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Executive Summary 
 
The External Advisory Committee on Streamlining of Health Research Ethics Review (SHRER) 
was established in March 2012 to advise the Strategy on Patient-Oriented Research (SPOR) 
Working Group and SPOR National Steering Committee on processes, tools and strategies to 
improve the ethics review process for multi-site patient-oriented research in Canada, including 
but not limited to clinical trials.  This report represents the SHRER Committee’s time-limited 
reflection on two main bodies of work: (1) a study of ethics review streamlining initiatives across 
the country related broadly to patient-oriented research and (2) a study of the feasibility of 
common application and consent forms specifically for clinical trials.  
 
Over the past decade, a series of discussions, reports and academic papers have identified the 
current process of research ethics review as one of the barriers to multi-site research.  As a 
result, a number of initiatives in Canada have been launched to improve the research ethics 
review process.  While there are significant issues and much work to be done, these initiatives 
provide an important springboard for what may be considered at the national level. It is clear to 
the SHRER Committee that there is an opportunity to create a national approach that leverages 
and coordinates, rather than replaces or duplicates, existing efforts.1    
 

Recommendations 
 
The SHRER Committee recommends the following to improve multi-site ethics review for 
patient-oriented research in Canada (in unranked order): 
 

A. Greater harmonization and standardization of Research Ethics Boards (REBs)   
 

1. Establish a national strategic leadership forum to: 

 facilitate communication between the various streamlining and harmonization initiatives 

 provide strategic insight into opportunities for national collaboration; and   

 identify potential groups to take responsibility for moving forward on the SHRER 
Committee recommendations.   

 
2. Use the collective expertise of the national strategic leadership forum to define a national 

vision for greater standardization of REBs. The forum is an opportunity to identify the roles 
and responsibilities of key stakeholders in defining guiding principles and parameters for 
standardization.   

 
Standardization may include some combination of the following: 

 similar Standard Operating Procedures; 

 common forms or forms with common content; and/or 

 a common curriculum for education and training.  
 

3. Ensure that all appropriate stakeholders are involved in the development of a system for 
evaluation and qualification of REBs and Human Research Protection Programs (HRPP) for 
patient-oriented research in Canada.  Such a system may include all or some of: 

 REB/HRPP registration; 

 REB/HRPP certification; and/or 

                                                           
1
 Note that the SHRER Committee’s report responds to Recommendation 4 in the “To Your Health and Prosperity, An Action Plan to 

Help Attract more Clinical Trials to Canada (2012), and its recommendations should also be considered in this context.  
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 REB/HRPP accreditation (i.e., assessment by an external third party against a 
recognized standard). 

 
4. Develop a common set of metrics and benchmarks to assist REBs to assess their 

performance and promote transparency.  This initiative should be linked to the broader slate 
of performance measurements relevant to other aspects of patient-oriented research 
improvement, such as budget review, contract negotiation, participant recruitment, and other 
streamlining activities. 

 
5. Encourage the Tri-Agency federal funding agencies — the Canadian Institutes of Health 

Research, the Natural Sciences and Engineering Research Council of Canada and the 
Social Sciences and Humanities Research Council of Canada —to: 

 leverage research funding processes to encourage institutions and researchers to 
streamline research ethics review for multi-site research; and 

 provide guidance in the Tri-Council Policy Statement: Ethical Conduct for Research 
Involving Humans, 2nd edition on the need to minimize duplication of ethics review in 
multi-site research.    
 

6. Encourage research institutions across the country to clarify and harmonize the roles and 
responsibilities of the REB versus other roles and responsibilities of the institution with 
regard to research operations, in order to promote greater consistency across institutions.  

 

B. Tools and Strategies to Support Standardization and Harmonization Efforts 
 

7. Disseminate the SHRER Committee’s models of common elements for the REB clinical trial 

application form and the clinical trial adult consent form, and encourage and assess the 
adoption of their content nation-wide.   
 

8. Building on the models of common elements already produced by the SHRER Committee, 
develop a common template for an REB clinical trial application form and for a clinical trial 
adult consent form to be made available to those REBs who wish to use them. 

 
9. Establish a national repository of resources to assist in the streamlining and harmonization 

of ethics review.  The repository should be maintained by an appropriate national body to 
collate and make this information widely available.  
 

10. Develop a database of Canadian REBs and their contact information, forms, policies and 
protocols and any streamlining or harmonization initiative under which they fall. This 
database should eventually be linked to the asset map that is being developed for clinical 
trials.   

 
11. Develop an inventory of REBs that use web-based systems to promote the development of 

compatible systems. 
 

Communication/Consultation 
 

12. Broadly disseminate the SHRER Committee’s report and two commissioned studies.  
 
13. Seek feedback on the SHRER Committee’s recommendations from key stakeholders 

including REBs, researchers, provincial bodies and national bodies.  
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Introduction 
 
The purpose of this report is to advise the Strategy on Patient-Oriented Research (SPOR) 
Working Group and SPOR National Steering Committee on processes, tools and strategies to 
advance harmonization of ethics review and improve the efficiency of multi-site ethics review of 
patient-oriented research, including but not limited to clinical trials, in Canada.  
 
Over the past decade, concerns have been expressed regarding the difficulties of multi-site 
research ethics review in Canada, which have given rise to a number of initiatives to streamline 
research ethics review.  While there have been a number of significant issues along the way 
and still much work to be done, these initiatives provide an important springboard for what may 
be considered at the national level.  
 
Recently, inefficiencies in research ethics review have been identified as one of the major 
barriers to clinical research in Canada in To Your Health and Prosperity, An  Action Plan to Help 
Attract more Clinical Trials to Canada (2012)2 and the Senate Standing Committee Report on 
Canada’s Clinical Trial Infrastructure: A Prescription for Improved Access to New Medicines 
(November 2012)3.  The Senate Standing Committee Report recommended the development 
and implementation of an accreditation program for research ethics boards (REBs) and 
instructed Health Canada to “immediately undertake to develop an accreditation program for 
research ethics boards”, including a national standard for research ethics boards4. Indeed, the 
case for accreditation of REBs has been made many times over in the past decade as a pre-
condition for streamlining multi-site ethics review. These reports are the latest in a series of 
discussions, reports and academic papers that have identified the current process of research 
ethics review as a barrier to multi-site research including clinical trials.    
 
