by Investigator or Study Personnel in the performance of the Clinical 
Trial, but excludes all Personal Information and medical records; 

1.6 ñClinical Trial Documentationò means all records, accounts, notes, reports, 
data, ethics communications (submission, approval and progress reports) 
collected, generated or used in connection with the Clinical Trial that are not 
Clinical Trial Data, whether in written, electronic, optical or other form, including 
all recorded original observations and notations of clinical activities such as 
case report forms (ñCRFsò) or electronic case report forms (ñe-CRFsò), the 
Protocol, Investigatorôs Brochure, and all other reports and records necessary 
for the evaluation and reconstruction of the Clinical Trial, but excludes source 
documents and records of Personal Information and medical records, which 
shall remain the confidential and proprietary property of Institution; 

1.7 ñClinical Trial Nameò means the acronym or short title found on the cover 
page of this Agreement; 

1.8 ñClinical Trial Participantò means an individual who is eligible and who has 
consented or, where applicable, whose legal representative has consented on 
behalf of the Clinical Trial Participant, to participate in the Clinical Trial; 

1.9 ñConfidential Informationò means the confidential and proprietary information 
of Sponsor and includes: (i) all information disclosed by or on behalf of Sponsor 
concerning the Clinical Trial to Institution, Investigator or Study Personnel, all 
preexisting Intellectual Property of Sponsor, all Sponsor Intellectual Property; 
and (ii) Clinical Trial enrollment information, information pertaining to the status 
of the Clinical Trial, communications to and from a Regulatory Authority, and 
information relating to the regulatory status of the Investigational Product. 
Confidential Information shall not include information that: (a) can be shown by 
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documentation to have been public knowledge prior to or after disclosure by or 
on behalf of Sponsor, other than through wrongful acts or omissions 
attributable to Institution, Investigator or Study Personnel; (b) can be shown by 
documentation to have been in the possession of Institution, Investigator or 
Study Personnel prior to disclosure by or on behalf of Sponsor, from sources 
other than Sponsor without restriction as to use or confidentiality; (c) can be 
shown by documentation to have been independently developed by Institution, 
Investigator or any Study Personnel without reference to the Confidential 
Information; or (d) can be shown by documentation to have been received from 
a third party that did not have an obligation of confidentiality to Sponsor 
[include if applicable: or CRO]; 

1.10 [include if applicable: ñCROò means [insert name], which has been retained 
by Sponsor to provide research support to Sponsor]; 

1.11 ñEffective Dateò means the date of this Agreement, as set out on the first page; 

1.12 ñICH GCPò means International Conference on Harmonisation-Good Clinical 
Practice, as amended or restated from time to time; 

1.13 ñincludingò means including without limitation; 

1.14 ñInspectorò means a person, acting on behalf of a Regulatory Authority, who 
conducts an official review of the Clinical Trial Documentation, facilities, and 
any other resources or records related to the Clinical Trial and located at the 
Clinical Trial Site that the Regulatory Authority deems appropriate; 

1.15 ñInstitutionò means [insert name]; 

1.16 ñInvestigatorò means [insert name], the person primarily responsible for the 
conduct of the Clinical Trial at the Clinical Trial Site and the supervision of the 
Study Personnel; 

1.17 ñInvestigatorôs Brochureò means a document containing the nonclinical and 
clinical data on the Investigational Product that are described in section 
C.05.005(e) of the Food and Drug Regulations (Canada); 

1.18 ñIntellectual Propertyò means patents, trademarks, trade names, trade 
secrets, service marks, domain names, copyrights, rights in and to databases 
(including rights to prevent the extraction or reutilization of information from a 
database), design rights, topography rights and all rights or forms of protection 
of a similar nature or having equivalent or the similar effect to any of them, 
which may subsist anywhere in the world, whether or not any of them are 
registered, including applications for registration of any of them, and includes 
all and any technical and other information which is not in the public domain 
(other than as a result of a breach of confidence), including information 
comprising or relating to concepts, discoveries, data, designs, formulae, ideas, 
inventions, methods, models, procedures, materials, substances, designs for 
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experiments and tests and results of experimentation and testing, processes, 
specifications and techniques, laboratory records, clinical data, manufacturing 
data and information contained in submissions to regulatory authorities, 
whether or not protected by intellectual property rights or any applications for 
such rights; 

1.19 ñInvestigational Productò means the drug and the control material as defined 
in the Protocol; 

1.20 ñMaster Fileò means the file maintained by Investigator containing the 
documentation specified in ICH GCP; 

1.21 ñMaterialsò means any equipment, software, materials, documents, data, 
information (including Clinical Trial Data, Clinical Trial Documentation, 
Investigatorôs Brochure and the Protocol, but excludes Investigational Product 
and biological materials) supplied by, or on behalf of, or purchased at the 
expense of, [choose Sponsor or CRO to match contracting party] in 
connection with the Clinical Trial; 

1.22 ñPersonal Informationò means any information that is directly or indirectly 
referable to an individual and protected by Applicable Law; 

1.23 ñProtocolò means the document describing the Clinical Trial (a copy of which is 
available by separate cover and is signed by Investigator and approved by the 
REB), and any amendments thereto to which the Parties may from time to time 
agree in writing and which are approved by the REB and applicable Regulatory 
Authority; 

1.24 ñPublicationò means a publication, abstract or presentation, whether written, 
electronic, oral or audio-visual, related to the Clinical Trial; 

1.25 ñRegulatory Authorityò means any national, supranational or other 
governmental or regulatory body that has power to regulate the conduct of the 
Clinical Trial at the Clinical Trial Site; 

1.26 ñREBò means an independent, institutional, regional, national or supranational 
research ethics board or committee authorized by Institution as the research 
ethics board of record for the Clinical Trial, the responsibility of which is to 
protect the rights, safety and well-being of Clinical Trial Participants in the 
Clinical Trial, including reviewing and approving the Protocol and any 
amendments thereto, the suitability of Investigator, the Clinical Trial Site, 
Clinical Trial Participant recruitment materials and informed consent forms; 

