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CORE PRINCIPLES OF
ETHICAL CONDUCT FOR 

RESEARCH INVOLVING HUMANS

1

RESPECT FOR 
PERSONS

2

CONCERN FOR 
WELFARE

3

JUSTICE

Tri-Council	Policy	Statement	2:	Chapter	1.	Panel	on	Research	Ethics,	Government	of	Canada.	

Incorporates the moral obligation to respect autonomy. 

Autonomous decisions are well-informed decisions

• 80% of pre-clinical pain research is performed in male animals only. 

• The few pre-clinical pain researchers who systematically include both 

sexes continue to find significant sex differences. (eg. Microglia: Men, 

T-Cells: Women)

• However, clinical research must include both women and men. 
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MARJORIE	R.	JENKINS,	MD	
Professor	of	Medicine,	Texas	Tech	University	Health	Sciences	Centre,	Associate	Dean	

for	Women	in	Medicine,	Director	and	CSO,	Laura	W.	Bush	Institute	for	Women’s	Health
Sex	and	Gender	in	Medical	Education	Summit	(2015)

WHY NOT until NOW?

QUESTION:

Are clinical trial participants 
‘well-informed’ if they are not told 
that pre-clinical research was not 
conducted on animals or cells that 

share their sex? 
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SCENARIO:

An application is submitted to a REB 
for hospital patients to participate in a 

clinical trial testing a new drug for 
pain

Which sex and gender considerations 
should be addressed?

HEALTH CANADA / PHAC  
MODIFICATION TO ETHICS 

FORMS

• Participant inclusion criteria
• asks	about	sex	and	gender

• Statistical analysis of sub-groups
• asks	about	disaggregation	by	sex	and	gender

• Sample size: 
• asks	about	the	size	of	each	sub-group	(men	and	women)

• Peer review form asks:
• Will	differential	impacts	between	the	various	groups	or	

categories	of	participants	(e.g.	men	and	women)	be	assessed?
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A proper standard of care that avoids or minimizes risk of harm

• Majority of drugs withdrawn from market pose greater health risks for 

women than men. 

• Diagnosis criteria for depression are more applicable to women. 

Consequently, twice as many women are diagnosed with depression while 

three times more men commit suicide.

• More women than men die of cardiovascular disease. However, women’s 

symptoms differ from those considered ‘typical’ because symptoms were 

identified through research in men.
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8 OUT OF 10 MEDICATIONS 
WITHDRAWN FROM THE 
MARKET PRESENTED 
GREATER RISK TO WOMEN 
BECAUSE:

ü Adverse	events	
more	common	for	
women	than	men

ü They	were	
prescribed	more	
often	in	women	
than	men
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QUESTION:

If sex and gender are not 
scrutinized at various stages of the 

research process, how can we expect 
to identify, avoid or minimize 

potential harms?

SCENARIO:

An editor of a scientific journal 
receives a paper on stem cell research 

for consideration for publication.

The paper does not report the sex of 
the stem cells being used in the 

research. What should the editor do?
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Sex and Gender Equity in Research 
(SAGER) Guidelines

• Developed by the 
Gender Policy 
Committee, European 
Association of 
Science Editors

• Included in the 
Equator Network 
library

General Principles

1. Authors should use the terms sex and gender carefully 
to avoid confusing both terms

2. Where the subjects of research comprise organisms 
capable of differentiation by sex, the research should be 
designed and conducted in a way that can reveal sex-
related differences in the results, even if these were not 
initially expected

3. Subjects can also be differentiated by gender (shaped 
by social and cultural circumstances), the research should 
be conducted similarly at this additional level of distinction
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It’s the Editor’s responsibility

• Applicable to both individual patients and the good of society

• Persons who are equals should qualify for equal treatment 

• Convenience and cost-savings cannot take priority over the 

principles of inclusiveness
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QUESTION:

How can data collection be inclusive 
of gender-diverse populations?

SCENARIO:

REB gets a call from a research 
participant who is angry that the 
survey only asks Male or Female
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TWO-STEP METHOD
What is your current gender identity?
q Male 
q Female
q Trans male/trans man
q Trans female/trans woman
q Gender queer/gender non-conforming
q Different identity (please specify) __________________

What sex were you assigned at birth, 
meaning on your original birth certificate? 
q Male 
q Female

Dr.	Greta	Bauer,	Western	University



4/29/17

11

Thank you