The current alignment of social and political interests to help address issues and opportunities in 
ethics review signifies an important opportunity for meaningful change in how research ethics 
review is conducted in Canada.  Change cannot happen without a significant will, resources and 
the practical experience to be able to leverage existing initiatives into a national vision that is 
logical, coherent and most importantly, effective. 
 
This report is the perspective of the Streamlining of Health Research Ethics Review (SHRER) 
Committee and represents a time-limited reflection on two bodies of work: (1) a study of 
streamlining initiatives across the country and (2) a study of the feasibility of common 
application and consent forms for clinical trials. Since the work of this committee responds in 
part to recommendation 45 in the 2011 Clinical Trial Summit Action Plan, the SHRER Committee 
strongly encourages the release of the two studies done under its auspices, as well as broad 
consultation on this report with all stakeholders involved in the ethics review process.  

                                                           
2
To Your Health and Prosperity, An Action Plan (2012) is a report on the outcomes of the 2011 Clinical Trials Summit co-sponsored 

by Association of Canadian Academic Healthcare Organizations, Canada’s Research Based Pharmaceutical Companies and the 
Canadian Institutes of Health Research. Online at http://www.acaho.org/docs_new/CT%20Summit/Final/ActionPlan-
FinalDraft(March31).pdf 
3
 Online at http://www.parl.gc.ca/Content/SEN/Committee/411/soci/rep/rep14nov12-e.pdf  

4
 Senate Report (2012), pg. 25. 

5
 Recommendation 4 in To Your Health and Prosperity, An Action Plan (2012) is: “Improve efficiencies of ethics reviews & advance 

strategic issues (like accreditation)”.  

 

http://www.acaho.org/docs_new/CT%20Summit/Final/ActionPlan-FinalDraft(March31).pdf
http://www.acaho.org/docs_new/CT%20Summit/Final/ActionPlan-FinalDraft(March31).pdf
http://www.parl.gc.ca/Content/SEN/Committee/411/soci/rep/rep14nov12-e.pdf
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SHRER Committee Objectives 

 
The SPOR Working Group established the SHRER Committee in March 2012.  The objectives 
of the SHRER Committee are to: 
 

1. Consolidate the existing knowledge on the barriers that currently exist across the country 
with respect to streamlining research ethics review and subsequently recommend steps 
to improve the process.  

2. Identify tools and strategies to improve the ethics review process of patient-oriented 
research.  

3. Explore opportunities for information sharing and communication among REBs.   
 
The SHRER Committee consists of individuals who bring expertise and direct experience with 
regard to organizational and regional ethics review streamlining initiatives. The SHRER 
Committee also draws on members of the Canadian Association of Research Ethics Boards 
(CAREB), and from staff at the Association of Canadian Academic Healthcare Organizations 
(ACAHO) and the Tri-Agency Secretariat on Responsible Conduct of Research (SRCR).  The 
terms of reference and membership of the SPOR-SHRER Committee are in Appendix A.    
 

Knowledge-Gathering Activities  
 
To inform their recommendations, the SHRER Committee undertook two major scanning 
activities: 
 

1) An Overview of Research Ethics Harmonization in Canada, a survey of selected 
streamlining initiatives in Canada, including key informant interviews on perceived 
needs, barriers and challenges; and 

2) Development of a Model Application and Consent Form for Ethics Review of Clinical 
Trial Studies for the Strategy on Patient-Oriented Research, a survey of REB clinical trial 
application and adult consent forms, including key informant interviews and a literature 
review, to assess levels of commonality and the feasibility of standardization of forms.  

 
The SHRER Committee also took into account the outcomes of two past meetings that CIHR 
organized on the ethics review of multi-site clinical trials in December 2010 and October 2011. 
Important considerations raised at these CIHR meetings included the benefits of common 
standards and forms towards advancing ethics review harmonization. 
 
The scanning activities and their findings are described below. 
 

1. Scan: Selected Streamlining Initiatives in Canada 
 
This study, An Overview of Research Ethics Harmonization in Canada, was a systematic 
attempt to consolidate existing knowledge by documenting the insights of representatives of 
identified Canadian research ethics streamlining initiatives.  Respondents to the semi-structured 
survey were affiliated with universities, provincial initiatives, research groups, government 
institutions and commercial Institutional Review Boards (IRBs).   
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Key Findings 
 
(i) Two basic models of streamlined ethics review in Canada 

 
There are a variety of streamlining initiatives currently underway in Canada (see a description in 
Appendix B). However, these initiatives can be grouped into two basic models6-- the Board of 
Record model and the Collaborative Review model-- defined as follows: 

 
a) Board of Record: A board of record model describes an REB that has been appointed by 

an institution or organization, under whose auspices the research is being conducted, to 
serve as the primary or sole authority for the research ethics oversight of the study. 
 
A Board of Record model best describes the following initiatives:  

 Institutions affiliated with the University of British Columbia (UBC) under one 
Board of Record agreement;  

 Clinical Trials Ontario;  

 Ontario Cancer Research Ethics Board (OCREB);  

 Ontario’s HIV REB;  

 Toronto Academic Health Science Network (TASHN);  

 Nova Scotia Research Ethics Board (NS REB); and  

 Newfoundland Health Research Ethics Authority-appointed Health Research 
Ethics Board (HREB).   

Commercial REBs/Institutional Review Boards (IRBs) also illustrate the Board of Record 
Model. 
 

b) Collaborative Review: The Collaborative Review model relies on the establishment of 
appropriate agreements between participating organizations, outlining a clear division of 
responsibilities.  Research ethics review may in some cases be performed by a lead 
REB with local REBs undertaking a delegated review.   

 
A Collaborative Review Model best describes the following initiatives:  

 British Columbia Ethics Harmonization Initiative (BCEHI),  

 Alberta Health Research Ethics Harmonization (HREH),  

 Saskatchewan Health Research Ethics Working Group;  

 Quebec Ministry of Health and Social Services (MSSS) Multicentre Mechanism;  

 University of Alberta, University of Saskatchewan and UBC Reciprocity 
Agreement;  

 Maternal Infant Child and Youth Research Network (MICYRN) Federated REB; 
and 

 Public Health Agency of Canada (PHAC) model. 
 

