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1. Introduction  
Over the past decade, concerns have been expressed regarding the lack of research ethics 
review harmonization in Canada.  Recently, inefficiencies in Research Ethics Review have been 
identified by two reports as a major barrier to Clinical Research in Canada.  “To Your Health and 
Prosperity, An  Action Plan to Help Attract more Clinical Trials to Canada (2012)”1, reporting 
outcomes of the 2011 Clinical Trials Summit co-sponsored by ACAHO (Association of Canadian 
Academic Healthcare Organizations), Rx&D (Canada’s Research Based Pharmaceutical 
Companies) and CIHR (Canadian Institutes of Health Research), identified “Individual ethics 
board reviews for the same protocol” with “different requirements, results, and inconsistent 
turnaround times” as one of four factors affecting clinical trial start up times, which are thought 
to discourage clinical trials investment in Canada and “costing Canada substantially in lost 
opportunity”.  The recent Senate report on “Canada’s Clinical Trial Infrastructure: A Prescription 
for Improved Access to New Medicines2” released in November, 2012 singled out the absence 
of a standardized approach to research ethics review as one of the factors significantly 
impacting the time required to start up clinical trials in Canada, again stating that this makes 
Canada less desirable to the industry as a destination for clinical trials.   

These recent 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.  In response, a number of initiatives, many of which have been active 
since the mid 2000’s, are attempting to harmonize research ethics review in Canada.  As one 
respondent noted, there has been interest in harmonizing research ethics review in their 
province for more than 15 years. 

The alignment of social and political interests to help address issues and opportunities in ethics 
reviews signifies an important opportunity for meaningful change in how we do research ethics 
review 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. In anticipation of such an approach, this report 
represents a systematic attempt to bring the experiences of many of these initiatives together 
as it documents the insights of representatives of fifteen Canadian research ethics 
harmonization initiatives.  At the end of the document, we offer recommendations for further 
consideration. 

2. Methodology 

The semi-structured survey this report is based on was designed and conducted by members of 
the CIHR Streamlining Health Research Ethics Review External Advisory Committee.  This 
committee was created in 2012 to advise the Strategy for Patient Oriented Research (SPOR) 
CIHR Working Group about strategies for harmonization or streamlining research ethics review 

                                                             
1 http://www.acaho.org/docs_new/CT%20Summit/Final/ActionPlan-FinalDraft(March31).pdf 
2 Canada’s Clinical Trial Infrastructure: A Prescription for Improved Access to New Medicines November, 2012; 
http://www.parl.gc.ca/Content/SEN/Committee/411/SOCI/DPK/01nov12/home-e.htm 
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for multicenter clinical research in Canada.  Harmonization initiatives in Canada were identified 
and representatives contacted by email to ask if they were willing to participate in a semi-
structured interview about their experiences with their initiative.  Those who responded 
represent universities, provincial initiatives, research groups, government institutions and 
commercial IRBs.  15 of 17 agreed to be interviewed for this project, two did not respond to the 
request. This project was determined to be exempt from research ethics review by the 
University of Saskatchewan Behavioural Research Ethics Board. Interviews were conducted by 
phone between August and December 2012.  Each interview lasted between 30 and 60 minutes 
and notes were taken of the interview dialogue. 

3. Models 

There are a variety of harmonization initiatives already underway in Canada. The structure of 
each initiative varies depending on the Provincial configuration and the need for legislative 
compliance. The initiatives can be grouped into two basic models: the board of record model 
and the collaborative review model. 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 
study3. The collaborative ethics 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.  The board of record model best describes Newfoundland’s 
Health Research Ethics Authority (HREA), the Ontario Cancer Research Ethics Board (OCREB), 
HIV REB, Clinical Trials Ontario (CTO) and the UBC ‘one board of record’ agreement, while the 
collaborative model best describes the Quebec Ministry of Health and Social Services (MSSS) 
Multicentre Mechanism in Québec, the Public Health Agency of Canada (PHAC) Streamlined 
Ethics Review of Multi-Centred Studies Process, British Columbia Ethics Harmonization Initiative 
(BCEHI) , Alberta Health Research Ethics Harmonization (HREH), Toronto Academic Health 
Science Network (TAHSN), and the Saskatchewan Health Research Ethics Working Group.   Two 
commercial REBs/IRBs were also interviewed and these also illustrate the Board of Record 
Model.  It is important to note that one REB or REO may be involved in more than one model of 
harmonizing research ethics review.   

3a.  Board of Record Models 

i.  Ontario Cancer Research Ethics Board (OCREB) 
The Ontario Cancer Research Ethics Board (OCREB) has been in operation since 2003 and is the 
longest running project.  OCREB was established following an extensive provincial consultation 
process involving: REB chairs, regional cancer centres, host hospitals, investigators, bioethicists, 
research ethics coordinators and collaborating organizations such as Cancer Care Ontario, the 
National Council for Ethics in Human Research (NCEHR), the Canadian Association of Research 
Ethics Boards (CAREB), and the Canadian Institutes of Health Research (CIHR).  This consultation 

                                                             
3
 The definition is used in the CGSB Standards (November 2012).  
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process identified a number of issues that a new streamlined ethics review process was 
designed to address including the large number of new cancer therapies entering clinical trials 
that had increased the workload of REBs, complex and changing regulations making reviews 
and oversight more difficult and time consuming, and the challenge of maintaining sufficient 
expertise on a large number of local REBs4.   

Institutions affiliate with OCREB initially through a non-binding letter of intent.  Subsequently, a 
Board of Record Study Agreement is executed on a study-by-study basis, which authorizes the 
use of OCREB as the institutional Board of Record for the review and oversight of that multi-
centre adult oncology trial.  The number of Ontario institutions with letters of intent with 
OCREB has increased from 5 in 2004 to 25 in 2012.5 

OCREB has developed an extensive set of SOPs, guidelines, forms and templates for submission 
of ethics applications.  Applications to OCREB are submitted through a transparent, secure, 
web-based system designed to simplify the ethics application preparation, submission and 
review processes.  Submission to OCREB happens in two stages:  

1. One of the centres interested in participating in the study decides to take the lead (as 
Provincial Applicant) for the submission of the study to OCREB.  The PI at any of the 
participating centres using OCREB may serve as the Provincial Applicant.  A representative 
from one of the academic or cooperative group sponsors (e.g., NCIC CTG, OCOG, PMHC) 
also may serve as the Provincial Applicant.  

2. Once the initial Provincial application receives approval, the study is approved. However, 
the study cannot be initiated at the participating centres until each participating centre 
(including the Provincial Applicant’s centre) submits an abbreviated centre-specific 
application known as the initial centre application. 

ii. Toronto Academic Health Sciences Network (TAHSN) 
Members of the Toronto Academic Health Science Network (TAHSN) include the University of 
Toronto and its affiliated academic hospitals including Baycrest Centre for Geriatric Care, 
Bloorview Kids Rehab, Centre for Addiction and Mental Health, Mount Sinai Hospital, St. 
Michael’s Hospital, Sunnybrook Health Sciences Centre, The Hospital for Sick Children, 
Toronto Rehabilitation Institute, University Health Network, Women’s College Hospital and 
The University of Toronto.  Associate Members include North York General Hospital, St. 

