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Overview 
 
This report is a summary of work commissioned by the External Advisory Committee on 
Streamlining Health Research Ethics Review (SHRER) for the Strategy on Patient Oriented 
Research (SPOR).  This work was undertaken to assist the SPOR initiative in the development 
of a harmonized application form and consent form applicable to clinical trial research with a 
view to making the research ethics review process for Canadian research ethics boards 
(REBs) more efficient and transparent.  This summary report provides baseline information 
about the content of initial application and general consent forms used for clinical trial ethics 
review within Canada; identifies elements that are examples of best practices and mandatory 
regulatory requirements; and outlines the process by which common application and consent 
forms could be developed.  The report also highlights future directions and considerations for 
the harmonization of clinical trial research ethics review relative to the review of clinical trial 
ethics applications. 

 
Methods  
 
An environmental scan was conducted of 112 application forms and 111 informed consent 
forms used by REBs within Canada, as well as of processes currently employed by REBs that 
review clinical trial research.  This scan comprehensively represents the different types of 
REBs and their respective institutions/ organizations/ businesses within Canada.  A list of 
these REBs and the contact information for the REB (e.g. senior administrator, chair) is found 
in the full report.  The scan findings were analyzed and synthesized alongside data collected 
from semi structured interviews (n=63) and an extensive literature review.  
 
Findings 
 
The scan of application forms demonstrated the wide variation in forms found across the 
country. While common elements could be identified, the amount of information requested 
about each element, the number of type of questions, and the organization and structure of the 
forms varied considerably (see Table 1). This reflects the variability of individual REB needs, 
jurisdictional requirements, and personal/organizational preferences.  The extent of similarity in 
content and organization of application forms was indicative of regulatory requirements and 
REB information sharing networks.  
 
In contrast to the variability found in the application forms, there was considerably more 
uniformity in consent form content and organization (see Table 2). This is reflective of adoption 
and use of guidelines; regulatory and best practice documents on the content and structure of 
informed consent forms; as well as knowledge and information exchange within the REB 
community.  
 
REBs across the country expressed different levels of willingness to change their forms, 
reflecting: 

 resources available; 

 personal opinion;  

 investment already made in their application forms and process; and  
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 specific needs related to the type of research the REB reviews.  
 
Development of Models of Common Elements for Clinical Trial Forms 
 
Given that REBs have different levels of willingness to change their forms, creating a template 
focused on standardized content may not be practical or adopted at this point. Instead, it was 
determined that a useful first step would be to develop models for “table of contents” that 
provide a common structure and organization in order to make it easier for investigators and 
other REBs to identify information they need in their forms.    
 
A model of common elements serves multiple functions: 

 helping orient the reader to what information should be in the form, as well as the order in 
which the information is to be found;  

 having an educational and evaluative function, as both a reflective tool and potential gap 
analysis/needs assessment instrument;  

 being a more flexible tool than a template; and  

 enhancing transparency in the ethics review process. 
 
The models of common elements for the clinical trial application and adult consent forms are in 
Appendix C of the SHRER Committee Final Report.   
 
Considerations in Encouraging Adoption of Common Content or Forms 
 
It is important to approach the development of common content or forms in the context of an 
ongoing process, rather than a product that is handed out to REBs for their use. The adoption 
and uptake of such products is contingent not only on the ability of the REB to use the 
document and its usefulness and appropriateness, but also on the buy-in to the process and 
the ability of REB staff, members and institutions to perceive the process as relevant to their 
needs.  It is recommended that the process involve the following two components: 
 
Step 1  
 

 Identify and address issues that prevent and create perceived or actual barriers for 
academic and independent REBs and their respective institutions/organizations/ 
businesses to buy-in, adopt, develop and use a harmonized review form.  

 Similarly, identify issues that make REBs interested in the adoption of a harmonized 
form.  

 Additionally identify those REBs and individuals that could act as champions or local 
opinion leaders of the harmonization initiative.  
 

