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Agenda

• TCPS 2 – Origin Story
• Scope of TCPS 2
• Recent changes to the Policy
• Ongoing evolution of Chapter 11
• Questions and answers



Origin of TCPS 2
Tri-Council Policy Statement: Ethical Conduct 
for Research Involving Humans created in 1998 by:

– Canadian Institutes of Health Research
– Natural Sciences and Engineering Research Council
– Social Sciences and Humanities Research Council

Updates:

December 2010: 2nd edition released

December 2014: TCPS 2 – 2014 released
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Scope of TCPS 2
All research involving humans conducted under the auspices
of institutions eligible for funding by the Agencies.



Scope of TCPS 2
All research involving humans conducted under the auspices
of institutions eligible for funding by the Agencies.

An ‘eligible institution’ is one that has signed 
“the agreement” with one or more of the 
Agencies so that they can administer federal 
research funding (CIHR, NSERC, SSHRC). 

In return the institution agrees to comply 
with Agency policies. This includes TCPS 2 



Scope of TCPS 2
All research involving humans conducted under the auspices
of institutions eligible for funding by the Agencies

Research is considered to be under the auspices of 
an institution if:

1) A member of the research team is affiliated with 
that institution, and/or

2) The research requires the involvement of the 
institution (or the use of its facilities) in the 
recruitment of participants and/or data collection



Scope of TCPS 2
All research involving humans conducted under the auspices
of institutions eligible for funding by the Agencies

• All of the general guidance in TCPS 2 applies to 
clinical trials
– Core principles, risk/benefit balance, consent, privacy, 

fairness and equity, conflicts of interest, etc.

• Chapter 11 contains guidance that is specific to 
clinical trials
– Registration, safety monitoring, duty of care, therapeutic

misconception, etc.



Recent changes to TCPS 2

• PRE is committed to ongoing Policy evolution

• Revisions were developed from: 
– Interpretation requests
– Identification of need for clarification
– Emerging issues

• Public consultation - Fall, 2013 to January, 2014
• Comments reviewed, revisions drafted, vetted
• TCPS 2 (2014) – December 2014

http://pre.ethics.gc.ca/eng/resources-ressources/news-nouvelles/nr-cp/2014-12-18/



• Clarification re: acceptable clinical trial registration
– Publicly accessible registry recognized by the World Health 

Organization (WHO) or ICMJE (International Committee of Medical Journal Editors)

– All fields in the WHO Trial Registration Data Set must be 
completed. (11.3)

• Harmonization wtih CIHR re: updating the registry
– Reporting suspension or termination of trial + reasons
– Reporting new information
– Making findings available (11.8, 11.9  and 11.12)

Recent changes to TCPS 2: Clinical Trials



• Clarification: review of contract clauses re: access to data
– Principal investigators = the entire data set
– Site investigators = their site’s data
– When no P.I. is named – all investigators = all of the data (11.12)

• New: Delegated review of annual renewal possible for:
– More than minimal risk research if remaining research-attributable 

risk is minimal (e.g. no new interventions, no new participants)
– More than minimal risk research if: 

• no significant changes to the research,
• no increase in risk to participants since most recent REB review, and
• the REB Chair agrees that delegated review is appropriate. (6.12)

Recent changes to TCPS 2: Clinical Trials



• Clarification: identifiability of data or biological materials
– Assessment of identifiability is context-specific
– Consent is not required for secondary use of non-identifiable 

data or human biological materials (5.5A, 5.5B, 12.3A and 12.3B)

• Reminder: Duty to safeguard participant privacy
– Researchers, REBs and institutions are obligated to safeguard 

participants’ privacy and confidentiality (5.1 – 5.4)

– Identification of risks to privacy (e.g. data sharing, 
data linkage) and a plan to minimize and/or manage 
these risks is required (5.7)

– Biobanks must have appropriate privacy policies (12.5)

Recent changes to TCPS 2: Clinical Trials



Expectations of privacy

From TCPS 2: CORE (Course on Research Ethics)
www.tcps2core.ca

• Participants may reasonably expect that any personal information 
given in a research study that could be used to identify them will:

• not be linked to other information about them (e.g. health, 
employment, or educational records) without their consent 

• not be made available to anyone except those involved in collecting, 
analyzing, or monitoring the data for that research project 

• be stored securely until no longer needed and then be destroyed 
• not be released to anyone outside the study, unless permission to 

do so has been explicitly granted 



Continuing evolution of Chapter 11

• Interpretation requests indicate a need for:
– Clearer definition of what is, and what is not, a clinical trial 
– What kinds of research may fall within the scope of Chapter 11
– Guidance re: cluster-randomized trials, bayesian/adaptive trials

• Panel sub-committee recommendations in progress: 
Criteria for adherence to Chapter 11 guidance:
a) The methodology includes prospective assignment to one or more 

interventions, and
b) One or more of the intervention(s) poses more than minimal risk to 

participants

• New draft of chapter public consultation 2016



Research Ethics Education Resources

• On-line tutorial 
• Webinars 
• Posted interpretations
• Interpretation service 

www.rcr.ethics.gc.ca



Thank you for your attention
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