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NAVAL MEDICAL RESEARCH CENTER



 Office of Research Administration


	HRPP#:
     
(DoD#:
     )


Request for Amendment to IRB Approved Research

Instructions:  Please submit this completed form to the NMRC Office of Research Administration (ORA).  Contact ORA if you have any questions at (301) 319-7276. 

Amendment Number (provide sequential amendment number):      

Prospective Scientific Review Board Approval Required:  Amendments that affect the statistical analysis plan, the scientific design or methodology must receive SRB approval prior to submission to the IRB (check one): 


 FORMCHECKBOX 

SRB Review Required
 FORMCHECKBOX 

SRB Review NOT Required
(Note: Upon review of the materials, ORA or the IRB may forward this amendment to the SRB if this review is appropriate.)

Prospective IRB Approval Required:  All amendments, including changes to the protocol, such as the addition of new sites or changes in research personnel, must be prospectively reviewed by the IRB and approved by the Commanding Officer in writing, except where necessary to eliminate apparent immediate hazards to the subjects.   

Part A – Background Information

1.
Title of Project:      
2.
NMRC Lead Investigator (name):      
Signature: 
_____________________________________

Date: 



3.
Principal Investigator, if different from above (name and institution): 
4.
Primary or Lead IRB (name of institution): 
Part B – Change in Principal Investigator
1.
Name of current Principal Investigator:      
2.
Name of proposed Principal Investigator:       
 FORMCHECKBOX 
  Curriculum Vitae attached if not currently on file within the last year with the IRB

 FORMCHECKBOX 
  Signed Statement of Assurance of Principal Investigator attached (IRB Form S)
Title:      
Institution:      
Telephone Number:      

E-mail:      
Human Subject Protection Education (date completed):       

Part C – Change in NMRC Lead Investigator

1.
Name of current Lead Investigator:      
2.
Name of proposed Lead Investigator:       
 FORMCHECKBOX 
  Curriculum Vitae attached if not currently on file within the last year with the IRB

 FORMCHECKBOX 
  Signed Statement of Assurance of Lead Investigator attached (IRB Form S)
 FORMCHECKBOX 
  Human Subject Protection Education (date completed): 
Part D – Change in Research Personnel

1.
Please list the following information for each additional key research personnel involved in the conduct of the study (this includes medical monitors, co-investigators, research coordinators, etc.) (for each please provide (i) name and degrees, (ii) role in the study,  (iii) institutional affiliation and (iv) date human subject protection education was completed): 
     
2.
Please provide the names of all personnel who have been removed from this study (for each please provide (i) name and degrees, (ii) role in the study, and (iii) institutional affiliation): 
     
Part F -- Change in Research Site

Please check applicable change: 
 FORMCHECKBOX 
 
Addition of new study site(s) 

Name of the study site(s) to be added:      
Total number of subjects enrolled at each site:      
List and attach all applicable permissions and/or approvals (e.g., host country approval, facility permission, ethical review committee approval, etc.):      
Please provide justification for adding the new site(s):       
 FORMCHECKBOX 
 
Closure/removal of study site(s) 
Name of the study site(s) to be removed:      
Please provide justification for closing or removing the study site from the protocol:       
Part G – Other Amendment or Change
1.
Please concisely describe changes (e.g., changes in interventions, procedures, inclusion/exclusion criteria, advertisements for recruitment of subjects, change in the number of subjects, as well as change in research status such as closure to accrual or reopening enrollment.): 

     
2.
Please identify all relevant documents affected by the changes described in this amendment and attach one (1) clean copy and one (1) copy with tracked-changes. (Changes must be tracked in a format that allows black and white printing and so colored text should not be used; please use strikethroughs and underlining to indicate deleted and added text, respectively): 

     
Part H – Attachments

Review Packets:  Only complete packets will be routed to the NMRC Scientific Review Board (SRB) and Institutional Review Board (IRB).  Because some documents may not be available at the time of submission for review, the chart below indicates for which items are required in order to begin the review process for each committee and which documents (though required for approval) may be submitted later than the initial review application.  The second column of the chart below indicates what documents are required for initial submission to each committee:

“*” 
These items are necessary for complete IRB review, but can be submitted later than the initial review application

“SRB” 
These items are required before ORA routes protocol package to Scientific Review Board

“IRB” 
These items are required before ORA routes protocol package to Institutional Review Board

For example, it may be more efficient for investigators to provide translations of consent documents and data collection tools once the original English versions have been approved.  Consequently, investigators may submit translated as well as back translated documents of approved English versions as a stipulation/contingency for approval.  

1.
Please attach the following items as applicable and check those attached:

	Documents

(if not applicable, type “n/a” in pending column)


	Required before ORA routes to:
	Attached
	Pending

	
	
	Yes
	No
	Expected Date of Receipt

	a. Complete research protocol or research plan (e.g., voluntary agency or commercial sponsor protocols or investigator initiated protocol)
	SRB
	 FORMCHECKBOX 

	
	

	· NMRC Protocol Addendum for protocols not in the format of the NMRC protocol template
	IRB
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	b. Clinical investigator’s brochure, package insert, PDR monograph, labeling information, where applicable
	SRB
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	c. For Public Health Service funded studies (e.g., NIH), complete federal grant application except attachments 
	SRB
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	d. All scales, data collection tools and case report forms (e.g., survey instruments, questionnaires, interview scripts, etc.) in English
	SRB
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	· Translations to local language(s) and back translations
	*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	e. Informed consent document(s) in English
	IRB
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	· Translation to local language(s) and back translations
	*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	f. Parental permission document(s) in English
	IRB
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	· Translation to local language(s) and back translations
	*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	g. Child assent document(s) in English
	IRB
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	· Translation to local language(s) and back translations
	*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	h. All advertisements, announcements, letters, subject briefing slides or other recruiting materials in English
	*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	· Translation to local language(s) and back translations
	*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	i. Host country approval (with English translation)
	*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	j. Collaborating IRB approvals (with English translation)
	*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	k. Current CVs for Research Personnel (if not already on file)
	IRB
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	l. Supervisor’s Permission for Military Personnel
	IRB
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	m. FDA Required Forms and Responses (Check all that Apply)
	
	
	
	

	
 FORMCHECKBOX 
 Form 1571  FORMCHECKBOX 
 Form 1572   FORMCHECKBOX 
 Responses to FDA Comments
	IRB
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	n. Collaborative Agreements (i.e. CRADAs, MOA, MOU, Support Agreement, etc.) 
	IRB
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	o. Research Monitor Addendum
	IRB
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	p. Supplemental IRB Forms:
	
	
	
	

	· 
Investigator Statement of Assurance (IRB Form S), required
	IRB
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


Part H – Chain of Command Review

DEPARTMENT HEAD:  

Signature:
_____________________________________

Date: 



Name/Dept.:
     
DIRECTOR:
Signature:
_____________________________________

Date: 



Name/Dir.:
     
Part I – Review Recommendation
To be completed by IRB Chair or Vice Chair. 
Please select as applicable:

 FORMCHECKBOX 

Approved via Expedited Review (32 CFR 219.110 (b) (2))
 FORMCHECKBOX 

Forwarded to Convened (Full) IRB for review and approval


 FORMCHECKBOX 

Approved by the Convened (Full) IRB


 FORMCHECKBOX 

Disapproved by the Convened (Full) IRB (please provide rationale below or attach supporting document.)
Comments:  

Signature of Reviewing IRB Chair or Vice Chair


Date

Part J – Approval 

To be completed by the Commanding Officer or Executive Officer when Acting for the Commanding Officer. 
Based on the authority granted to me in BUMED ltr 3900 Ser M00RPH/12UMOORPH326 of 22 October 2012, I concur with the Commanding Officer/Commander’s approval and authorize NMRC participation in this action.  
Signature of Commanding Officer or Executive Officer

Date
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