(ii) Variety in scope and management of initiatives 
 
Streamlining initiatives for multi-site research, whether using a Board of Record or Collaborative 
Review model, demonstrate variety in terms of scope, legal mechanism, funding, management, 
and oversight responsibilities:    

                                                           
6
 Note that one REB or Research Ethics Office (REO) may be involved in more than one model of streamlining research ethics 

review.  An REO often has a broader mandate than an REB.  An REO may oversee a number of REBs and also be responsible for 
additional research ethics and compliance activities such as conflict of interest, research integrity, education and continuing 
review/monitoring.   
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 Scope: Most of the surveyed initiatives are directed at health research with some 
targeted specifically to clinical trials, genetic research, adult oncology clinical trials, 
HIV/AIDS research and maternal and child health research.  A few initiatives have 
agreed to streamline all human research ethics review.    
 

 Legal mechanism: Initiatives are formalized by various means: by legislation (e.g., in 
Newfoundland and Labrador); as a formal delegation agreement signed on a study by 
study basis (e.g., for the Ontario Cancer Research Ethics Board); by legal reciprocity 
agreements between institutions; and in Quebec, through an administrative directive 
issued by the Ministry, applicable only to MSSS establishments.   
 

 Funding: Funding for streamlining initiatives arises, or is proposed to arise, from a 
number of different sources including governments, research funding agencies, 
foundations, institutional funds and clinical trials review fees.  Funding arrangements 
range from those projects which have been allocated millions of dollars to those being 
conducted on a strictly volunteer basis.  A number of initiatives are currently seeking 
funding. 
 

 Management: The Board of Record model typically involves the creation of a new REB, 
managed by full-time staff and its own Board of Directors.  The Collaborative Review 
model typically has a steering committee made up of volunteer members from all of the 
institutions involved, working on the project as time allows. 
 

 Oversight responsibilities: Many of the streamlining efforts are still in the development 
stage, and the question of how to handle ongoing (post-approval) and continuing review 
has not been fully addressed. In the Quebec Collaborative Review model, the lead REB 
handles all review and coordinates with local REBs, requiring Principal Investigators to 
inform the lead REB of any significant changes.  In the Ontario Board of Record model 
for cancer research, OCREB becomes the sole REB for the study and handles the initial, 
ongoing and continuing review of the study at all participating centres.  There appears to 
be a consensus emerging that the Board of Record or lead REB (in a Collaborative 
Review model) should be responsible for ongoing and continuing review.  
 

(iii) Tools for ethics review harmonization  
 

Standardized forms, electronic forms, web-based systems, websites and standardized metrics 
for evaluation were identified by respondents as important in promoting streamlined ethics 
review.  In summary, the SHRER Committee heard the following with respect to the current use 
of these tools: 

 

 Standardization and sharing of forms:  

 Common application forms are proposed or have been developed for some 
initiatives.  Their development is complex and time consuming, particularly where 
there are multiple REBs, policies and legal requirements involved.  Also, some 
institutions have invested significant resources in application forms to support 
their institutional online administrative systems.   

 The majority of streamlining initiatives do not require a common consent form and 
are either using the consent form of the lead REB, using existing templates from 
another committee as an example, or providing guidelines for the creation of 
consent forms.  
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 Electronic applications and web-based systems: Several of the initiatives have web-
based administration systems.  One of the challenges identified was the lack of 
compatibility between various online systems already in place at the various institutions.  
Interoperability of web-based systems across the University of Alberta, University of 
Calgary and UBC has been addressed, and Ontario’s OCREB web-based platform uses 
the same underlying platform (Huron) as these western Canadian universities.  
Collaborators in Nova Scotia will be able to access the online administration system 
housed in three of the provincial institutions.  Other initiatives are using SharePoint or e-
mail to share documents on-line or are still using paper-based systems.   
 

 Websites: Most streamlining efforts have created a website (e.g., www.OCREB.ca), or 
are in the process of doing so.  Some smaller harmonized REBs have their information 
included on the website of a larger entity, for example the HIV REB which is on the 
University of Toronto’s webpage.   
 

 Evaluation and Metrics: The well-established projects are collecting both quantitative and 
qualitative measures for evaluating their processes7.  Typical quantitative measures 
include number of ethics applications, the number of sites using the harmonized review 
process, the number of sites participating per study, the number of new and/or active 
studies, approval timelines for various steps in the review process.  A number of the 
projects publish annual reports.  Quality of review is more difficult to measure and 
projects have used satisfaction surveys of researchers and research staff as well as 
interviews or debriefings with those who have used the processes.  The initiatives that 
are just getting underway indicate they are developing metrics as well.  Initiatives also 
noted the importance of having databases or administrative systems that could be used 
to provide reliable metrics.   
 

(iv) Perceived Needs, Benefits and Challenges  
 

Needs 

Respondents indicated that efforts to streamline research ethics review in Canada have been in 
response to a range of issues, including: 

 the need for increased expertise for the review of specialized clinical trials; 

 the desire to protect a provincial population from outside exploitation (e.g., in 
Newfoundland); 

 researcher complaints about inefficient, inconsistent and time consuming research ethics 
reviews; and 

 a decline in the number of clinical trials opened in Canada and a desire to regain the 
economic and health benefits of clinical research, specifically clinical trials.  

It should be noted that, although research ethics review has been singled out on a number of 
occasions as one of the most important reasons for declining volumes of clinical research 
activity, the ethics review process is often intertwined with non-ethics review related issues that 
compound the delay in ethical review (for example contract negotiations which must be 
completed to finalize the ethics review, other institutional approvals, administrative issues, etc.). 

