
Steps for Obtaining IRB Approval  
  
  
1. Submit your Protocol  
 Cover Page Application  
 Research Protocol  
 Copy of research instruments to be used  
 Informed Consent Form (see Sample Informed Consent)  
 Letters of support from connected agencies (if necessary)  

  
2. Obtain Approval For the Research  

Upon submission your protocol will be reviewed for completeness and then 
forwarded to an IRB member for review.  One of the following reviews will be 
conducted:   

  
 Full Board: The research requires a full board review before approval can 

be given.  
 Expedited: The research is approved and is authorized to proceed for 

one year.  
 Exempt: The research is exempt from further review and is authorized to 

proceed.  
 Beyond the Purview of the UIRB: The research does not require IRB 

review.  
 

Following the review the IRB will either issue an approval letter or will ask for 
modifications to the protocol prior to the determination of final approval. 
 

3. An approval letter will be sent to you detailing the category of review and 
approval. This letter will include the IRB assigned protocol number. Once you are 
in possession of this letter you may start your data collection.  

  
Graduate students: UIRB approval must appear in the bound copy of your 
final research project or thesis. Include the following sentence in your 
methodology section:  

 
The University Institutional Review Board approved project (or thesis) # 
_____ on ______ (date).   

  
  
  
  



 
Levels of UIRB Review  

  
The four levels of UIRB review are as follows:  
  
  
Full Board: This applies to any activity qualifying as human subjects research that 

does not meet the criteria for Exempt or Expedited Review. Often 
such research protocols involve “vulnerable populations” such as 
minors and/or persons at risk of psychological harm, including harm if 
confidentiality were violated or if deception is involved. The research 
involves more than minimal risk to the participant.  

  
  
Expedited: This applies to standard non-invasive physical recordings, use of 

existing documents or records where the subject can be identified, 
standard laboratory procedures or perception or cognition, and certain 
projects disqualified from Exempt review conditions. The research 
involves minimal risk to the participant.  

  
  
Exempt: This applies to normal educational practices, standard surveys, 

interviews, observations of public behavior (unless participants can be 
identified, disclosures could place participants at risk, participants are 
considered “vulnerable,” or the research involves deceiving the 
participants). It also includes the collection or study of existing data, 
documents, or records where the subject cannot be identified. The 
Exempt Category means that the research does not need further 
review beyond the UIRB board member’s review. This is not to be 
confused with the research being exempt from any review at all.  

  
  
Beyond the Purview: This applies to research that does not involve human 

subjects.   
  
  

  



 
Human Subjects Research Definitions and Guidelines  

The CSU Stanislaus’ policy of research with human subjects is derived from Code of 
Federal Regulations Title 45 Public Welfare, Part 46 Protection of Human Subjects.  
  
Research  
The ED Regulations for the Protection of Human Subjects, Title 34, Code of Federal 
Regulations, Part 97, define research as "a systematic investigation, including 
research development, testing and evaluation, designed to develop or contribute to 
generalizable knowledge.”  
  
Activities which meet this definition constitute research for purposes of this policy, 
whether or not they are conducted or supported under a program which is 
considered research for other purposes.  For example, some demonstration and 
service programs may include research activities.  
  
Human Subject  
The regulations define human subject as "a living individual about whom an 
investigator (whether professional or student) conducting research obtains (1) data 
through intervention or interaction with the individual, or (2) identifiable private 
information. [Private information includes information about behavior that occurs in a 
context in which an individual can reasonably expect that no observation or recording is 
taking place, and information which has been provided for specific purposes by an individual 
and which the individual can reasonably expect will not be made public (for example, a 
school health record).]  
  
(1) If an activity involves obtaining information about a living person by 

manipulating that person or that person’s environment, as might occur when a 
new instructional technique is tested, or by communicating or interacting with 
the individual, as occurs with surveys and interviews, the definition of human 
subject is met.  

(2) If an activity involves obtaining private information about a living person in such 
a way that the information can be linked to that individual (the identity of the 
subject is or may be readily determined by the investigator or associated with the 
information), the definition of human subject is met.  

  
Making behavioral observations of humans in a natural setting, having persons fill 
out surveys, collecting data to compare effectiveness of several teaching methods, 
or studying patient records qualify as research if the activities are designed to lead 
to "generalizable knowledge." It does not matter whether the investigators are 
faculty or students. The UIRB assumes that the intent is to contribute to 
"generalizable knowledge" if the results may be presented in any forum, including 
meetings or publications, external to this institution. All Master's Theses and 
Projects involving human subjects are considered contributions to generalizable 
knowledge and therefore must be submitted for UIRB review. In summary, the 
criteria used to determine if an activity is research involve both the nature of that 
activity and the use of the data gathered.  
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