                                                             
4
 http://oicr.on.ca/oicr-programs-and-platforms/ontario-cancer-research-ethics-board/about-ocreb 

5
 In 2012 these included Trillium Health Centre (Mississauga); Thunder Bay Regional Health Sciences Centre – 

Cancer Centre; Southlake Regional Health Centre (Newmarket); Windsor Regional Hospital - Windsor Regional 
Cancer Centre; Toronto East General Hospital; University Health Network - Princess Margaret Hospital; Hamilton 
Health Sciences; Grand River Hospital – Grand River Regional Cancer Centre (Kitchener); Cambridge Memorial 
Hospital; Mount Sinai Hospital; The Ottawa Hospital; Niagara Health Services; London Health Sciences Centre; 
Sunnybrook Health Sciences Centre; Credit Valley Hospital (Mississauga); William Osler Health Centre (Brampton); 
Kingston General Hospital – Cancer Centre of Southeastern Ontario; St. Michael’s Hospital (Toronto); North York 
General Hospital; Royal Victoria Hospital (Barrie); Hôpital régional de Sudbury Regional Hospital; St. Joseph’s 
Healthcare, Hamilton; Lakeridge Health, R. S. McLaughlin Durham Regional Cancer Centre, Oshawa; Women’s 
College Hospital, Toronto; St. Joseph’s Health Centre, Toronto. 

 



SPOR-SHRER Report Appendix D 

41 
 

Joseph’s Health Centre and Toronto East General Hospital.  In addition to other initiatives, 
TAHSN has been working on harmonized research ethics review processes since at least 2006 
and has created tools for research ethics review for its members including common consent 
forms and application templates.  TASHN’s current initiative is to come to agreement on a 
qualification document and recommend it to the Research Committee of TAHSN as the 
TAHSN standard of qualification for REBs.  Each of the TASHN REBs who wish to be considered 
for qualification to this standard would be assessed by an external auditor.  Once an REB is 
qualified, other TASHN members could choose to accept the qualified REB as a Board of 
Record for multisite research taking place at their institution.  With this process, an REB could 
accept the research ethics review of another “qualified” REB.  This is designed as a one way, 
not reciprocal designation.  

iii. University of British Columbia (UBC) One Board of Record Agreement  
REBs from institutions affiliated with UBC including Vancouver Coastal Health, Providence 
Health Care, BC Cancer Agency, BC Children’s Hospital along with the UBC Behavioural REB and 
UBC Clinical REB have had a ‘one board of record agreement’ for initial review and post 
approval activities since 2006. The Board of Record agreement is facilitated through the RISE 
on-line system which allows the administrators and Chairs of any of the affiliated REBs to access 
information about any study.   All affiliated REBs use the same clinical and behavioural forms, 
According to the agreement if an REB has concerns they are resolved through discussion with 
the Board of Record REB.  The requirement to utilize one board of record is written into UBC’s 
over-arching policy on research involving human participants as a mandatory requirement.  
Contracts are similarly harmonized in the sense that if one UBC-affiliated institution negotiates 
a contract for a sponsored clinical trial, all of the other institutions have agreed to accept that 
contract as the operational template if another UBC site is selected.  

iv. HIV Research Ethics Board (REB) 
The HIV-REB has been in operation since 2008 and is a joint venture of the University of 
Toronto and Ontario HIV Treatment Network (OHTN) dedicated to the review of HIV/AIDs 
related research proposals in Ontario.  This REB has academic and community Co-Chairs and a 
higher proportion of community based members based on guidance form the UN General 
Assembly guidance that review of HIV/AIDs research should include representative of agencies 
and communities with a higher incidence of HIV.  All reviews are done by the full board to 
ensure a high level of community participation. 

v. Health Research Ethics Authority (HREA) 
The Newfoundland Health Research Ethics Authority was established by the Health Research 
Ethics Authority Act on July 1, 2011.  This authority is responsible for the general supervision of 
all health research involving human subjects in the province of Newfoundland and appoints the 
Health Research Ethics Board (HREB) which is responsible for reviewing all industry sponsored 
clinical trials and genetic research projects in Newfoundland.  HREA also approves other REBs 
operating in Newfoundland and the only other REB operating at this time is Memorial 
University’s Interdisciplinary Committee on Ethics in Human Research (ICEHR). 
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HREA is a voluntary not-for-profit agency, funded by Memorial University, Eastern Regional 
Health Authority and clinical trial review fees.  HREA is responsible for providing an annual 
report to the Minister of Health and Community Services, the President of Memorial University 
and the Chief Executive Officer of Eastern Regional Health Authority. A multi-site clinical trial 
ethics submission in Newfoundland requires a single full application by the sponsor or principal 
qualified investigator along with a feasibility application for each provincial site with verification 
of site and investigator qualifications as per the protocol.  

vi.  Nova Scotia Research Ethics Board (NS REB) 
The Nova Scotia initiative will establish the NS REB, an REB of record for multisite health 
research involving the Regional Health Authorities (RHA) in Nova Scotia, but not including the 
universities.  The development of the NS REB is currently guided by an Executive Committee of 
all of the Chairs of the health authority REBs.  The NS REB will be made up of representatives of 
all existing REBs, supported administratively by the Capital Health Research Ethics Office and 
technologically by the ROMEO database.  To ensure the Regional Health Authorities continue to 
have a major say in the research conducted in their areas and institutions, the primary and 
secondary reviewers for protocol review will be chosen from the regional REB members.  The 
REB will consider the project and vote in the usual manner, but each RHA will have a veto on 
the research to be conducted in their jurisdictions.  The Executive Committee has been meeting 
for three years and have drafted a set of SOPs which will guide the REB process.  A Chair has 
been elected and funding applications are being made to support the start-up costs of the NS 
REB. 

vii Clinical Trials Ontario (CTO) 
In response to declining clinical trials activity in Ontario, a working group including the Council 
of Academic Hospitals of Ontario, Ontario Council on University Research, Council of Ontario 
Faculties of Medicine, BIOTECanada, Canada’s Medical Technologies Companies through 
MEDEC and Canada’s Research-Based Pharmaceutical Companies through Rx&D recommended 
the establishment of Clinical Trials Ontario (CTO).   CTO was established in 2011 as an 
independent not-for-profit organization through the Ministry of Economic Development and 
Innovation as part of Ontario’s Life Sciences Commercialization Strategy.  One of the three 
pillars of this initiative is to “improve speed and reduce the cost of multi-centre clinical trials by 
streamlining the research ethics approval process to a single review in Ontario and harmonizing 
other administrative processes and platforms”6. CTO has recently hired an Executive Director 
and established working groups to address REB streamlining, legal/liability concerns and 
information technology harmonization.   The goal in the first year (2012-13) is to develop a 
framework for a delegated board of record review model involving existing institutional REBs 
supported by Ontario standards, standard operating procedures, a technological solution for an 
online administrative system and metrics to measure the performance of the model. 

  

                                                             
6
 (http://www.ctontario.ca).   

http://www.caho-hospitals.com/
http://www.caho-hospitals.com/
http://www.cou.on.ca/about/our-affiliates/ocur-2010-11.aspx
http://ohs.cou.on.ca/_bin/home/cofm.cfm
http://ohs.cou.on.ca/_bin/home/cofm.cfm
http://www.biotech.ca/en/default.aspx
http://www.medec.org/en
https://www.canadapharma.org/default.aspx
http://www.ontariocanada.com/ontcan/1medt/en/home_en.jsp
http://www.ontariocanada.com/ontcan/1medt/en/home_en.jsp
http://www.ctontario.ca/
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3b.  Collaborative Ethics Review Processes 

i. British Columbia Ethics Harmonization Initiative (BCEHI)  
The British Columbia Ethics Harmonization Initiative (BCEHI) had its beginnings in 2007 when 
the Michael Smith Foundation funded environmental scans of existing REB processes in the 
province, harmonization efforts in other jurisdictions and a survey of researchers which 
informed a workshop from stakeholders from key BC health research institutions.  Following 
the workshop, the Michael Smith Foundation produced a report that “identified issues, barriers 
and options for coordinating a provincial approach to improving the quality, access, consistency, 
efficiency and capacity for ethical review of research involving human subjects in British 
Columbia” (About the BC Ethics Harmonization Initiative 2007.pdf).  This initiative is now in 
Phase 2 and is working on a harmonized review model and maximal reciprocity between 
organizations.  As part of this initiative, the UBC affiliated REBs together with Fraser Health 
have adopted an Informed Consent Template for clinical studies.  Discussions are currently 
underway with Vancouver Island Health REB and Interior Health REB, to obtain their agreement 
to use the same template.   
 