Examples of barriers to adoption identified through the environmental scan, semi-structured 
interviews and literature review include: 
 

 Concerns about loss of local autonomy and context: lack of trust in other REBs’ forms, 
perceived loss of autonomy and erosion of attention to local issues.  

 Practical issues: different jurisdictional requirements, types of REBs, and types of 
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research being reviewed creating different needs for the REB as reflected in its forms. 

 Financial Issues: varying REB resources and staff/member availability affecting the 
ability to house an e-platform, or create new documents.  

 Difficulties with harmonization: problems experienced in developing not just common 
forms but common processes & training.  

 Lack of interest: REBs not feeling that their processes need changing, or not wanting to 
reinvest in a process into which they have already invested time, money and effort. 

 Preference for other tools: People not feeling that a common form is a useful approach 
and preferring an approach like accreditation or best practice guidelines. 

 Lack of examples on a broad scale: Harmonization initiatives seem to occur within a 
given geographic region or setting, such as the province, within a particular city, or 
amongst hospitals within a particular region or network. This is both an advantage and 
disadvantage. It is advantageous if leveraged properly, and disadvantageous as it 
indicates that there are few examples of harmonization of REB forms on a national, 
inter-provincial scale or even multi regional scale. 

 
Evidence of opportunities for harmonization of REB forms and application processes include: 

 

 Similarities in the content of existing application and consent forms. 

 REB forms typically reflecting best practices and guideline and/or jurisdictional 
requirements.  

 Perceived usefulness of harmonization and streamlining, and the short and long term 
advantages of common forms. 

 Many REBs not being content with their application package and process, and currently 
revising and evaluating their forms and processes. Thus, they are potentially receptive 
to new suggestions and ideas. 

 The examples of successful common forms being used in ethics review harmonization 
initiatives at a local and regional level and that have demonstrated improved outcomes.  

 Examples of application forms developed initially with clinical trial review in mind that 
now have been modified and utilized for use in the review of other types of health 
research. 

 
Step 2  
 

 Develop a clear project plan and process by which a template, embedded within the 
context of the REB and the institution’s entire human research protection program, is 
developed, tested, used and evaluated. The models of common elements developed in 
this report should be used as the starting point in this process.  

 It would be useful to expand upon the current environmental scan and literature review 
to conduct a more detailed analysis of the training and education activities of human 
research protection programs, and thereby further develop the baseline material and 
findings of this report. 

 While for the purpose of this report a model of common elements for an initial 
application form for clinical trial review was developed, it may be useful to create two 
separate application forms that separate the review of the researcher from the review of 
the research itself, both of which are instrumental to the ethical review. This would be 
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especially useful in the context of reciprocity agreements amongst REBs and in the 
context of multi-site clinical trials. It is important to note, nevertheless, that many REB 
application forms are able to contain all this information in one form efficiently and 
effectively.  

 It also may be useful to specifically utilize and build upon forms developed within the 
clinical trial industry. 

 
This report discusses individual clinical trial application forms and consent forms but, in 
practice, most REBs have an application package consisting of multiple documents. Thus, it is 
important not only to focus on harmonizing the content and organization of forms, but also 
harmonizing the entire application package (initial, ongoing and end of study review 
documents) as well as related education and training activities for applicants, REB staff and 
members. Moreover, any harmonization initiative, whether focused on an individual form or set 
of processes, must involve the wider set of human research protection programs that the REB 
is situated within. The human research protection program -- or Programs Ensuring Ethical 
Research with Humans (PEERH) -- include the REB, researchers, research participants and 
those responsible for education, training, resources, and administrative aspects of research 
with humans.  
 
Conclusion 
 
In conclusion, this report focuses on harmonization issues from the vantage point of the REB 
because it is the REB that will be primarily involved (or taking the lead) in the development of 
common content or forms. Additionally, understanding the needs and opinions of REB 
members is important for buy-in to the process and acceptance of its products/outcomes. 
However, it is essential for all the different groups of individuals involved in the review process 
(investigators, sponsors, funders, participants etc.) to contribute to the harmonization process 
and the development of common tools and approaches for the ethical review of clinical trial 
research. 
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Table 1: Clinical Trial Application Forms: Scan of Elements 
 

 
 
  

                                                        
1
 TCPS 2 refers to the Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans (2010), 2

nd
 edition.  Canadian 

Institutes of Health Research, Natural Sciences and Engineering Research Council of Canada, and the Social Sciences and 
Humanities Research Council of Canada. 

