CIRB Procedures & Responsibilities
1) The CIRB receives the protocol, the informed consent document(s), a completed CIRB application and, when appropriate, an investigator drug brochure from the Cooperative Group via the Protocol Information Office at NCI. The CIRB staff clarifies any initial issues with the Study Chair of the Cooperative Group, designates the next meeting date for review and assigns two primary reviewers. The CIRB Chair decides if additional expertise (e.g., a consultant) needs to be brought into the review process. 

2) The CIRB members meet in convened session every month. At the meetings the Board members discuss the protocol and may consult by telephone with the Study Chair to explore any concerns they may have.

3) The Board takes one of the following actions for each protocol: approve, approve pending modification, table, or disapprove. Any non-approval is followed up with communication with the Study Chair to resolve, wherever possible, outstanding issues identified by the Board. 

4) After approval or disapproval, the Study Chair and Cooperative Group sponsor are formally notified. 

5) For each protocol, the CIRB's approved application, protocol, informed consent, and any other study documents are made available online for participating institutions.  Primary reviews, minutes, notification letters, and any other correspondence are also made available and posted in a separate section of the CIRB web site.  

6) After BRI IRB has accepted the CIRB initial review/approval, CIRB will notify the BRI IRB of any new materials that are reviewed for that active protocol and any changes in the protocol approval status;

7) In addition to conducting initial reviews, the CIRB conducts Continuing Reviews, and reviews of Serious Adverse Events (SAEs), Data Safety Monitoring Board (DSMB) reports, protocol amendments, national subject recruiting materials, etc. These actions are also posted on the web site for prompt access by the BRI IRB.  NOTE:  On-site SAE’s are submitted and reviewed by the BRI IRB as well CIRB.

In addition to the above, CIRB is responsible for:

1) Maintaining an OHRP approved Assurance for human subjects research.

2) Maintaining a Board membership that satisfies the requirements of 45 CFR 46 and providing special expertise as needed from Board members or consultants to adequately assess all aspects of each protocol.

3) Making available to the BRI IRB the roster of CIRB membership  (http://www.ncicirb.org/CIRB_Roster2.PDF) and the CIRB Standard Operating Procedures and policies (http://www.ncicirb.org/cirb_sops.asp)

4) Ensuring that CIRB members receive proper initial and continuing education on topics relevant to human subjects protections;

5) Notifying the BRI IRB immediately if there is ever a suspension or restriction of the CIRB’s authorization to review protocols; and 

6) Notifying the BRI IRB of any CIRB policy decisions or regulatory matters that might affect the institution’s reliance on CIRB reviews or performance of the research at the local institution.
Institutional Responsibilities & BRI IRB Procedures for Accepting CIRB-Approved Protocols 

(“Facilitated Review”)
Note:  VM Investigators/Coordinators need to follow and attach the VM CCOP’s New (or Continuing Review) PI/Coordinator Checklist when submitting CIRB-approved protocols for BRI IRB ‘Facilitated Review”.   

1) The VM investigator/Coordinator who wishes to enroll subjects in a CIRB-approved protocol downloads the protocol, informed consent documents, and the CIRB application, from the Participant side of the CIRB website (http://www.ncicirb.org/CIRB_Login.asp).   The coordinator completes all appropriate VM-required forms, (i.e., impact statements, etc.)  and makes appropriate local consent form boilerplate additions to the CIRB-approved consent form.  All these materials are them submitted to the BRI IRB Office, along with the appropriate completed “PI/Coordinator Checklist”, noted above. 

2) The BRI IRB designates at least one voting IRB member(s) to conduct the "facilitated review" of the study that the investigator submitted. The role of the person(s) is to determine whether there are local concerns that need to be addressed and whether to accept the CIRB Review.  The BRI IRB needs to comply with OHRP guidance  (http://www.ncicirb.org/OHRP_FDA_links.asp) stating 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."  

3) In order to ensure local research context input from the Fairbanks and Kootenai CCOP affiliate sites:  A designated reviewer at each of these sites will notify the CCOP office when their site wishes to open one of VM’s CIRB-approved studies.  Prior to that site accruing patients, the designated reviewer will need to submit to the IRB Office a study-specific “IRB Member Review Evaluation Form” (available in the BRI IRB Office) to document their “non-local research context” input.   This documentation will be kept in the BRI IRB Office files.


