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OBJECTIVE:

Researchers wishing to open Phase 3 adult cooperative group oncology trials that have been approved by the National Cancer Institute Central Institutional Review Board (NCI CIRB) may submit the appropriate paperwork to the IRB-HSR.  If the IRB-HSR accepts the NCI CIRB review, the NCI CIRB will become the IRB of record.  This guidance is written to describe the process of interaction between the IRB-HSR and the NCI CIRB.

BACKGROUND:

NCI CIRB Responsibilities:

1. Perform initial review of new protocols.

2. Maintain and make accessible to the IRB-HSR the CIRB application, protocol, informed consent, primary reviews, minutes, notification letters, and correspondence from Groups.

3. Carry out continuing reviews, reviews of serious adverse events, reviews of protocol amendments, reviews of DSMB reports, and reviews of any other documents submitted by the sponsoring Group or Study Chair.

4. Notify the IRB-HSR that has accepted the CIRB review of any new materials that have been reviewed for an active protocol and any changes in the protocol approval status.

5. Notify the IRB-HSR immediately of any suspensions or restrictions of the CIRB’s authorization to review protocols.

6. Review advertisements written and submitted by NCI (not from UVA investigator).

IRB-HSR Responsibilities:

1. Ensure the safe and appropriate performance of the research at UVA.  This includes, but is not limited to, monitoring protocol compliance, any major protocol violations, and any serious adverse events occurring at the institution.  Any actions taken as a result of problems that are identified in these areas should be shared with the CIRB.

2. Ensure that the investigators and other staff at UVA who are conducting the protocol are appropriately qualified and meet the institution’s standards for eligibility to conduct research.

3. As appropriate, add local restrictions, stipulations, or substitutions to CIRB approved informed consents.  Deletion of CIRB approved requirements in the protocol and Informed Consent Form is not allowed, and substantive changes that affect the meaning of CIRB approved requirements are not allowed.

4. If the IRB-HSR accepts the CIRB approval of a protocol, maintain in the IRB-HSR records documentation of the decision and evidence that it has received and considered all CIRB material relevant to the protocol. 

5. Ensure that IRB-HSR members and UVA investigators receive proper initial and continuing education on the requirements related to human subject protections.

6. Notify the CIRB immediately of any suspensions or restrictions of the IRB-HSR authorization to review protocols.

7. Review advertisements submitted by local PI. 

Information and Forms for Investigators on HSR Website
PROCEDURE:

Study Team Responsibilities
Administrative Responsibilities:

1. Upon email request for an IRB-HSR #, staff will enter a Protocol receipt into IRB-HSR IRB Online, noting  the title of the study, and PI name; in the IRB-HSR database, -indicate this is a CIRB/expedited review.

2. An administrative review by IRB-HSR staff is completed.  IRB-HSR staff verifies all training and documentation are in order and approvals from all other applicable committees have been received 
(Appendix B).

3. IRB-HSR staff download the Local IRB Facilitated Reviewer Packet and forward packet to NCI CIRB-IRB-HSR designated facilitated reviewer along with the Reviewer’s checklist (Appendix D) within 3 working days of receipt.  The reviewer has up to 7 business days to review documents and return the documents and the Reviewer’s checklist to the IRB-HSR staff confirming acceptance/non-acceptance of NCI CIRB review.

4. 
The following documents will be collected and sent to the local facilitated reviewer. The reviewer also has 
the option to receive the facilitated reviewer's packet via email if he/she chooses:

· Sponsor protocol

· IRB-HSR consent 

· Investigator brochure (if applicable)

· CIRB Final Approval

· Reviewer comments and Pharmacy comments (if available) for  initial reviews, amendment reviews and continuing reviews
· Minutes (initial and follow-up) for initial reviews, amendment reviews and continuing reviews
5. When the IRB-HSR facilitated reviewer accepts the NCI CIRB review, the IRB-HSR staff notify CIRB of acceptance of approval through CIRB Website.  Within approximately 24-48 hours the CIRB will confirm receipt of acceptance.  At that point the IRB-HSR staff should:

· Print out “Facilitated Review Acceptance Form” from CIRB.

· Enter event “Approval New Protocol”, under Type "Expedited"   into the IRB-HSR IRB Online.  Write in comment section “Acceptance of Full Board Approval by NCI CIRB and local facilitated review.”  Note that the expiration date of the protocol is the NCI CIRB protocol approval expiration date.  The event should go on Agenda as an expedited event.  Note-the approval date on the approval form must be the same date as the date on the NCI CIRB notice of approval

· Enter sponsor protocol date, IRB-HSR consent version date, Investigator Brochure date (if applicable), and # approved to be enrolled at UVA.

· Print out the IRB-HSR approval form and have it signed by IRB-HSR Chair, vice-chair or designee.

· Stamp consent forms. Note that the expiration date is the NCI CIRB protocol approval expiration date. 

