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	IRB Office use only

Date received: ______________
Convened review  FORMCHECKBOX 

Expedited review

	Application for Research Modification to a Previously Approved Protocol


Please do not use this form unless the protocol was previously approved by the IRB.
Submit the original paper submission application and all supporting documents to the IRB office (1035 Cambridge Street, 2nd floor, Cambridge). Original signatures are required on the paper submission. Please also email all documents to CHAIRBOffice@challiance.org. This form is to be typed. Handwritten forms will not be reviewed and will be returned to the PI. Complete each field; do not leave fields blank. Indicate N/A, as needed.

NOTE: Per federal regulations, once a study receives IRB approval, any subsequent change to it (e.g., modification to the protocol, revisions to informed consent form (ICF), changes to recruitment materials) must be reviewed and approved by the IRB prior to implementation. For the purposes of this form, the following are understood to be used interchangeably: Modification, amendment, change, addendum, and revision.
Minor Modifications: Minor modifications to previously approved research include those that do not alter the risk-benefit profile of the research. Examples include changes among the study team; minor changes in the ICF, recruiting materials, or procedures; minor changes in payment, length of participation, or recruitment; or addition of a new site that is not materially different from a previously approved site. Minor modifications may also include changes to other parameters, whereby the PI provides subjects with more accurate information as a result of additional experience with the protocol and/or feedback, in so far as it is in the best interest of study participants.

Major Modifications: Major modifications include significant protocol changes that would cause subjects to engage in activities not previously approved; or that involve an increased level of risk to the physical, emotional, or psychological well-being of participants, including loss of confidentiality; or that involve a decreased benefit; or that otherwise result in modification of the risk-benefit profile of the research. Examples include, adding a new subject population, adding new measures that differ from those currently approved, changing inclusion or exclusion criteria, or changing the informed consent process or procedures affecting subject confidentiality.

SECTION A:  General Study Information

CHA-IRB-     



Modification Number (start with 001):     
Based on the explanations above, is this a major or minor modification?



Major:  FORMCHECKBOX 
 
Minor:  FORMCHECKBOX 

Uncertain: FORMCHECKBOX 

Study Title:     
CHA Principal Investigator:      


Telephone number:      

1. Nature of study modification: (please check all that apply)

 FORMCHECKBOX 
 I am modifying study procedures or documents previously approved by the CHA IRB.

 FORMCHECKBOX 
 Change to recruitment process; include revised/new advertisement material, as applicable. 

 FORMCHECKBOX 
 Change to study design, methods, or procedures.

 FORMCHECKBOX 
 Change in study location(s).

 FORMCHECKBOX 
 Change to the consent/assent/permission process.


 FORMCHECKBOX 
 Change to study population(s).
 FORMCHECKBOX 
 Addition of/change to survey, questionnaire, or other study instrument(s) – include a copy of each instrument.

 FORMCHECKBOX 
 Addition of/change to identifiers collected in the study, or other privacy/confidentiality-related revision.

 FORMCHECKBOX 
 Revision to the study ICF/assent form/permission form

 FORMCHECKBOX 
 Other:      

 FORMCHECKBOX 
 I am modifying administrative information in the previously approved protocol.

 FORMCHECKBOX 
 Change of Principal Investigator (Reminder: Include a signed letter from the new PI confirming acceptance of the new role and receipt of all required study files. If the new PI was not previosuly a member of the study team, include a copy of his/her curriculum vitae, a completed Conflict of Interest (COI) disclosure form, and confirm s/he has completed CHA-required research education; see IRB Research Education & Training Program page.) 
 FORMCHECKBOX 
 Change among study team (Reminder: If adding study team members, include a copy of each person’s curriculum vitae, a completed COI disclosure form for each person, and confirm that each person has completed CHA-required research education; see IRB Research Education & Training webpage.)
 FORMCHECKBOX 
 Change in funding source (Reminders: Include revised informed consent form, Contact CHA Office of Sponsored Research)
 FORMCHECKBOX 
 Other:      
2. Summarize (approximately 250 words) the proposed modification(s):      
3. Describe the rationale for the proposed modification(s):      
4. Address how the modification(s) impacts the risk/benefit profile:      
5. A tracked copy of the revised protocol indicating the modification(s) is required. Failure to submit a tracked copy will result in a delay in the review of this modification. Please check here to confirm the tracked revised protocol is enclosed  FORMCHECKBOX 
 and provide the version date/# of the protocol submitted with the application      .
6. a. Is this study registered on www.clinicaltrials.gov?  No Yes    
If YES: Provide the ClinicalTrials.gov Identifier: NCT     
If NO: Consider the impact of the proposed amendment on whether registration is now indicated. For more information about study registration on www.clinicaltrials.gov please refer to the CHA Office of Sponsored Research website or the International Committee of Medical Journal Editors website.

b. If this study is not already registered on www.clinicaltrials.gov will it be as a result of this proposed amendment?   N/A (already registered, NCT # is provided above) No    Yes    
If YES: Please check here to confirm that the ICF contains the language required by

Federal law and that the revised ICF is submitted with the amendment for review and

approval.  
For more information about study registration on www.clinicaltrials.gov please refer to the CHA Office of Sponsored Research website or the International Committee of Medical Journal Editors website.
Principal Investigator Assurance
By signing below, I, the study Principal Investigator, acknowledge and confirm the following:

· I have reviewed the information in this form and in this submission; it is complete and accurate.

· I am responsible for the conduct of this research study, including the protection of the rights and welfare of the participants. I will execute the research plan as described in the study protocol.

· I will ensure that this research is conducted in accordance with applicable laws, regulations, and CHA research policies governing human research.
· Neither I, nor any member of the study team, will make any change to this project without first submitting to
the IRB a request to amend this research, except when necessary to eliminate apparent immediate hazards 
to a subject. I will obtain signed, written IRB approval of the amendment before implementing it. 
· I will ensure that consent/assent/permission, as applicable to this study, is ethically obtained and is documented in accordance with applicable laws and CHA policies.

· I will promptly submit any changes in study status (e.g., closed to enrollment, termination) to the IRB office.
· I am responsible for ensuring that the study is supported and conducted by trained and qualified research staff and in accordance with the current IRB-approved protocol. 

· I will supervise the study team.
· As required, I will ensure this study undergoes continuing review in the timeframe decided by the IRB. I will ensure that research activity does not occur, including subject recruitment and data analysis, should IRB approval of this


study lapse at any time.

· I am responsible for reporting to the IRB adverse events and unanticipated problems, per CHA policy.

· The study team and I will comply with CHA conflict of interest policies, as applicable.

· I will designate a qualified co-investigator to assume direct responsibility of this study if I will be unable to personally direct this study, as when on sabbatical leave or vacation. 
________________________________

____________

Principal Investigator Signature

Date

For IRB Office Use Only: Conflict of Interest (COI) Disclosure Review

 FORMCHECKBOX 
 Based on the proposed amendment, submission of COI form(s) not indicated.  

OR 
 FORMCHECKBOX 
  I confirm that based on the proposed amendment:
· COI disclosure form(s) are on file in the IRB office for all of the study team members listed above in this application.

· Each COI disclosure form has been reviewed.

· No member of the study team has a COI that prevents him/her from participating in the conduct of this research study.
 FORMCHECKBOX 
 A potential COI has been identified and is being reviewed by __________________. 
Date of COI disclosure review: _______________________

Reviewer signature: _______________________ 
Date: __________
Reviewer printed name: _______________________
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