1.27 ñRetention Periodò means 25 years following the expiry of the Term or the 
earlier termination of this Agreement; 

1.28 ñSponsorò means [insert name], which is responsible for the initiation, 
management and financing of the Clinical Trial; 
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1.29 ñSponsor Intellectual Propertyò means all Intellectual Property arising from 
and relating to the Clinical Trial, including the Clinical Trial Data and Clinical 
Trial Documentation, the Investigational Product (including its formulation and 
use alone or in combination with other drugs), the Protocol and Investigatorôs 
Brochure, but excludes: (i) any clinical procedures or other processes or 
procedures relating in general to the conduct of clinical trials and any 
improvements thereto that are the procedures of Institution; (ii) copyright in 
Publications made by Institution or Investigator; and (iii) patient medical 
records. 

1.30 ñStudy Personnelò includes any researchers, scientists, technicians and other 
individuals employed by Institution, or any sub-investigators, agents, 
consultants or affiliates of Institution, engaged in any aspect of the Clinical 
Trial, but excludes Investigator; 

1.31 ñTermò has the meaning given to it in Subsection 12.1; 

1.32 ñTimelinesò means the dates set out in Appendix II, as may be amended or 
restated from time to time in accordance with Subsection 16.1, and Timeline 
shall mean any one of such dates; and 

1.33 ñTrial Site(s)ò means any premises, approved by the Parties, in which the 
Clinical Trial will be conducted. 

2. INVESTIGATOR AND INSTITUTION 

2.1 Investigator represents and warrants that Investigator holds the necessary 
qualifications and has the necessary expertise, time and resources to conduct 
the Clinical Trial, and that the terms of this Agreement are not inconsistent with 
any other contractual or legal obligations that Investigator may have, or with 
Institutionôs policies or procedures, or the policies and procedures of any 
institution or company with which Investigator is associated. Investigator shall 
during the Term: (i) remain a member in good standing of the applicable 
College of Physicians and Surgeons (without any terms, limitations or 
conditions); (ii) remain a member of the Canadian Medical Protective 
Association, or have equivalent professional liability insurance coverage; and 
(iii) promptly notify the other Parties in writing if such status changes during the 
Term. 

2.2 Investigator shall oversee the performance of the obligations of the Study 
Personnel as set out in this Agreement. 

2.3 Each of Institution and Investigator represents and warrants that it, he or she is 
not currently using, and shall not knowingly use, the services of any individual 
in connection with the conduct of the Clinical Trial, including Investigator, who 
is debarred, proposed for debarment, otherwise disqualified or suspended from 
performing a clinical study, or otherwise subject to any restrictions or sanctions 
by any Regulatory Authority or research ethics board with respect to the 
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performance of scientific or clinical investigations. Institution and Investigator, 
as applicable, shall notify [choose Sponsor or CRO to match contracting 
party] upon becoming aware of any such debarment, proposal for such 
debarment, disqualification or suspension during the Term and for three years 
thereafter. 

2.4 Each of Institution and Investigator makes no representations or warranties 
regarding the Clinical Trial results or Clinical Trial Intellectual Property, 
including any representations or warranties regarding any merchantability of 
the Clinical Trial results or Clinical Trial Intellectual Property or fitness of the 
Clinical Trial results or Clinical Trial Intellectual Property for any particular 
purpose. 

2.5 The compensation paid under this Agreement shall be fair market value for the 
services provided under this Agreement, and no payments shall be provided for 
the purpose of inducing a Party (including anyone in or under that Partyôs 
employment, direction or control) to purchase or prescribe any drugs, devices 
or products. In addition, Institution and Investigator shall not (i) bill any patient, 
insurer or governmental agency for any items, visits, services or expenses 
provided or paid for under this Agreement, or (ii) provide any money or item of 
value to any government official or representative to improperly influence 
government actions in respect of the Clinical Trial. If at any time during the 
Term or during the two years thereafter, Investigator is a member of a 
committee that sets formularies or develops clinical guidelines, Investigator 
shall disclose to the committee the nature and existence of his or her 
relationship with [choose Sponsor or CRO to match contracting party]. 
Institution and Investigator shall obligate any Study Personnel to do the same. 

2.6 Institution and Investigator expressly consent, and agree to obtain express 
consent from any Study Personnel, to authorize the collection, processing, and 
transfer of such individualôs personal data to countries other than that 
individualôs own country, even though data protection may not exist or be as 
developed there, for the following purposes: (i) the conduct and interpretation of 
the Clinical Trial; (ii) review by governmental or regulatory authorities; (iii) 
satisfying legal or regulatory requirements; (iv) publication on 
www.clinicaltrials.gov and websites and databases that serve a comparable 
purpose; and (v) storage in databases for use in selecting sites in future clinical 
trials. 

3. CLINICAL TRIAL GOVERNANCE 

3.1 Institution acknowledges that it has been selected for the purpose of this 
Agreement because of its resources. Investigator acknowledges that 
Investigator has been selected to conduct the Clinical Trial because of his or 
her experience, expertise and access to resources. Institution and Investigator 
each acknowledge that they have not been selected by [choose Sponsor or 
CRO to match contracting party], in any way, as an inducement to, or in 
return for, past, present or future prescribing, purchasing, recommending, 
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using, obtaining preferential formulary status for, or dispensing any of, 
Sponsorôs products. 

3.2 In accordance with Applicable Law, [choose Sponsor or CRO to match 
contracting party] shall: 

a. promptly notify Investigator, Institution, and the Regulatory Authority of any 
information that could affect adversely the safety of Clinical Trial 
Participants, impact the conduct of the Clinical Trial, or alter the REBôs 
approval of the Clinical Trial; and 

b. expedite reporting to Investigator, Institution, the data safety monitoring 
board (if applicable) and the Regulatory Authority of all adverse drug 
reactions that are both serious and unexpected in accordance with the 
Regulatory Authorityôs requirements. 

