CATHOLIC HEALTH SYSTEM

INSTITUTIONAL REVIEW BOARD (IRB)

PROCESS & REQUIREMENTS FOR SUBMISSION

STUDY COORDINATORS/INVESTIGATORS 

Contacts: 

Danielle Casucci, IRB Coordinator, CHS (Office: 821-4477, Cell: 481-1046)

KEY POINTS: 
Please take into consideration prior to submitting to the CHS IRB:

1. Begin early. Once you or an Investigator has a project/study in mind, start gathering the necessary documents. Determine, early on, when your research must be completed or what the Sponsor deadlines are. This will help you determine a timeline on when you need to have your research proposal completed and it will aid you in choosing an IRB submission date to which you will need to submit a complete research packet and present the research before the IRB meeting in accordance with the submission date you chose. (Refer to the CHS IRB 2009-2010 Meeting Schedule, enclosed in your folders) It is important to highlight that the deadlines for submission are etched in stone. **If the complete research packet is not submitted by the given deadline date for the meeting you chose to attend and present, it will not be on the agenda for that meeting and you will have to wait until the next scheduled CHS IRB Meeting to present.    

PRIOR TO CHS IRB SUBMISSION:

It is important to note that no study will be placed on a CHS IRB agenda for review prior to a complete financial analysis being complete. Therefore, prior to CHS IRB submission, the following documents must be submitted to Danielle Casucci to undergo a complete financial analysis:

1. Complete Study Protocol
2. “CHS IRB Cost Analysis” form (All identified costs associated with research must be discussed and handled administratively prior to CHS IRB submission)

3. FDA Letter identifying the device under investigation

4. Any/All Study Agreements between the Sponsor, Investigator, and Site
5. Any/All Budgets associated with the study

6. Contact information for the sponsoring company, including contact name, contact number, and e-mail address. 

REQUIREMENTS FOR CHS IRB SUBMISSION:
(All documents must be submitted to the CHS IRB office electronically, via e-mail to Danielle Casucci (dcasucci@chsbuffalo.org), and hard original signed copies).

1. Cover letter on stationary and addressed to the Chairman of the CHS IRB, Dr. Sateesh Satchidanand, M.D., requesting review of your research with a brief summary.

2.  “CHS IRB Application” form
3. “CHS IRB Fee Collection” form with applicable fee enclosed (Must be received by CHS IRB office prior to scheduled CHS IRB meeting to which research is reviewed)
4.  “CHS IRB Conflict of Interest” form (for all Principal Investigators and Sub-Investigators named on the study.
5. “CHS IRB Research Correspondence“ Form
6. Belmont Report Statement

7. Entire Research Protocol

8. Informed Consent form

9. HIPAA Authorization form

10. Updated C.V.’s (or all Principal Investigators and Sub-Investigators  names on the study)

11. Data Collection Sheets (If Applicable)

**Take note, that once a study is approved, the study coordinator/investigator must notify Danielle Casucci of any subject enrolled following consent process and prior to admission into the Hospital to ensure that compliance with CMS regulations for research subject billing.  (Please refer to “Subject Notification” form enclosed)
All documents listed above will be accessible through the CHS website, www.chsbuffalo.org/IRB. If you have any questions or concerns, I can be reached at 821-4477 or by cell phone at 481-1046. 
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