                                                           
7
 For instance, Unité de l’éthique, MSSS, Quebec, has published many documents where « benchmark practices” are described for 

designated REBs. 
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Benefits 

Many streamlining initiatives are underway, and while examples of partial success exist, many 
other efforts are in the early stages of development and the benefits and challenges are not yet 
able to be fully assessed.  Even at this early stage, however, respondents were able to 
articulate some of the benefits they were facing or anticipating.  In summary: 

 faster turn-around times were reported by two projects, while another reported mixed 
results in their pilot testing;   

 efficiencies were noted because of a reduced number of application forms submitted and 
ethical reviews to respond to, and through access to an online research administration 
system; 

 higher quality review was noted as a benefit by one project;   

 improved communication amongst REBs, which was beneficial in improving 
opportunities for education and training, was cited; and   

 although reduced workloads were anticipated, reductions were still unsubstantiated 
because of the high workloads associated with the development stage of these 
streamlining initiatives. 

Challenges 

Researchers did experience challenges with the streamlining initiatives, including: 

 long wait times to develop new processes; 

 inefficiencies as the systems are put into place;  

 the increased complexity of navigating two processes for submission of ethics review 
(one REB for multi-site studies and one for local studies); 

 loss of connection with the local REB; and 

 difficulties in accessing an online research administration system.   

Challenges for REBs and Research Ethics Offices (REOs) include: 

 changing processes;  

 convincing institutions to reassess the risk of streamlining processes and harmonization;  

 trusting decisions made by other REBs;   

 distinguishing between local administrative requirements and ethical issues;   

 increasing workload, as the task of coordinating research ethics review shifts to the REB 
or REO from the researcher, and the increased interaction among REOs to manage 
workflows; in particular, strict institutional requirements for turn-around times may 
require significant work to clear up deficiencies in applications before the project can be 
formally submitted;  

 addressing institutional responsibilities for research, as set out in Tri-Council Policy 
Statement: Ethical Conduct for Research Involving Humans, 2nd Edition (TCPS 2)8 and 
the US regulations9; in addition, research supported by US government funding requires 
the institution to be responsible for reporting unanticipated problems and non-

                                                           
8
TCPS 2 is online at: http://www.pre.ethics.gc.ca/eng/policy-politique/initiatives/tcps2-eptc2/Default/ 

9
 U.S. regulations under the Food and Drug Act and in the “Common Rule” are listed at: 

http://www.hhs.gov/ohrp/humansubjects/index.html. 

 
 

http://www.pre.ethics.gc.ca/eng/policy-politique/initiatives/tcps2-eptc2/Default/
http://www.hhs.gov/ohrp/humansubjects/index.html
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compliance, requiring somebody in the institution to continue to be knowledgeable in all 
the research being conducted at that institution; and 

 insufficient resources: there is a wide variation in the level of support for streamlining 
initiatives and a major determinant of success is having the necessary resources to 
engage in the time and effort needed for relationship building and communication; these 
were noted as critical to the success of these projects.  

Accreditation of — or standards for — REBs was also noted as important to support 
streamlining initiatives in Canada.  This accreditation or standard-setting would be in the context 
of a broader human research protection program (HRPP) that includes the institution, the 
researcher and the REB. 

The extent to which many of these hurdles will diminish over time is still unknown.  As more 
experience is gained with these streamlining initiatives, and robust metrics become available, 
we may be able to measure the extent to which the anticipated benefits are realized.  

2. Scan:  REB Application and Consent Forms for Clinical Trials  

 
The development of model REB application and consent forms has been cited on several 
occasions as an activity of potential value to assist with the streamlining of the ethics review 
process (for example, in the outcomes of the CIHR invitational meetings in 2010 and 2011, and 
at the 2011 Clinical Trial Summit).  The objective of this information-gathering activity was for 
the SHRER Committee to assess the level of commonality in the existing forms for clinical trials 
and explore the feasibility of producing standard templates.  
 
An inventory of REBs overseeing multi-site clinical trials was completed and vetted by the 
SHRER Committee (n=176 REBs).  Baseline information was collected through an 
environmental scan of 112 initial application forms and 111 informed adult consent forms.  
Semi-structured interviews (n=63) and an extensive literature review were also undertaken to 
provide further intelligence into the analysis and synthesis of the data collected.  
 
Key Findings 
 

 The 112 application forms and 111 adult consent forms showed a high degree of 
commonality within each type of form, having over 80% of elements in common.  

 The majority of elements in these application and adult consent forms reflect regulatory 
requirements and are also aligned with best practices as described in the literature. 

 The order of the elements on the forms, their details, and the structure of the forms differ 
to meet the needs and preferences of individual REBs.  

 Approximately 40% of REBs (n=68) are currently revising and/or evaluating their clinical 
trial application and/or consent forms.  Others have already made considerable 
investment in the development of their forms including electronic formats.   

  
Identification of Common Elements 
 
In recognition that many REBs and regional initiatives have already invested substantially in the 
development of their own forms for clinical trials and that the imposition of a new standardized 
template may not be practical or welcome, the SHRER Committee developed models of 
common elements for REB application forms and adult consent forms as a flexible tool to foster 
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recognition of the commonality among these forms and thereby facilitate streamlining efforts 
(see Appendix C).   

These models of common elements for clinical trial forms reflect requirements in regulations, 
TCPS 2, the proposed Canadian General Standards Board (CGSB) Standard, and existing best 
practices.  Given that 40% of REBs interviewed reported that they are currently revising their 
application and adult consent forms, there is an opportunity for REBs to use these models in the 
design of their templates.  These models represent an important education tool and may be a 
good starting point towards greater standardization of forms across initiatives.  These models of 
common elements have the advantage of being more flexible than a “standard template” and 
being adaptable to different contexts, and may be useful in reciprocity agreements as they 
represent the essential elements for ethics review of clinical trials.  

Summary and Conclusion 
There is a widespread consensus across Canada that efforts to streamline and harmonize 
research ethics review have the potential to improve efficiency, to reduce frustrations and to 
stimulate multi-site patient-oriented research.  As a result, a number of initiatives in Canada 
have been launched in the last decade to improve the research ethics review process.   
 
The SHRER Committee scanned the landscape of current local, regional, provincial and 
therapeutic area-specific REB streamlining and harmonization activities to inform the 
consideration of options going forward.  Two basic models emerged in this exercise as 
productive ways of facilitating multi-site ethics review: (a) the Board of Record model, where 
one REB is appointed as the primary or sole authority for research ethics oversight of a multi-
site study, and (b) the Collaborative Review model, which relies on appropriate agreements 
between participating institutions and where one REB may be designated as the lead REB with 
local REBs undertaking a delegated review.  It will be important to follow the evolution of these 
initiatives over time to enable sharing of lessons learned from the implementation of these two 
different but related models.  For example, resources and tools being used in these various 
initiatives — such as common forms, protocols and policies — should be made available nation-
wide, along with information on REB web-based systems, to enhance opportunities for 
coordination and interoperability.   
 