3.3 If Institution or Investigator has concerns about information provided by 
[choose Sponsor or CRO to match contracting party] under Subsection 3.2, 
Institution or Investigator shall contact Sponsor. If Sponsor does not make a 
report under Subsection 3.2 after receiving Institutionôs or Investigatorôs 
concerns as set out in this Subsection 3.3, Institution or Investigator (or both of 
them together) may make such a report, provided that Institution or Investigator 
provide a copy to Sponsor at least two business days before making the report. 

3.4 The Parties shall promptly meet to resolve any conflict between this Agreement 
and the Protocol; and if the conflict involves: 

a. the administration or use of the Investigational Product, the rebuttable 
presumption shall be that the Protocol prevails; or 

b. any other matter, the rebuttable presumption shall be that the Agreement 
prevails. 

4. OBLIGATIONS OF THE PARTIES 

4.1 Institution and Investigator shall be responsible for the Study Personnelôs 
compliance with the terms of this Agreement. Each of Institution and 
Investigator shall be liable for the negligent acts and omissions of the Study 
Personnel under that Partyôs employment, direction or control. 

4.2 The Parties shall conduct the Clinical Trial in accordance with: 

a. the Protocol and the Clinical Trial Participant informed consent form, as 
approved by the REB; 

b. Investigatorôs Brochure and other prescribing information provided by 
[choose Sponsor or CRO to match contracting party]; 
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c. Clinical Trial manuals, if any, as each may be amended; 

d. any terms and conditions imposed by the REB; 

e. any terms and conditions imposed by the Regulatory Authority; 

f. Applicable Law; 

g. the terms and conditions of this Agreement; and 

h. any other written instructions that may be provided from time to time to 
Institution and Investigator by [choose Sponsor or CRO to match 
contracting party] acting reasonably that are not inconsistent with the 
matters described in Subsections 4.2(a) through (g). 

4.3 If Institution is in receipt of any funding from one of the Canadian Institutes of 
Health Research, the Natural Sciences and Engineering Research Council of 
Canada and the Social Science and Humanities Research Council of Canada, 
the applicable Tri-Council Policy Statement, ñEthical Conduct for Research 
Involving Humansò shall apply to the conduct of the Clinical Trial at Institution. 

4.4 To the extent required for urgent medically necessary variations to the Protocol, 
Investigator may diverge from the Protocol to the extent required to address the 
medically necessary variation, and Investigator shall promptly record any such 
divergence in the source document, promptly report the variation to the other 
Parties and, as necessary to the REB, and any such variation shall not 
constitute a failure to follow the Protocol or, more generally, a breach of this 
Agreement. 

4.5 Until [choose Sponsor or CRO to match contracting party] has obtained all 
required documentation from the Regulatory Authority and the Clinical Trial has 
received REB approval, it shall not supply the Investigational Product to 
Institution or Investigator. Investigator shall ensure that neither administration of 
the Investigational Product to any Clinical Trial Participant nor any other clinical 
intervention mandated by the Protocol takes place in relation to any Clinical 
Trial Participant until all relevant regulatory approvals and an approval from the 
REB have been obtained, as well as [choose Sponsor or CRO to match 
contracting party]ôs written confirmation of the start date for the Clinical Trial 
at the Clinical Trial Site. 

4.6 [choose Sponsor or CRO to match contracting party] shall make available 
to Investigator copies of the relevant documents, such as the Protocol, 
Investigatorôs Brochure, product monograph and study manuals, and 
Investigator shall include such documents together with evidence of the REB 
approval in the Master File. 

4.7 Investigator shall complete a financial disclosure form in a format provided by 
[choose Sponsor or CRO to match contracting party] and ensure that each 



 
 
 

28 
 

Study Personnel to whom financial disclosure applies, completes the form. 
During the Term and for one year thereafter, Investigator shall promptly notify 
[choose Sponsor or CRO to match contracting party] of any material 
change in the information disclosed on a previous form. 

4.8 [choose Sponsor or CRO to match contracting party] shall provide 
Institution and Investigator, as applicable and in accordance with the Protocol, 
with the Investigational Product free of charge and in quantities sufficient to 
complete the Clinical Trial, together with guidelines and descriptions for the 
safe and proper use, storage and disposal of the Investigational Product. 
Sponsor represents and warrants to Institution and Investigator that all 
Investigational Products shall be manufactured, and provided in full compliance 
with Applicable Law. If the Investigational Product is to be imported, Sponsor 
shall not list Institution or Investigator as an importer. 

4.9 Investigator shall keep the Investigational Product in a locked, secured area at 
all times, within the conditions required in the Protocol, and maintain complete, 
up-to-date records showing receipt of shipments, administration or dispensing, 
and returns of the Investigational Product as required by the Protocol and 
Applicable Law. 

4.10 Neither Institution nor Investigator shall permit the Investigational Product to be 
used for any purpose other than the conduct of the Clinical Trial and upon 
expiry or termination of this Agreement, all unused Investigational Product 
shall, at [choose Sponsor or CRO to match contracting party]ôs option and 
expense, either be returned to [choose Sponsor or CRO to match 
contracting party] or disposed of in accordance with the Protocol or [choose 
Sponsor or CRO to match contracting party]ôs reasonable written 
instructions. 

4.11 Investigator shall use reasonable efforts to recruit the number of Clinical Trial 
Participants set out on the cover page of this Agreement. The Parties 
acknowledge and agree that the Clinical Trial will involve the participation of 
multiple sites and recruitment will be competitive, and Institution and 
Investigator acknowledge and agree that, when the enrolment goal for the 
Clinical Trial as a whole is reached, enrolment will be closed at all sites, 
including the Clinical Trial Site, regardless of whether Institution and 
Investigator has reached its, his or her individual enrolment goal. 

