


New Study IRB Submission Requirements 

Exempt Studies: 

 Chart Reviews 

1. Application Part A* 

2. Application Part B: Retrospective Medical Records Review* 

 Exempt, no identifying information retained 

1. Application Part A* 

2. Application Part B: Exempt* 

3. Recruitment materials, if applicable (i.e. phone/email scripts, flyers, etc.) 

4. Information Sheet 

5. Survey/Questionnaire/Test, if applicable 

 Exempt, identifying information retained+ (even if coded) 

1. Application Part A* 

2. Application Part B: Exempt* 

3. Data Management and Security Form* 

4. Recruitment materials, if applicable 

5. Consent Form(s) 

6. Survey/Interview Questions, etc.  

+Note: If identifying information is being collected or retained and participants’ identities will be readily 

ascertainable to the investigator for an Exempt study, this goes through our Limited Review process. 

Audio and/or video recording of subjects is considered identifying information. The recording of 

minors will always be escalated to Expedited Review. 

Expedited/Full Board Studies: 

 Biological Specimen Collection Only 

1. Application Part A* 

2. Application Part B: Biological Specimens* 

3. Biospecimen Banking Protocol, if applicable 
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Studies using WCG as the IRB of Record: 

1. Application Part A* 

2. External Review Request form* 

3. WCG Boilerplate Checklist* 

4. Protocol 

5. Consent Form(s) in draft form 

6. Confirmation from study sponsor that USA’s local context language has been accepted 

 

Studies using NCI as the IRB of Record: 

1. Application Part A* 

2. External Review Request form* 

3. Protocol 

4. Consent Form(s) in draft form 

5. Handout – HIPAA – NCI CIRB* 

Studies Using Another External IRB as the IRB of Record: 

1. Application Part A* 

2. External Review Request form* 

3. Protocol 

4. Consent Form(s) in draft form 

5. Reliance / Authorization Agreement (or information, e.g., if utilizing SMART IRB) 

6. Local recruitment materials, if applicable 

 

Emergency / Compassionate Use Studies: 

1. Application Part A* 

2. Application Part B: Expedited and Full Board* 

3. Consent Form(s)/Parental Permission in draft form 

4. Letter of Authorization from sponsor 

5. Investigator’s Brochure 

6. IND Acknowledgement Letter from FDA 



Amendments 

1. Amendment Form* 

2. Change of Study Team form, if applicable* 

3. Updated Part A, if applicable* 

4. Any revised materials that apply to the Amendment, i.e. questionnaires, information sheets, 

etc. 

5. All sponsor-provided materials that apply, e.g., updated IB, protocol, etc. 

6. Updated ICFs, if applicable – Note: Revised ICFs are required to have any change/revision 

tracked from its previous USA IRB approved version. 

Renewals / Continuing Review 

 Next Report Due Studies (Exempt & most non-FDA Expedited studies): 

1. Annual Check-In Form* 

2. Change of Study Team form and updated Part A, if applicable* 

 

 Full Board/Select Expedited/FDA Regulated Studies: 

1. Full Board and Expedited Continuing Review form* 

2. DSMB / safety report, if applicable –


