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Creighton University Institutional Review Board
2500 California Plaza, Omaha, NE 68178 ( Phone: 402-280-2126 ( Fax: 402-280-4766

Campus Address: Criss I, Room 104
Email: irb@creighton.edu
Application for
Request for Modification of Approved Research
Check appropriate box for type of review:
 FORMCHECKBOX 
  
Convened Meeting 
NOTE: Types of changes requiring review at a convened meeting include the following:

1. Changes to the risk of the project

2. Added visits 

3. Multiple complex changes

4. Change to dosages of drugs involved in the study

5. Sponsor requests for board review at a convened meeting
 FORMCHECKBOX 

Expedited Review 
NOTE: Types of changes that do not require review at a convened meeting include the following:
1. Change to investigators, study personnel, and/or study site

2. Administrative changes

3. Minor changes to procedures (if changes do not affect the risk)
Contact and Study Information
	IRB #:
	     

	Study Title: 
	     

	Principal Investigator
(include degree): 
	     

	Phone: 
	     
	Email: 
	     

	Department and School: 
	     

	Person responsible for regulatory documents (if other than the investigator): 
	     

	Phone: 
	     
	Email: 
	     

	


1. Study Enrollment 

a. Is enrollment of subjects ongoing?    FORMCHECKBOX 
  Yes    FORMCHECKBOX 
 No  
b. Total number of subjects who are presently on study drug/device/supplements      
c. Total number of subjects who are not presently on study drug/device/supplements but are still being followed per protocol      
d. How will participants be notified of the modifications?      
2. Check all modifications requested:
 FORMCHECKBOX 
  Status change in study (e.g., change in subject enrollment, closed to enrollment, pause to enrollment, other)
Describe:       
Reason:      
 FORMCHECKBOX 
  Protocol/study changes:
Summarize changes (include modification type/number/date):      
 FORMCHECKBOX 
  Consent document changes [Check type of document; please include one copy of the document with tracked changes and one clean copy for re-stamping]
Summarize proposed changes (if this is a new document, please note):      
 FORMCHECKBOX 
  Consent(s): List if more than one consent:      
 FORMCHECKBOX 
  Permission(s): List if more than one permission:      
 FORMCHECKBOX 
  Assent(s) Age (7-11): List if more than one assent:      
 FORMCHECKBOX 
  Assent(s) Age (12-18): List if more than one assent:      
 FORMCHECKBOX 
  HIPAA Authorization
 FORMCHECKBOX 
  Information Letter
 FORMCHECKBOX 
  Change in research site:
 FORMCHECKBOX 
 Addition
 FORMCHECKBOX 
 Deletion
 FORMCHECKBOX 
 Modification

Describe:       
 FORMCHECKBOX 
  Change in research funding:  Describe:       
Submit one copy of the new grant application

 FORMCHECKBOX 
  Change in study personnel (Consent(s)/Assent(s)/Permission(s) needs to be updated if any investigators added)
	1
	Obtain Informed Consent*


	6
	Obtain and record medical and surgical history*
	11
	Assess causality for adverse events*

	2
	Make subject eligibility/enrollment decisions*
	7
	Data entry for individually identifiable information**
	12
	Consultant only

	3
	Prepare and dispense Investigational Product*
	8
	Perform study-related assessments*
	13
	Other (please specify)

	4
	Perform Investigational Product accountability activities*
	9
	Maintain documentation for Investigator site file
	14
	Community Partner (for Community-Based Participatory Research)***

	5
	Administer study drug*
	10
	Complete and submit reportable new information form (including adverse events)*
	
	

	*  Requires Protection of Human Subject Certification 

** Requires completion of the CITI HIPAA Research training course only
*** For training requirements, see IRB Policy 133, “Community-Based Research” 


	Added Investigator/Study Personnel Name (include degree/credentials)
	Email address
	Department/
School/Place of Employment
	Role in the Study (Investigator, Coordinator, Data Entry, Technician, Student Investigator)
	Responsibilities (list the number from the Study Responsibilities table above)

	Please note: if study personnel will be involved in the consent process, they must be listed on the consent/permission/assent documents.

	     
	
	
	     
	     

	     
	
	
	     
	     

	     
	
	
	     
	     

	     
	
	
	     
	     


	Removed Investigator(s)/Study Personnel:

	     

	     

	     


Application Checklist

	Submit original of this document signed by the investigator and five (5) copies for biomedical board or seven (7) copies for social-behavioral board (double sided) and submit all documents electronically to irb@creighton.edu if the modifications require review at a convened meeting. If the modification does not require review at a convened meeting, send only original of this document signed by the investigator/designee.
If you have questions on the type of review required, please call the IRB office at 402-280-2126 or email irb@creighton.edu for assistance. They can help you determine whether the modification requires review at a convened meeting or whether the modification can be reviewed using expedited review.
 FORMCHECKBOX 

Completed Application for Request for Modification of Approved Research
 FORMCHECKBOX 

Protocol modification (if the modification is separate from the corrected protocol, the full board will need the modification only; one copy of the full protocol with the changes incorporated must be submitted for the IRB files)
 FORMCHECKBOX 

Grant application (for new funding only; one copy for the IRB files)
 FORMCHECKBOX 
  Version of Consent/Permission/Assent/HIPAA Authorization document(s) with tracked changes

 FORMCHECKBOX 
  Version of Consent/Permission/Assent/HIPAA Authorization document(s) with changes accepted (for stamp dating purposes)

 FORMCHECKBOX 
  Sponsor documentation
 FORMCHECKBOX 
  Other:      


I understand that I cannot initiate any changes in my approved protocol before I have received IRB approval and/or complied with all contingencies/stipulations with regards to that approval.
Signature of Investigator* (or designee)

Date
Signature must be original (not a stamped signature); a faxed or scanned original is acceptable.

*If this change requires board review at a convened meeting, the Principal Investigator must sign.[image: image1.png]
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