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These slides are modified from a presentation developed by Michelle 
Moldofsky, Karen Arts & Laurel Evans in May 2007 for the Canadian 
Association of University Research Administrators
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Sample Process Flow for Routing Clinical Research Contract  
(To be modified per institution to reflect your specific process) 
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*C.D. Naylor for the Research Committee and Clinical Study Agreements Working Group 
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be registered in a public registry (which 
meets the ICMJE criteria) in order to permit 
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Publication delay
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Outcome
UofT & its affiliated hospitals agreed to adopt 
CAHO standard as its bottom-line
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directly to 
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participating centres and their research ethics boards, 
and 
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Some institutions will offer on behalf of Institution 
employees and agents only,  excluding licensed 
physicians and their employees and agents
Investigators are not expected to provide an 
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his/her own actions and the actions of those for 
whom he/she is in law responsible. 
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Note regarding Indemnification
Institution insurer (HIROC) and Investigator’s 
defence provider (CMPA) have stated they will not 
cover for claims brought outside Canada.  
Institutions will have to make a risk management 
decision if institutions are asked to defend 
sponsor.  Some Institutions won’t agree to defend 
sponsors.  If Institution does agree to defend 
sponsor as well as indemnify and hold harmless, 
Institution may indicate that Institution’s 
obligation to defend applies within Canada only. 
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Seek buy-in from community hospitals of Ontario
Negotiate across Canada to develop a Canada-wide 
standard
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Hospitals
Responses from 12 hospitals and 1 university
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Other comments included:

Requests for clarification
Document modifications (adding items)
Conflict with UofT principles
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Indemnification
Survival of rights 
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4 responses representing 4 companies
Positive about approach & quality of 
document
2 companies modified their templates (under 
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Document modifications
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(1 requested 6-9 mths instead of 120 days)
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SAE reporting only when sponsor fails to do so
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Indemnification (PI statement of liability)
Multiple clarifications
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Working with industry
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Seek feedback through blog on CAHO website
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Version control
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Seek feedback through blog
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