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Part 1 

Historical and Contemporary 
Conceptualizations and 

Consequences: 
Research, Risk, Vulnerability 

Introduction 
Conceptualizations and consequences, three key 
aspects of research ethics, how narrow or broad: 
•  Research: cover all types human participants research—

e.g., social sciences, humanities, qualitative methods? 
•  Risk: provision for physical, psychological, social risks? 
•  Vulnerability: diminished autonomy, or broader 

conceptualizations in play? 
 
Desiderata—conceptualizations should: 
•  Reflect the actual structure of the problem 
•  Have reasonably clear, firm philosophical grounding 
•  Line up reasonably well with professional experience 
•  Line up reasonably well with untutored intuitions 

Nuremberg Code (1947) 
Research 

 
Framed in terms of “scientists” and “experiments” 
 
I.e., relatively narrow conceptualization, compared 
to all types of research involving human 
participants, such as social sciences and 
humanities, qualitative methods 
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Nuremberg Code 
Risk 

Framed in terms of “inconveniences and hazards 
reasonably to be expected . . . effects upon . . . 
health or person . . . .physical and mental suffering 
and injury …. should be at liberty to bring the 
experiment to an end, if he has reached the 
physical or mental state, where continuation . . . 
seemed . . . impossible” 
 
I.e., relatively narrow conceptualization: 
acknowledges psychological risk, albeit largely 
anchored in physical risk; no mention of social risk 

Nuremberg Code 
Vulnerability 

“Voluntary consent …absolutely essential….the 
person . . . should have legal capacity to give 
consent” 
 
I.e., set against backdrop of vulnerability of 
prisoners, based on race, ethnicity, religion; but 
relatively narrow conceptualization in terms of 
diminished autonomy—and effectively excludes 
vulnerability 

Declaration of Helsinki (1964) 
Research 

Framed in terms of “clinical research” either 
“therapeutic” or “purely scientific and without 
therapeutic value” 
 
I.e., relatively narrow, compared to all types of 
research involving human participants, such as 
social sciences and humanities, qualitative 
methods 
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Declaration of Helsinki 
Risk 

 
Framed in terms of “risks”, “harm” 
 
I.e., arguably relatively broad conceptualization, 
consistent with physical, psychological, social 
risks, but doesn’t further define or elaborate 

Declaration of Helsinki 
Vulnerability 

“special caution” in cases where “personality… 
liable to be altered by drugs or experimental 
procedure”…Consent “If at all possible”…“In case 
of legal incapacity…consent should also be 
procured from the legal guardian” 
 
I.e., relatively narrow conceptualization; makes 
provision for vulnerability relating to diminished 
autonomy, and how to manage the issue 

Belmont Report (1979) 
Research 

Framed in terms of “Scientific research…It is 
important to distinguish between biomedical and 
behavioral research … and … therapy…. 
‘research' designates an activity designed to test 
an hypothesis, permit conclusions to be drawn, 
and thereby to develop or contribute to 
generalizable knowledge” 
 
I.e., relatively narrow, compared to all research 
involving human participants, focus on hypothesis 
testing, generalizability 
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Belmont Report 
Risk 

“Many kinds of possible harms … risks of 
psychological harm, physical harm, legal harm, 
social harm and economic harm …. most likely 
types … psychological or physical pain or injury, 
other possible kinds should not be overlooked…. 
the nature, probability and magnitude of risk 
should be distinguished with as much clarity as 
possible” 
 
I.e., relatively broad conceptualization—includes 
physical, psychological, social—but open-ended  
list approach 

Belmont Report 
Vulnerability 

“diminished autonomy…. capacity … matures … 
some … lose this … illness, mental disability, or 
circumstances …. distinctions … experience, age, 
deprivation, competence, merit and position …. 
welfare patients … racial and ethnic minorities …. 
the economically disadvantaged, the very sick, and 
the institutionalized …. dependent status, 
frequently compromised capacity” 
 