4.12 Institution and Investigator shall permit the Auditor/Monitor or Inspector access 
to all relevant Clinical Trial Data of the Clinical Trial Participants for monitoring 
and source data verification during normal business hours, on reasonable 
notice. Investigator and Study Personnel, as needed, shall make themselves 
available to the Auditor/Monitor or Inspector. The monitoring or verification 
conducted by Auditor/Monitor under this Subsection 4.12 may take any form 
[choose Sponsor or CRO to match contracting party] reasonably deems 
appropriate, including an inspection of the Clinical Trial Site and examination of 
any procedures, records or data relating to the Clinical Trial, provided that 
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nothing entitles the Auditor/Monitor to copy any records of Personal Information 
compiled by or for Institution or Investigator or to exempt the Auditor/Monitor 
from reasonable processes that the Clinical Trial Site has in place requiring the 
Auditor/Monitor to sign a confidentiality statement. [choose Sponsor or CRO 
to match contracting party] shall alert Institution and Investigator promptly to 
significant issues, in the opinion of [choose Sponsor or CRO to match 
contracting party], arising out of such monitoring or verification. Investigator 
and Institution shall take appropriate measures reasonably required by 
[choose Sponsor or CRO to match contracting party] to take corrective 
actions without delay in order to rectify or address all problems found during the 
monitoring or verification. 

4.13 Institution shall have written procedures for investigating any research 
misconduct at the Clinical Trial Site. If [choose Sponsor or CRO to match 
contracting party] reasonably believes there has been any research 
misconduct in relation to the Clinical Trial, [choose Sponsor or CRO to match 
contracting party] shall promptly notify Institution and request Institutionôs 
procedures for making a research misconduct complaint. Institution and 
Investigator shall provide reasonable assistance in a timely manner to any 
investigation into same in accordance with Institutionôs research misconduct 
procedure. If Institution or Investigator reasonably believes there has been any 
research misconduct in relation to the Clinical Trial, Institution or Investigator, 
as applicable, shall notify the Auditor/Monitor and [choose Sponsor or CRO 
to match contracting party] promptly. Institution shall provide [choose 
Sponsor or CRO to match contracting party] with a confidential report of the 
results of any research misconduct investigation it conducts in relation to the 
Clinical Trial. 

4.14 To the extent permitted by Applicable Law, Institution and Investigator shall 
promptly inform [choose Sponsor or CRO to match contracting party] of 
any intended or actual inspection, written inquiry or visit to the Clinical Trial Site 
by any Regulatory Authority in connection with the Clinical Trial and forward 
promptly to [choose Sponsor or CRO to match contracting party] copies of 
any correspondence from any such Regulatory Authority relating to the Clinical 
Trial. Institution or Investigator shall use reasonable efforts to obtain the 
consent of the Regulatory Authority to have a representative of Sponsor 
present during any visit. If a representative of Sponsor is unable to be present 
during a visit, Institution and Investigator shall, to the extent permitted by 
Applicable Law, provide [choose Sponsor or CRO to match contracting 
party] with a detailed written report of the visit promptly following the visit. 

4.15 Institution and Investigator shall keep complete and accurate records of the 
conduct of the Clinical Trial and all relevant Clinical Trial Data in accordance 
with generally accepted industry standards and practices and Applicable Law. 
At [choose Sponsor or CRO to match contracting party]ôs expense, 
Institution and Investigator shall retain all such records for the Retention Period. 
At [choose Sponsor or CRO to match contracting party]ôs request and 
expense, Institution or Investigator shall retain the required records after the 
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expiry of the Retention Period. Institution shall use reasonable efforts to give 
[choose Sponsor or CRO to match contracting party] notice before 
destroying the Clinical Trial Documentation and Clinical Trial Data. 

4.16 Institution and Investigator shall ensure that any clinical biological samples 
required to be tested during the course of the Clinical Trial are tested in 
accordance with the Protocol and at a laboratory approved by [choose 
Sponsor or CRO to match contracting party] and with the Clinical Trial 
Participantôs informed consent. The Parties shall treat all clinical biological 
samples as Personal Information. 

4.17 Investigator shall not, during the Term, conduct any other clinical trial using the 
same eligibility criteria which might hinder the recruitment of the required cohort 
of Clinical Trial Participants or otherwise hinder the performance of the Clinical 
Trial in accordance with the Protocol. 

4.18 The Parties acknowledge that equipment provided by or on behalf of [choose 
Sponsor or CRO to match contracting party] to Institution shall be inspected 
and approved by [choose Sponsor or CRO to match contracting party], 
either directly or through a third party, to ensure compliance with applicable 
laws, regulations, standards and guidelines as well as Institutionôs policies and 
procedures, and Institution shall facilitate access to its premises for this 
purpose. 

5. INDEMNIFICATION, INSURANCE, LIMITATION OF LIABILITY 

5.1 Sponsor shall indemnify, defend, and hold harmless Institution and its 
directors, officers, employees and agents, Investigator and the Study 
Personnel, (each the ñIndemniteeò and collectively, the "Indemniteesò) from 
and against any and all liabilities, damages, losses, claims and expenses, 
including court costs and reasonable legal fees ("Lossesò) resulting from or 
arising out of any third-party claims, actions or proceedings arising out of (i) 
personal injury to or death of any Clinical Trial Participant enrolled in the 
Clinical Trial, which injury or death is caused by (a) the Investigational Product 
used in accordance with the Protocol and this Agreement; or (b) the 
performance of any procedure required by the Protocol (that would not occur 
but for the participation in the Clinical Trial) or Sponsorôs written 
instructions;(ii) Sponsor's [include if applicable: or CROôs] use or publication 
of Clinical Trial Data; or (iii) Sponsor's or Sponsor's employeesô, contractorsô 
or agentsô acts, omissions or negligence related to the Clinical Trial or 
Sponsorôs obligations under this Agreement, in each case to the extent that 
such Losses do not arise out of any Indemnitee's: (A) failure to comply with 
this Agreement; or (B) negligence or willful misconduct. 