4) For each CIRB-reviewed protocol that is submitted to the BRI IRB by a local investigator, 

the following “Facilitated Review” process is followed by the designated person(s): 

a) examine the materials submitted and/or such other information as they may seek, in order to determine whether a particular protocol and informed consent document are acceptable and to determine if there are any local context issues that must be addressed by the local IRB.  

b) decide whether to accept the CIRB approval "as is", accept it with de minimus modifications (see below), or decide not to accept the CIRB review and require that the investigator submit the protocol for full Board review by the BRI IRB. If the designated person(s) do not accept the CIRB review they may still utilize CIRB written materials as resources for their local process

c) If warranted, add local restrictions, stipulations, or minor word substitutions to CIRB- approved informed consents, 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.  Local boilerplate additions or deletions, dealing with state and local law, institutional requirements, or IRB policies may be considered.

d) If warranted, propose/approve additions, stipulations or local requirements to protocols, particularly to increase subjects' safety, to clarify procedures, etc, but may not delete or contradict any protocol contents.  

NOTE:  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.
e) report in the following manner to the CIRB the decision about local acceptance/rejection of the CIRB review and notify the CIRB if there is ever a change in the acceptance/rejection of the CIRB review:  Each time the facilitated reviewer accepts the CIRB review of a protocol, the IRB Office must notify the CIRB Administrative Office online by clicking on the "Protocol Acceptance" button/link within the main menu for each protocol and then follow the directions for completing the Protocol Acceptance Form.  In order for the CIRB to become the Official IRB of Record a separate Form must be submitted for each protocol review that is accepted.   (The CIRB will use this reply to set up a database both for record keeping and notification purposes).  Also, an approval letter signed by the BRI IRB Chair must be faxed to CIRB at (240).453.2720 once each initial changeover to CIRB is complete.

f) If the facilitated reviewer accepts the CIRB approval of a protocol, documentation must be maintained in the BRI IRB Office records regarding the decision, including evidence that the designated person(s) have received and considered all CIRB materials relevant to the protocol.  A copy of this documentation, along with the stamped “BRI IRB-Approved” consent form, will be distributed to the PI/Coordinator.

g) All on-site SAE’s (and those occurring at the CCOP affiliate site) must be submitted to the BRI IRB Office for review, as well as to CIRB.  (The SAE reporting form that CIRB requires will be accepted by the BRI IRB Office).  

h) For amendments/revisions/memos, etc. that CIRB approves:  It is the CCOP’s responsibility to print out and submit these materials (showing CIRB approval) to the BRI IRB Office.  

Amds/revs/memos need the BRI IRB facilitated reviewer’s signature only if (i) the VM consent form is modified due to the amd/rev/memo (other than just the “version date”) OR (ii) the change significantly changes the risk to participants.  If so, submit a Study Modification Form, along with tracked and clean versions of both the consent and the protocol.  (The Study Modification Form will be processed by BRI IRB staff using the internal Study Modification screener form used for non-CIRB study modifications).

Note:  If  the only change to a consent form is to update the protocol version date, submit the tracked and clean consent with a cover memo indicating that the consent content is not changed, along with one copy of the tracked revised protocol.  The BRI IRB Office will stamp the consents with the red CIRB approval stamp and return the clean, stamped copy to the study coordinator.  IRB staff will then file the tracked, stamped copy of the consent (together with the protocol) in the CIRB study file.  No facilitated review signature is required.

i) All CIRB-approved items that require a facilitated reviewer signature will be updated in the BRI IRB database and reported under the CIRB section of the BRI IRB minutes.   Any BRI IRB member may request a copy of any CIRB-approved item at any time, upon request.  

In addition to the above, the local institution (VM/BRI) is responsible for:

1) Ensuring the safe and appropriate performance of the research at its institution. This includes, but is not limited to, monitoring protocol compliance, any major protocol violations, and any serious adverse events occurring at the institution, and any fielding local complaints about the research local study participants or others. Any actions taken as a result of problems that are identified in these areas will be shared with the CIRB and reported as required by the procedures established by the protocol’s sponsoring Group.

2) Ensuring that the investigators and other staff at the local institution who are conducting the

protocol are appropriately qualified and meet the institution’s standards for eligibility to conduct

research.

3) Providing to the CIRB and keeping current the names and addresses of local contact persons who have authority to communicate for the local IRB, such as the local IRB administrator.

4) Maintaining an OHRP approved Assurance for human subjects research.

5) Maintaining a local IRB whose membership satisfies the requirements of 45 CFR 46.

6) Maintaining a human subjects protection program, as required by the DHHS OHRP.

7) Ensuring that local IRB members and local investigators receive proper initial and continuing

education on the requirements related to human subjects protections.

8) Notifying CIRB immediately if there is ever a suspension or restriction of the local IRB’s

authorization to review protocols.

9) Maintaining compliance with any additional state, local, or institutional requirements related to the protection of human subjects.
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