I.e., both diminished autonomy, and relatively 
broad, open-ended list approach 

US Common Rule (1981-) 
Research 

“a systematic investigation including research 
development, testing and evaluation, designed to 
develop or contribute to generalizable knowledge” 
 
I.e., relatively narrow conceptualization compared 
to all research involving human participants, focus 
on generalizability 
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US Common Rule 
Research: Exempt Categories 

 
“Research conducted in … educational settings, 
involving normal educational practices … regular 
and special education … instructional techniques, 
curricula, or classroom management methods” 
 
I.e., relatively narrow conceptualization of 
research; exempts based on discipline or method, 
apparently regardless of vulnerability, sensitivity, 
conflict of interest 
 

US Common Rule 
Research: Exempt Categories 

“Research involving … educational tests 
(cognitive, diagnostic, aptitude, achievement), 
survey … interview … observation of public 
behavior, unless … information … can be identified 
… and … disclosure … could … place … at risk of 
criminal or civil liability or be damaging to … 
financial standing, employability, or reputation” 
 
I.e., relatively narrow conceptualization of 
research; exempts based on discipline, method, 
regardless of vulnerability, sensitivity, conflict of 
interest, if not identifiable, and not involving socio-
legal risk 
 

US Common Rule 
Risk 

Minimal Risk: “the probability and magnitude of 
harm or discomfort anticipated in the research 
are not greater in and of themselves than those 
ordinarily encountered in daily life or during the 
performance of routine physical or 
psychological examinations or tests” 
 
I.e., relatively narrow conceptualization; note 
gloss from ordinary, daily life to “routine” 
physical, psychological tests—i.e., clinical 
context, not actual ordinary life, what people 
actually think about, talk about, do 
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US Common Rule 
Risk: Expeditable Categories 

“no more than minimal risk … and … one or more 
of the following categories… not … where 
identification of … responses would … place … at 
risk of criminal or civil liability or be damaging to … 
financial standing, employability, insurability, 
reputation, or be stigmatizing, unless … 
protections will be implemented so that risks 
related to … confidentiality … no greater than 
minimal …” 
 
“… blood samples … biological specimens … 
noninvasive procedures … ” 
 

US Common Rule 
Risk: Expeditable Categories 

“voice, video, digital, or image recordings … 
characteristics or behavior … perception, 
cognition, motivation, identity, language, 
communication, cultural beliefs or practices, and 
social behavior … or … survey, interview, oral 
history, focus group” 
 
I.e., relatively narrow conceptualization; focus on 
discipline, method, regardless of vulnerability, 
sensitivity, if not identifiable, socio-legal risk; 
assumes risk managed; impression of being 
asterisked to death, collapsing under own weight 
 
 

US Common Rule 
Vulnerability 

Pregnant women, fetuses, neonates 
Prisoners 
Children 
 
I.e., relatively narrow conceptualization; closed 
ended, delimited list approach;  tension between 
narrow conceptualization in terms of diminished 
autonomy, specific interpretations, and broader, 
open-ended uses 
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US Advanced Notice of Proposed 
Rulemaking (ANPRM, 2011) 

Stated goal: “enhancing protections … and 
improving … effectiveness … to better focus 
oversight resources on higher risk research 
studies” (Emanuel & Menikoff, 2011) 
 
I.e., suggests serious conceptual and empirical 
analysis of structure of problem, research, risk, 
vulnerability 
 
 
 

ANPRM 
Research, Risk, Vulnerability 

“Studies posing risks that are largely informational 
and not physical could be excused from IRB 
review” (Emanuel & Menikoff, 2011) 
 
I.e., narrow conceptualization of research, risk; 
false dichotomy: physical versus social risk? 
whither psychological risk? Deny existence? 
Reduce or re-describe as physical or social risk? 
Burden on authors to show how.  Emphasis on 
data security a red herring—e.g., psychological 
risks relating to deception/debriefing, upset/
referral, suicidality/reporting: not managed through 
data security 

