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Effective 6-17-2019
1) Special review considerations (check any that apply):
Warning: Due to the nature of this amendment, approval by SARC is required before submitting to COMIRB.  Please submit to SARC first for approval, and include the SARC approval letter with your submission to COMIRB.
 
If this amendment involves revisions to the protocol or consent form(s), it must also be submitted to SARC for review; this amendment may be submitted to COMIRB concurrently.
Note: this amendment must also be submitted to PRMS for review if the protocol is being revised
Note: this amendment must also be submitted to IBC for review
Note: this amendment must also be submitted to RDRC for review
Example:Personnel Form, revised 11-4-14 (list only if personnel changes made)Application Form v11-5-14Protocol v10-30-14Consent Form – Intervention Group v11-7-14Consent Form – Control v11-7-14Advertisement Component Form v11-4-14
Please make sure to specify which institution is being added below, under 'Description of Change.'  In addition, check any of the following that apply:
Please note that addition of the VAMC as a site requires full board review if  the protocol is greater than minimal risk and is currently overseen by the full committee.  Minimal risk studies eligible for Expedited review can have this change reviewed by a Chair.
 
If this study utilizes a consent form, a VA consent form must be submitted
  
Please include the VA Purple Clearance with this submission
 
Please contact SPARO and include the Denver Health acknowledgment letter with this submission
 
This protocol will need to be submitted through the UCD HSR portal.   With this submission to COMIRB, please include the Portal Submission acknowledgement E-mail (which you will receive after submitting to the Portal).
 
Please contact the VA Research Office to notify them of these changes.  If this study was not previously registered with the VARO, and VA employees are now being added, the VAMC will likely need to be added as a performance site (see [f] above); a VA Clearance (Yellow or Purple) will need to be included with this submission.
 
Please contact SPARO to notify them of these changes.  If this study was not previously registered with SPARO, and Denver Health employees are now being added, Denver Health will likely need to be added as a performance site (see #2 above); a Denver Health acknowledgment letter will need to be included with this submission.
 
Please click here for instructions on completing these requirements.
VA regulations have special requirements for the enrollment of Pregnant Women, Children, and Prisoners.  If the VA is a site, please contact the VA Research Office to discuss this proposed change. 
 
An amendment submission is not appropriate for a status change of a protocol.
 
If the status of your study is changing in this direction: Enrolling > Closed to Enrollment > Long-term Follow-up > Data Analysis, the IRB does not need to be alerted of the status change until the time of the next continuing review.
 
 If the status of your study is changing in this direction: [Data Analysis or Long-term Follow-up] > Closed to Enrollment > Enrolling, you must submit a continuing review instead of an amendment.  If you are making additional changes to study documents along with the change in  study status, you must submit both a continuing review submission and an amendment.
 
2) All study documents relevant to the change you are requesting must be revised to reflect the requested changes. i Please list below all of the documents you have revised to reflect the requested changes and plan to submit as part of this change request:  
Depending on the changes requested, multiple study documents may need to be edited to ensure that all of the study documents correctly reflect the requested changes. For example, if the study procedures are being changed then this may require that the Application for Protocol Review Form, Consent Form(s), and Protocol be changed since each of these documents describes study procedures. Only documents requiring revision to reflect requested changes need to be submitted as part of Amendment submissions. Also, document version dates should be changed/updated when content changes are being made to those documents. Version dates are how COMIRB tracks content changes in documents, so if the version date has been updated, COMIRB expects that content changes have been made to that document.  Hover over the instruction below for a sample format.
    Please list each document on a separate line and include version date i 
Example:Personnel Form, revised 11-4-14 (list only if personnel changes made)Application Form v11-5-14Protocol v10-30-14Consent Form – Intervention Group v11-7-14Consent Form – Control v11-7-14Advertisement Component Form v11-4-14
3) Description of Change: i
Please provide a numbered list of the changes requested.  This list should be an overview of the changes made.  While a detailed account of changes is encouraged to facilitate review, a detailed account of changes within each document is not required as long as the changes are clearly tracked/highlighted in the submitted documents.  [Please note that changes to the smart Application form should be highlighted if possible.  If you have Adobe Acrobat, you can PRINT (not save) the smart Application as a pdf, and then the highlighter function will work in the printed pdf].Example:1) Personnel Changes as indicated above2) Protocol Changes:     a. New aim added looking at long-term outcomes at 6 months     b. 6-month follow-up time point added3) Application Form Changes:     a. Section C: Primary Contact     b. Section G: revised to include 6-month outcomes     c. Section K: advertising added as a recruitment method4) New Advertisement Component Form added 5) 6-month attitude/perception questionnaire submitted
4) Do these changes necessitate a revision to the consent form? 
Please make sure to include a revised consent form with this submission
5) Current enrollment status:
 
No
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