Notwithstanding the above, medically necessary deviations from the Protocol 
for reasons of Clinical Trial Participant safety shall not nullify or minimize 
Sponsorôs indemnification obligations, as long as such deviations are 
consistent with prevailing standards of medical care. The above indemnity 
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shall apply separately to each Indemnitee in such manner and to the same 
extent as though a separate indemnity had been given to each. 

5.2 An Indemnitee claiming a right of indemnification or defense under this 
Agreement shall provide Sponsor with prompt written notice of any such 
claim, including a copy thereof, served upon it, and shall cooperate with 
Sponsor and its legal representatives in the investigation of any matter 
regarding the subject of indemnification, at Sponsor's expense; provided, 
however, that failure by an Indemnitee to provide prompt notice shall not 
relieve Sponsor of its obligations hereunder except to the extent that Sponsor 
is prejudiced by such failure. Sponsor shall have the right to exercise sole 
control over the defense and settlement of any claim for which indemnification 
or defense is sought, including the sole right to select defense counsel and to 
direct the defense or settlement of any such claim; provided that Sponsor 
shall not enter into any non-monetary settlement or admit fault or liability on 
behalf of any Indemnitee without the prior written consent of such Indemnitee, 
which consent shall not be unreasonably withheld, conditioned or delayed. An 
Indemnitee shall have the right to select and to obtain representation by 
separate legal counsel at the Indemnitee's sole expense. 

5.3 No Party shall be liable to any other Party in contract, tort (including negligence 
or breach of statutory duty) or otherwise howsoever arising or whatever the 
cause thereof, for any loss of profit, business, reputation, contracts, revenues 
or anticipated savings for any indirect or consequential damage of any nature. 

5.4 Sponsor shall procure and maintain, or self-insure, at its sole expense, policies 
of general liability insurance in amounts of not less than $.................[please 
insert amount] per occurrence, $...................[please insert amount] in the 
aggregate. Such insurance shall include clinical trial liability, broad form 
contractual liability, completed operations and product liability coverage. The 
obligation to maintain the insurance shall survive the completion or termination 
of this Agreement. If any such insurance is on a claims made basis and that 
insurance is cancelled or non-renewed, it must contain at least a 24-month 
extended reporting period. The amount of insurance is not a limit on the 
indemnification obligations of Sponsor. Institution and Investigator shall 
maintain appropriate and sufficient liability protection in respect of their 
respective obligations to third parties under this Agreement. For Investigator, 
this may include membership in the Canadian Medical Protective Association, 
evidence of which shall be provided upon request. Each of Sponsor and 
Institution shall produce, upon request of the other, a copy of insurance 
certificates attesting to the insurance coverage described in this Subsection. 

6.  CLINICAL TRIAL PARTICIPANT INJURY 

6.1 If a Clinical Trial Participant suffers an adverse reaction, illness, or injury that 
was caused by the Investigational Product or any procedure performed in 
accordance with the Protocol (one that would not have been performed but for 
the Clinical Trial Participantôs participation in the Clinical Trial), or as the result 
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of any actions taken at the written instruction of [choose Sponsor or CRO to 
match contracting party], [choose Sponsor or CRO to match contracting 
party] shall pay for the reasonable and necessary costs of medical diagnosis 
and treatment of such illness or injury, except to the extent that such expenses 
are covered by government-sponsored insurance. Notwithstanding the 
foregoing, [choose Sponsor or CRO to match contracting party] shall not 
be liable for expenses that arise as a result of: (i) negligence or willful 
misconduct on the part of Investigator, Institution or Study Personnel; or (ii) the 
natural progression of an underlying or pre-existing condition, unless 
exacerbated by participation in the Clinical Trial. 

7. CONFIDENTIALITY AND DATA PROTECTION 

7.1 Each of Investigator and Institution shall not: (i) use Confidential Information for 
any purpose other than the performance of the Clinical Trial, aggregate and de-
identified (as to Sponsor and Clinical Trial) metric reporting to third parties, and 
for internal training and quality assurance purposes; or (ii) disclose Confidential 
Information to any third party, except as permitted by this Section and Section 9 
(Publication Rights), as required by Applicable Law or by a Regulatory 
Authority, or as authorized in writing by [choose Sponsor or CRO to match 
contracting party], which authorization shall not be unreasonably withheld. To 
protect Confidential Information, Investigator and Institution shall: (i) limit 
dissemination of Confidential Information to only those Study Personnel and 
other personnel having a "need to know"; (ii) advise all Study Personnel and 
other personnel who receive Confidential Information of the confidential nature 
of such information; and (iii) protect Confidential Information from disclosure. 
Nothing herein shall limit the right of Institution and Investigator to disclose 
Clinical Trial Data as required during the informed consent process. 

7.2 If Institution or Investigator receives notice from a third party seeking to compel 
disclosure of any Confidential Information, the notice recipient shall provide 
[choose Sponsor or CRO to match contracting party] with notice as 
promptly as possible so that Sponsor may seek a protective order or other 
appropriate remedy, unless prohibited by Applicable Law. If such protective 
order or other remedy is not obtained, the notice recipient shall furnish only that 
portion of the Confidential Information which is legally required to be disclosed, 
and shall request confidential treatment for the Confidential Information. 

7.3 Upon expiry of this Agreement or upon any earlier written request by [choose 
Sponsor or CRO to match contracting party] at any time, Institution and 
Investigator shall return to [choose Sponsor or CRO to match contracting 
party], or destroy, at [choose Sponsor or CRO to match contracting 
party]'s option and expense, all Confidential Information other than as may be 
permitted by Section 9 (Publication Rights) or as required by Applicable Law, 
except that Institution and Investigator may retain one copy of such Confidential 
Information in a secure location for archival purposes and ongoing compliance 
under this Agreement, and thereafter make no use of Confidential Information 
whatsoever, other than to protect its rights and interests under this Agreement. 
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Any Confidential Information retained in computer backups shall be maintained 
in accordance with this Agreement. 