ANPRM 
Research, Risk, Vulnerability 

“surveys, focus groups, and … similar methods … 
with competent adults, should be excused from 
IRB review … regardless of … sensitive nature of 
… questions” (Emanuel & Menikoff, 2011) 
 
I.e., narrow conceptualization, research, risk; 
generalizes risk across method, topic—but relates 
to topic; “competent adult” can’t give informed 
consent if deceived, or told relates to personality 
with no risks, but includes history of child abuse, 
substance use, depression.  Data security doesn’t 
manage.  Reductio ad absurdum to deny 
psychological risk, reduce risk in social sciences, 
humanities to data security; off on wrong foot, 
down garden path; it’s broken, let’s break it more 
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US Notice of Proposed 
Rulemaking (NPRM, 2015)  

Stated goal: “strengthen, and make more effective 
… Protection of Human Subjects . . . to better 
protect … while facilitating valuable research and 
reducing burden, delay, and ambiguity . . . to . . . 
simplify, and enhance … oversight” 
 
I.e., suggests serious conceptual and empirical 
analysis of structure of problem, research, risk, 
vulnerability 

NPRM 
Research: Exempt Categories 

“activities that do not entail physical risk and are 
non-intrusive …. will not be required to receive any 
form of determination or IRB approval …. the term 
“low-risk” is used to denote research activities that 
do not entail physical risk, and where … probability 
and magnitude of other risks, once required 
protections are applied, are hypothesized to be 
low” 
 
I.e., narrow conceptualization; conflates 
psychological and social risk with low risk; 
assumes risk managed 

NPRM 
Research: Exempt Categories 

“educational tests . . . survey … interview … 
observation of public behavior (including visual or 
auditory recording) … if …. recorded . . . in such a 
manner that … cannot be identified …. or … 
disclosure … would not … place … at risk of 
criminal or civil liability or be damaging to … 
financial standing, employability, educational 
advancement, or reputation” 
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NPRM 
Research: Exempt Categories 

“consent is inherent … and … risks most likely … 
related to disclosure of anonymous, non-sensitive 
information and … categorized as ‘‘low.’’ …. all 
individuals, including vulnerable populations, would 
understand that actively providing response to 
educational tests, surveys, or interview procedures 
constitutes consent … and … risk … would be 
related to disclosure” 

NPRM 
Research: Exempt Categories 

“activities … largely informational … most 
important role … IRB might play … ensure data 
security …. situations in which this assumption 
would not always hold …. sensitive topic may 
induce significant stress in some …. comment is 
sought … whether these exclusions should be 
narrowed such that … potential for psychological 
risk … not included” 
 
I.e narrow conceptualization; assumes participants 
informed, risks managed, audio-visual recordings 
not identifiable, data security main issue 

NPRM 
Research: Exempt Categories 

“benign interventions … with … adult subject . . . 
recorded in such a manner that … cannot be 
identified . . . Or . . . disclosure . . . would not … 
place … at risk of criminal or civil liability or be 
damaging to financial standing, employability, 
educational advancement, or reputation …. would 
be brief … harmless, painless, not physically 
invasive, not likely to have a significant adverse 
lasting impact . . . and . . . investigator has no 
reason to think the subjects will find … offensive or 
embarrassing” 
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NPRM 
Research: Exempt Categories 

“allow … without the requirements of informed 
consent or data security …. would include some 
research using authorized deception, where there 
is a prospective agreement … to participate … 
after being informed that he or she will be unaware 
or misled …. must be adults, but …does not 
specify that they must be competent … however, 
the presumption is that . . . subjects will not be 
taken advantage of” 
 
I.e narrow conceptualization, assumes participants 
informed, risks managed, data security  main issue 
 

NPRM 
Risk 

“seeking clarification … what baselines … should 
consider … “daily life” and “routine physical or 
psychological examinations.” … difficulty of … 
concise definition for all circumstances …. risks … 
in daily life can vary greatly … many factors … 
where people live … kind of work … social and 
economic environment … baseline health …. not 
propose to modify the definition … proposes … 
create … list of activities … “minimal risk.”” 
 
