
UW–Whitewater IRB Application and Approval 
Process 
Research: A systematic investigation, including research development, testing, and evaluation, designed 
to develop or contribute to generalizable knowledge. Includes dissemination of research (active, 
intentional process of sharing study findings with specific audiences). 
 
Human Subject: Per regulations 45 CFR §46.102, it is a “a living individual about whom an investigator 
(whether professional or student) conducting research: (i) Obtains information or biospecimens through 
intervention or interaction with the individual, and, uses studies, or analyzes the information or 
biospecimens; or (ii) Obtains, uses, studies, analyzes, or generates identifiable private information or 
identifiable biospecimens.” 
┌─────────────────────────────────────────────┐​
│ STEP 1: DO YOU NEED IRB REVIEW?             │​
└─────────────────────────────────────────────┘​
     ▼​
┌───────────────────────────────────────────────────────────
───────────┐​
│ 1. Is the activity considered research under the federal definition? │​
└───────────────────────────────────────────────────────────
───────────┘​
 ┌───┴───┐​
 │       │ NO​
 ▼       ▼​
 │       ┌──────────────────────────┐​
 │       │ IRB Review Not Required  │​
 │       └──────────┬───────────────┘​
 │                  END​
YES​
 ▼​
┌─────────────────────────────────────────────┐​
│ 2. Does the research involve human subjects?│​
└─────────────────────────────────────────────┘​
 ┌───┴───┐​
 │       │ NO​
 ▼       ▼​
 │    ┌──────────────────────────┐​
 │    │ IRB Review Not Required  │​
 │    └──────────┬───────────────┘​
 │               END​
YES​
 ▼​
┌───────────────────────────────────────────────────────────
────────────────┐​
│ 3.Does the activity involve obtaining information about living individuals? ​
└───────────────────────────────────────────────────────────
────────────────┘​
 ┌───┴───┐​
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 │ YES   │ NO​
 ▼       ▼​
 │     ┌──────────────────────────┐​
 │     │ IRB Review Not Required  │​
 │     └──────────┬───────────────┘​
 YES              END​
 │​
 ▼​
┌───────────────────────────────────────────────────────────
────────────────┐​
│ 4.Does the activity involve intervention or interaction with individuals? │  ​
└───────────────────────────────────────────────────────────
────────────────┘​
 ┌───┴───┐​
 │       │ NO​
 ▼       ▼​
 │      ┌─────────────────────────┐​
 │      │ Contact ORSP for        │​
YES     │ guidance                │​
 │      └─────────────────────────┘​
 ▼​
┌───────────────────────────────────────────────────────────
────────────────┐​
│ 5. IRB REVIEW IS REQUIRED - Activity is research involving human subjects │ 
│  Proceed to Step 2                                                        │​
└───────────────────────────────────────────────────────────
────────────────┘​
     ▼​
┌─────────────────────────────────────────────┐​
│ STEP 2: IRB REVIEW DETERMINATION FORM –     │ 
│ Complete form and email to:ORSP@uww.edu     │​
└─────────────────────────────────────────────┘    ​
     ▼​
┌─────────────────────────────────────────────┐​
│ STEP 3: COMPLETE CITI TRAINING              │​
└─────────────────────────────────────────────┘──────────┐​
│ • PI completes SBE Human Subjects Training             │​
│ • All research team members complete required training │​
│ • Save completion certificate                          │​
└────────────────────────────────────────────────────────┘​
     ▼​
┌─────────────────────────────────────────────┐​
│ STEP 4: PREPARE PROTOCOL PACKAGE            │​
└─────────────────────────────────────────────┘​
│ Include, as applicable:                     │​
│ • IRB Application                           │​
│ • Consent/Assent Forms                      │​
│ • Recruitment Materials                     │​
│ • Surveys/Interview Questions               │​
│ • Study Materials                           │​
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│ • Biomarker Documentation                   │​
│ • Debriefing Form                           │​
└─────────────────────────────────────────────┘​
     ▼​
┌─────────────────────────────────────────────┐​
│ STEP 5: COMPLETE APPLICATION IN CAYUSE      │​
└─────────────────────────────────────────────┘​
│ • ORSP creates account                      │​
│ • Log in with UW-Whitewater credentials     │​
│ • Complete IRB Application                  │​
└─────────────────────────────────────────────┘​
     ▼​
┌─────────────────────────────────────────────┐​
│ STEP 6: SUBMIT APPLICATION                  │​
└─────────────────────────────────────────────┘​
│ • Submit protocol package                   │​
│ • Confirm submission                        │​
│ • Certify Investigator Statement            │​
│ • Notify ORSP Compliance Officer            │​
└─────────────────────────────────────────────┘​
     ▼ 
┌─────────────────────────────────────────────┐​
│ STEP 8: EXEMPTION DETERMINATION             │​
└─────────────────────────────────────────────┘​
│ • IRB/ORSP determines exemption status      │​
│ • Investigators may NOT self-determine      │​
│ • If exempt, investigator is notified       │​
└─────────────────────────────────────────────┘​
   ▼​
┌─────────────────────────────────────────────┐​
│ STEP 9: IRB Determination                   │​
└─────────────────────────────────────────────┘​
│───────────────┬──────────────┬──────────────┬─────────────
──┐​
│   APPROVED    │   EXEMPTED   │ ADDITIONAL   │   DECLINED    │​
│               │              │ INFORMATION  │               │​
│ Research may  │ Research may │ REQUIRED     │ Not approved  │​
│ begin         │ proceed      │ Revise and   │ as submitted  │​
│               │              │ resubmit     │               │​
└───────────────┴──────────────┴──────────────┴─────────────
──┘​
   ▼​
┌─────────────────────────────────────────────┐​
│ STEP 10: IRB COMMUNICATIONS   IRB Decision  │​
└─────────────────────────────────────────────┘      
Important Reminder 
No research involving human subjects may begin until official approval or exemption 
notification has been received from ORSP/IRB.      
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