Institutional Review Board (“IRB”) Research Personnel Form
Purpose and Rationale: 
In an effort to better document and track personnel working on research projects involving human subjects and in compliance with 45 CRF 46 under the terms of our Federal Wide Assurance, the IRB has developed this new form for listing all personnel working on a particular study that will have a significant role in the conduct of the study such as but not limited to: CRA’s, research nurses or others such as fellow and research technicians.  Do not list Pharmacy, Hospital Laboratory or GCRC staff on the form.
This form will also give the IRB a list of personnel who will have the additional responsibility of interacting with subjects directly including obtaining informed consent.  Only personnel who have been identified as having the responsibility of obtaining consent will be allowed to consent subjects and sign the consent/assent documents.  
Up until now, personnel were only listed on the Office of Sponsored Programs (OSP) Protocol and Routing Form.  As this form only requires the inclusion of “key personnel” other research staff are not listed.
Format and Requirements: 

The IRB Research Personnel Form is an Excel Spreadsheet which allows data entry directly into the form. The form is posted on the IRB website: http://www.childrensmrc.org/researchadministration/ORIC/IRB2/.
1.  The inclusion of this form is a requirement under the IRB’s Complete Submission Policy.  If this form is not included with the submission, the submission will be considered incomplete and as per the policy, may be returned to the investigator.
2.  The form is required for all new initial review and all continuing review submissions as part of the electronic and hard copy submission.
3.  All personnel listed on the form must be current in their Human Subject’s Education certification.  Those who have not completed an initial certification, have a certification due to expire within 3 months, or have an expired certification, will need  to complete this requirement before they can be included as personnel on the Personnel Form and be involved in the protocol. 
4.  At the time of continuing review, the submitted Personnel Form should reflect the current research staff working on the study.  
5.  When personnel are added or removed from a protocol, a separate amendment for IRB review and approval along with an updated Personnel Form should be submitted to the IRB.
5.  Signatures of research staff are not required on the Personnel Form. 

Process for Submission of OSP Routing Form
1.  The OSP form remains a requirement for submission for all initial reviews.
2.  The requirement for the listing of key personnel* is unchanged.  All listed personnel on the OSP form must sign the form.

Contact information for the IRB staff is listed on the website www.childrensmrc.org/reserach administration/ 

*Key Personnel is defined by NIH and OSP as participants in a grant or application who contribute substantively to the scientific development or execution of a project. Key personnel contribute a specified level of time (contrast with other significant contributor) whether or not earning a salary.

Key personnel include the principal investigator, co-investigators and consultants who meet the definition above.
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