
Protocol Supplement for Multi-Site Studies Overseen by the VA Central IRB

This template must be completed to fulfill the requirements of VHA Handbook  1200.05, paragraph 52, which requires that a protocol submitted for IRB approval contain all the following elements.  Complete this document to provide the requested information or, if the information is already included in the protocol, cite where the information can be found.  Please do not submit a copy of your operations manual.  Some of this information may also be requested in the VA Central IRB Form 108, PI/SC New Project Application, so please ensure the information provided below is consistent with that form.
This study, {Name of Study} involves human research involving more than one engaged institution.  Each engaged institution is responsible for safeguarding the rights and welfare of human subjects entered at its site, and for complying with all applicable local, VA, and other Federal requirements. 

Below are the methods used to achieve the responsibilities of the Principal Investigator/Study Chair/, {Name of PI/SC}, concerning the management of multisite studies: 
· All required local approvals must be obtained at each engaged participating site before the study is implemented at that site.  The PI/SC will ensure this by doing the following:
· All engaged participating sites must follow the most current version of the protocol, and use the most current version of the informed consent form and HIPAA authorization.  When documents are revised, the PI/SC ensures the local site study teams are notified by doing the following:
· The PI/SC must notify the Director of any facility deemed not to be engaged in the research, but on whose premises research activities will take place, before initiating the study(when applicable).  This will be achieved by doing the following:  (If not applicable, please so indicate.)
· All amendments and modifications to the protocol, the informed consent form, and the HIPAA authorization must be communicated to the engaged participating sites.  All required local facility approvals will be obtained, if required, before the amendment or modification is implemented. This will be achieved by doing the following:

· All engaged participating sites will safeguard VA data as required by VA information security policies. The PI/SC will ensure this is achieved by doing the following:

· SAEs that have the potential to affect implementation of the study will be communicated to allengaged participating sites. This will be achieved by doing the following:

· Study events and interim results (if appropriate) are communicated regularly to engaged participating sites.  This will be achieved by doing the following:

· LSIs must conduct the study appropriately.  This will be achieved by doing the PI/SC doing the following to ensure adequate monitoring:

· All non-compliance with the study protocol or applicable requirements must be reported in accordance with VHA Handbook 1058.01 and the VA Central IRB Table of Reporting Requirements.  This will be achieved by doing the following:

· All local facility directors and LSIs are notified when a multi-site study reaches the point that it no longer requires engagement of the local facility (e.g., all subsequent follow-up of subjects will be performed by the PI from another facility).  This will be achieved by doing the following:

Note:  Additional bullets may be added to any of the above as needed.
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