I.e., acknowledges broad issue of base rates, but 
suggests delimited list approach 

NPRM 
Vulnerability 

“should be considered to be a function of the 
possibility of coercion or undue influence, and . . . 
this vulnerability alone should be the IRB focus of 
concern . . . . The proposed change is intended to 
provide greater consistency and clarity in IRB 
consideration of vulnerability” 
 
I.e., narrow conceptualization, diminished 
autonomy only relevant aspect of vulnerability 
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TCPS-2 (2010/2014) 
Research 

“an undertaking intended to extend knowledge 
through a disciplined inquiry or systematic 
investigation” 
 
I.e., relatively broad conceptualization; note lack of 
reference to generalizability; exemption articles do 
not attempt to delimit by generalizing across 
disciplines or methods, regardless of research 
topic or participant group 

TCPS-2 
Risk 

““minimal risk” research is defined as research in 
which the probability and magnitude of possible 
harms implied by participation in the research is no 
greater than those encountered by participants in 
those aspects of their everyday life that relate to 
the research” 
 
I.e., relatively broad conceptualization; note lack of 
reference to routine physical or psychological 
examinations or tests; more clearly anchored in life 
per se … but still gives central importance to 
construct minimal risk 
 

 

TCPS-2 
Risk 

“Concern for Welfare The welfare of a person is 
the quality of that person’s experience of life in all 
its aspects. Welfare consists of the impact on 
individuals of factors such as their physical, mental 
and spiritual health, as well as their physical, 
economic and social circumstances” 
 
I.e., relatively broad, inclusive, open-ended 
conceptualization—but also not clearly anchored in 
philosophical primitives 
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TCPS-2 
Vulnerability 

“Justice…Individuals or groups in vulnerable 
circumstances have historically included children, 
the elderly, women, prisoners, those with mental 
health issues and those with diminished capacity 
for self-determination. Ethnocultural minorities and 
those who are institutionalized are other examples 
of groups who have, at times, been treated unfairly 
and inequitably in research” 
 
I.e., relatively broad, inclusive, open-ended 
conceptualization, not just diminished autonomy—
but also not clearly conceptually anchored 

Part 2 

Critical Discussion, the 
University of Toronto Risk Matrix, 

and Examples 

Consider the Construct 
Minimal Risk 

If all we had to work with was distinction between 
minimal risk or greater, at that level of analysis,  
distinction binary, categorical, and central 
construct inherently relativizable 
•  To bring this out: any given researcher tends to work 

with similar groups, topics, methods, for years 
•  Different view from the centre: vast array of groups, 

topics, methods—e.g., stack of files, one might involve 
Psych 100 students ability to memorize nonsense words, 
next might involve mother-to-child transmission HIV 

•  Stakes vary wildly: need nuanced understanding of 
research-related risk across groups, topics, methods 



14 

Consider the Construct 
Minimal Risk 

The minimal risk vs. greater than minimal risk 
distinction is intended to determine delegated 
versus full-REB review: 0 or 1 procedural overlay 
over complex problem 
 
The construct minimal risk can at times collapse or 
obscure what should be careful considerations 
relating to group vulnerability and research-related 
risk as conceptually distinct constructs 
 
Doesn’t reflect what researchers, reviewers 
actually doing, or should be doing, when they 
articulate and manage risk 
 
 

Consider the Construct 
Minimal Risk 

To put the point somewhat differently—many 
complexities to consider: 
•  E.g., merely by virtue of involving children, or being set in 

low-income country, or talking to adults who can consent 
for themselves about topics that might be upsetting, or 
using deceptive methods—each in and of itself might still 
be delegatable; doesn’t necessarily trigger full-REB 
review 

•  Need to think rigorously about group vulnerability and 
research-related risk, substantive issues and procedural 
implications 

