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Objective:

To provide guidance on how to notify the Carilion Institutional Review Board (IRB) with any change or update to approved research projects.

General Description:

Any changes that need to take place in a research study must be approved by the IRB before those changes may be implemented. This includes amendments, revisions, updates, addendums, study status changes, protocol deviations/violations, local personnel changes, and updated investigator’s brochures. If the changes directly influence the safety of a patient, immediate action may be taken, and then the change submitted to the IRB within ten business days.
Procedures:

A Research Change/Update Form is used to report study changes to the IRB. These changes should be submitted as soon as the principal investigator is made aware of them. The changes will be reviewed in an expedited manner if the changes are minor, and with full IRB review if the changes are determined to be major. This form should note whether the change affects the protocol and/or the consent form, and a brief description of the change. 
A Minor change is defined as a change that would not adversely alter the assessment of the risks and benefits of the study, or a change that would not alter the specific aims, methods or scientific validity of the study. Minor changes include, but are not limited to:

· Changes in personnel

· Contact (address/phone) changes 

· Inclusion of additional subjects (if they are not vulnerable subjects) 

· Clarification of statements or typographical errors that do not change the content or intent of the consent

· An increase in the number of visits for the purpose of safety monitoring

· Change in the form of medication, provided the dosage does not change

A major change is defined as a change that may potentially increase the risk to the subject, or that may change the study design. Major changes include, but are not limited to:

· Additional medications or increase/decrease in dosage

· Additional invasive procedures

· Increase in length of study

· Inclusion of vulnerable subjects 

· Exclusion of a particular group of subjects

· Identification of new potentially significant risks

The following items need to be submitted for all changes: 

· 1 Change/Update Form

· 1 copy of the amendment, revision, or addendum 

· 1 copy of the summary of background information about the study from the protocol submission application

· 1 copy of the new protocol or replacement pages for the protocol

· 1 original corrected copy of the consent form (if there are consent form changes)

· 1 copy of the IRB stamped consent form currently in use with changes highlighted, if applicable

· 310 Form if required by the Sponsor

When at all possible, submission of changes should be timed so that they go to the IRB Committee (A or B) that originally approved the study. Please check with the IRB Administrator for dates.

If the consent form has been modified, and a new master copy has been submitted, it will be stamped with a new approval date. Approval of amendments or revisions to either the protocol or the consent form does not change the expiration date of the consent.  

The IRB will determine the need for subjects to be re-consented and how that is to occur.  

2.8: Page 1 of 2

