Statement of PI Responsibilities when JHM IRB is serving as the Single IRB
__________________________________________________________________________________________________
When JHM is serving as the Single IRB, it is solely responsible for the oversight of the study and reviewing the study materials to determine if the study, as proposed, meets the criteria for approval under the federal human subjects protections regulations. Relying organizations retain responsibility for ensuring all local ancillary reviews required to conduct the research at this site are completed and for ensuring that any local requirements are communicated to the single IRB. In order to facilitate this process, each PI of a single IRB study is responsible for the following:

1. Working with the JHM IRB Reliance Team to on-board participating sites to the required Agreements;
2. Ensure a multisite protocol and master template consent form are developed for the study;
3. Prepare the initial application for IRB review and submit through the appropriate JHM electronic IRB system [submission should include, at a minimum, a master protocol and consent form [if applicable] to be used by all participating sites];
4. Engage any research support offices/centers at JHM with oversight responsibility for the research and provide any additional materials needed to those entities in order to grant approval;
5. Once approved, provide IRB-approved study materials and required local context forms to participating sites to complete their local context review;
6. Pre-screen completed local context forms ensuring all fields have been adequately answered and coordinate submission for IRB review;
7. Pre-screen Site Specific Consent Forms (SSCI) ensuring all required language has been included by the site (e.g., unique institutional, state, local, or federal requirements indicated in a Local Context Questionnaire);
8. Act as a liaison for communication between the participating site study teams and JHM IRB to address IRB review concerns;
9. Inform participating sites of any proposed modifications that may impact participating sites;
10. Ensure sites receive the most recently approved study materials, both for modifications and after annual renewal;
11. Prepare and/or facilitate the ongoing IRB submissions on behalf of all participating sites;
12. Collect participating site progress data and coordinate submission of the data prior to the parent study expiration date;
13. Provide the annual re-approval letter to participating sites; 
14. Coordinate reports of any participating site protocol event or deviation reports that could qualify as:
a. Unanticipated problems posing risks to subjects or others;
b. Incidents of serious noncompliance; or 
c. Continuing noncompliance. 
JHM reporting timelines should be followed for reporting of these events to the JHM IRB. The participating sites may have different reporting timelines and participating site investigators must adhere to those timelines for reports submitted to their local institution. 
15. Promptly report to the JHM IRB any notifications of suspension or termination that you receive for the applicable study from the participating sites.


Signature of Principal Investigator:
By signing below, you attest that you have reviewed the responsibilities as outlined above and agree to comply with these responsibilities. 
Failure to comply with the above responsibilities may result in a consultation with the Reliance Team to review expectations.
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