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Applies to Campbell faculty, faculty advisors, students and staff conducting or overseeing 
human subjects research. 

Purpose 

To inform researchers of the criteria used by the Campbell IRB to approve research projects 
that qualify and are reviewed under the Common Rule (45 CFR 46.111) and research projects 
that require an IRB determination qualifying as Exempt (45 CFR 46.104) or Registration by 
FLEX review (Campbell HRPP Policy HSR-030). 

Background 

Campbell University applies the federal regulations for the protection of human subjects to all 
human subjects research when required. The Campbell IRB has chosen to not apply all federal 
regulations to certain minimal risk research that is NOT federally funded or federally regulated 
research. These research projects will be afforded equivalent protections under the Belmont 
Report. The IRB uses the criteria for IRB approval of research found in the federal regulations 
(45 CFR 46.111) for research reviewed under 45 CFR 46 and uses the same criteria, with 
modifications to the consent criteria, for projects reviewed under Exempt or Registration by 
FLEX review. 

Definitions 

N/A 

Requirements 

All research protocols submitted to the IRB Office will be reviewed and granted determination or 
approval using these criteria. Please note Campbell University’s Federalwide Assurance has not 
been approved to review research requiring approval by FDA regulations. 

Principal Investigator Responsibilities 

The Principal Investigator (PI) is responsible for describing the proposed research in sufficient 
detail in the submission forms, research plan and supplemental submission documents to allow 
the IRB reviewer to determine if the proposed research meets all the IRB approval criteria. 
Detailed information regarding required information and justifications addressing each of the 
criteria listed below can be found in the IRB Investigator Manual, Research Plan Guidance and 
in IRB SOPs found on the IRB website. 

Procedures 

In order to approve research the IRB shall determine that all of the following requirements are 
satisfied: 
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Criteria for IRB Approval: 

Criteria 1: Risks to participants are minimized: 

• By using procedures which are consistent with sound research design 
and which do not unnecessarily expose participants to risk, and 

• Whenever appropriate, by using procedures already being performed on 
the participants for diagnostic or treatment purposes. 

Criteria 2: Risks to participants are reasonable in relation to anticipated benefits, if any, 
to subjects, and the importance of the knowledge that may reasonably be 
expected to result. 

In evaluating risks and benefits, the IRB should consider only those risks and 
benefits that may result from the research (as distinguished from risks and 
benefits of therapies subjects would receive even if not participating in the 
research). The IRB should not consider possible long-range effects of 
applying knowledge gained in research (for example, the possible effects of 
the research on public policy) as among those research risks that fall within 
the purview of is responsibility.  

Criteria 3: Selection of participants 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, prisoners, pregnant women, 
mentally disabled persons, or economically or educationally disadvantaged 
persons. 

Criteria 4: Informed consent will be sought from each prospective participant or the 
participant’s legally authorized representative, in accordance with, and to the 
extent required by CFR 45 CFR 46.116 and when appropriate for exempt and 
registration projects. 

Criteria 5: Informed consent will be appropriately documents, in accordance with, and to 
the extent required by 45 CFR 46.117 and when appropriate for exempt and 
registration projects. 

Criteria 6: When appropriate, the research plan makes adequate provision for 
monitoring the data collected to ensure the safety of participants. 

Criteria 7: When appropriate, there are adequate provisions to protect the privacy of 
participants and maintain the confidentiality of data. 

Criteria 8: Additional applicable criteria are met, including but not limited to HIPAA, 
FERPA, and DOD, if applicable. 
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When some or all of the participants are likely to be vulnerable to coercion or undue influence, 
such as children, prisoners, pregnant women, mentally disabled persons, or economically or 
educationally disadvantaged persons, additional safeguards have been included in the research 
plan to project the rights and welfare of these participants. 

Additional Criteria for IRB Approval when Research Involves Vulnerable Populations 

Criteria 1: A statement that the particular treatment or procedure may involve risks to 
the participant (or embryo or fetus, if the participant is or may become 
pregnant) which are currently unforeseeable. 

Criteria 2: Anticipated circumstances under which the participant’s participation may be 
terminated by the investigator with regard to the participant’s consent. 

Criteria 3: Any additional costs to the participant that may result from participation in the 
research. 

Criteria 4: The consequences of a participant’s decision to withdraw from the research 
and procedures for orderly termination of participation by the participant. 

Criteria 5: A statement that significant new findings developed during the course of the 
research which may related to the participant’s willingness to continue 
participation will be provided to the participant s. 

Criteria 6: The approximate number of participant s involved in the project. 
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