7.4 (i) Where applicable, Sponsor [insert if applicable: or CRO] may have access 
to Clinical Trial Participant Personal Information. This information is required to 
be protected under Canadian and provincial laws and Sponsor [insert if 
applicable: and CRO] shall treat all Clinical Trial Participant Personal 
Information it may come in contact with as confidential. 

(ii) Sponsor [insert if applicable: and CRO] shall comply with the applicable 
requirements of both [insert applicable province of Institution] and 
Canadian privacy and data protection laws, including the [insert applicable 
provincial personal health information law] and the Personal Information 
Protection and Electronic Documents Act (ñPIPEDAò), and shall limit the use, 
transfer or disclosure of Clinical Trial Participant Personal Information strictly 
for the purposes of the Clinical Trial and in compliance with the REB-approved 
informed consent document and Applicable Law. 

(iii) Sponsor shall keep confidential and secure any Personal Information, 
regardless of format, obtained or accessed by Sponsor or any agent, 
contractor, third-party service provider or employee of Sponsor. Sponsor shall 
ensure appropriate administrative, technological and physical safeguards are 
put in place, using current industry best practices, to protect the Personal 
Information against risks such as unauthorized access, use, disclosure, 
copying, modification, disposal, loss or theft. 

(iv) Sponsor confirms that, for those accessing Personal Information, it has a 
program of education for its employees, contractors and agents on privacy, 
confidentiality and security of information. Sponsor shall ensure that its 
employees, contractors and agents are aware of their privacy and 
confidentiality obligations, and that employees, contractors and agents who 
resign or are terminated return all Personal Information to Sponsor, are 
reminded of their continued responsibility to maintain the informationôs 
confidentiality, and no longer have access to the Personal Information. 

(v) Sponsor represents and warrants that if it engages any third-party service 
providers who will have access to Personal Information that: (a) they are 
subject to obligations of confidentiality and privacy substantially similar to those 
contained herein, and (b) they will not share Clinical Trial Participant Personal 
Information with Sponsor or any other third party, except as explicitly provided 
for in the REB-approved informed consent document. 

(vi) Sponsor agrees that Institution retains custody and control of Clinical Trial 
Participant Personal Information. 

(vii) [choose Sponsor or CRO to match contracting party] shall, working 
with Institution and Investigator, ensure that any Clinical Trial Participant 
Personal Information is removed from any equipment or devices that were 
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brought into Institution for the purposes of the Clinical Trial, prior to the 
equipment leaving Institution. 

(viii) Sponsor shall notify Institution within one day and in writing if it becomes 
aware of a privacy, confidentiality or security breach relating to Personal 
Information. In the event of a breach, Sponsor shall consult with Institution and 
Investigator to identify the root cause of the breach and the affected 
information, to undertake and implement possible mitigation measures, and to 
determine appropriate measures to prevent the recurrence of such a breach. 

(ix) Upon expiry or termination of this Agreement, or upon request, Sponsor 
shall cease any and all use of the Clinical Trial Participant Personal Information 
and shall at no cost return it to Institution, including any copies, or shall destroy 
it in a manner designated by Institution with proof of destruction. 

7.5 With respect to any biological materials to be transferred to Sponsor or any 
Sponsor-designated representative for testing or analyses, as required by the 
Protocol and permitted by Clinical Trial Participantsô informed consents, such 
biological materials shall: (i) be transferred via a secure mode; (ii) be stored in 
a secure location with limited access; and (iii) only be used for the purpose of 
the Clinical Trial for which the biological materials were collected and in 
accordance with the informed consents, REB-approved Protocol, and 
Applicable Law, including privacy and data protection laws. Sponsor shall not 
make any attempt to re-identify Clinical Trial Participants with the biological 
materials or contact any such Clinical Trial Participants. Sponsor shall require 
any Sponsor-designated representative receiving biological materials to comply 
with all Applicable Law and the terms of this Agreement applicable to such 
biological materials, and Sponsor shall be liable for any breach of the foregoing 
by any of its representatives. Sponsor acknowledges that the biological 
materials transferred under this Agreement are experimental in nature and may 
have infectious and/or hazardous properties and that Sponsor and any 
Sponsor-designated representatives have the necessary facilities and expertise 
to safely handle such biological materials. Promptly following conclusion of the 
Clinical Trial, Sponsor shall and shall cause its designated representatives to 
destroy such biological materials in a secure fashion and in compliance with 
Applicable Law except to the extent the REB-approved Protocol and informed 
consent permits or requires otherwise. 

7.6 This section 7 shall survive expiry or termination of this Agreement for seven 
years, excepting the provisions related to Personal Information and biological 
materials, which shall survive indefinitely. 