  
Elements that should be included in 
an initial application form that are 
common to most forms currently 
used (greater than 80%) 
 

 
Elements that should be 
included in an initial 
application form that are 
common to many of the 
forms currently used (less 
than 80% greater than 
50%) 

 

 
Elements that should be included in an 
initial application form but are varied 
across initial application forms 
currently used 

 
- General Information section 
- Protocol/Study Description 
- Recruitment Issues 
- Informed Consent Issues 
- Safety Issues 
- Privacy and Confidentiality 

Issues 
- Funding Issues 
- Conflict of Interest issues 
- Considerations for Vulnerable 

Populations.  
- Signatures/ Certification 

Declaration Section  
- Attachments and Documents to 

be submitted with application 
- Guidance notes or  

documents to accompany the 
application form 

- Similar terminology and phrasing used 
throughout the form 

- Whether the form is to be 
completed by investigators or 
sponsors or both 

 

 
- Specific Clinical Trial 

Information /Issues.   
- (Local) Site Specific 

Institutional/ 
Operational 
Requirements & 
Impacts  

- Evidence of training 
and education about 
the ethical conduct of 
research involving 
humans (i.e. TCPS 2

1
 

certificate) 
 

 
- The type of form (e-portal, e-form 

etc. & whether form is locked 
/fillable) 

- Organizational structure of the 
form 

- Amount of information and number 
of questions required for a 
particular element/issue  

- The types of questions required for 
a particular element/issue 

- The manner in which those 
questions are written 

- The specific attachments and 
additional materials requested 
within the form to complete the 
initial application form or package 

- Whether the form has a checklist 
to ensure that all components of 
the form have been completed 

- Other mandatory elements/issues 
specifically required of the REBs 
institution, or that must be included 
to comply with various local, 
provincial and national regulations, 
guidelines and requirements  
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Table 2:  Clinical Trial Adult Consent Form: Scan of Elements 

 
 
Elements that should be included in 
an informed consent form that are 
common to most forms currently 
used (greater than 80%) 
 

 
Elements that should be included 
in an informed consent form that 
are common to many of the forms 
currently used (less than 80% 
greater than 50%) 

 
Elements that should be included 
in an initial application form but are 
varied across informed consent 
forms currently used 

 
- General study information.  
- Invitation to participate in study  
- About participant involvement in 

study and study details 
- Participant responsibilities 
- Risks, safety, harms & 

discomforts  
- Benefits (to individuals, to 

society) 
- Confidentiality and privacy 

issues  
- Alternatives to study treatment  
- Withdrawal from study issues 
- After the study issues   
- Section that reinforces 

participant rights, protections & 
liabilities   

- Financial issues 
Costs/Insurance.  

- Contact information 
- REB information 
- Signatures/declaration section.  
- Formatting Issues.  
- Language/Wording Issues.  
- Accompanying Guidance 

notes/docs 
- Similar form terminology and  

phrasing 

 
- Study cycle/schedule/plan- 

visual layout of information 
- Emergency procedures 
- Declaration of conflict of 

interest 
- Commercialization section 
- Ensuring appropriateness of 

content  
- Consistent organizational 

structure of the form 
 
 

 
- Other mandatory 

elements/issues specifically 
required of the REB’s 
Institution, or that must be 
included to comply with 
various local, provincial and 
national regulations, 
guidelines and requirements.  

- The type of form (e.g. e-portal, 
PDF form, Word form, hard 
copy, checklist, whether the 
form is locked or fillable) 

- Example text used as a model 
for each element/section (in 
particular about clinical trial 
issues) 

- The examples used (variety 
and number) to explain issues 
in each element/section (in 
particular about clinical trial 
issues) 

 

 