Current membership on the steering committee includes the University of British Columbia 
(UBC), Simon Fraser University (SFU), University of Victoria (UVic), University of Northern British 
Columbia (UNBC) and four health authorities - Northern Health, Fraser Health, Interior Health 
and Vancouver Island Health Authority. Vancouver Coastal Health, Providence Health Care and 
the Provincial Health Services Authority (e.g. BC Cancer Agency, BC Children’s Hospital) are 
represented on the committee by UBC, as they have UBC-affiliated research ethics boards. The 
ultimate goal of this initiative is reciprocal agreements between BC institutions for the ethical 
review of health research (BC Ethics Harmonization Initiative). 

ii.  Quebec Ministry of Health and Social Services (MSSS) Multicentre Mechanism 
This collaborative process was developed by the Quebec Ministry of Health and Social Services 
(MSSS) for its network and started April 1, 2008.  The mechanism must be used for research 
involving more than one MSSS site.  It is optional when less than five sites are involved. Once 
projects have been approved by a recognized scientific review committee, ethics applications 
must be submitted on MSSS forms.  The project documentation is also submitted on the same 
day to all REBs (main and locals) and to the site-specific assessment committee of each 
participating institution.  The main REB must meet the requirements of the Minister and have 
expertise in the project research area.  Each local REB conducts a preliminary project review 
focussing on local requirements and has three weeks to forward their comments to the main 
(lead) REB. The main REB is responsible for compiling all the comments it receives and 
considering these comments in its review.  Dialogue with local REBs is encouraged. When the 
main REB is ready to issue its final decision, all participating local institutions, with or without 
an REB, are notified and are given the choice to endorse the decision or to refuse the research 
project.  The main REB assumes ongoing project oversight, responsibility for continuing review, 
with MSSS forms, and liaises with the local institution7.  
                                                             
7 http://ethique.msss.gouv.qc.ca/site/download.php?ebe1a790960aec8166056fe460db5af2 6fe460db5af2 
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In the fall of 2012, the Quebec Ministry of Health and Social Services (MSSS) undertook some 
steps towards promoting a reciprocity formula. The aim is to have a single ethics review for 
multicentre projects within the MSSS network institutions. MSSS is in favour of a staggered 
approach. To accomplish this, MSSS invited the four (4) Réseaux universitaires intégrés de santé 
– RUIS (Health and Academic Integrated Networks) to intervene as facilitators in this 
harmonization process. They will forward to the MSSS by June 2013 their proposals for the 
MSSS sites in their territory.  Ultimately, in RUIS territories, a research project taking place in 
several MSSS institutions only have to go through one ethics review and be recognized by the 
other sites.  
 
iii. Public Health Agency of Canada (PHAC) 
The Streamlined Ethics Review of Multi-Centred Studies, a collaborative model of research 
ethics review was piloted by the Public Health Agency of Canada (PHAC) in 2009.  PHAC set up a 
secure website for use by Principal Investigators and REBs reviewing multi-centred research 
projects.  In this model, the Principal Investigator submitted an application to their institutional 
REB who requested that the PHAC Facilitation team post the application on a secure website 
and provided access information to participating REBs.  Co-investigators notified their 
institutional REBs that they were part of a study that was participating in the streamlined ethics 
review process.  The PHAC secure website enabled all the participating REBs to review the 
application and share comments.  The lead REB conducted an expedited or full board review as 
appropriate and all participating REB Chairs or delegates had the option of participating in the 
meeting by teleconference.  The PHAC Facilitation team posted minutes, correspondence, 
certificates and approved study documents on the secure website.  The lead REB made a 
decision on the approval of the study and the REBs at the Co-Investigators’ institutions had the 
choice of accepting the decision of the lead REB, requiring their own expedited review or 
requiring their own full board review.  Continuing review was handled by each participating 
institution.  The pilot project ended in November, 2011 and the future of this project is 
uncertain at present due to lack of funding. 

iv.  Alberta Health Research Ethics Harmonization (HREH) 
The Alberta initiative was formalized by the Council of Chairs of the Health Research Ethics 
Boards designated by the Health Information Act of Alberta in 2009 with an agreement to 
increase alignment among the REBs.  The six institutions involved were Alberta Health Services, 
Albert Innovates – Health Solutions, the College of Physicians and Surgeons of Alberta, 
University of Alberta (U of A), University of Calgary (U of C) and University of Lethbridge.  The 
Council of Chairs released a “Strategy for Moving Forward Alberta Health Research Ethics 
Boards” in March 2010 and in February, 2011 signed the Health Research Ethics Reciprocity 
Agreement.  Under this agreement, a health research project requiring ethics approval by more 
than one REB in Alberta will be reviewed by a lead REB and subsequent REB reviews and 
approvals by other REBs may be completed in an expedited manner.  Common forms to 
support this process are planned and the six REBs are in the process of being connected by a 
common electronic research ethics administration system. 
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v.  Saskatchewan Health Research Ethics Working Group 
Discussions facilitated by the Saskatchewan Academic Health Sciences Network (SAHSN) began 
in Saskatchewan in June 2007 with the establishment of a Health Research Ethics Working 
Group.  SASHN funded the completion of an environmental scan and explored various models 
of harmonizing research ethics review in the province.  In 2008, representatives of the 
University of Saskatchewan (U of S), University of Regina (U of R) and Regina Qu’Appelle 
Regional Health Authority (RQHR) REBs and Research Ethics Offices began the development of a 
set of common application and consent form templates for the province.  These were made 
available to researchers in 2011. A partial reciprocity agreement based on the Alberta model, 
but covering all human research was signed by the U of S, the U of R and RQHR effective June 1, 
2012. The relationship between the three institutions has evolved through discussion and trust 
building to gradually incorporate more reciprocity as processes continue to be refined.  Another 
mandate of the Saskatchewan working group was to provide access to REB review to the 
provinces’ regional health authorities and this has been accomplished through MOUs with 
three of the RHAs and with the Saskatchewan Cancer Agency that have established the U of S 
REBs as their Board of Record.  

vi.  University of Alberta, University of Saskatchewan and University of British Columbia 
Reciprocity Agreement 
The U of A, UBC and the U of S signed a partial reciprocity agreement also based on the Alberta 
model effective June 2012.    

vii.  Maternal Infant Child and Youth Research Network (MICYRN) federated REB  
This collaborative approach proposes a federated Research Ethics Board (REB) comprised of the 
Chairs and other members from MICYRN-affiliated REBs.  This initiative would reduce the need 
for full Ethics Board review at every site involved in a multi-center study at the MICYRN-
affiliated organizations while allowing all necessary local jurisdictional issues to be considered 
in a ‘central’ deliberation.  This approach was also believed to respect the legislation8 in 
Quebec, Alberta and Newfoundland, because the deliberations of the federated REB would 
come back to the site or regional REBs who retain responsibility for issuing the ethics certificate 
of approval.  This would save the need for repeat full board reviews if a site Chair had the 
authority to expedite applications they/their delegate had approved at the federated REB. The 
MICYRN initiative has developed a common application form for multisite review by project 
participants and published “Ethics Best Practices for Research with Children and Youth”9. 