•  Need  better reflection of structure of problem 

Conceptualizing 
Vulnerability 

Several historical and contemporary approaches in 
play 
•  Narrow definition: diminished autonomy—i.e., diminished 

ability either to be free or informed 
•  Broader notions, historical uses, don’t necessarily gloss 

onto diminished autonomy—e.g., post-colonial context, 
recent history of mistrust of researchers, 
authoritarianism, violent conflict … 

•  At its broadest: vulnerable to what? to risk—i.e., 
vulnerability and risk conceptually distinct but not 
orthogonal; not circular, illogical; Bayesian aspect, issue 
of base rates 
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Conceptualizing 
Vulnerability 

Base rates example 
•  PSY100 students: Do you think about killing yourself? 

some proportion endorse suicidal ideation 
•  Clinically depressed patients: expect higher base rate, 

and associated complexities—e.g., recruiting through 
service orgs, receiving services 

•  Either case, still have to manage issue—but more likely 
to arise, with more complexities, in latter 

Conceptualizing 
Vulnerability 

Vulnerability as susceptibility to risk, matter of base 
rates; dictionary, encyclopedia definitions: 
•  Vulnerable (thefreedictionary.com) “1. a. Susceptible to 

physical or emotional injury. b. Susceptible to attack….c. 
Open to censure or criticism; assailable. 2. a. Liable to 
succumb, as to persuasion or temptation” 

•  Vulnerability (Wikipedia) “inability to withstand the effects 
of a hostile environment” 

 

Conceptualizing 
Vulnerability 

Vulnerability as susceptibility to risk, matter of base 
rates; guidelines, commentary, research: 
•  Declaration of Helsinki (2013, current version) “Some 

groups and individuals are particularly vulnerable and 
may have an increased likelihood of being wronged or of 
incurring additional harm” 

•  American Psychological Association response to NPRM 
(2015) “some individuals may become very distressed 
during the course of or after the interview. . . . the 
probability and magnitude of this risk may vary by 
characteristics of individual participants” 

•  Rogers (2014) “vulnerability . . . signifies . . . greater risk 
of harms” 
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Consider 
Minimal Risk and Vulnerability 

“Minimal Risk” relativizes to group; often invoked to 
factor group back out of risk assessment as if to 
make complexity go away—e.g.: 
•  Men who have sex with men where illegal—already 

doing it, so… youth involved with justice system—
already in trouble, so… 

•  Research not introducing any extra risk? Sloppy, 
convenient, self-serving argument… 

•  What about psychological risk relating to upset/referral, 
socio-legal risks relating to duty to report, possible 
external pressure to disclose? 

•  Matter of increased base rates, increased complexities, 
need for higher level of review 

Consider Three Levels in 
Philosophy of Science 

 
Physical 
•  i.e., under physical description 
 
Psychological 
•  i.e., as an agent: beliefs, desires 
 
Social 
•  i.e., involves other agents: other individuals, groups, 

governments; socio/legal/economic structures 

Vulnerability 
Across levels in philosophy of science 

 
Types of participant vulnerability cut across 
different levels 
•  Physical—e.g., health crisis, service dependence 
•  Psychological—e.g., age, capacity, recent trauma 
•  Social—e.g., stigma, under the table, precarious status 
 
All levels admit degree, mild to extreme; with 
attendant multiply converging complexities (e.g., 
clinical, legal), and increasing implications relating 
to experience, expertise 
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Research-related Risk 
Across levels in philosophy of science 

 
Types of research-related risks cut across different 
levels 
•  Physical—e.g., new diagnoses, side effects 
•  Psychological—e.g., stress, anxiety 
•  Social—e.g., dismissal, deportation, reporting, subpoena 
 
All levels admit degree, mild to extreme; with 
attendant multiply converging complexities (e.g., 
clinical, legal), and increasing implications relating 
to experience, expertise 

Conceptualizing 
Research-related Risk 

Technical definition of risk: probability and 
magnitude of harm 
•  In fact, typically don’t have numbers for probabilities; 

rather, what is reasonably foreseeable possibility? 
•  E.g., sound rationale to ask questions about suicidality?  

