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REQUEST FOR PROTOCOL MODIFICATION


	Name of Principal Investigator:
	     
	Date:
	     

	Full Title of Protocol:
	     

	Protocol Number:
	     
	Date of Most Recent Approval:
	     

	
	
	
	


	Please indicate which type of modification you are submitting by checking the relevant box (check all that apply):

	 FORMCHECKBOX 

	Change in investigators or investigator information
	(Proceed to Section A)

	 FORMCHECKBOX 

	Change in title of protocol 
	(Proceed to Section B)

	 FORMCHECKBOX 

	Change in funding (internal and external)
	(Proceed to Section C)

	 FORMCHECKBOX 

	Change in study population 

(e.g. ages, selection criteria, inclusion of vulnerable subjects, increased numbers)
	(Proceed to Section D)

	 FORMCHECKBOX 

	Change in recruitment techniques 
	(Proceed to Section E)

	 FORMCHECKBOX 

	Change in site 
	(Proceed to Section F)

	 FORMCHECKBOX 

	Modification or additions to instruments/measures and/or type of data collected
	(Proceed to Section G)

	 FORMCHECKBOX 

	Modification of methodology and/or procedures
	(Proceed to Section H)

	 FORMCHECKBOX 

	Modification to consent form(s) and/or the process by which consent is obtained.  Please note that modification of the consent form may be required as a result of other modifications.
	(Proceed to Section I)

	 FORMCHECKBOX 
      Other modification (define):      


	Section A.  Change in Investigator or Investigator Information
	Note: Investigator changes may require that consent forms be updated.  See Section I.

	Changing the Principal Investigator Information (PI)

Check the relevant box
	

	 FORMCHECKBOX 
   
	Changing PI
	Name:
	     
	Department:
	     

	
	
	Title:
	     
	E-mail:
	     

	 FORMCHECKBOX 
   
	Editing PI information
	Address:
	     

	Phone:
	     

	
	
	
	
	Fax:
	     

	
	
	
	
	

	Adding Co-Investigators or changing existing Co-Investigator information

Check the relevant box

	 FORMCHECKBOX 

	Adding Co-I
	Name:
	     
	Department:
	     

	
	
	Address:
	     
	E-mail:
	     

	 FORMCHECKBOX 

 
	Editing Co-I information
	
	
	Phone:
	     

	
	
	
	
	Fax:
	     

	
	
	
	
	
	

	 FORMCHECKBOX 

	Adding Co-I
	Name:
	     
	Department:
	     

	
	
	Address:
	     
	E-mail:
	     

	 FORMCHECKBOX 

	Editing Co-I information
	
	
	Phone:
	     

	
	
	
	
	Fax:
	     

	
	
	
	

	Deleting Investigators

	Name:
	     
	Name:
	     

	All investigators must complete required IRB training and submit certificate to the IRB administrator prior to approval. 

IRB training is located at http://www.tufts.edu/central/research/IRB/citi.html


	Section B.   Change in Title of Protocol
	Note: Protocol title changes require that consent forms be updated. See Section I.

	New Protocol Title:
	     

	

	Section C.  Change in Funding 
	

	Funding Source Change:
	 FORMCHECKBOX 
 Addition
	 FORMCHECKBOX 
 Removal

	Describe change(s) in funding:       


	Section D.  Change in Study Population  
	Note: Study population changes may require that consent forms be updated.

	Indicate below whether there will be any changes made in the following areas:
	See Section I.

	
	Number of participants enrolled
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	
	The number of participants enrolled at each site
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	
	The age range of the sample
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	
	The gender representation of the sample
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	
	The racial/ethnic makeup of the sample
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	
	The inclusion/exclusion of vulnerable populations
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	
	
	 FORMCHECKBOX 
 Minors
	 FORMCHECKBOX 
 Pregnant women
	 FORMCHECKBOX 
 Prisoners
	 FORMCHECKBOX 
 Fetuses

	
	The inclusion/exclusion of the following groups (check all relevant boxes below)…
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	
	 FORMCHECKBOX 
 Diminished capacity/Impaired decision-making ability
	 FORMCHECKBOX 
 Homeless

	
	 FORMCHECKBOX 
 Drug addiction, alcoholism, substance abuse
	 FORMCHECKBOX 
 HIV-positive participants

	
	 FORMCHECKBOX 
 Terminally or seriously ill
	 FORMCHECKBOX 
 Elderly

	
	 FORMCHECKBOX 
 Economically disadvantaged
	 FORMCHECKBOX 
 Tufts University employees

	
	 FORMCHECKBOX 
 Persons not fluent in English
	 FORMCHECKBOX 
 Tufts University students

	If you answered yes to any of the above, describe what the changes were as well as explaining the rationale for the changes in Section J.

	Section E.   Change in Recruitment Techniques
	

	Indicate which of the following recruitment techniques you are either adding or changing in the protocol

	
	Advertisements
	 FORMCHECKBOX 
 Addition
	 FORMCHECKBOX 
 Change
	 FORMCHECKBOX 
 No Change

	
	Telephone script
	 FORMCHECKBOX 
 Addition
	 FORMCHECKBOX 
 Change
	 FORMCHECKBOX 
 No Change

	
	Letters to subjects
	 FORMCHECKBOX 
 Addition
	 FORMCHECKBOX 
 Change
	 FORMCHECKBOX 
 No Change

	
	E-mail or web postings
	 FORMCHECKBOX 
 Addition
	 FORMCHECKBOX 
 Change
	 FORMCHECKBOX 
 No Change

	
	Letters to professionals/institutions
	 FORMCHECKBOX 
 Addition
	 FORMCHECKBOX 
 Change
	 FORMCHECKBOX 
 No Change

	
	Brochures, flyers, and/or pamphlets
	 FORMCHECKBOX 
 Addition
	 FORMCHECKBOX 
 Change
	 FORMCHECKBOX 
 No Change

	
	Other (explain):
	
	 FORMCHECKBOX 
 Addition
	 FORMCHECKBOX 
 Change
	 FORMCHECKBOX 
 No Change

	     

	If you added or changed any of the above, describe what the changes were as well as explaining the rationale for the changes in Section J.