4. Scope and Management 

Harmonization initiatives exist at multiple levels, some involve specifically formulated REBs, 
such as OCREB and HREA while others involve multiple existing REBs in Research Ethics Offices 
and institutional agreements such as those in Saskatchewan and among the three large 
Western Canadian Universities.  Some initiatives have been driven at the provincial level such 

                                                             
8 Although not recognized by this initiative at the time, similar legislation also exists in Saskatchewan.   
9
  http://www.pediagen.org. 
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as Alberta and Clinical Trials Ontario while others have been largely grass roots initiatives such 
as NS REB and Saskatchewan.  The development and management of REB harmonization 
initiatives can range from a secretariat with full-time staff and its own board of directors to a 
steering committee made up of volunteer members from all of the institutions involved, 
working on the project as time allows. The board of record models and those linked to larger 
economic development initiatives are more likely to have their own dedicated staff.  

Funding for the harmonization projects has come from a number of different sources including 
government funding, 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 solely volunteer basis. Well funded initiatives 
include CTO currently funded by the Ontario’s Ministry of Economic Development and 
Innovation , BCEHI funded by the Michael Smith Foundation, and the Alberta Health Research 
Initiative (AHRI) funded by the Alberta Heritage Trust Fund. OCREB, is co-funded by its parent 
organization the Ontario Institute of Cancer Research, and also funded by the Ontario Ministry 
of Economic Development and Innovation. The federal government supported the PHAC 
initiative through internal funding already in place to deal with the H1N1 crisis.  The 
Newfoundland HREA is set up as a not-for-profit corporation funded by Memorial University, 
Eastern Regional Health Authority and clinical trial review fees. The HIV REB is supported by a 
partnership between the University of Toronto and OHTN.  A number of the other initiatives 
have been supported mainly through commitments of staff time from the organizations 
involved or adding this activity to existing activities in the office.  A number of initiatives are 
currently seeking funding. 
 
Harmonization of research ethics board review is focussed on multi-site research.  Most of the 
initiatives are directed at health research with some targeted specifically to clinical trials (CTO, 
HREA), genetic research (HREA), adult oncology clinical trials (OCREB), HIV/AIDS Research and 
maternal child health (MYCIRN).  Two of the initiatives (Saskatchewan and the U of S/U of 
A/UBC initiative) have agreed to harmonize all human research ethics review.  Initiatives are 
also subject to change, such as the PHAC initiative that started out focussed only in H1N1 
research but expanded to involve all public and population health research.  The University of 
Toronto TAHSN is working to create a harmonized review process for multisite research at all of 
its affiliated centres. 

Legislation directly affects research ethics review in four provinces in Canada.  Alberta and 
Saskatchewan require ethics review of research involving personal health information to be 
conducted by a minister approved research ethics board. The Newfoundland Health Research 
Ethics Authority appoints the Health Research Ethics Board (HREB) which is responsible for 
reviewing all industry sponsored clinical trials and genetic research projects in Newfoundland.   
and in Quebec, research conducted on children and incompetent adults must be reviewed by a 
Ministry approved committee. 

Initiatives have been formalized in a number of ways, the Newfoundland HREA is established by 
legislation but is set up as a not-for-profit corporation.  MYCIRN is also designated as a non-
profit organization.  Initiatives in Alberta, Saskatchewan, BC and among U of S, U of A and UBC 
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are established as legal agreements between institutions.  The use of OCREB is authorized by 25 
Ontario institutions and a formal delegation agreement is signed on a study by study basis.  In 
Quebec, the MSSS Mechanism is an administrative directive issued by the Ministry and is 
applicable only to MSSS establishments.  

Many of the harmonized efforts are still in the development stage, and the question of how to 
handle continuing review has not been fully addressed. For the MSSS, the lead REB or REB of 
Record handles all review and coordinates with local REBs, requiring PIs to inform the main REB 
of any significant changes. As a central REB model, OCREB becomes the sole REB for the study 
and handles the initial, ongoing and continuing review of the study at all participating centres. 
Other harmonization efforts have determined that continuing review should be handled by the 
home institution. There appears to be a consensus emerging that the Board of Record or lead 
REB should be in charge of continuing review.  

5.  Tools for Ethics Harmonization 

5a.  Standard Forms:   

Although the development of common application and consent forms has been routinely 
suggested as a solution to address the administrative burden of multisite ethics review, the 
development of common application forms where there are multiple REBs involved is complex. 
Some institutions have invested significant resources in application forms to support their 
online administrative systems.  The information gathered on application forms may also inform 
compliance with provincial and institutional policy further complicating the development of 
common forms across institutions.  The process of developing common forms that consider all 
the partners requirements can be very time consuming.  Nevertheless, common application 
forms have been developed by the REBs in Saskatchewan and the MICYRN project and 
development of common forms is planned for Alberta.  Some initiatives have adopted the 
forms of one of the partner REBs, while others (such as PHAC and BCEHI) have decided to use 
the form of the lead REB without giving preference to any one REB.  The HIV REB uses the 
University of Toronto forms but also accepts the TAHSN forms. OCREB, HREA and MSSS all 
require the use of their own forms for projects submitting to those REB processes. 

OCREB requires researchers to use the OCREB consent template for the main consent form, as 
well as optional genetic and sample consent forms. OCREB and the BC Cancer Agency REB have 
collaborated in the creation of a finalized consent template by the NCIC CTG, which they plan to 
adopt and expand with minor modifications to all research being done through the OCREB.  
Saskatchewan REBs have also developed common consent templates for the province.  The 
majority of harmonization initiatives are not requiring a common consent form and are using 
the consent form of the lead REB, using templates from another committee as an example or 
providing guidelines for consent form creation.   
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5b.  Electronic Applications 

Several of the initiatives have either developed or offered access to online research 
administration systems.  In Alberta and British Columbia, collaborators will gain access to 
existing web-based platforms at U of A, U of C and UBC.  In February 2011, OCREB launched 
their web-based platform OCREB Online (O2), which uses the same underlying platform (Huron) 
as UBC, U of A and U of C. Collaborators in Nova Scotia will be able to access the online 
administration system housed in three of the provincial institutions. Others are using 
SharePoint or e-mail to share documents on-line or are still using paper-based systems.  One of 
the challenges identified was the lack of compatibility between various online systems already 
in place at the various institutions.  

5c.  Websites:  

Most harmonization efforts have created a website (www.OCREB.ca), or are in the process or 
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.   

5d.  Evaluation and Metrics 

The well established projects are collecting both quantitative and qualitative measures for 
evaluating their processes.  Typical quantitative measures include number of ethics 
applications, the number of centres using the harmonized review process, the number of 
centres participating per study, the number of new and/or active studies, approval time-lines 
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 projects that are just getting started indicate they are developing measures.  Projects also 
noted the importance of having databases or administrative systems that could be used to 
provide reliable metrics.   

6. Issues Addressed by Harmonized Research Ethics Review Processes  

Reducing administrative burden for researchers was one of the major issues harmonization of 
research ethics processes was designed to address. It has been suggested that frustrations with 
multisite REB reviews may have a negative impact on researchers desire to engage in multisite 
projects. Respondents commented on researcher frustration and fatigue with the variability in 
multisite reviews and the significant time required to negotiate the resulting inconsistencies in 
review.  One of the specific inefficiencies noted was that using multiple forms to submit ethics 
applications to multiple REBs may in itself lead to variability in review as different REBs are 
evaluating different sets of information. In addition, prior approval at major research centres 
was disregarded and the review process began de novo at the next site, with variable 
requirements for revision. 
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A number of the provincial initiatives have a stated economic development motive and are 
supported by provincial governments.  In these initiatives, research ethics harmonization is part 
of a larger initiative in response to a decline in clinical trials activity and a desire to make certain 
provinces more attractive to industry sponsored clinical trials by simplifying and accelerating 
the initiation of trials.   