· Notify UVA PI, Study Coordinator/ IRB Department Coordinator/ Department Contact of approval via e-mail.

· Provide study team with stamped consent form, CIRB Facilitated Review Acceptance Form and IRB-HSR Approval Form. 

· Place a hard copy of all documentation in IRB-HSR file.

Facilitated Reviewer Responsibilities: 
1. The role of the facilitated reviewer is to determine whether there are local concerns that need to be addressed and whether to accept the CIRB Review. IRB-HSR  needs to comply with OHRP guidance that, "…an institution relying upon another institution's IRB has a responsibility to ensure that the particular characteristics of its local research context are considered through subsequent review by appropriate designated institutional officials, such as the Chairperson and/or other members of its local IRB." 

2. The designated person examines the materials available on the CIRB web site, and/or such other information as they may seek, so they can decide whether a particular protocol and informed consent documents are acceptable and whether they are appropriate in their local context. 
3. Local IRBs have the option to accept the CIRB approval "as is", accept it with de minimus modifications or they may decide not to accept the CIRB review and require that the investigator submit the protocol for full Board review at their site. If the designated person does not accept the CIRB review they may still utilize CIRB written materials as resources for their local process. 

4. Local boilerplate additions to the informed consent dealing with state and local law, institutional requirements, or IRB policies may be added to the local consent form. (NCI-CIRB Consent Form Checklist).  No CIRB approved information may be deleted from the informed consent document.  Local IRBs may also make minor word substitutions or additions in the informed consent document, particularly to facilitate better comprehension by the local population, as long as the proposed changes do not alter the meaning of the CIRB approved contents. Additional risks may be added to the informed consent document.  Revisions/changes to the local consent form other than those described above require full board review at the local level, facilitated review may not be used, and the CIRB cannot serve as the IRB of record for the study at the local site. 
5. The Facilitated reviewer will return the document within 7 working days along with the completed Facilitated Reviewers Checklist. 
6. 
If the IRB-HSR designated reviewer requests local content be revised (i.e.) UVA does not perform a certain procedure [stem cell transplant]; this information is incorporated into the CIRB consent  These revisions are 
not required to be sent to the CIRB. However, if there is a request for changes to be made to the original language of the consent, these requests should be directed to the cooperative group who is sponsoring the study, who then would submit to CIRB a notification if there is a change that affects the study overall.
Continuations

1. PI/ Study Coordinator and Department Contact of protocols in which NCI CIRB is the IRB of record will be notified approximately 5 weeks prior to the review date of the due date for the continuation status form.  The IRB Coordinator will copy the status form from this SOP, complete the form and submit to the IRB-HSR (See Appendix C for IRB-HSR/NCI CIRB Status Report.)
2. The PI, study coordinator, IRB Coordinator will also receive an e-mail notification from the NCI CIRB notifying them of continuation requirements.
3. When the study coordinator/  Cancer Center IRB Coordinator has received a continuation approval from the NCI CIRB he/she will submit the following to the IRB-HSR:
· IRB-HSR/NCI CIRB Status Form

· Documentation of NCI CIRB continuation approval

· Two copies of current consent

4. Upon receipt the IRB-HSR staff will:
· Verify training completion 

· Enter “Continuation Approval ”event in IRB-HSR IRB Online.  Write in comment section “NCI CIRB Approval”.  Event should go on Agenda/ Addendum as an expedited event.  

· Remember that the expiration date to be used is that assigned by the CIRB. 

· Stamp consent forms

· Return stamped consent forms to PI as indicated on IRB-HSR/ NCI CIRB Status Form

· File documents in IRB-HSR file

Modifications

1. The PI and the Cancer Center research staff will be notified by e-mail from NCI CIRB of modifications approved by the NCI CIRB. He/she will modify the consent if required and submit the modification to the IRB-HSR.  

2. If the UVA PI revises the local content  (i.e.) UVA does not perform a certain procedure [stem cell transplant]; this information is incorporated into the CIRB consent   These revisions are not required to be sent to the CIRB. However, if there is a request for changes to be made to the original language of the consent, these requests should be directed to the cooperative group who is sponsoring the study first, who then would submit to CIRB a notification if there is a change that affects the study overall.

3. Upon receipt the IRB-HSR will:

· Verify that the protocol version date and CIRB expiration date in the header of the UVa consent matches the CIRB approval letter. 

· Check expiration date on Main screen of IRB database to verify it  matches the  expiration date provided by NCI-CIRB.  

· Confirm that the version date in the footer is updated.  This is the version date to be entered into IRB online.

· If any of the UVa required template language is added or changed, verify that it matches the information outlined in the current CIRB informed consent template.  Verify that if specimen banking was added that there is a separate signature line for the specimen banking portion of the consent form.  No other review, even by the local IRB member reviewer, is needed, since the IRB-HSR is not the IRB of record. 

