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6th Century BC

Book of  Daniels

Meat vs Vegan

1st century BC

Cleopatra 
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https://www.slhn.org/cancer/clinical-trials

https://www.slhn.org/cancer/clinical-trials


https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html

https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html
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Exempt Minimal Risk Review by IRB staff

Expedited Minimal Risk Review by IRB Member

Full Board
Greater than Minimal 

Risk
Full Committee Review

Approved; Approved Pending Modifications; Deferred; Disapproved



• individuals should be treated as autonomous agents

• persons with diminished autonomy are entitled to 
protection

Respect for Persons

• do not harm

• maximize possible benefits and minimize possible harms.
Beneficence

• to each person an equal share according to individual 
need, individual effort, societal contribution and merit.Justice

https://www.hhs.gov/ohrp/regulations-and-policy/belmont-report/index.html

https://www.hhs.gov/ohrp/regulations-and-policy/belmont-report/index.html


Risks are minimized
Evaluate if the research design is sound.
Evaluate if  subjects will be exposed to 
unnecessary risks.

Subject selection is equitable

Review eligibility criteria.

Consider if research burdens and benefits are 
distributed fairly.

Risks are reasonable
Risks and benefits that may result from the 
research. 
Do not consider possible long-range effects of 
applying knowledge gained in the research as 
among those research risks.

Informed Consent

Consider if information provided is adequate.

Consider who is giving consent and who is 
obtaining consent. 

Consider documentation of consent.

Data and Safety Monitoring
DSMP for all studies greater than minimal 
risk.
Consider if safety and efficacy data will be 
reviewed, frequency of review and who will 
review this. 

Adequate provisions for privacy
Privacy refers to persons and their 
interest in controlling access to 
themselves.
Consider recruitment strategy. 

Adequate provisions for confidentiality
Consider if only minimum necessary data 
is collected.
Evaluate plan for access control, security 
– electronic and physical. 

Additional protections for vulnerable 
populations.
Children – parental permission – one or 
both parents, assent. Risk category –
no greater than minimal risk (404), 
greater than minimal risk with 
prospect of direct benefit to 
participant (405), minor increase over 
minimal risk with no prospect of  direct 
benefit (406). 
Pregnant women – is there a prospect 
of biomedical benefits?
Prisoners- specific regulatory criteria –
refer to policy.
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THE BELMONT REPORT

HHS 45 CFR 46
FDA 21 CFR 50

FDA 21 CFR 56

FDA IND REGULATIONS FDA IDE REGULATIONS

OHRP 

GUIDANCE

FDA 

GUIDANCE
ICH GCP

DECLARATION 

OF  HELSINKI

Institution P & P IRB P & P 
Clinical Research 

SOPs
STUDY MOP



Glossary GCP Principles IRB/IEC
Investigator 

Responsibilities

Sponsor 
Responsibilities

Clinical Trial 
Protocol

Investigator’s 
Brochure

Essential 
Documents



https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/for-investigators/index.html
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=50
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=56
https://www.fda.gov/drugs/investigational-new-drug-ind-application/investigator-initiated-investigational-new-drug-ind-applications
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-responsibilities