More rapid REB review was the specific goal of agencies concerned with facilitating research in 
response to public health emergencies.   Emergencies such as H1N1, SARS and other infectious 
disease outbreaks require a large number of REB’s to respond quickly to a request for ethics 
review of a research protocol so that research on the emergency can take place at multiple 
locations.  The federal government supported the PHAC project that sought to take a nation-
wide approach to research into public health crises. 

Those harmonization initiatives that have created specialist REBs are seen as contributing to 
higher quality research ethics review because the specialist REBs have more expertise to 
provide an expert review of a research project.   On the other hand, one provincial REB was 
created to ensure local review of research in the province, ensure local knowledge of ongoing 
health research in the province and ensure local citizens benefit from research.  Another goal of 
two of the provincial initiatives was to provide access to REB review for community based 
researchers and non-academic agencies currently without access to an REB.  It was thought that 
being able to conduct research may make rural practice more attractive to health care 
providers, thereby helping in the recruitment and retention of doctors in rural areas and in 
providing access to clinical trials and creating other health benefits for people residing in rural 
regions. 

7. Benefits Reported by Research Ethics Harmonization Models 

Respondents involved with each of the projects were asked to describe any benefits they 
thought had been realized from the perspective of researchers, the REB, the Research Ethics 
office and Sponsors as a result of developing and implementing their process for harmonizing 
research ethics review.  

7a. Perceived Benefits for Researchers 
The most common perceived benefit for researchers was the “reduction of administrative 
burden”. Two projects related that researchers had told them they had experienced faster 
turnaround times than with their local REB.  Two projects commented that a co-ordinated 
approach to ethics review was a benefit, with only one application to submit and one office to 
deal with.   Having to submit only one application was seen as a real advantage, solving the 
issue of consistency in REB responses since researchers had to respond to only one set of 
questions.   

For the specialized REBs, quality of review was seen as a benefit with the review questions from 
the specialized board (both scientific and community members) considered more germane to 
the REB application than some of the local REB review questions.  They had been told it was “a 
lot less work to submit to (the specialized REB) than to their local REB”.  The higher level of 
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expertise on the specialized REB was also noted as a benefit for researchers.  Another of the 
specialized REBs felt it was a benefit that their REB allowed community based researchers to do 
research without the need for an academic partner.  

Projects also noted some of the factors associated with harmonization initiatives that 
contributed to benefits.  Many of these projects are either acquiring or improving access to 
online REB administration system.  Access to these systems was credited by researchers with 
streamlining applications submissions, saving time and money by not having to photocopy, 
resulting in a noticeable improvement in timelines, the convenience for researchers of being 
able to access the system at any time, having all documents in one place and being able to track 
and automatically record correspondence.   

A representative of another initiative commented that a lot of up-front work was needed to 
organize a number of separate applications into one application, work that the researchers 
were willing to do, since they knew the review would be coordinated and they anticipated 
benefits overall.  Another representative commented that they were very pleased with their 
turn-around times; however, these savings resulted from considerable work in the Research 
Ethics Office by staff consulting with researchers and refining applications before the REB 
received the protocol for review. 

For those projects that are still in the planning stages, respondents reported that researchers 
anticipated benefits including efficiencies in review, for example taking less time to approve 
multi-centre studies both by reducing the number of demands on researchers from different 
REBs and simply less time spent on fewer full-board reviews.  Respondents thought that studies 
would start up faster and patients would be able to be enrolled more quickly in studies.  This 
would be potentially more appealing to funders and industry and reduce researcher 
frustrations with inconsistent reviews.  Another group indicated researchers were happy to 
have access to electronic submission platforms.  One respondent indicated they received mixed 
feedback as in their pilot testing, some ”found no change in time and effort others felt it was 
more streamlined [but researchers were] feeling good because they know the review will be 
coordinated”.   

Accreditation was also mentioned by respondents as a way to move toward a national system 
where mutual confidence and the trust we have in each other is increased, thus opening the 
door to more reciprocal arrangements whereby other REBs would accept the review of an 
accredited REB without an additional full review.  

7b. Perceived Benefits for the REB 
A Research Ethics Board (REB) is a group of individuals created by an institution (usually a 
hospital or university) to review institutional affiliated research with human participants as 
outlined by policy and regulation.  It is constituted as required by the TCPS2 and other relevant 
regulations and guidelines such as International Committee on Harmonization  - Good Clinical 
Practise (ICH-GCP), (US Food and Drug Administration (FDA) or Office of Human Research 
Protection (OHRP) and may be supported by staff.   
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One of the significant benefits of the harmonization initiatives has been the building of 
relationships among REBs and REOs.  Respondents noted improved communication among 
REBs.  In some cases, REBs in the same province had never interacted with each other.  Now 
there is more discussion among the REBs, more phone calls for discussion and advice.  REB 
members “have been excited and had tremendously collegial interactions, [they] like to get 
together and share experiences”. 

Learning from each other is another benefit noted by many of the respondents.  Some of the 
smaller, less busy REBs have the opportunity to learn from REBs who handle more volume and 
more complex studies. This has helped some REBs become more knowledgeable about the 
regulations and policies they need to follow.  Working together has also resulted in more 
opportunities for education and training for REBs.  Two of the projects commented that when 
multiple REBs are involved in reviews, they learned from each other.  One project specifically 
mentioned that the different substantive issues raised by the different REBs involved in a 
collaborative review were occasions for learning.  This project noted that the REBs felt more 
comfortable raising issues in the group context because they knew it would not force 
reconsideration of those issues by all of the other REBs who had already approved the project.  
One of the specialized REB noted that their members could more easily keep up-to-date on the 
latest advances in the research area covered by that REB. 

Harmonization was also expected to reduce the workload of REBs if there are fewer full board 
studies, if reciprocity agreements are made or if certain types of research are reviewed by 
specialized REBs.   

“Hope is that the number of full board reviews will diminish, moving the review to a 
delegated review and that the option to take it to full board will happen less as trust is 
built.”   

Reduced workload would benefit the REB as they could then “focus on quality and consistency, 
appropriate education and training of researchers, REB members and REOs, and realization of 
the importance of ethical research”. 

Where harmonization projects include access to research ethics administrations systems, REBs 
also benefited from the ease of use and transparency of these systems. 

7c. Perceived Benefits for the Research Ethics Office 
A Research Ethics Office (REO) often has a broader mandate than an REB.  A 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. 
Benefits such as communication and learning resulting from the discussions needed to 
negotiate harmonization apply as well to the REO.  This increased communication among Ethics 
professionals should lead to a general increase in professionalism in REBs and REO offices. 

Harmonization may direct work away from some offices to the extent to which reviews for 
certain kinds of research can be sent to another REB, or if the number of full board reviews is 
reduced.  If continuing review is included in the harmonization, there will also be fewer 
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amendments, renewals, unanticipated problems and closures.  This may be a benefit if 
workload is reduced, but concerns were raised that handling fewer ethics reviews may mean 
REBs would be less experienced with certain types of research and the ethical issues involved. 

Common application forms should be a benefit and will reduce the frustration of dealing with 
different forms, asking different information in a different sequence.  Specialty REBs can be a 
resource for other REBs in matters of policy and procedures for generalist REBs.  Those REBs 
who have been at the forefront of harmonization also reported that the personnel in their 
office experience satisfaction knowing they “forged the way for a new model of ethics review” 
and that they are a respected and trusted leader in the research ethics field.  One of the 
provincial REOs thought it was beneficial to have oversight and to know about all the research 
going on in the province, especially when it included vulnerable groups. 

