Instructions for Relying on NCI CIRB (CIRB)

	Getting Started With NCI CIRB

	Who Is [image: ]
	CIRB is a central IRB that conducts all IRB reviews of selected NCI-sponsored trials.
The University of Texas Southwestern Medical Center (UTSW) has an agreement authorizing NCI to review and approve selected NCI sponsored trials.

	How do I contact CIRB?
	Telephone 888-657-3711 
Fax: 301-560-6538
Email: ncicirbcontact@emmes.com  
Web: www.ncicirb.org

	What is required before working with NCI CIRB?
	· All Investigators and staff must register with NCI CIRB and receive a CTEP ID#
· Log into RCR Online to assign access levels (Registration types) for all investigators and study staff
· Associate CTEP ID with appropriate Group Roster as applicable:
· ECOG and/or Alliance - email Cindy Wynne Jones
· NRG - email Suprabha Pulipparacharuvil 
· Assign CTEP ID in RUMS as PI or Research Staff by emailing sIRB@UTSouthwestern.edu
· PI completes Annual Principal Investigator Worksheet (if not already completed within the last year) in IRB Manager
· Protocols are available for download on the CTSU website

	How do I open an NCI CIRB study?
	· PI or designee completes a Study Specific Worksheet in IRB Manager
· PI Submits Study Specific Worksheet
· Wait for CIRB approval
· Submit study and CIRB approval of Study Specific Worksheet

	Do I still need to work with UTSW HRPP?
	· Yes, submit HRPP application in eIRB (For more information, see Training Tip Sheets)
· Submit application through Velos and eIRB (See Training Tip Sheets)

	Working With UTSW HRPP

	What documents do I need to submit to UTSW HRPP?
	You must obtain the approved versions of project documents from study CTSU website or Sponsor. The following documents should be submitted to UTSW HRPP for preliminary review:
· NCI CIRB approval notices (initial, amendment, and continuing review, if applicable) for the overall study which includes the current approval period
· NCI CIRB approval notice adding UT Southwestern and any applicable affiliated sites
· NCI CIRB Approved protocol
· NCI CIRB Approved model consent/assent document(s) and include NCI CIRB Site-Specific Required Language For Consents
· All other NCI CIRB Approved documents (i.e., Recruitment Materials, Participant Materials, Data Collection Forms, Investigator’s Brochures, Package Inserts, IND letters, etc.)
· UTSW Form B – Personnel
· UTSW Form C - Population
· UTSW HIPAA Authorization Form if not combined with the Consent Form (Form F)
· UTSW HIPAA Waiver/Alteration (Form H)


	Review Process
	The UTSW HRPP verifies the following:
· Documents (as described above) are uploaded,
· Ancillary Committee approvals are granted,
· Conflicts of interests and relevant management plans were disclosed to NCI CIRB, and
· Training deficiencies are rectified.

	After UTSW HRPP Activates Study

	What are my continuing obligations?
	To ensure adequate institutional oversight of research activities, the study team must submit per applicable policy the following occurrences related to protocols overseen by the NCI CIRB:
· Reportable Events
· Conflict of interest updates
· Breach of confidentiality/ HIPAA privacy or security violations
· Amendments approved by NCI CIRB
· Amendments to change PI or other study personnel (NOTE: Form B in eIRB application must be updated to reflect personnel changes)
· Annual Updates (based on NCI CIRB Continuing Review, if applicable)

Monitoring of NCI CIRB approval protocols: CIRB will arrange for monitoring ongoing research, as its policies and procedures require. The UTSW HRPP may monitor any NCI CIRB approved protocol as part of its quality assurance program.

Record Keeping: Record keeping procedures for all files must be established, and NCI CIRB documents, e-mail notifications, and other correspondence must be stored/filed as required by Good Clinical Practices.
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