By researcher’s own reasoning, expect variance, or no 
point asking; therefore reasonably foreseeable possibility 
some participants will endorse, reportable issue 

•  E.g., sound rationale to ask questions relating to 
criminality?  By researcher’s own reasoning, individual-
level, identifiable data might be of interest to authorities; 
need protocol to mitigate and manage possible external 
pressure to disclose 

University of Toronto 
Risk Matrix 

Having	articulated understanding of participant 
vulnerability and research-related risk, summarize: 
•  Participant vulnerability: low, medium or high? 
•  Research-related risk: low, medium or high? 
	
Then	locate	the	study	on	UT’s	risk	matrix, to 
determine the level of review—i.e., delegated 
review or full-REB review 
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Risk Matrix 
Review Type by Participant Vulnerability and 
Research-related Risk 
 

     Research-related Risk    
Group Vulnerability  Low   Med   High   
Low     Del.   Del.   Full 
Med     Del.   Full   Full 
High     Full   Full   Full   

Risk Matrix Examples 
Low-Medium-High Vulnerability 

Low: Undergrad university students—low 
vulnerability in the sense that they can consent for 
themselves, representative normal population 
 
Medium: Young children, normally developing—
need parental consent , age-appropriate assent; 
clinical groups, criminalized groups 
 
High: Children who have been abused, taken away 
from families, in care of Children’s Aid; multiply 
converging clinical, legal complexities 

Risk Matrix Examples 
Low-Medium-High Risk 

Low: building blocks of language—e.g., noun, 
verb, adjective—unlikely to upset 
 
Medium: issues that may be associated with upset
—sexism, racism; history of abuse, substance 
abuse, mood, criminality—may require special 
expertise, immediate enhanced risk assessment, 
referral or reporting, arguments not to disclose in 
court 
 
High: life-or-death stakes, drug that might kill you 



19 

Risk Matrix 
Properties 

Group vulnerability and research-related risk 
conceptually distinct but not orthogonal; related in 
sense of base rates, prior probabilities, Bayesian: 
not “bad” property of the matrix; reflects actual 
structure of problem 
 
Factors not binary, admit degree: tripartite 
structure allows some nuance—e.g., study may 
involve low vulnerability group and high research-
related risk; another may involve medium 
vulnerability group and low research-related risk 
 

Risk Matrix Assessments 
Helpful Hints 

Do risk matrix assessment before risk managed 
•  E.g., group: youth involved w/ justice system; topics: 

home life and negative encounters w/ authority—don’t 
suggest low group vulnerability and low research risk 
because no identifiers; articulate vulnerability, 
psychological and socio-legal risks, locate study on 
matrix, show how risk mitigated, managed, submit for 
full-REB review 

 

Risk Matrix Assessments 
Helpful Hints 

More than one participant group, differing levels 
vulnerability and research-related risk?  Assess 
different groups and topics separately—then 
determine appropriate review type based on 
highest risk assessment 
•  E.g., service providers, service recipients 
•  E.g., health care professionals, sex workers 
•  Most vulnerable group and most sensitive topic 

determine level of review 
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Risk Matrix Assessments 
Helpful Hints 

 
Be clear regarding levels, pathways for risk 
•  e.g., dissidents in authoritarian countries: participation in 

research might be associated with physical risk of 
imprisonment, torture, murder—but in the first instance 
risk is social, relates to confidentiality and data security 
relative to other agents, possible surveillance or possible 
judicial or extra-judicial external pressure to disclose 

 

Risk Matrix Assessments 
Helpful Hints 

Review of amendments—scenarios: 
•  Originally delegated protocol, adds low vulnerability 

group and/or research-related risk: delegate 
•  Originally delegated protocol, adds higher vulnerability 

group and research-related risk: escalate 
•  Originally full-REB protocol, adds lower vulnerability 

group and/or lower research-related risk: delegate 
•  Originally full-REB protocol, adds higher vulnerability 

group and/or research-related risk: escalate 

Risk Matrix and 
Proportionate Review 

Delegated review rates at UT 
•  Similar for Social Sciences, Humanities and Education 