7d.  Perceived Benefits for the Sponsors 
A Sponsor is the entity that supports or funds research and may be a pharmaceutical company, 
an institution or a granting agency. Although no sponsors were interviewed in this survey, 
project representatives indicated they had feedback from sponsors who felt they benefitted 
from a single point of entry and articulated reduced frustration with review times and 
inconsistent reviews.  Another project felt the biggest benefit was in getting multi-site trials 
approved in one application and the rapid approval of additional sites.   Some of the projects 
were in early stages and felt the majority of sponsors were not aware of their project and 
another had deliberately excluded industry sponsored studies from their pilot projects to date 
due to the complexity of the research ethics review with those studies. 

8. Challenges Reported by Research Ethics Harmonization Models 

Respondents were also asked to describe any challenges they thought had been experienced 
from the perspective of researchers, the REB, the REO and Sponsors as a result of developing 
and implementing processes for harmonizing ethics review.  

8a.  Perceived Challenges for Researchers 
Respondents did recognize that researchers had experienced a number of frustrations.  The 
process of change needed to harmonize research ethics review has been slow, most of the 
projects took a number of years to put into place the agreements between institutions for 
partial reciprocity.  As noted earlier, British Columbia and Saskatchewan have been working on 
their harmonization processes since 2007.  It took more than a decade to establish the 
provincial Health Research Ethics Authority in Newfoundland through legislation, and the 
Alberta partial reciprocity formally began in 2009, although informal discussions preceded that.   
In addition, once the agreements are in place, a considerable number of questions about 
process and procedure must still be resolved. 

One project noted that their researchers felt “they had been talking about this for years and it’s 
still not in place”.  One respondent observed that the researchers who participated in pilot 
studies of the new systems had a better understanding of how long these things take to sort 
out. 
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There are often inefficiencies as these initiatives get underway. Projects noted that “at first the 
process did not speed up the timelines for approval – especially at the beginning of the project 
when they were working out kinks”.  Projects have also experienced challenges when unable to 
handle the volume of ethics applications with paper based processes.  

Other projects commented that some researchers perceived the initiative as just another layer 
of administrative procedure.  All of the stakeholders involved have to learn new processes and 
researchers accessing specialty REBs are often required to be able to navigate two different 
systems, processes and forms for REB review - their local REB for some projects and the 
specialty REB for others.  When responsibility for a multiple site ethics submission rests with a 
lead REB or lead researcher, again new processes must be learned by the principal investigator 
with overall responsibility for the project as well as by investigators only responsible for their 
local sites.  Researchers using a specialized REB may also find they are more removed from 
informal relationships with the REB and communication is more difficult.  

A number of harmonization projects have been able to offer access to research administration 
systems to researchers.  Some researchers find this to be a difficult transition, since the new 
systems take some time to learn and some don’t find them very intuitive to use. 

There is also a perception that REBs frequently change policies and procedures which may be 
exacerbated when researchers are only infrequently submitting to a specialized REB.  It was 
noted that researchers whose work focuses on the area of the specialized REB have an easier 
time working with the specialized REB, likely due to their experience and confidence arising 
from using the process on a more frequent basis. 

8b.  Perceived Challenges for the REB 
Respondents articulated challenges at the institutional level such as convincing those 
responsible for institutional risk management that the risk of letting go of some of the 
responsibility for ethics review is reasonable.  Reaching institutional legal agreements has taken 
multiple years and as mentioned previously, the legislative process to create the HREA in 
Newfoundland took more than a decade. 

Even when an institution accepts the research ethics review of another, the institution still has 
a number of responsibilities related to the research project.  As one respondent noted…. 

“An REB can agree to accept anything from another REB but [the institutions are] still 
responsible for how the research is carried out”.   

Some institutions find it challenging to know precisely what their responsibilities are, what 
process they need in place and how to receive enough information to ensure those 
responsibilities are met. 

Projects report challenges with local REBs having some difficulty accepting new processes when 
it results in them losing track of the research being conducted at their institution and in other 
cases, finding it difficult to resolve their feelings of responsibility for the institution’s patients.  
There has been a reluctance to trust the expertise of other REBs.  In a number of the projects, 
existing REBs were disbanded or changed their function from ethics review to operational 
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review and “some have struggled with letting go of the ethics piece and transitioning into the 
organizational piece”.   In some instances, REBs have had difficulty distinguishing between local 
administrative requirements and ethical issues.   

REBs are also concerned that harmonization will create more workload in research ethics 
offices as the research administration associated with multicentre ethics review is transferred 
from the researcher to the REBs or REOs who are not resourced for those tasks.   In the 
experience of some projects, the lead REBs did find it was more work for them due to the time 
and effort required to collate comments from the other REBs and to arrive at a consensus.   

REBs are also being asked to change their way of working ….  “one challenge is trying to think 
outside the box, from this is how we have always done this  - to how can we do this.” One 
respondent commented that it “took some time for the REBs to see the advantage of this 
process, [because REBs] did not think they were holding up things”.  REBs have not been used to 
working with and being transparent with other REBs.  REB members may also be uncertain 
about what the change means for them and how they will continue to be involved.   

8c.  Perceived Challenges for the Research Ethics Office 
“The time and effort spent on relationship management, communication and training is 
considerable and more than could ever have been anticipated”.  

The most common challenge for REOs is the amount of time and effort spent on relationship 
management and communication.  In some models, harmonizing research ethics review shifts 
the management of the review process from the researcher to the REOs.  Depending on the 
harmonization model, REOs must now maintain a much higher level of communication with 
each other to provide information for one another’s ethics review processes, to make sure 
studies do not fall through the cracks and to ensure the institutions who continue to be 
responsible for many aspects of the research that is ongoing at their institutions are informed 
when needed.  

One of the projects noted that it was very difficult for the REO to explain the new model to 
researchers, a challenge for all the stakeholders in the system.  It takes time to establish all the 
roles in the new models. What is the role of the local REB when there is a specialized REB doing 
the review?  What is the role of the local REB when another REB is the lead?  In many cases, 
multi-site harmonization may only involve a small proportion of ethics reviews and two 
processes must be supported in the office in order to offer that option to researchers. 

Another project noted that there is a wide variety of research administration infrastructure.  
Projects with paper and database systems commented that these systems are very limited in 
their ability to handle multi-site research projects.  Some projects either implemented online 
systems or were able to gain access to existing systems as part of the project they were 
involved with.  Those who implemented online systems commented on the difficulty of the 
transition to the online system, especially communication of changes in process to their 
stakeholders and training of investigators and study staff on the system.  Others have 
commented that their database does not recognize external people and workarounds of 
investments in re-programming have to be put together to allow access.   
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Another challenge is staff turn-over and ongoing training of staff both in the REB offices as well 
as in the offices of local REBs that may submit to a specialized REB or who may be a partner in 
an agreement.  Many research ethics offices are under resourced and the planning and 
implementation of new ways of doing things creates an additional burden.  This lack of 
resources also contributes to the very long start up times for these harmonization projects as 
the activity is added to the ongoing responsibilities of those working in the REO.   

REOs have tended to develop processes and Standard Operating Procedures (SOPs) in isolation, 
so institutions collaborating in a harmonization initiative may need to compromise on many of 
their procedures and processes. Organizational cultures can collide, especially when larger and 
smaller institutions are attempting to collaborate, as more than one respondent noted “.   

8d.  Perceived Challenges for the Sponsors  
Although Sponsors had not yet been involved with many of the projects, one of the projects 
that had worked with sponsors noted that it took time to demonstrate value and build trust 
with some sponsors.  Two of the projects noted that sponsors also struggled with new 
processes and the delays that came with implementing new ways of doing research ethics 
review. 

9. Ensuring the Success of Your Harmonization Initiative. 

Respondents were asked ‘what is the most important thing they could do to ensure the success 
of their harmonization initiative”?  Relationship building and communication were seen by the 
largest number of projects as critical for project success.  One respondent noted: “you can’t 
underestimate how much of that needs to be done”.   Another stated  

“Demonstrating quality work was critical to obtaining trust ……[but] timeliness, 
relationship management, communication and collaboration are critical to maintaining 
it.”   

