
AnnouncementsAnnouncements

• Erin Larson graduates, gets married, 
and leaves us!

• 5/25 4 pm BWH- "The Significance of 
the Belmont Report and the Need to 
Revise It.“

• 5/26 3:30 pm Slone Epidemiology 
Center- Norm Fost



Criteria For ApprovalCriteria For Approval
45 CFR 46.111 45 CFR 46.111 
25 CFR 56.11125 CFR 56.111

Minimized risks
Reasonable risk/benefit ratio
Equitable subject selection
Informed consent process
Informed consent documentation
Data monitored for safety 
Confidentiality/privacy maintained
Vulnerable populations protected



Review CriteriaReview Criteria
45 CFR 46.11145 CFR 46.111
21 CFR 56.11121 CFR 56.111

• (3) Selection of subjects is equitable. In making this 
assessment the IRB should take into account the 
purposes of the research and the setting in which the 
research will be conducted and should be particularly 
cognizant of the special problems of research 
involving vulnerable populations, such as
– children (Subpart D)
– prisoners (Subpart C)
– pregnant women (Subpart B)
– [handicapped- FDA only] 
– mentally disabled persons  
– economically or educationally disadvantaged persons.



Belmont Principle: JusticeBelmont Principle: JusticeBelmont Principle: Justice

• Treat people fairly
• Fair sharing of burdens 

and benefits of research
• Need to distinguish 

procedural justice from 
distributive justice



Emanuel et al. JAMA 2000Emanuel et al. JAMA 2000





• Principle of justice gives rise to moral 
requirements that there be fair 
procedures and outcomes in the 
selection of research subjects 

Belmont Report



• …it seems unfair that populations 
dependent on public health care 
constitute a pool of preferred research 
subjects if more advantaged 
populations are likely to be the 
recipients of the benefits. 

Belmont Report



• Whenever research supported by public 
funds leads to the development of 
therapeutic devices and procedures, 
justice demands both that these not 
provide advantages only to those who 
can afford them and that such research 
should not unduly involve persons from 
groups unlikely to be among the 
beneficiaries of subsequent applications 
of the research.

Belmont Report



INSPIRINSPIR-- where to lookwhere to look

• Section E- Demographics
– Gender

• Exclusion of women of child-bearing age or potential?
– Age categories 

• (upper age range?
• exclusion/inclusion of children?

– Race/ethnicities
– Language 

• Exclusion of non-English speaking people? Adequately justified?
– Vulnerable populations

• Section F- Procdedures
– Inclusion/Exclusion criteria

• Section J – Consent Process



Unanswered QuestionsUnanswered Questions

• Exclusion of non-English speakers
• Use of consent short form

– Availability of interpreters, not only for 
consent process, but also for entire study 
participation

• When to include children
• Consent for vulnerable subjects



Consent Short FormConsent Short Form

• 45 CFR 46.117 (b) (2) A short form written consent document 
stating that the elements of informed consent required by 
§46.116 have been presented orally to the subject or the 
subject's legally authorized representative. When this method is
used, there shall be a witness to the oral presentation. Also, the 
IRB shall approve a written summary of what is to be said to the
subject or the representative. Only the short form itself is to be 
signed by the subject or the representative. However, the 
witness shall sign both the short form and a copy of the 
summary, and the person actually obtaining consent shall sign a 
copy of the summary. A copy of the summary shall be given to 
the subject or the representative, in addition to a copy of the 
short form. 



Consent Short FormConsent Short Form

• OHRP guidance  
http://www.hhs.gov/ohrp/humansubjects
/guidance/ic-non-e.htm



Consent Short FormConsent Short Form

Before you agree, the investigator must tell you about 
• the purposes, procedures, and duration of the research; 
• any procedures which are experimental;
• any reasonably foreseeable risks discomforts, and benefits of the 

research; 
• any potentially beneficial alternative procedures or treatments;
• how confidentiality will be maintained
• any available compensation or medical treatment if injury occurs; 
• the possibility of unforeseeable risks; 
• circumstances when the investigator may halt your participation;
• any added costs to you; 
• what happens if you decide to stop participating;
• when you will be told about new findings which may affect your 

willingness to participate; and 
• how many people will be in the study. 



Consent Short FormConsent Short Form

When this procedure is used with subjects who 
do not speak English, 

• the oral presentation and the short form 
written document should be in a language 
understandable to the subject; 

• the IRB-approved English language informed 
consent document may serve as the 
summary; and 

• the witness should be fluent in both English 
and the language of the subject. 



Unanswered QuestionsUnanswered Questions

• Exclusion of non-English speakers
• Use of consent short form
• When to include children, others who 

can’t consent for themselves 
• Consent for vulnerable subjects



Subtle considerations when 
defining “Vulnerable”:

• Language
• Culture
• Current Events 

or Incidents 
• Age (elderly)
• Age 

(adolescents)

• Transient 
Cognitive 
Impairment

• Chemical Use
• Health Status
• Students
• Employees
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