8. USE OF NAME 

8.1 No Party shall use, or authorize others to use, the name, symbols, trademark, 
trade name or logo of another Party or refer to the terms of this Agreement in 
any publication, press release or promotional material with respect to the 
Clinical Trial, without the prior written approval of the Party whose name, 
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symbols, trademarks, trade name or logo are to be used or, with respect to the 
terms of this Agreement, without the prior written approval of all of the other 
Parties. Notwithstanding the foregoing and subject to Subsection 8.2: 

a. Sponsor [insert as applicable: and CRO] may name Institution as the site 
at which the Clinical Trial was conducted and to name Investigator and 
Study Personnel in connection with activities relating to the Clinical Trial as 
well as any consideration and compensation and its amount or value, the 
recipient, purpose and date of payments; 

b. Institution may use Sponsorôs [insert as applicable: and CROôs] name, the 
Clinical Trial Name, the Term, and the annual aggregate amount of funding 
provided to Institution for the Clinical Trial for financial reporting purposes, 
as required by Institutionôs policies; 

c. Institution may name Sponsor [insert as applicable: and CRO] as a 
financial supporter of clinical studies conducted at Institution, and may 
include the funding for the Clinical Trial in an annual aggregate number 
which represents all funding received by Institution for all clinical trials 
funded by private industry conducted at Institution, to a public funding 
agency requesting such information from Institution; 

d. Investigator may, in his or her curriculum vitae, list Sponsorôs [insert as 
applicable: and CROôs] name, the Clinical Trial Name and the Term; 

e. if required by a funding agency as part of a submission for a grant, 
Investigator may list the total amount of funding received under this 
Agreement for the purpose of making the grant submission; and 

f. Institution and Investigator shall acknowledge Sponsorôs role in the Clinical 
Trial in any Publication permitted under this Agreement. 

8.2 No Party shall make any form of representation or statement in relation to the 
Clinical Trial that would constitute an express or implied endorsement of any 
other Party or any of its products or services. 

9. PUBLICATION RIGHTS 

9.1 Institution and Investigator shall have the right to publish or present the results 
of Institution's and Investigator's activities conducted under this Agreement, 
including Clinical Trial Data, only in accordance with the requirements of this 
Section 9. Institution and Investigator, as the case may be, shall submit any 
proposed Publication to [choose Sponsor or CRO to match contracting 
party] for review at least 45 days prior to submitting any such proposed 
Publication to a publisher or proceeding with such proposed presentation. 
Within 45 days of such receipt, [choose Sponsor or CRO to match 
contracting party] shall advise Institution or Investigator, as the case may be, 
in writing of any information contained therein which is Confidential Information 
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or which may be required for the protection of Sponsor Intellectual Property and 
the Parties shall discuss the use of such information in the Publication. 
[choose Sponsor or CRO to match contracting party] shall have the right to 
require Institution and/or Investigator, as applicable, to remove specifically 
identified Confidential Information (other than data, results and methods of the 
Clinical Trial sufficient for publication in a peer reviewed journal) and/or to delay 
the proposed Publication for an additional 75 days to enable Sponsor to seek 
protection of Sponsor Intellectual Property. 

9.2 If the Clinical Trial is a multi-centre study, Institution and Investigator each 
agree that it, he or she shall not, without [choose Sponsor or CRO to match 
contracting party]'s prior written consent, publish, present or otherwise 
disclose any results of, or information pertaining to, Institution's or Investigator's 
activities conducted under this Agreement until a multicentre publication is 
published; provided, however, that if a multi-centre publication is not published 
within 18 months after completion of the Clinical Trial and lock of the database 
at all research sites or any earlier termination or abandonment of the Clinical 
Trial, Institution and Investigator shall have the right to publish and present the 
results of Institution's and Investigator's activities conducted under this 
Agreement, including Clinical Trial Data, in accordance with the provisions of 
Subsection 9.1 above. 

9.3 For all Publications relating to the Clinical Trial or including any Clinical Trial 
Data, each of the Parties shall comply with all ethical standards concerning 
publications and authorship as established by the International Committee of 
Medical Journal Editors (ñICMJEò) (found at http://www.icmje.org). 

9.4 Sponsor shall register the Clinical Trial with one or more public clinical trial 
registry(ies) in accordance with Applicable Law and will report the results of the 
Clinical Trial publicly when and to the extent required by Applicable Law. 

10. INTELLECTUAL PROPERTY 

10.1 Ownership of Intellectual Property existing as of the Effective Date is not 
affected by this Agreement, and no Party shall have any claims to or rights in 
any pre-existing Intellectual Property of another Party, except as may be 
otherwise expressly provided in a separate written agreement  between the 
Parties. 

10.2 All Sponsor Intellectual Property shall vest exclusively in Sponsor. 

10.3 Investigator and Institution shall, and shall ensure that its Study Personnel, 
disclose all Sponsor Intellectual Property promptly and fully to [choose 
Sponsor or CRO to match contracting party] in writing, and Investigator and 
Institution, hereby assign, and shall ensure that their respective Study 
Personnel assign, to Sponsor all of its rights, title and interest in and to all 
Sponsor Intellectual Property, including all patents, copyrights and other 
intellectual property rights contained therein (but excludes patient medical 
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records) and all rights of action and claims for damages and benefits arising 
due to past and present infringement of said rights. 

10.4 Institution and Investigator shall cooperate and assist Sponsor, at Sponsorôs 
expense, by executing, and ensuring that their respective Study Personnel 
execute, all documents reasonably necessary for Sponsor to secure and 
maintain Sponsor's ownership rights in Sponsor Intellectual Property. 

10.5 Sponsor hereby grants to Institution a perpetual, non-exclusive, non-
transferable, paid-up license, without right to sublicense, to use the Clinical 
Trial Data, subject to the obligations set forth in Section 7 (Confidentiality and 
Data Protection), for its own internal research and educational purposes (all of 
which must be non-commercial purposes), and for Publications, presentations 
and public disclosures in accordance with Section 9 (Publication Rights). 

10.6 Institution and Investigator shall reasonably cooperate, at Sponsor's request 
and expense, with Sponsor's preparation, filing, prosecution, and maintenance 
of all patent applications and patents for Sponsor Intellectual Property. 

11. FINANCIAL ARRANGEMENTS 

11.1 [choose Sponsor or CRO to match contracting party] shall pay Institution in 
accordance with the budget and payment schedule described in Appendix 1. 
Unless otherwise specified in Appendix 1, all references to monetary amounts 
shall be to Canadian dollars. 

11.2 If amendments to the Protocol require changes to the Clinical Trial financing 
arrangements, an amended financial schedule will be agreed upon by the 
Parties in accordance with Subsection 16.1 below. 