Respondents also commented on the importance of involving stakeholders in the development 
of a project if you want buy-in. 

The second most important aspect of ensuring success was access to the resources needed to 
do the work.  Two projects commented that there needed to be dedicated staff involved in 
advancing the initiative.  The need for resources links back to communication in that 
respondents felt that not having the resources dedicated to outreach and relationship building 
undermined the success of their initiative and in one instance had stood in the way of its 
development.  Not having dedicated people and “a lot of side of the desk work” also 
contributed to the long development times of many of these projects. Another respondent 
suggested that ” In the face of limited funding, relationships will be critical for keeping this 
[initiative] moving forward. 

One respondent felt that their online research administration system was an important part of 
their success. 
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10. Additional Initiatives to Expedite Clinical Research Start Up Times   

Although most of the respondents recognized that ethics review was not the only factor 
affecting clinical research start up times, most were not attempting to address contracts and 
budget review in their current initiative.  One group justified this by stating that they were 
trying to target things they had some control over. For many of these initiatives, the contract 
negotiation and resource allocation piece is part of a larger effort evaluating the range of issues 
which have traditionally been causing delays for researchers. For example, in Alberta, a 
committee is looking at all aspects of research, mostly in clinical trials, where ethics review is 
only a small part of a larger picture. Other groups realize that while they are not in a position to 
tackle contract negotiations, it is something that they are looking to for the future.  A number 
of institutions indicated they were participating in the CIHR pilot clinical trials agreement and 
were waiting to see what the outcome was, another project mentioned they were gathering 
information from the clinical trials summit regarding contract issues. Quebec uses a site-specific 
assessment committee that reviews multiple aspects of the research in question, including all 
financial aspects and the NS REB uses the mCTA document for contract negotiation and offers 
the services to smaller Health Authorities through Capital Health Research Services Division.  In 
many institutions, a separate Research Services division deals with contract negotiations and 
resource allocation and is linked to, albeit separate from the ethics review process. 

Provinces and institutions have created a variety of agencies to facilitate attracting and starting 
up clinical trials.  These include Clinical Trials Ontario, the BC Clinical Research Infrastructure 
Initiative, Alberta Clinical Research Consortium, and Saskatoon Centre for Patient Oriented 
Research. 

Respondents noted that there had been a long debate about whether REBs should be 
responsible for contract review, however this person thought REBs did not have the skill set to 
do contract review although it may be appropriate to look at the elements of the contracts.  A 
number of respondents noted that the REB Chair or REO did a budget analysis.   Another noted 
that in some hospitals, ethics review is done at the same time as operational review, a practise 
that often confounds both reviews.  It was also suggested that REBs are a convenient place to 
put research related issues such as conflict of interest and drug accountability which lead to 
them doing much more than the regulations require.  Education and training were seen as a 
legitimate function of the REB by those who mentioned it, however, how this should be 
operationalized was unclear. It is possible that some of these concerns may stem from a lack of 
understanding of the broader and expanding role of REOs, in academic institutions which in 
many situations oversee multiple REBs as well as other related activities. 

Although none of the harmonization initiatives indicated there was a formal coordinating 
mechanism between ethics review and other clinical trials activities, some noted that in their 
institution, REB approval was not given until formal clinical trial agreements were in place, 
another mentioned the clinical trials agency in the province as a mechanism and another 
mentioned that REOs worked with other institutional personnel on occasion.  Finally, one 
respondent commented that ethics review is not the only issue for multi-site studies and that 
for national studies, variability in standard of care is a big issue. 
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11. Strategies for Efficiency and Transparency in Multi-Site Review. 

Respondents were asked about the strategies they thought should be considered either 
alongside or instead of harmonization in order to achieve further efficiency and transparency in 
the review of multi-site applications.  One respondent noted that many of the efforts to 
harmonize the review of clinical trials are national in scope and thus require a national solution 
since international sponsors of clinical trials see Canada as one entity.  Another commented 
that a national approach would be difficult in our federal system since provinces such as 
Alberta, Saskatchewan, Newfoundland and Quebec, limit full interprovincial reciprocity with 
legislation10.  

Respondents indicated that in their experience another limitation to full reciprocity were 
variations in the perspectives of institutional lawyers.  One respondent noted that some of the 
US regulations also create difficulties since under HHS regulations the institution rather than 
the REB is responsible whereas under FDA regulations the REB holds responsibility for due 
diligence in research ethics review . 

Two respondents commented that they thought it was likely that a variety of models would 
result, perhaps multiple models in each province.  These may include limited reciprocity where 
one board conducts a full-board review and others conduct a delegated review; as well as REB’s 
agreeing to accept another REB as their board of record; and reciprocity agreements where one 
REB agrees to accept the review of another REB.   

Each of these models has its challenges, for example collaborative ethics harmonization models 
may start from harmonization of the initial review of a research ethics application through a 
partial reciprocity agreement, however it was noted that the application phase may be the 
simplest part of the review process to harmonize and the “logistical complexity of 
operationalizing the post approval review activities will present the biggest challenges”. 

For one respondent, the board of record model where institutions agree to delegate to another 
institution’s REB (REB of Record) raised a large number of questions such as:  

 How do participating researchers at different institutions signal to the REB of record their 
intent to participate and obtain approval to do so?  

 How will the REB of Record handle differing local institutional consent policies? 

 How will individual researchers keep track of the REB of record for each of his/her studies?  

 Will each REB require a different set of forms for the numerous submissions related to each 
study? If not, how will the REBs manage two different systems for review, often at the 
same meeting (local studies versus trials submitted through the harmonized review 
initiative)?  

 Once the study is approved, how will post-approval activities be handled? 

                                                             
10 the Saskatchewan Health Information Protection Acts; NFLD Health Research Ethics Authority Act; Alberta 

Health Information Act and the Civil Code of Québec (Section 21). 
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 How does the REB of record process and communicate its reviews of amendments 
submitted by the lead researcher?  

 How will the REB of record handle reviews of serious adverse events, protocol deviations, 
privacy breaches, continuing reviews (annual renewals), etc. that are submitted by each 
participating researcher? 

 How is the REB of record chosen? What happens when researchers have multiple 
affiliations? 

 How do REBs with electronic systems interact with those REBs who do not?   

Even at the institutional level, legal considerations may stand in the way of full reciprocity.  
However, in one respondent’s experience, what begins as partial reciprocity may, through the 
building of relationships and trust evolve to reciprocity on some types of studies such those 
with minimal risk. 

Although reciprocity was recognized as the most efficient model by some, it was also noted that 
several barriers exist for reciprocity in REB review.  REB’s must build relationships and trust 
among each other.  A lack of accreditation was listed by two respondents as a barrier to 
reciprocity. Some jurisdictions are creating accreditation processes both as a means to 
harmonize ethics review and as a means of quality assurance.  There have been a number of 
initiatives focused on accreditation in Canada, including The Experts Committee for Human 
Participant Protection in Canada11 and the recent Health Canada call for letters of information 
however none of these efforts have resulted in a national accreditation process. The recent 
Senate report on “Canada’s Clinical Trial Infrastructure: A Prescription for Improved Access to 
New Medicines12” released in November, 2012 recommends the development and 
implementation of an accreditation program for Research Ethics Boards. The Canadian General 
Standards Board (CGSB) Standard for Research Ethics Boards reviewing clinical trials is due to 
be released, but is only a standard for the review of biomedical clinical trials that fall under 
Health Canada division 5 regulations, which is a small proportion of the studies receiving ethics 
review in Canada. In addition, since it applies solely to REBs, the CGSB Standard covers only one 
of the three “domains” (REB, researcher and research staff, and organization) necessary for an 
integrated human research protection program. Three independent REBs in Canada have been 
accredited by the Association for the Accreditation of Human Research Protection Programs, 
Inc. (AAHRPP), a US body. 