The SHRER Committee heard that greater harmonization and standardization of REBs has the 
potential to foster trust among REBs and that this trust is the necessary basis for working 
together on improving the process for multi-site ethics review.  A national vision, guiding 
principles and parameters would assist these efforts and should be developed with the 
involvement of all stakeholders.  A range of standardization options should be explored and this 
should include the development of a system for evaluation and qualification of REBs and 
HRPPs.  As well, the development of a common set of metrics and benchmarks for REB 
performance should form part of an assessment of a broader slate of clinical research activities. 
 
The SHRER Committee focussed much of its work on the broad scope of patient-oriented 
research.  With respect to clinical trials specifically, standard templates for REB application and 
consent forms across clinical trial sites have frequently been cited as desirable. The SHRER 
Committee’s scan of REB clinical trial application and adult consent forms revealed that these 
forms have a majority of content in common, reflecting regulatory requirements and best 
practices.  The SHRER Committee also learned that many REBs have already invested in the 
development of their own forms, but a substantial number of REBs are currently revising their 
forms and might be receptive to a common approach.  Thus, the SHRER Committee considered 
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that a useful first step would be to develop models of common elements for these clinical trials 
forms, to be made widely available to REBs along with encouragement to adopt their content. 
 
It is clear to the SHRER Committee that there is an opportunity to create a national approach 
that leverages and coordinates, rather than replaces or duplicates, existing efforts.  Therefore, a 
national strategic leadership forum should be established to convene the breadth of 
stakeholders involved in ethics review, including those leading Board of Record and 
Collaborative Review initiatives, to build a national vision and coordinated approach to 
improving multi-site ethics review for patient-oriented research in Canada.  This national forum 
would provide the opportunity to clarify the roles and responsibilities of all stakeholders, 
including research funders, institutions, REBs and researchers.  
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Recommendations 
The SHRER Committee recommends the following to improve multi-site ethics review for 
patient-oriented research in Canada (in unranked order): 
 

A. Greater harmonization and standardization of REBs   
 

1. Establish a national strategic leadership forum to: 

 facilitate communication between the various streamlining and harmonization initiatives; 

 provide strategic insight into opportunities for national collaboration; and  

 identify potential groups to take responsibility for moving forward on the SHRER 
Committee recommendations.    

 
Representatives from across the country with local, provincial, regional and national 
interests should be invited to participate in the forum. 
 

2. Use the collective expertise of the national strategic leadership forum to define a national 
vision for greater standardization of REBs.   This forum is an opportunity to identify the roles 
and responsibilities of key stakeholders in defining guiding principles and parameters for 
standardization.   
 
Standardization may include some combination of the following: 

 similar Standard Operating Procedures; 

 common forms or forms with common content; and/or 

 a common curriculum for education and training.  
 

3. Ensure that all appropriate stakeholders are involved in the development of a system for 
evaluation and qualification of REBs and Human Research Protection Programs (HRPP) for 
patient-oriented research in Canada.  Such a system may include all or some of: 

 REB/HRPP registration; 

 REB/HRPP certification; and/or 

 REB/HRPP accreditation (i.e. assessment by an external third party against a 
recognized standard). 

 
4. Develop a common set of metrics and benchmarks to assist REBs to assess their 

performance and promote transparency.  This initiative should be linked to the broader slate 
of performance measurements relevant to other aspects of patient-oriented research 
improvement, such as budget review, contract negotiation, participant recruitment and other 
streamlining activities. 

 
5. Encourage the Tri-Agency federal funding agencies— CIHR, NSERC and SSHRC —to: 

 leverage research funding processes to encourage institutions and researchers to 
streamline research ethics review for multi-site research; and 

 provide guidance in the Tri-Council Policy Statement: Ethical Conduct for Research 
Involving Humans, 2nd edition (TCPS 2) on the need to minimize duplication of ethics 
review in multi-site research.    
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6. Encourage research institutions across the country to clarify and harmonize the roles and 
responsibilities of the REB versus other roles and responsibilities of the institution with 
regard to research operations, in order to promote greater consistency across institutions.  
 

B. Tools and Strategies to Support Standardization and Harmonization Efforts 
 
7. Disseminate the SHRER Committee’s models of common elements for the REB clinical trial 

application form and the clinical trial adult consent form, and encourage and assess the 
adoption of their content nation-wide.   
 

8. Building on the models of common elements already produced by the SHRER Committee, 
develop a common template for a REB clinical trial application form and for a clinical trial 
adult consent form to be made available to those REBs who wish to use them. 

 
9. Establish a national repository of resources to assist in the streamlining and harmonization 

of ethics review.  The repository should be maintained by an appropriate national body to 
collate and make this information widely available.  
 

10. Develop a database of Canadian REBs and their contact information, forms, policies and 
protocols and any coordinating or streamlining initiative under which they fall. This database 
should eventually be linked to the asset map that is being developed for clinical trials.   

 
11. Develop an inventory of REBs that use web-based systems to promote the development of 

compatible systems. 
 

C. Communication/Consultation 
 
12. Broadly disseminate the SHRER Committee’s report and two commissioned studies.  
 
13. Seek feedback on the SHRER Committee’s recommendations from key stakeholders 

including REBs, researchers, provincial bodies and national bodies.  
 

