Baystate Medical Center Institutional Review Board

Modification Request


NOTE:  No changes in research may be implemented without prior IRB approval except when necessary to eliminate apparent immediate hazards to the subject(s).

I.  Indicate the type of modification:

 FORMCHECKBOX 
 Sponsor-generated 

 FORMCHECKBOX 
 PI-generated

 FORMCHECKBOX 
 Minor modification

 FORMCHECKBOX 
 Major modification

A minor modification is one which makes no substantial alteration in (i) the level of risks to subjects; (ii) the research design or methodology; (iii) the number of subjects enrolled in the research (no greater than 10% of the total requested); (iv) the qualifications of the research team;  or (v) the facilities available to support safe conduct of the research.  Adding procedures that are not eligible for expedited review would not be considered a minor change.  Examples include changes in the research team; minor wording changes in the consent form(s), recruiting materials, or measures; minor changes in compensation, time of participation, or subject recruitment; or the use of a new site that is not materially different from a previously approved site.  

II.  Abbreviated Description

The proposed modification involves a change in:  (check all that apply)

 FORMCHECKBOX 
 Principal Investigator

 FORMCHECKBOX 
 Sub-investigators/study personnel

 FORMCHECKBOX 
 Compensation

 FORMCHECKBOX 
 Consent form

 FORMCHECKBOX 
 Consent process

 FORMCHECKBOX 
 Data analysis, statistical design

 FORMCHECKBOX 
 Data and safety monitoring plan

 FORMCHECKBOX 
 Eligibility criteria (this category includes requests for protocol exceptions, such requests must be accompanied by documentation of sponsor approval (if applicable))

 FORMCHECKBOX 
 Investigator’s brochure

 FORMCHECKBOX 
 Methods to ensure privacy or confidentiality 

 FORMCHECKBOX 
 Protocol title

 FORMCHECKBOX 
 Recruitment methods or materials (must also be approved by Marketing & Communications)

 FORMCHECKBOX 
 Sponsor/Funding Source 

 FORMCHECKBOX 
 Study design (i.e., investigator’s brochure, protocol, clinical activities, study length, study objectives)

 FORMCHECKBOX 
 Subject materials (questionnaires, surveys, diaries, wallet cards, etc.)

 FORMCHECKBOX 
 Subject numbers, types, or sources 

 FORMCHECKBOX 
 Other:      
III.  Detailed description: Describe the requested change(s) and clearly reference materials to be amended. Provide a clear rationale for the proposed change(s). 
     
IV.  Effects of the Modification: 

In your opinion, will the modification affect the risks or benefits to subjects?
  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

If yes, please describe:
     

Will the modification require a change in the consent process or form?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

If yes, please explain the nature of the change:
     
V.  Impact on existing subjects.  

In your opinion, could the proposed modification impact subject’s health, well-being, or willingness to participate in the study?
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, how will existing subjects be informed? 

     
VI. Include relevant documents with your submission.  

If you have made revisions to existing documents, submit BOTH a “tracked changes” version and a clean version of each affected document.  Submitting the “Track changes” version of a document will enable the IRB to quickly locate the proposed changes.  If the proposed changes are to a sponsored protocol, please attach any communications from the sponsor regarding the proposed modifications and a summary including the page numbers where changes have been made to the sponsor’s protocol, investigator’s brochure, questionnaires, and/or other documents.
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