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In MS Word, click in the white boxes and type your text; double-click checkboxes to check/uncheck.

•
Federal regulations require IRB approval before implementing proposed changes. See Section 14 of the IRB Guidebook for Investigators for additional information. 

•
Change means any change, in content or form, to the protocol, consent form, or any supportive materials (such as the Investigator’s Brochure, questionnaires, surveys, advertisements, etc.). See Item 4 for more examples. 
	1. Today’s Date
	     


	2. Principal Investigator (PI)

	
Name (with degree)
	     
	Blazer ID
	     

	 
Department
	     
	Division (if applicable)
	     

	
Office Address
	     
	Office Phone 
	     

	
E-mail
	     
	Fax Number
	     

	Contact person who should receive copies of IRB correspondence (Optional)

	
Name
	     
	E-Mail
	     

	
Phone
	     
	Fax Number
	     

	
Office Address (if different from PI)
	     


	3. UAB IRB Protocol Identification 

	
3.a. Protocol Number
	

	
3.b. Protocol Title 
	

	
3.c. Current Status of Protocol—Check ONE box at left; provide numbers and dates where applicable

	 FORMCHECKBOX 
 
	Study has not yet begun
	No participants, data, or specimens have been entered.

	 FORMCHECKBOX 
 
	In progress, open to accrual
	Number of participants, data, or specimens entered:
	     

	 FORMCHECKBOX 
 
	Enrollment temporarily suspended by sponsor

	 FORMCHECKBOX 
 
	Closed to accrual, but procedures continue as defined in the protocol (therapy, intervention, follow-up visits, etc.)

	
	Date closed: 
	     
	Number of participants receiving interventions: 
	     

	
	
	
	Number of participants in long-term follow-up only:
	     

	 FORMCHECKBOX 
 
	Closed to accrual, and only data analysis continues

	
	Date closed: 
	     
	Total number of participants entered:
	     


	4. Types of Change

	Check all types of change that apply, and describe the changes in Item 5.c. or 5.d. as applicable. To help avoid delay in IRB review, please ensure that you provide the required materials and/or information for each type of change checked.

	 FORMCHECKBOX 
 
	Protocol revision (change in the IRB-approved protocol) 

In Item 5.c., if applicable, provide sponsor’s protocol version number, amendment number, update number, etc.

	 FORMCHECKBOX 
 
	Protocol amendment (addition to the IRB-approved protocol)

In Item 5.c., if applicable, provide funding application document from sponsor, as well as sponsor’s protocol version number, amendment number, update number, etc.

	 FORMCHECKBOX 
 
	Add or remove personnel 

In Item 5.c., include name, title/degree, department/division, institutional affiliation, and role(s) in research, and address whether new personnel have any conflict of interest. See “Change in Principal Investigator” in the IRB Guidebook if the principal investigator is being changed.

	
	 FORMCHECKBOX 
 
	Add graduate student(s) or postdoctoral fellow(s) working toward thesis, dissertation, or publication

In Item 5.c., (a) identify these individuals by name; (b) provide the working title of the thesis, dissertation, or publication; and (c) indicate whether or not the student’s analysis differs in any way from the purpose of the research described in the IRB-approved HSP (e.g., a secondary analysis of data obtained under this HSP).

	 FORMCHECKBOX 
 
	Change in source of funding; change or add funding

In Item 5.c., describe the change or addition in detail, include the applicable OGCA tracking number(s), and provide a copy of the application as funded (or as submitted to the sponsor if pending). Note that some changes in funding may require a new IRB application.

	 FORMCHECKBOX 
 
	Add or remove performance sites 

In Item 5.c., identify the site and location, and describe the research-related procedures performed there. If adding site(s), attach notification of permission or IRB approval to perform research there.  Also include copy of subcontract, if applicable. If this protocol includes acting as the Coordinating Center for a study, attach IRB approval from any non-UAB site added.

	 FORMCHECKBOX 
 
	Add or change a genetic component or storage of samples and/or data component—this could include data submissions for Genome-Wide Association Studies (GWAS)

To assist you in revising or preparing your submission, please see the IRB Guidebook for Investigators or call the IRB office at 934-3789.

	 FORMCHECKBOX 
 
	Suspend, re-open, or permanently close protocol to accrual of individuals, data, or samples (IRB approval to remain active)

In Item 5.c., indicate the action, provide applicable dates and reasons for action; attach supporting documentation.

	 FORMCHECKBOX 
 
	Report being forwarded to IRB (e.g., DSMB, sponsor or other monitor)

In Item 5.c., include date and source of report, summarize findings, and indicate any recommendations.

	 FORMCHECKBOX 
 
	Revise or amend consent, assent form(s)

Complete Item 5.d.

	 FORMCHECKBOX 
 
	Addendum (new) consent form

Complete Item 5.d.

	 FORMCHECKBOX 
 
	Add or revise recruitment materials

Complete Item 5.d. 

	 FORMCHECKBOX 
 
	Other (e.g., investigator brochure)

Indicate the type of change in the space below, and provide details in Item 5.c. or 5.d. as applicable.

Include a copy of all affected documents, with revisions highlighted as applicable.
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	5. Description and Rationale

	In Item 5.a. and 5.b, check Yes or No and see instructions for Yes responses. 

In Item 5.c. and 5.d, describe—and explain the reason for—the change(s) noted in Item 4.

	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No 
	5.a. Are any of the participants enrolled as normal, healthy controls? 


If yes, describe in detail in Item 5.c. how this change will affect those participants.

	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No 
	5.b. Does the change affect subject participation, such as procedures, risks, costs, location of services, etc.?


If yes, FAP-designated units complete a FAP submission and send to fap@uab.edu. Identify the 


FAP-designated unit in Item 5.c. 


For more details on the UAB FAP, see www.uab.edu/cto. 

	5.c. Protocol Changes: In the space below, briefly describe—and explain the reason for—all change(s) to the protocol. 
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	5.d. Consent and Recruitment Changes: In the space below, 


(a) describe all changes to IRB-approved forms or recruitment materials and the reasons for them; 


(b) describe the reasons for the addition of any materials (e.g., addendum consent, recruitment); and 


(c) indicate either how and when you will reconsent enrolled participants or why reconsenting is not necessary (not applicable for recruitment materials). 

Also, indicate the number of forms changed or added. For new forms, provide 1 copy. For revised documents, provide 3 copies: 


• a copy of the currently approved document (showing the IRB approval stamp, if applicable)
• a revised copy highlighting all proposed changes with “tracked” changes
• a revised copy for the IRB approval stamp.
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Signature of Principal Investigator












Date





FOR IRB USE ONLY

□ Received & Noted
□ Approved Expedited*
□ To Convened IRB

________________________________________        ________________

Signature (Chair, Vice-Chair, Designee)


  

Date

DOLA ___________________

Change to Expedited Category      Y   /     N    /    NA

*No change to IRB’s previous determination of approval criteria at 45 CFR 46.111 or 21 CFR 56.111 
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