DUKE UNIVERSITY HEALTH SYSTEM

INSTITUTIONAL REVIEW BOARD 
Request for Review of an AMENDMENT to an IRB Approved Protocol

FOR IRB USE ONLY:      Assigned IRB Reviewer: __________________________________
 
Check only one:









[  ] Approved by expedited review 
[  ] Modifications required by expedited review




[  ] Approved by convened IRB on __________________



ATTACH  IRB LABEL HERE
[  ] Modifications required by convened IRB on _________________



[  ] Deferred/Reviewed again by convened IRB on ____________  





[  ] Disapproved by convened IRB on ______________

For Studies with Pediatric Populations: (please indicate risk level as a result of this amendment)

Pediatric Risk Level:  __ 1 __ 2 __ 3 __ 4     unchanged    Signature of:  __ 1     __ 2  Parent(s)/Guardian(s)

____________________________

_____________

Stamped Name:

IRB Chair/Vice Chair/Designee

Date   

IRB #: 






Protocol Version/Date:                                               
Study Title:
1.  Principal Investigator(PI): 






MD/PhD DUHS Faculty?

Email: 


Beeper: 

Phone: 


  Fax: 


Mail Box: 


Dept: 


Division: 

    
2.  Study Coordinator:







E-mail




Phone: 


Fax: 


Mail Box: 



Dept: 


Division: 

    

3. Co-PI or Duke Sponsor:  






MD/PhD DUHS Faculty? _______

Email: 


Beeper: 

Phone: 


  Fax: 


Mail Box: 


Dept: 


Division: 

    

I. 
Proposed change affects:  (check all that apply)
[  ] Principal Investigator or other study personnel

[  ] Sponsor/Funding Source or Drug/Device Supplier

[  ] Study design (i.e., investigator’s brochure, protocol, clinical activities, study length, study objectives)
[  ] Subjects/Eligibility (i.e., size of population, selection criteria, recruitment method, study advertisement)
[  ] Subject Population Requiring Foreign Language Consent Form(s)* (please see #VI below)
[  ] Drug/Device (i.e., IND, IDE, composition, amount, schedule, administration, combinations with other drugs/devices)
[  ] Consent process (i.e., written and/or oral process)
[  ] Data Collection/Analysis 

[  ] Risks/Benefits

[  ] Other:
II. Precise description of the change(s): Note: Please use the format below to list changes and reasons for 
changes with most substantial changes listed first. However, multiple minor administrative changes to the 
protocol, such as changes in contact/reporting information or clarifications, may be listed together in one entry as 
follows:

Text: Minor Administrative Changes


 
Sections Affected: pages 1, 2, 3



Reason for Change:  Clarification
      1.
Old Text:

New Text:

Reason for Change:

2. Old Text:

New Text:

Reason for Change:  
III.    As a result of this amendment, the risks of study participation have:


      increased

     decreased              remained unchanged 
       (Note:  If the risks to a study involving pediatric subjects have increased/decreased as a result of this amendment, 
please attach a new Pediatric Risk Assessment Form.)
        If this amendment has resulted in an increase or decrease in the risks of study participation, 
        please describe:

IV.   As a result of this amendment, will subjects be re-consented?         Yes               No
       If no, please explain:

V.    Type of amendment:  Sponsor-generated   [   ]

PI-generated   [   ]

VI.    Complete this section only if you plan to include subject population(s) necessitating foreign language    

        consent form(s).  
        Please attach all three documents:
[  ]  English version of consent form (already IRB-approved)

[  ]  Translated version of consent form (by the first translator)

[  ]  Back-translation of consent form (by the second translator)

Please provide statement of qualifications for both the first translator and the second translator.  You may attach C.V.s or resumes of the translators as applicable. 
Translator Qualifications:

VII.   Attach relevant documents.  If you have made changes to the IRB study summary and/or consent form(s), submit BOTH a “changes tracked” version and a clean version of each affected document.  Submitting the “Track changes” version of a document will enable the IRB to quickly see both deletions and additions that you may have made to either your IRB study summary and/or consent form(s).  Please attach a list of page numbers where changes have been made to the sponsor’s protocol, investigator’s brochure, questionnaires, and/or other documents.

[  ] Amended study protocol        
        [  ] Revised consent(s)           
        [  ] Modified data collection form(s)

        [  ] Topics or questions to be added to existing data collection forms

        [  ] Pediatric Risk Assessment Form
        [  ] Other:
Signature(s) of Principal Investigator/Faculty Sponsor

Date
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