12. The Ultimate Goal of Harmonizing Research Ethics Review. 

A number of themes emerged from the responses to this question.  Most people saw multiple 
goals as emerging from harmonization.  Efficiency was the most commonly mentioned goal.  
Respondents saw the goal of efficiency being met by reducing the number of REBs involved, 
minimizing the number of different processes and systems for review of multi-centre trials, and 
establishing application and review processes that can be adopted by multiple REBs. The 

                                                             
11

 The Moving Ahead report is available at: 
http://www.noveltechethics.ca/files/files/Policy/Research_Ethics/Moving_Ahead.pdf 
12

 http://www.parl.gc.ca/Content/SEN/Committee/411/SOCI/DPK/01nov12/home-e.htm 
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outcomes of these efficiencies were thought to be timeliness, reducing the work and 
duplication for the researcher, the REB and the institution.  Respondents also felt that 
efficiencies in REB review would increase clinical trial activity, providing better access to clinical 
trials for patients and increased financial benefits arising from more clinical trials activity.  

The second most common goal mentioned was quality REB review.  Some noted a tension 
existed between the goals of efficiency and quality.  As one respondent commented “It’s not 
always just about cutting costs and increasing speed, quality is important”, another commented 
they felt they were “always in a balancing act ….. [on the one hand] protecting research 
participants and [on the other hand] promoting research”. 

Linked to the discussion of quality was improving the overall research ethics enterprise in 
Canada for the protection of research participants.  This could be accomplished through the 
development and adoption of common education and training, shared policies and procedures, 
compatible technology platforms and forms, performance benchmarking and evaluation, and 
the use of standards and best practices across the country. Harmonization initiatives and the 
resulting increased dialogue associated with these initiatives have opened discussions on many 
of these topics.  Many of these initiatives would also contribute to another of the goals 
mentioned, that of consistency in REB review. 

Quality REB review was also seen as contributing to good research, make it possible for good 
and ethical research to happen so there is a strong evidence base, and embedding ethics 
principles in the culture of research. 

13. Conclusions  

Harmonization of research ethics review has been underway for more than a decade in Canada.  
These initiatives have followed two major models, a board of record model and a collaborative 
model.  Harmonization initiatives have been encouraged by such varied needs as increased 
expertise for the review of specialized clinical trials and the desire to protect a provincial 
population from outside exploitation.  Harmonization initiatives are also the result of 
researcher complaints about inefficient, inconsistent and time consuming research ethics 
reviews.  In recent years, the strong impetus to support these harmonization initiatives has 
come from 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. Research ethics 
review has been singled out on a number of occasions as one of the most important reasons for 
declining activity and interest as well as increased frustration within the research environment, 
although the evidence to support this claim is anecdotal. Other aspects of project start-up such 
as the process of negotiating clinical trials contracts, setting up accounts, and timely 
operational approvals have also been considered; however, the outcome of other initiatives are 
not yet available.  Again anecdotal evidence suggests, turn around times for contract 
negotiation may outstrip that of research ethics review.    

Many projects are underway, and examples of partial success exist; however, many other 
efforts are in the early stages of development and the benefits and challenges are not yet able 
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to be fully assessed.  But even at this early stage, respondents were able to articulate some of 
the benefits and challenges they were facing or anticipating. 

Benefits arising from harmonization including faster turn around times were reported by two 
projects, while another reported mixed results in their pilot testing.  Reduction of 
administrative burden by reducing the number of application forms submitted and ethical 
reviews to respond to were noted as were the efficiencies of having access to an online 
research administration system, again saving time and money.  Higher quality review was noted 
as a benefit by one project.  Projects noted improved communication among REBs, which was 
beneficial in improving opportunities for education and training, even from each other in 
collaborative reviews.  Researchers have long pointed out that different REBs find different 
ethical issues with the same protocols.  It will be interesting to assess whether increased 
collaboration between REB’s in research ethics review will result in higher quality reviews with 
more substantive ethical issues being identified. Projects were anticipating reduced workload, 
however reductions are still unsubstantiated because of the high workloads associated with the 
development stage of these initiatives. 

Researchers did experience challenges with the harmonization initiatives, including long wait 
times to develop new processes, inefficiencies as the systems are put into place, the increased 
complexity of navigating two process for submission of ethics review (one REB for multisite 
studies and one for local studies), loss of connection with the local REB and for some 
researchers difficulties in accessing an online research administration system.  Challenges for 
REBs included changing processes, convincing institutions to reassess the risk of harmonization, 
trusting other REBs and distinguishing between local administrative requirements and ethical 
issues.  REB’s were also experiencing increased workload as the task of co-ordinating research 
ethics review shifts into the REB or REO from the researcher and the REOs have to increasingly 
interact to manage workflows.  Strict requirements for turn around times may require 
significant work on the part of the REB to clear up deficiencies in applications before the project 
can be formally submitted.  It is also important to note that initial and continuing ethics review 
which can be delegated to a board of record or a lead REB is only one part of the institution 
responsibility for research.  The TCPS2 and the US regulations both place the responsibility for 
the ethical conduct of research in the hands of the institutions.  In addition, research supported 
by US government funding requires the institution to be responsible for reporting unanticipated 
problems and non-compliance, requiring some body in the institution to continue to be 
knowledgeable about all the research conducted at that institution. 

Lack of resources is common for REBs and is also cited as an issue in the ACAHO report.  Access 
to resources is a critical factor for these initiatives as there is a wide variation in the level of 
support for harmonization and a major determinant of success was having the resources to 
engage in the time and effort needed for relationship building and communication, noted as 
critical to the success of these projects.   

Those projects gaining access to online systems, noted the painful process of transitioning to 
the new system: however, that pain appears to be short-lived. The extent to which many of 
these hurdles will be diminished over time is still unknown while more experience is gained 
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with these harmonization initiatives and robust metrics are developed to measure the extent to 
which the anticipated benefits are realized.  

Accreditation was also noted as important to support harmonization initiatives in Canada.  As 
has been mentioned, the case for accreditation has been made many times over the past 
decade.  In the past year, the Summit Action Plan13 cited the absence of accepted standards 
and procedures as a potential barrier to clinical trials investment in Canada while the Senate 
Standing Committee Report14 recommended the development and implementation of an 
accreditation program for Research Ethics Boards and instructed Health Canada to 
“immediately develop an accreditation program for research ethics boards and a national 
standard for research ethics boards”.  

Canada has an excellent reputation for the safety and protection of its research participants. 
This remains the most important objective of a research ethics board. However, through a 
number of existing initiatives discussed in this report, Canada is developing insight and 
experience into processes that can help to improve efficiency. Achieving this efficiency is in 
some respects very local – one size may not fit all. However, with the range of experience and 
consolidation initiatives that have occurred by province, region and research groups, we have 
the opportunity to take the next step and begin linking harmonization initiatives nationally. We 
are not proposing a single national initiative as that is not feasible in the Canadian federal 
system, rather we propose an approach that leverages existing models into a coherent national 
framework as the short term vision for achieving a national ethics review strategy that 
maintains protection of human research participants and fosters clinical research in Canada. 

 
 

                                                             
13

 http://www.acaho.org/docs_new/CT%20Summit/Final/ActionPlan-FinalDraft(March31).pdf 
14

 Canada’s Clinical Trial Infrastructure: A Prescription for Improved Access to New Medicines November, 2012; 
http://www.parl.gc.ca/Content/SEN/Committee/411/SOCI/DPK/01nov12/home-e.htm   
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