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GENERAL GUIDANCE:   Categories of Human Subject Research, IRB Review 

and Determinations 
 
There are three general categories of research and IRB review involving human subjects 
depending on the level of risk, and whether or not the study fits into certain categories of 
activities.  If a study is deemed minimal risk, this means "the probability and magnitude 
of harm or discomfort anticipated in the research are no greater in and of themselves 
than those ordinarily encountered in daily life or during the performance of routine 
physical or psychological examinations or tests." This definition should be kept in mind 
when assessing a study's risk level. 
 
CATEGORIES: 
1) Exempt Studies are research activities involving human subjects that are exempt from 
the federal regulations governing human subject protections. The exemption review 
process may be used only for minimal risk research that is determined to fit within one of 
the exemption categories defined in 45 CFR 46.101(b) (1)-(6):  

 
1.  Normal educational practices in established educational settings 
2.   Educational tests, surveys, interviews, or observation of public behavior –unless 
identified & sensitive* 
3.   Research on elected or appointed public officials or candidates for public office 
4.   Research using existing data, if publicly available or recorded without identifiers 
5.   Evaluation of public benefit service programs 
6.   Taste and food quality evaluation and consumer acceptance studies 
*Does not apply to children 

 
For exempt determination applications, the IRB Chair or a designated IRB member 
reviewer will conduct the review and make the determination of whether or not the 
exempt category applies to the research.  Researchers cannot make an exempt  
determination for their own studies.    
 
2) Expedited review may be used for research that involves no more than minimal risk 
and that is on a list of research categories eligible for expedited review (see OHRP 
Expedited Review Categories).   When a study is reviewed via the expedited review 
process, the Chair or designated member(s) of the IRB will review the research and can 
approve the study or refer it to the full board for discussion.  In reviewing the research, 
designated member reviewers exercise all of the authorities of the IRB except that 
reviewers may not disapprove the research (disapproval must be done by the full board if 
a consensus is not reached during the expedited review process). 
 
3) Full Board review is required for any research involving human subjects that does not 
quality for exempt or expedited review.  Examples include studies involving greater than 
minimal risk to the human subjects, projects involving FDA regulated elements, projects  
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involving prisoners, and other.   Such protocols are reviewed at a convened meeting of 
the full committee.   All members receive a copy of the protocol to evaluate.  Typically a 
primary (and sometimes a secondary) reviewer is assigned to present the protocol for 
discussion by all members present at a convened meeting of the IRB where a 
determination will be made by a formal vote. 
 
TYPES OF IRB DETERMINATIONS: 
Approval:   This determination is made when the IRB has found that all of the conditions 
for approval, as stated in the RFUMS IRB Manual as well as in the federal regulations, 
are met.   This determination is made by a majority vote at a convened meeting for a full 
board protocol review and by the designated reviewer(s) of an expedited protocol review.   
The PI may begin the study when this determination is communicated in a formal letter 
from the IRB. 
 
Conditional Approval:   This is a limited use determination that is made when the IRB 
finds that all of the criteria would be fulfilled if the PI satisfies a specific list of 
conditions.   The conditions are only those items that can be easily determined to exist by 
the IRB Chair or designee without the exercise of analysis, balancing or similar level of 
judgment.   For example:  Fixing specific typographical error(s), making very specified 
wording changes in a document, or requiring a specified disclosure statement during 
recruitment.   Items that would NOT be in this category are stating “make this section 
easier to understand, include some comments about privacy, reduce the risks some 
more.”    The PI may NOT begin the studies until the IRB Chair or designee determines 
that the conditions listed in the conditional approval letter are actually fulfilled, and they 
receive a formal letter from the IRB stating approval has been granted.  
 
Deferred With Comments:  This determination is made when deficiencies are beyond 
those appropriate for conditional approval and when the IRB expects that the PI is willing 
and able to address the deficiencies and modify the protocol application in a reasonably 
short period of time.   The expectation is that the PI will submit a revised protocol 
application that addresses all of the concerns raised by the reviewer(s) to the IRB.   
Obviously, in this case, the PI may NOT begin the studies until the revised protocol 
application is re-reviewed and receives a determination of Approval.   In some cases, this 
may require additional rounds of review. 
 
Disapproval:  In all situations of an IRB determination of disapproval, the case file will 
be closed.   NOTE:  This determination can only be made by a majority vote at a 
convened full board meeting, not by any designated reviewer.   In other words, if a 
designated IRB reviewer has concerns that a protocol is seriously deficient, they may 
refer the protocol to the next full board meeting of the IRB for discussion and a 
disapproval decision.   
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APPROVAL PERIODS: 
   
Exempt studies:   A determination of Exempt does not expire.  However, PIs must notify 
the IRB if any changes are made that could affect the exempt determination.   
 
Expedited and Full Board studies: May be granted approval for a maximum of one 
year. The IRB will determine the approval period for each study.   
 
A Continuing Review application must be submitted by the PI (at least annually) for all 
expedited or full board studies and approved by the IRB in order to continue the study. 
Note that amendments or revisions which were approved by the IRB during a study's 
approval period do not impact the expiration date for the protocol.  
 
 
 
 


