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PSYCHIATRY DEPARTMENT SIGN-OFF SHEET
FOR SUBMISSION OF IRB and IACUC APPLICATIONS

IRB/IACUC applications from faculty in the Department of Psychiatry must be reviewed by clinical and/or basic and/or translational research directors before being approved and signed by the Psychiatry Vice Chair for Research.  The IRB/IACUC application review process must be initiated at least 10 business days prior to the desired submission date to the IRB or IACUC to permit adequate time for all departmental reviews.  

Title of IRB or IACUC: 











Principal Investigator: 











Sponsor (if applicable); if none, please note:                                                                                 


Grant title (if applicable):________________________________________________________

Award Date (if applicable); Received/date:                                 Anticipated/date:                   
                                               
Contact Person for pick-up of signed material:_____________________Telephone:_________

Contact Person’s Email Address: 



                         


 
1. Clinical Review (when applicable):  Approval of subject/space requirements by Division Director from which subjects and/or space are to be obtained (Refer to page 2)
____________________________________


__________________

Division Director’s Signature





Date

2. Research Review (when applicable):  Approval of research aims and methods (Refer to page 2) 


____________________________________


__________________

Program Director’s or Research Mentor’s Signature



Date
A complete application and above signatures are required before submission to the Psychiatry Career Development and Research Office.
Psychiatry CDRO IRB/IACUC Review:

____________________________________


__________________

IRB/IACUC Coordinator






Date

















Review and approval by Psychiatry Department Vice Chair for Research:

____________________________________


__________________

Department Vice Chair for Research 




Date

Jean King, Ph.D.




Guidelines for the Submission of IRB / IACUC Applications
Department of Psychiatry 

University of Massachusetts Medical School/UMass Memorial Medical Center

Overview

This document provides guidelines for submission of IRB and IACUC applications for all projects; internal and external.  These guidelines apply to all IRB and IACUC applications, whether for research, service programs, or other purposes.  

Each IRB or IACUC proposal has one Principal Investigator (PI) who is responsible for the preparation and submission of the IRB or IACUC application, and for the administrative and scientific conduct of the project.  The PI may work with a team, including Co-Principal Investigator(s), other collaborators and consultants, and project staff.  The PI may delegate project responsibilities, but final responsibility is the PI’s.

Principal Investigators are strongly encouraged to plan ahead and allow sufficient time (up to 2 weeks or at least 10 business days) for necessary review procedures and signoffs; timelines are outlined below.  

Departmental Policies and Procedures


The attached departmental signoff sheet must accompany each IRB or IACUC application submission to ensure proper routing of the application through departmental review:

(1)  Research Review (required prior to submission to the Psychiatry Career Development and Research Office for review)


IRB and IACUC applications must be reviewed and approved by the PIs Program/Division director (i.e. BNRI, CCNI, CMHSR, CPRT, etc).  If you are not part of an established research division, your research mentor may sign off on the research review.

(2) Clinical Review (where applicable; n/a for IACUC applications)

If UMMMC patients are to be recruited as subjects, the project must be cleared by the appropriate Division Director (i.e., Adult or Child & Adolescent Psychiatry). 

(3) Psychiatry Vice Chair for Research Review and final signature
After all other applicable Department reviews have been completed, the IRB or  IACUC application must be submitted to the Psychiatry Career Development and Research Office (CDRO) for review and signature of the Psychiatry Vice Chair for Research.  **NOTE:  the Psychiatry Chair no longer signs off on IRB or IACUC applications.**  Submission to the CDRO should include the IRB or IACUC application in complete and final format with all required signatures (except the IRB/IACUC coordinator’s and Vice Chair of Research’s; on both the application and the Department Signoff sheet).
No fewer than ten (10) business days prior to IRB or IACUC submission deadline should be allotted for the review and signature.  It is the responsibility of the PI to ascertain in advance the Vice Chair for Research’s availability for timely review.  Contact the Psychiatry CDRO Administrative Assistant for the Vice Chair for Research’s schedule and IRB or IACUC Committee review and submission dates.  Committee review and submission dates are also available on the UMMS IRB website (http://www.umassmed.edu/Subjects/human/meetings.aspx?linkidentifier=id&itemid=13486) and the UMMS IACUC website (http://inside.umassmed.edu/subjects/iacuc/committeeschedule.aspx)..

Expedited Departmental Review

Under unusual circumstances, the departmental review can be expedited; the normal deadlines suspended and, as much as possible, the review process accelerated.  Expedited review should be requested in advance from the Psychiatry CDRO.  In such cases, an electronic copy of the application will be requested to facilitate review.  The electronic application and all related attachments should be sent to the Psychiatry Research Office email box:  via global email or PsychiatryCDRO@umassmed.edu.

UMMS Policies and Procedures
(a) Human Subjects Committee (Institutional Review Board)

The University requires that all research involving human subjects be reviewed by a standing Institutional Review Board (IRB). "Institutional Review Board" is a generic term, and the board has different names at different institutions. Here at UMMS it is called the Committee for the Protection of Human Subjects in Research (Human Subjects Committee or HSC). 

 Forms, application procedures and guidelines are available from the IRB Coordinator
 (508-856-4261) or from their website at:  http://www.umassmed.edu/Subjects/human/forms.aspx?linkidentifier=id&itemid=13496
 Most funding agencies, including federal agencies, normally require that protocols at least have been submitted for HSC review at the time of grant submission; no funding will generally occur until HSC approval for studies involving human subjects has been obtained.  The HSC meets twice per month (once per month in the summer); planning and preparation are necessary.  The UMMS IRB calendar can be accessed at http://www.umassmed.edu/Subjects/human/meetings.aspx?linkidentifier=id&itemid=13486.  Samples of previous HSC applications and consent forms can be obtained from senior investigators in the department to assist less experienced faculty with preparation of the application and consent forms.  Absolutely no advertising for or recruiting of human subjects into any research project can begin without prior HSC approval. Review and signature of the Psychiatry Department Vice Chair for Research is required for HSC submissions. It is the responsibility of the PI to ascertain in advance the Vice Chair for Research’s availability and when proposals must be submitted for timely review.  

(b) Institutional Animal Care and Use Committee (IACUC)

The University requires that all research involving animals be reviewed by a standing Institutional Animal Care and Use Committee (IACUC).  Forms, application procedures and guidelines are available from the IACUC Coordinator(508-856-5384) or from their website at: http://inside.umassmed.edu/subjects/iacuc/index.aspx.
   IACUC approval can be pending at the time of submission of federally funded grants, but the protocol must be fully approved within 90 days of the grant submission.  The IACUC meets only once per month, but not in July or August, (http://inside.umassmed.edu/subjects/iacuc/committeeschedule.aspx), so considerable planning and preparation are necessary. Review and signature of the Psychiatry Department Vice Chair for Research is required for IACUC submissions. It is the responsibility of the PI to ascertain in advance the Vice Chair for Research’s availability and when proposals must be submitted for timely review.
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