A plan of action for the implementation of these recommendations, with timelines and initial 
identification of responsible groups, is presented in the following Table. 
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Table: Plan of Action for the Implementation of the Recommendations10    

  
SPOR 

 
National Strategic Leadership Forum 

  
Specific Stakeholders 

 
Immediate 

 
Broadly disseminate the SHRER 
Committee’s report and two commissioned 
studies. (#12) 
 

 
 

 
CIHR, NSERC and SSHRC to leverage 
research funding processes to 
encourage streamlining of ethics review; 
and to provide guidance in TCPS 2 on 
the need to minimize duplication of ethics 
review. (#5) 

 
Seek feedback on the SHRER Committee’s 
recommendations from key stakeholders. 
(#13) 

 
 

 
Research institutions to clarify and 
harmonize the roles and responsibilities 
of the REB versus other roles and 
responsibilities of the institution with 
regard to research operations, to 
promote greater consistency across 
institutions. (#6) 

 
Disseminate the SHRER Committee’s 
models of common elements for REB 
clinical trial application and consent forms, 
and encourage and assess the adoption of 
their content. (#7) 

 
 

 

 
Short term 
(1 to 6  
months) 

 
Establish a national strategic leadership 
forum  to facilitate communication,  provide 
strategic insight on coordination, and 
identify potential groups to move forward on  
these recommendations (#1) 

 
 

 
 

  
Define a national vision for greater 
standardization of REBs.  Identify roles and 
responsibilities of stakeholders in defining 
guiding principles and parameters . (#2) 

 

  
Develop a common template for an REB 
clinical trial application form and for a clinical 
trial adult consent form, for REBs who wish to 
use them. (#8) 

 
 

  
Establish a national repository of resources to 
assist in the streamlining and harmonization 
of ethics review. (#9) 

 

  
Develop a database of Canadian REBs and 
their contact information, forms, policies and 
protocols and any coordinating or 
streamlining initiative under which they fall.  
Link to the clinical trials asset map. (#10) 

 

  
Develop an inventory of REBs that use web-
based systems to promote the development 
of compatible systems. (#11) 

 

 
Medium 
term 
(6 to 18  
months) 

  
Ensure that all stakeholders are involved in 
the development of an evaluation and 
qualification system for REBs and HRPPs. 
(#3) 
 

 

  
Develop a common set of metrics and 
benchmarks to assist REBs to assess their 
performance and promote transparency.  (#4) 

 
 

                                                           
10

 For the full text of each recommendation, see the previous list.  The recommendation number is in parentheses. 
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Glossary of Key Terms  
 

Accreditation: Accreditation typically involves an independent review process to determine that an 
organization or program meets common standards, and has attained a level of organizational or program 
competence that is comparable to other organizations/programs with the same accreditation.  A voluntary 
evaluation and qualification system for research ethics boards (REBs) and Human Research Protection 
Programs (HRPPs) could involve a number of sequential phases including: 1) registration, 2) certification 
and 3) accreditation.  In such a phased-in system, accreditation is the most rigorous step, involving 
objective peer verification that a previously certified HRPP (including the REB) meets or exceeds 
common standards. (Adapted from CAREB Accreditation- Letter of Interest, January 29, 2012 version.)  
See also Registration and Certification. 
 
Certification: A certification process could be a second phase in a voluntary evaluation and qualification 
process for REBs and HRPP.  Following registration in a central public registry, a certification process 
would involve external expert assessment that an REB or HRPP meets baseline requirements and has 
appropriate policies and processes in place.  Certified HRPPs (including REBs) could complete a final 
phase, which would be the accreditation phase. See also Accreditation and Registration. 
 
Clinical trial:  Any investigation involving participants that evaluates the effects of one or more health-
related interventions on health outcomes (TCPS 2).  Under the Canadian federal Food and Drugs Act, 
Division 5, a clinical trial is defined as: “an investigation in respect of a drug for use in humans that 
involves human subjects and that is intended to discover or verify the clinical, pharmacological or 
pharmacodynamic effects of the drug, identify any adverse events in respect of the drug, study the 
absorption, distribution, metabolism and excretion of the drug, or ascertain the safety or efficacy of the 

drug” (see: http://www.hc-sc.gc.ca/dhp-mps/compli-conform/clini-pract-prat/docs/gui_68-eng.php). 

 
Clinical trial asset map: a mapping of information on a jurisdiction’s clinical trial assets, offerings and 
improvements, to be made available to clinical trial sponsors.  Moving forward on Recommendation 9 in 
the Clinical Trials Summit Action Plan, Rx&D has struck a Clinical Trials Asset Map Committee to help 
global head offices navigate Canada's wealth of clinical trial assets.  The Committee includes ACAHO 
members, as well as staff from the Department of Foreign Affairs & International Trade, Industry Canada, 
CIHR, ACAHO, pharmaceutical companies and others. Online information at: 
http://www.acaho.org/?document&id=364 
 
Ethics harmonization: efforts by institutions and multiple research ethics boards to adopt collaborative 
or centralized approaches to research ethics review of multi-site research. 
 
Ethics reciprocity: a formal arrangement in which two or more institutions/REBs agree to rely on one 
another’s REB reviews. In other words, a situation whereby ethics approval at one authorized and trusted 
health REB is accepted (to varying degrees) as the REB approval of the research at the other institutions 
party to such agreement. 
 
Ethics review streamlining: any process which improves the efficiency of research ethics review, 
without diminishing protections for research participants. 
 
Human Research Protection Program (HRPP): defined by the former National Council on Ethics in 
Human Research as a comprehensive system within an institution or organization that ensures the 
protection of the rights and welfare of participants in human research, and that generally comprises a 
leadership/governance function, a review board, a continuous quality improvement program, researchers 
and research teams, and relevant departments and units within a given institution or organization.  
Similarly, the U.S. Association for the Accreditation of Human Research Protection Programs (AAHRPP) 
lists three domains of responsibilities for human research protection in its 2009 Accreditation Standards: 
(Domain I) the Organization; (Domain II) the Institutional Review Board or Ethics Committee; and 

http://www.hc-sc.gc.ca/dhp-mps/compli-conform/clini-pract-prat/docs/gui_68-eng.php
http://www.acaho.org/?document&id=364
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(Domain III) the Researcher and Research Staff (see 
https://admin.share.aahrpp.org/Website%20Documents/AAHRPP_Accreditation_Standards.PDF). 
 
Patient-oriented research: defined by CIHR as a continuum of research, from initial studies in humans 
to comparative effectiveness and outcomes research, and the integration of this research into the health 
care system and clinical practice. The goal of patient-oriented research is to better ensure the translation 
of innovative diagnostic and therapeutic approaches to the point-of-care, as well as to help the provinces 
and territories meet the challenge of delivering high quality, cost-effective health care.  It involves 
ensuring that the right patient receives the right clinical intervention at the right time, ultimately leading to 
better health outcomes (also referred to as “Clinical research” or “Clinical studies”). 
 
