CALIFORNIA PACIFIC MEDICAL CENTER

INSTITUTIONAL REVIEW BOARD
PROTOCOL AMENDMENTS/MODIFICATIONS

Notification of Change in Protocol, Investigator’s Brochure, and/or Consent Form

1) Please type and complete each space; attach separate sheet if necessary.                               

2) Provide the IRB with a packet collated in the following order:

· This amendment form

· Proposed document(s) (or portions thereof) (with proposed consent additions bolded and deletions marked using strikethrough)

3)  
Submit original plus ONE copy to IRB Office, 2200 Webster Street, 5th Floor, PACIFIC CAMPUS, San Francisco, 94115.  
IRB Study Number & Title of Project: 
     
Principal Investigator:  
     



Sutter Affiliation: 
     
Dept.:
     






Mailing address: 
     
Phone:      





Fax:     

     


E-mail address:      


** If you wish to designate a contact other than the PI to receive correspondence regarding this IRB submission, please include their information below.

Name of Contact:       



Contact’s e-mail:       
(1) Date of next IRB continuing review: 
     
(2)
How many subjects are currently enrolled in the study? 

     
(3)
Please indicate the current status of your research study:
 FORMCHECKBOX 

Not yet initiated.

 FORMCHECKBOX 

Following up on previously enrolled subjects and/or anticipating enrollment of new subjects

 FORMCHECKBOX 

Following up on previously enrolled subjects and not enrolling new subjects

 FORMCHECKBOX 

Data analysis only

 FORMCHECKBOX 

Study Closed / Completed

 FORMCHECKBOX 

Other (please explain):      
(4)
Briefly summarize and provide the reason(s) for the proposed changes. [If the sponsor provided a summary of changes; please attach- no need to summarize changes here.]

     
(5) Do the proposed changes involve increased risks to subjects?   FORMCHECKBOX 
Yes  FORMCHECKBOX 
 No
(6) Do the proposed changes involve revisions to the consent document?  FORMCHECKBOX 
Yes  FORMCHECKBOX 
 No  
If yes, please describe or highlight the changes in the attached consent.


If no, please explain why.      
(7)
Will already enrolled subjects be notified of the proposed changes? 
 FORMCHECKBOX 
Yes. How?
 FORMCHECKBOX 
 By re-consent (long consent)

 FORMCHECKBOX 
 By partial consent (addendum)

 FORMCHECKBOX 
 By informational letter 

 FORMCHECKBOX 
 Other:      
 FORMCHECKBOX 
No.  Why?      
My signature below constitutes my assurance that the information provided in this report is complete and correct.
Principal Investigator’s Signature 





Date

CPMC IRB GUIDELINES ON RE-CONSENTING

When reviewing a consent document related to a continuing review of research, the IRB should ensure the following:

· Any significant new findings (e.g., risks or adverse events), which may relate to the subject’s willingness to continue participation, must be provided to the subject.

· The current consent document should still be accurate and complete, which means that all elements required by federal regulations are included (e.g., see 45 CFR 46.116; 21 CFR 50.25)

If the change could affect the subject’s willingness to participate, irrespective of whether it relates to an element of consent, the subject must be re-consented so that they may make an informed decision as to whether to continue participation.

If the change would not affect the subject’s willingness to participate, but the change relates to an element of consent, re-consent may not be necessary.  In such cases, it is at the IRB’s discretion to either re-consent the subject or merely provide an informational sheet.  For example, the IRB may decide not to re-consent study subjects (and merely provide an informational sheet) who have completed active participation or where the only change is the number of subjects in the study.  However, in all borderline situations, it is recommended that the IRB err on the side of re-consenting. In all other circumstances, unless the IRB determines otherwise, the participant does not need to be informed of the change.
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