	Section F.  Change in Site  
	Note: Site changes may require that consent forms be updated.  See Section I..

	
	Updated Site Locations
	Purpose (e.g. conducting interviews)

	1.
	     
	     

	2.
	     
	     

	3.
	     
	     

	

	If you made changes in the section above, explain the rationale for the changes in Section J.


	Section G.   
Modification or Additions to Instruments, 
Measures, and/or Type of Data Collected 
	Note: Instruments/measure/type of data collected changes may require that consent forms be updated   See Section I.

	Indicate whether there are changes in the following areas:

	
	Recording of participants via audiotapes, videotapes, photographs, etc.
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	
	Use of deception
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	
	Presentation of multimedia to participants
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	
	Data collection methods
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	
	Instrumentation (e.g. surveys, questionnaires, interviews, observational scales, etc.)
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	
	Other (Describe):
	
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	     

	

	If you added or changed any of the above, describe what the changes were as well as explaining the rationale for the changes in Section J.


	Section H.   Modification of Methodology and/or Procedures
	Note: Methodology and/or procedural changes may require that consent forms be updated.  See Section I.

	Indicate whether there are changes in the following areas:
	

	
	Research methods (qualitative vs. quantitative methods vs. mixed methods)
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	
	Sampling methods
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	
	Study procedures
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	
	Duration of the study
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	
	Duration of participants’ involvement in the study
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	If you added or changed any of the above, describe what the changes were as well as explaining the rationale for the changes in Section J.


	Section I.   Modification to Consent Form(s) and/or the Process by which Consent is Obtained

	Is there a change in the type of consent being requested? (Standard written consent, waiver or alteration of consent, waiver of written consent, third party, non-English speaking, assent)
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	If yes, give the type of consent you are now requesting as well as the rationale for the change in Section J.

	If you are requesting a waiver or alteration, complete the form at http://www.tufts.edu/central/research/IRB/SOMETHING.doc

	Attach a copy of the new consent form(s) with the changes bolded.  In Section J, explain what the changes are and why you are changing the consent form(s).  If the reason relates to another section, check the relevant box(es) below:

	 FORMCHECKBOX 
 Section A. 
	 FORMCHECKBOX 
 Section B.
	 FORMCHECKBOX 
 Section C.
	 FORMCHECKBOX 
 Section D.
	 FORMCHECKBOX 
 Section F.
	 FORMCHECKBOX 
 Section G.
	 FORMCHECKBOX 
 Section H.

	Do the changes affect currently enrolled subjects?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Not Applicable

	If yes, is an addendum to consent included to inform enrolled subjects?
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	If no addendum is attached, explain why:       

	If there is an addendum, provide the date on this new addendum:
	     

	


	Section J.  Description and Rationale for Changes

	Refer to changes by section letter.

	Section  :       

	

	Section ​​ :       

	

	Section ​​ :       

	Section ​​ :       

	Attach an additional sheet if necessary.


TO BE COMPLETED BY ALL REQUESTS FOR MODIFICATION

	Are the risks to subjects affected (increased or decreased) by the modification(s)?
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Rationale for determination:       


In order to facilitate review, describe in detail the changes being made to the protocol and/or consent forms.  Be sure to describe the purpose of the revision, as well as any and all procedure changes being made.  Be specific about what the changes are and where in the protocol the changes have been made.  Also, bold the changes to the consent forms.  You must include the revision date on the protocol and consent form(s).  

Revisions of a minor nature (e.g. minor wording changes, changes in personnel, corrections) may be reviewed under the expedited process.  Procedural changes (e.g. changes in risk, changes in instrumentation, changes in consent procedures) will be sent to the IRB for review and should be submitted with Board meeting deadlines in mind.

	Principal Investigator Assurance

	As Principal Investigator, I certify that to the best of my knowledge:

	
The information provided on all pages is correct and no other procedures will be used in this protocol.  I agree to conduct this research as described in the attached supporting documents and I will request and receive approval from the IRB for changes prior to implementing changes (including but not limited to changes in cooperating investigators, any change in procedure, or changes requested by agency in the case of externally funded research).  I will comply with IRB and Tufts policies for conducting ethical research and I will be responsible for ensuring that my co-investigator(s)/student researcher(s) comply with this protocol.  Any unexpected, adverse, or otherwise significant events in the course of this study will be promptly reported to the IRB.  

	

	Principal Investigator’s Signature                                           
	
	Date


_________________________________________​​​​​​​​​​​​​​​________________________________________________     

Printed Name of Principal Investigator

          


__________________________________________________________________________________________

Faculty Advisor’s Signature (Necessary if PI is a student)                                             Date

_________________________________________​​​​​​​​​​​​​​​_________________________________________________          

Printed Name of Faculty Advisor (Necessary if PI is a student)
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