· Enter the “Modification Approval” event in the IRB-HSR IRB Online.  Enter in comment field the modification made.  Write in comment section “NCI CIRB Approval of xxx (i.e. sponsor revision 1).  CIRB approval letter dated xxx is on file.”  It is not necessary to include Category #9, minimal risk on the approval.  Event should go on the Agenda/Addendum as an expedited event. 

· Stamp consent form with approval stamp. 

· Return stamped consents to study team

· File a hard copy of the documentation in the IRB-HSR file. 

Study Closure

1. NCI will send UVa IRB –HSR staff a report annually of active studies.

2. IRB-HSR Staff will review the report and take the following steps for any study that is no longer active at UVa.

a. At the NCI CIRB website, complete the 'Study Closure or Review Responsibility Transfer Form (SCRRTF)'. Double check to ensure that the correct study is chosen for 'closure'.

b. Print out the following e-mails from  NCI CIRB

· titled: " NCI CIRB Acknowledgement of the Submission of the Study Closure"

· titled: "NCI CIRB Help Desk Ticket #xxxx" acknowledging Study Closure Completed
· Staples the 2 e-mails and receipt acknowledged them.

c.  Enter event “Receipt” in IRB Online and enter the following comments: "NCI CIRB Acknowledgement of the submission of the study closure form and NCI CIRB study close completed notification e-mail."

· the date of receipt event should match the date of the e-mail
Protocol Violations and Deviations

The local PI is responsible for submitting protocol violations and deviations to the IRB-HSR and to the NCI CIRB.

Adverse Events

Local IRB is responsible for review of local SAEs and oversight of local conduct of the study. 

Only serious adverse events that occur at UVA are required to be submitted to the IRB-HSR.    

Adverse events will be reviewed according to IRB-HSR AG 4-1 Adverse Events.

Advertising

Review advertisements submitted by local PI under IRB-HSR AG 3-9 Advertisements

DOCUMENTATION:

Hard copies of all approvals and correspondence with the NCI CIRB will be filed in the IRB-HSR office in the protocol file. 

REFERENCES:

NCI CIRB Website

IRB-HSR AG 4-1 Adverse Events

IRB-HSR AG 3-9 Advertisements

Appendix A:  IRB-HSR Administrative Review Form for NCI CIRB Protocols
Appendix B: Facilitated Reviewer’s Checklist
Appendix C: IRB-HSR/NCI CIRB Status Form

IRB-HSR
NCI CIRB Status Form

PO Box 800483  

One Morton Drive- Suite 400

924-2620

IRB-HSR Federal Wide Assurance # 00006183

FAILURE TO RETURN THIS FORM TWO WEEKS PRIOR TO EXPIRATION DATE WILL RESULT IN THE EXPIRATION OF THIS APPROVAL
IMPORTANT:

1. Please attach a copy of the CIRB continuation approval.
2. Please attach two copies of your current consent form(s) unless the study is completed or closed to enrollment.
3. These copies should not have the previous IRB-HSR approval stamp on the first page. 
4. Please keep a copy of this form and the approved consent form for your records.
5. Participants must sign a copy of the consent form with the IRB-HSR Approval stamp.
6. Please verify all personnel have current IRB-HSR training in Human Subject Research Protection.
Additional information on CIRB procedures and forms can be found at the following link: http://www.virginia.edu/vprgs/irb/hsr/alternative_IRB.html
IRB-HSR Study #:       

Principal Investigator:      
Type:  National Cooperative Group
Sub-investigators:       
Title:       

Sponsor(s):       
Original Approval:      
Last Approval:       
Expiration:       

Principal Investigator:      
Phone:       
E-mail:       
Box:       
Study Coordinator:       
Phone:       
E-mail:       
Box:       
Department Contact:       
Phone:       
E-mail:       
Box:       
IRB Coordinator:       
Phone:       
E-mail:      
Box:       
PERSONNEL CHANGES:
Have you dropped any personnel from the protocol?       No Yes        
       Have you added any personnel to the protocol?               No    Yes       
If yes, please attach a completed Personnel Change Form  .  All personnel must have completed IRB-HSR training before they can begin work on a protocol.

ENROLLMENT

	Total number of participants previously approved to enroll at UVa
	     

	Total number of participants reported to have enrolled at last approval at UVa
	     

	Total number of participants enrolled to date at UVa
	     

	Total number of participants enrolled at all sites (required for multi-site protocol)
	     


CURRENT STATUS (check one):

	
	Open to enrollment

	
	Temporarily closed to enrollment

	
	Closed to enrollment, no subjects enrolled (cannot close study)

	
	Closed to enrollment, subjects being treated (cannot close study)

	
	Closed to enrollment, follow-up only (cannot close study)

	
	Performing Data Analysis (cannot close study)

	
	Study Closed



Approval to continue will be communicated by completion of IRB-HSR Approval Form.  How do you wish to receive your approval form?
  Messenger Mail- Box #      
  Pick up at Davis 5, Room 5293

  Pick up at Morton 


Which team member should receive the approval form?        
Revised December 12, 2008