REB and Health Sciences REB 
•  Between 90-95% delegated, 5-10% full 
•  Proportion of full-REB agenda escalated: 1/3-1/2 … i.e., 

REB agrees with researchers’ risk assessment on 
96-97% and disagrees on 3-4% of protocols 

•  De-escalation of protocols submitted for full-REB review 
extremely rare—i.e., very unusual that researcher would 
simply misunderstand and over-estimate vulnerability 
and risk 
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Risk Matrix and 
Consistency with Guidelines 

Practically everything delegatable under Common 
Rule 
 
Risk matrix broadly consistent with TCPS-2—but 
consider seriously whether it diverges, and 
whether this may be reasonable 

Risk Matrix 
Illustrative Examples 

Is it “minimal risk” to discuss history of child abuse, 
substance abuse, suicidality, criminality? 
•  Not “ordinarily encountered”; but may understand as 

moderate research risk—i.e., psychological risk, possible 
upset/referral; social risk, possible reporting, external 
pressure to disclose; may be reasonable to delegate 
protocols with “normal” adults 

•  As group vulnerability increases—e.g., survivor 
population, post-traumatic stress, likelihood of upset 
increases; clinically depressed or borderline personality 
group, likelihood of self-harm, suicidality increases; 
criminalized group, criminality increases; as base rates 
for likelihood of research-related risks increase, clinical 
and legal complexities increase, need for relevant 
expertise, full-REB review also increase 

Risk Matrix 
Illustrative Examples 

 
Medium group vulnerability: delegatable? 
•  “If the research does not have the potential for direct 

benefit … but only for … other persons in the same 
category, the researcher shall demonstrate that the 
research will expose the participant to only a minimal 
risk” (TCPS-2, Article 3.9) 

•  “A … study might pose … minimal risk … and yet raise 
serious ethical concerns that ought to make it ineligible 
for expedited review.  One such case … involves a 
vulnerable population.  Studies involving vulnerable 
populations require special scrutiny … and should not be 
eligible for expedited review” (Weijer, 2000) 

•  Normally developing children’s understanding, nouns, 
verbs, adjectives: medium group vulnerability, low 
research risk, delegatable 
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Risk Matrix 
Illustrative Examples 

 
Children’s experience with and ability to reason 
about sexism and racism: medium group 
vulnerability, medium research-related risk, full-
REB review 
 
High group vulnerability: everything to full REB? 
•  e.g., Sick Kids: even just talking about treatment? 

Risk Matrix 
Illustrative Examples 

 
Are protocols involving deception delegatable? 
•  Part of logic of TCPS-2, Article 3.7 on deception that “the 

research involves no more than minimal risk”—but not 
“ordinarily encountered” to be manipulated, told 
misinformation by experts in position of trust 

•  May nonetheless be reasonable to understand such 
issues as involving medium research-related risk—i.e., 
psychological risk, associated with creating false beliefs
—and delegatable if group vulnerability low 

 

Conclusions 
Research, Risk, Vulnerability 

•  Take framing of problem seriously; be aware of history, 
not conceptually bound by existing regs; don’t rush to 
weak arguments, convenient, self-interested positions 

•  Consider all human participants research; look seriously 
at social sciences and humanities; broader construal 
may even provide insights on health sciences side 

•  Group vulnerability, research-related risk cut across 
physical, psychological, social levels, admit degree; 
conceptually distinct but not orthogonal—related through 
base rates—i.e., vulnerability to risk 

•  Risk matrix re-frames basic issues, satisfies desiderata: 
reflects structure of problem; reasonably clear, firm 
philosophical grounding; lines up reasonably well with 
professional experience and untutored intuitions 

•  Need better evidence base—i.e., issues caught in ethics 
review; issues as participants understand them 