11.3 Within 60 days of the close-out of the Trial Site, Institution and [choose 
Sponsor or CRO to match contracting party] shall reconcile any outstanding 
amounts due in accordance with Appendix 1, unless there is a written 
agreement between the Parties to extend the time. 

12. TERM 

12.1 This Agreement shall commence on the Effective Date and remain in effect 
until completion of the Clinical Trial and close-out of the Clinical Trial Site 
(ñTermò), unless terminated earlier in accordance with this Agreement. 

13. EARLY TERMINATION 

13.1 Any Party (the ñTerminating Partyò) may terminate this Agreement with 
immediate effect, at any time, if another Party (the ñDefaulting Partyò) is in 
breach of any of the Defaulting Partyôs obligations hereunder (including a 
material failure without just cause to meet a Timeline) and fails to remedy such 
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breach, where it is capable of remedy, within 30 days of a written notice from 
the Terminating Party specifying the breach and requiring its remedy. 

13.2 [choose Sponsor or CRO to match contracting party] may terminate this 
Agreement upon 30 daysô prior written notice to Institution and Investigator, or 
such shorter notice period as required by a Regulatory Authority, for any 
reason whatsoever. 

13.3 Without limiting the generality of the foregoing, [choose Sponsor or CRO to 
match contracting party] may terminate this Agreement: 

a. upon reasonable prior written notice to Institution and Investigator, if 
Investigator is no longer able (for whatever reason) to act as the 
investigator and no replacement mutually acceptable to Institution and 
[choose Sponsor or CRO to match contracting party] can be found; and 

b. immediately upon written notice to Institution or Investigator if, at any time, 
in Sponsorôs sole judgment, an adverse safety concern with respect to the 
Investigational Product makes continuing the Clinical Trial inadvisable. 

13.4 If Institution or Investigator has a concern about the health, safety or welfare of 
the Clinical Trial Participants in connection with the Clinical Trial, Institution or 
Investigator shall give prompt notice to [choose Sponsor or CRO to match 
contracting party] and to the REB of such concerns, and may suspend the 
Clinical Trial, including the enrolment of Clinical Trial Participants, for a period 
deemed appropriate by the REB. Within 30 days of [choose Sponsor or CRO 
to match contracting party]ôs receipt of notice of the suspension, [choose 
Sponsor or CRO to match contracting party] shall evaluate the concern 
raised by Institution or Investigator to determine if the Agreement should be 
terminated pursuant to this Section 13. Institution and Investigator shall 
continue monitoring and follow-up of enrolled Clinical Trial Participants during 
any suspension period in strict adherence to the Protocol, unless otherwise 
directed by the REB. If the health, safety or welfare concern has not been fully 
resolved by [choose Sponsor or CRO to match contracting party] within the 
30-day evaluation, Institution or Investigator may terminate this Agreement 
immediately upon written notice to [choose Sponsor or CRO to match 
contracting party] and the other Party, as applicable. 

13.5 Any Party may terminate this Agreement immediately upon written notice to the 
other Parties in response to the loss of Regulatory Authority or REB approval 
for the Clinical Trial. 

13.6 If [choose Sponsor or CRO to match contracting party] assigns this entire 
Agreement in accordance with Section 14.1, Institution and Investigator, acting 
reasonably, may terminate this Agreement upon 30 daysô written notice to 
[choose Sponsor or CRO to match contracting party] and assignee. 
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13.7 Upon giving or receiving notice of termination of this Agreement under this 
Section 13, Institution and Investigator shall immediately cease enrolment of 
Clinical Trial Participants, and promptly return, at [choose Sponsor or CRO to 
match contracting party]ôs request and expense, all copies of Confidential 
Information, except that Institution and Investigator are permitted to retain 
archival copies of Confidential Information to the extent required to exercise 
their rights and monitor compliance with their obligations hereunder and, where 
required, by Applicable Law. 

13.8 Any Materials that are in the possession, care or control of Institution or 
Investigator upon expiry or termination of this Agreement shall be dealt with in 
accordance with Appendix III. 

13.9 Where supported by the recipient institution, if the Clinical Trial Participants are 
to be transferred to another trial site, Institution and Investigator shall provide, 
at [choose Sponsor or CRO to match contracting party]ôs sole expense, 
such reasonable assistance as is necessary to facilitate a smooth and orderly 
transition of the Clinical Trial with minimal disruption of the Protocol. 

13.10 The Parties shall use reasonable efforts to minimize any inconvenience or 
harm to Clinical Trial Participants caused by the premature termination of the 
Clinical Trial and shall do all that is reasonably necessary for a safe winding up 
of the Clinical Trial. Without limiting the generality of the foregoing, if required 
for the health, safety or welfare of the enrolled Clinical Trial Participants: 

a. Investigator shall continue monitoring or performing follow-up activities set 
out in the Protocol beyond the termination date of this Agreement until they 
are no longer required, as determined by Investigator in consultation with 
the Clinical Trial Participantôs physician; and 

b. [choose Sponsor or CRO to match contracting party] shall continue 
supply of the Investigational Product as required to safely withdraw each 
Clinical Trial Participant or Clinical Trial Participants from the Clinical Trial. 

13.11 In the event of the early termination of this Agreement, [choose Sponsor or 
CRO to match contracting party] shall pay all costs incurred and falling due 
for payment up to the date of termination and, subject to an obligation on 
Institution and Investigator to mitigate any losses, any non-cancellable, non-
refundable expenditure falling due for payment after the date of termination 
which arose from commitments reasonably and necessarily incurred by 
Institution or Investigator for the performance of the Clinical Trial prior to the 
date of termination in accordance with this Agreement. 

13.12 Within 30 days after the termination of this Agreement, Investigator shall deliver 
to [choose Sponsor or CRO to match contracting party] in writing a final 
accounting of: 

a. all Clinical Trial Participants that participated in the Clinical Trial; 