Registration: Registration of REBs and HRPPs in a central public registry could be the initial phase in a 
phased-in voluntary evaluation and qualification process. A registry would provide key stakeholders with 
baseline information on numbers and types of REBs; contact information for HRPPs; information for 
researchers on which REBs to approach for multi-jurisdictional studies; and information to verify 
institutional status related to the Tri-Council Memorandum of Understanding with Institutions as well as 
other applicable requirements. See also Accreditation and Certification. 
 
Research Ethics Board (REB): A body of researchers, community members, and others with specific 
expertise (e.g., in ethics, in relevant research disciplines) established by an institution to review the 
ethical acceptability of all research involving humans conducted within the institution’s jurisdiction or 
under its auspices (TCPS 2). 
 
Research Ethics Office (REO): An REO typically supports the operations of the REB.  An REO often has 
a broader mandate than an REB.  An REO may oversee a number of REBs and also be responsible for 
additional research ethics and compliance activities such as conflict of interest, research integrity, 
education and continuing review/monitoring.   

https://admin.share.aahrpp.org/Website%20Documents/AAHRPP_Accreditation_Standards.PDF
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Appendix A 

SPOR-SHRER Committee Terms of Reference 

 
Name: 

 
SPOR External Advisory Committee for the Streamlining of Health Research Ethics Review  
 

CIHR Staff Lead: 

 
Danika Goosney, Director, Science, Knowledge Translation, and Ethics Branch 
 

Membership: 

 
Chair: Sharon Freitag (Director, St. Michael’s Hospital Research Ethics Office, Toronto, ON;   Past 
President of the Canadian Association of Research Ethics Boards (CAREB)) 
 
Members : 

 Laurel Evans (Director of Research Ethics at UBC; Lead contact for the Michael Smith Health 
Research Foundation funded project, the BC Ethics Harmonization Initiative) 

 Larry Felt (Chair, Health Research Ethics Authority, St. John’s, NL) 

 Janet Manzo (Executive Director, Ontario Cancer Research Ethics Board) 

 Diane Martz (Director, Research Ethics, University of Saskatchewan) 

 Brian Rowe (Associate Dean Clinical Research, Faculty of Medicine & Dentistry, University of 
Alberta; Edmonton, AB) 

 Tina Saryeddine (Assistant Vice-President, Research and Policy Analysis, Association of 
Canadian Academic Healthcare Organizations) 

 Susan Zimmerman (Executive Director, Secretariat on Responsible Conduct of Research) 

Observer: Nathalie Desrosiers (Coordonnatrice de l'Unité de l'éthique, Ministère de la Santé et des 
Services sociaux QC)  
 
CIHR Staff:  

Genevieve Dubois-Flynn, Manager Ethics Office  
Sheila Chapman, Senior Ethics Policy Advisor, Ethics Office 
(Penny Moody-Corbett, Director of the Strategy for Patient-Oriented Research and the Ethics 
Office, was a member until June 2012.) 
 

Terms of Reference: 

 
Patient-oriented research is defined by CIHR as a continuum of research, from initial studies in humans to 
comparative effectiveness and outcomes research, and the integration of this research into the health 
care system and clinical practice.  The goal of patient-oriented research is to better ensure the translation 
of innovative diagnostic and therapeutic approaches to the point-of-care, as well as to help the provinces 
and territories meet the challenge of delivering high quality, cost-effective health care. It involves ensuring 
that the right patient receives the right clinical intervention at the right time, ultimately leading to better 
health outcomes. 



21 
 

 
One goal of SPOR is to strengthen organizational and regulatory support for clinical studies in Canada 
and enhance patient and clinician engagement in these studies.  Although Canada has a strong 
reputation in the area of clinical research, there are a number of inefficiencies which create delays in 
undertaking large multicentre clinical studies, one of which is the process of research ethics review.  
 
The objective of the Health Research Ethics Review External Advisory Committee is to assist the SPOR 
National Steering Committee with streamlining ethics review and improving the efficiency of patient-
oriented research in Canada by: 

1. Consolidating the existing knowledge on the barriers that currently exist across the country with 
respect to streamlining research ethics review and subsequently recommending steps to improve 
the process.  

2. Identifying tools and strategies to improve the ethics review process of patient-oriented research.  
3. Exploring opportunities for information sharing and communication among REBs. 

 

Authority: 

 
The Committee will make recommendations to the CIHR SPOR Working Group 
 

Meetings: 

 
Meetings will be convened by the committee chair and conducted on a bi-weekly basis or as required.  
Meetings will be held by teleconference unless otherwise required. 
Decisions will be made by consensus wherever possible and by majority vote where consensus cannot 
be achieved. 
It is anticipated that this committee will provide a final report later in the fall of 2012. 
 

Quorum: 

 
A majority of its voting members (50% plus 1). 
 

Reporting: 

 
Written report of the work of this committee will be made to the Chair of the SPOR Working Group by the 
Chair of the Health Research Ethics Review Advisory Group. 
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Appendix B 

Selected Canadian Ethics Review Streamlining Initiatives 
 
Basic Models for 
Streamlining Ethics 
Review in Canada 

  
 Selected Canadian Examples   

 
Area  

 
Title & Scope 

 
Processes & Tools  

 
A.  
Board of Record: 
 
This model describes an 
REB that has been 
appointed by an institution 
or organization, under 
whose auspices the 
research is being 
conducted, to serve as the 
primary or sole authority for 
the research ethics 
oversight of the study. 

