
 

 INSTITUTIONAL REVIEW BOARD 

 

Guidance: Scientific or Scholarly Review of Human 
Subjects Research  (last updated June 4, 2022) 

Scientific or scholarly review is required before an Institutional Review Board (IRB) 
can approve a human research study, to ensure that the following regulatory criteria 
for approval of research are met. Regulations 45 CFR 46.111(a) and 21 CFR 56.111(a) 
are quoted below:  

“(1)Risks to participants are minimized (i) By using procedures consistent with 
sound research design and which do not unnecessarily expose participants to 
risk, and (ii) whenever appropriate, by using procedures already being 
performed on the subjects for diagnostic or treatment purposes. 

 (2)Risks to participants are reasonable in relation to anticipated benefits, if 
any, to participants, 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 that subjects would receive even if not participating in the research.) 
The IRB should not consider possible long-range effects of applying knowledge 
gained in the research (for example, the possible effects of the research on public 
policy) as among those research risks that fall with the purview of this 
responsibility.”  

For the majority of studies being reviewed and approved by the UT IRB, the IRB 
itself has traditionally performed this review, with a few exceptions. 

 

The regulations quoted above provide the regulatory requirements for scientific or 
scholarly review. The following guidelines provide examples of questions to 
consider when reviewing for scientific or scholarly merit. Please note that not all 
questions are relevant for every study and there may be additional questions to ask 
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for any given study. The following are suggestions but not requirements of what to 
consider.  

Sound Scientific Basis and Rationale: Is the protocol scientifically sound and based 
on well- established scientific principles? Is there convincing clinical and/or 
preclinical evidence that the trial will have valuable results? Do preclinical studies 
demonstrate promising results regarding safety and potential efficacy? Is the 
technology/ understanding sufficiently advanced to warrant detailed clinical 
investigation?  

Appropriateness of the Proposed Study Design: Are the primary and secondary 
objectives scientifically sound? Is the study designed to meet the objectives? Has 
an appropriate study configuration been chosen? Are patient populations and 
associated criteria for inclusion/exclusion well defined? Are the sample sizes 
appropriate? Is the statistical design appropriate? Are the endpoints clearly 
defined? Does the protocol distinguish between standard and/or routine care and 
research? 

Competency of Personnel and Adequacy of Proposed Resources: Does the 
principal investigator have the appropriate expertise and experience to conduct this 
study? Does the investigative team bring sufficient expertise to the project? Is 
there sufficient access to resources (e.g., appropriate personnel, equipment, 
facilities) for the successful and safe conduct of this study? 

 

UT IRB  

• Scientific or scholarly review performed by the IRB is not designed to serve 
as a peer review intended to maximize scientific quality, but is designed to 
meet the regulatory criteria outlined above. Scientific/scholarly review is 
performed by the members of the IRB reviewing the study, and is based on 
the Criteria Required by Federal Regulations for IRB Approval of a Human 
Research Study.  

• If the IRB does not believe it has the appropriate expertise to review a 
particular study, then it will call upon the help of an outside consultant who 
does have the appropriate expertise.  

• The UT IRB will continue as they have in the past to provide scientific or 
scholarly review of expedited studies. With rare exceptions, the IRB may 
request an outside review of an expedited study. 

An External Funding Agency  
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There are various external funding agencies that conduct scientific or scholarly 
review according to commonly accepted standards. A few examples include but are 
not limited to the Alzheimer’s Disease Research, American Cancer Society, Cystic 
Fibrosis Foundation, Deafness Research Foundation, The Education Research Trust 
Award, Muscular Dystrophy Association, National Heart Foundation, National 
Glaucoma Research, Pew Scholars Program in Biomedical Sciences, Searle 
Scholars, and others.  

Institutional Authorization Agreement 

If another institution has provided an IRB approval and you have received 
permission from a specific department or school at Utah Tech University, we will 
provide you with an Institutional Authorization Agreement (IAA) form. You IRB 
approval institution is considered “Institution A” and UT would be considered  
“Institution B”. Institution A will be the responsible IRB and the agreement would 
need to be signed by both institutions.  

When submitting an IAA, you must also submit the IRB approval from institution A, 
alongside of your protocol/proposal. 