 
British 
Columbia 
(BC) 

 
A.1 University of British Colombia (UBC) “One 
Board of Record” agreement: 
 
In place since 2006 for institutions affiliated with 
UBC including Vancouver Coastal Health, 
Providence Health Care, BC Cancer Agency and 
BC Children’s Hospital 

 
- Mandatory UBC policy requirement 
- Standard forms 
- Harmonized contracts across sites 
- Web-based system (RISE) 

 

 
Ontario 

 
A.2 Ontario Cancer Research Ethics Board 
(OCREB):  
 
In operation since 2003; serves as a central REB 
for multicentred oncology trials for 25 of 27 
Ontario institutions (as of 2012)  
 

 
- Non-binding Letter of Intent 
- Board of Record Agreement on a 

study-by-study basis 
- Standard Operating Procedures  
- Standard guidelines, forms and 

templates for submissions 
- Web-based system 

 
A.3 Toronto Academic Health Sciences 
Network (TASHN):  
 
Includes the University of Toronto and its affiliated 
academic hospitals  
 

 
- Common consent forms and 

application templates 
- Qualification standard for REBs to be 

a Board of Record for a multi-site 
study, with assessment by an 
external auditor (work in progress) 

 
A.4 HIV Research Ethics Board:  
 
In operation since 2008; a joint venture of the 
University of Toronto and the Ontario HIV 
Treatment Network; for HIV/AIDS research in 
Ontario 

 
- Co-chairs represent academia and 

the HIV/AIDs community 
- All reviews by full Board 

 
A.5 Clinical Trials Ontario (CTO): 
 
Independent non-profit organization established in 
2011 by the Ontario Ministry of Economic 
Development and Innovation; has working group 
on streamlining ethics review    

 
- Aiming for a single review in Ontario 

for clinical trials; standard operating 
procedures, web-based system, 
standard metrics 

 
Nova Scotia 
(NS) 

 
A.6 Nova Scotia (NS) Research Ethics Board 
(REB): 
 
To be established as a Board of Record for multi-
site health research involving NS Regional Health 
Authorities, but not including the universities. 

 
- Board of Record will have 

representatives from all local site 
REBs; standard operating 
procedures, web-based system 
(ROMEO) 

 
NFLD and 
Labrador 
(NL) 

 
A.7 Health Research Ethics Authority (HREA)- 
appointed Health Research Ethics Board 
(HREB):  
 
HREA is a non-profit agency established in 2011 
by legislation; responsible for the general 
supervision of all health research involving human 
participants in NL; appoints the HREB for all 
industry-sponsored clinical trials and genetic 
research projects  
 

 
- For multi-site studies, one standard 

application form and a feasibility 
application for each local site 
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Basic Models for 
Streamlining Ethics 
Review in Canada 

  
 Selected Canadian Examples   

 
Area  

 
Title & Scope 

 
Processes & Tools  

 
B.  
Collaborative Review: 
 
This model relies on the 
establishment of appropriate 
agreements between 
participating organizations, 
outlining a clear division of 
responsibilities.  Research 
ethics review may in some 
cases be performed by a 
lead REB with local REBs 
undertaking a delegated 
review.   

 
BC 

 
B.1 BC Ethics Harmonization Initiative 
(BECHI): 
 
Involves the four major BC universities, including 
UBC and UBC-affiliated institutions (see A.1), and 
four health authorities 

 
- Aiming for maximal reciprocity 

between organizations 
- UBC-affiliated REBs (see A.1) and 

Fraser Health Authority have adopted 
a standard Informed Consent 
template; discussions underway for 
more organizations to adopt the 
template 

 
Alberta    

 
B.2 Alberta Health Research Ethics 
Harmonization (HREH): 
 
Initiated in 2009; involves six institutions: Alberta 
Health Services, Alberta Innovates-Health 
Solutions, College of Physicians and Surgeons of 
Alberta, and 3 universities (of Alberta, of Calgary 
and of Lethbridge) 

 
- Health Research Ethics Reciprocity 

Agreement (2011): multi-site health 
research in Alberta to be reviewed by 
one lead REB with permitted 
expedited review by other site REBs  

- Plans for common forms and web-
based system 

 
Saskatch-
ewan 
(SASK) 

 
B.3 Saskatchewan Health Research Ethics 
Working Group  
 
Set up in 2007, facilitated by the SASK Academic 
Health Sciences Network (SAHSN); includes 2 
universities (of SASK, of Regina), and Regina 
Qu’Appelle Regional Health Authority (RQHR) 

 
- Common application forms and 

consent form templates for the 
province, available for researchers 
(2011) 

- Partial reciprocity agreement for all 
human research (on Alberta model- 
see B.2); signed by 2 universities and 
RQHR 

- MOU establishes 
University of SASK REB as Board of 
Record for 3 regional health 
authorities and SASK Cancer Agency 

 
Quebec 

 
B.4 Quebec Ministry of Health and Social 
Services (MSSS) Multicentre Mechanism   
 
Initiated in 2008; required for research involving 
more than four sites in Quebec 
 

 
- Standard MSSS forms 
- Lead REB compiles and considers 

local REB reviews; responsible for 
study oversight  

- Local review of science and 
feasibility   

- Reciprocity mechanism for MSSS 
network institutions to allow one REB 
review per study ( in progress, 2012) 

 
Cross-
provinces 
 
 

 
B.5 Universities of Alberta, SASK, BC 
Agreement: 
 
Agreement effective June 2012 

 
- Partial reciprocity agreement (based 

on Alberta model- see B.2) 

 
B.6 Maternal Infant Child and Youth Research 
Network (MICYRN) Federated REB 
 
Proposed for Chairs of REBs of all MICYRN-
affiliated institutions 

 
- Chairs of REBs would have authority 

to expedite local REB review after 
federated REB review 

- Common application form  
- Best practices for ethical conduct of 

research 

 
National 

 
B.7 Public Health Agency of Canada(PHAC): 
 
Piloted between 2009 and 2011; initially focussed 
on H1N1 research but expanded to include all 
public and population health research; ongoing 
funding to be determined 

 
- Secure web-based portal for 

application to be viewed by all REBs 
- Lead REB conducts review, all REB 

Chairs  may participate by phone 
- REBs have option of accepting lead 

REBs decision or conducting own 
review 

- Local REBs do continuing review 
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The following Appendices are attached to the Report as separate files: 

Appendix C 

Models of Common Elements for Research Ethics Board Application and Adult Consent Forms 

for Clinical Trials 

 

Appendix D  

An Overview of Research Ethics Harmonization in Canada 

 

Appendix E  

Development of a Model Clinical Trial Application and Consent Form for the Strategy on Patient-
Oriented Research (SPOR): Summary Report  


