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CLINICAL RESEARCH QUALITY ASSURANCE COMMITTEE (CRQAC)
1 Purpose
To ensure the safety of human subjects as they participate in research protocols at BNL.  The committee will evaluate the environment of care provided for research subjects regarding the safety and security of the research environment, the quality, content and completeness of the subject record entries and the level of subject satisfaction.  When asked, the committee will assist Principal Investigators in modifying protocols to ensure subject safety and compliance.  Following the evaluation of Unanticipated Problem/Adverse Event reports, recommendations, if necessary, will be made to the PIs regarding the protocol conduct to ensure the maximal safety for their subjects.  The committee will communicate with the Stony Brook (SB) IRB (CORIHS) any deviation from approved research protocols.  

2 QACSC Membership

2.1 The Institutional Official for Human Subjects Research (HS IO) appoints the CRQAC Chair.

2.2 In consultation with the Chair, the HS IO will appoint a Deputy Chair to serve in the absence of the Chair.
2.3 The HS IO appoints the members to the CRQAC upon recommendation of the CRQAC Chair and/or the ORA Administrator.  The period of appointment is for a three year, renewable term.  The membership expiration dates should be staggered so that 1/3 of the memberships expire each year. The CRQAC may solicit advice and/or expertise from other CRC staff or consultants as required.  

2.4 The ORA Administrator prepares letters for the HS IO to appoint CRQAC members.  The member replies to the ORA Administrator, who maintains appointment correspondence.  

2.5 Committee composition shall be as follows:  

a) At least one member of the CRC or OMC Medical Staff;

b) At least one Registered Nurse;

c) At least one Clinical Protocol Coordinator (CPC);

d) A representative from the CRC. 

2.6 The CRQAC Secretary shall be present at each meeting or designate a substitute for the purpose of recording minutes of the meeting, ensuring a quorum and scheduling meetings.

2.7 New committee members shall sign receive practical training regarding the policies and procedures for the CRQAC. 

3 CRQAC Minutes and Committee Records

3.1 Records Storage: All CRQAC records are maintained in the ORA.  Records are held for a minimum of 75 years.

3.2 Minutes and Agendas of meetings are filed chronologically.  Minutes are taken at the meeting and reviewed by the Chair prior to circulation to the members.  Minutes shall include the time of meeting, members present, arrival and departure of members during the meeting, all discussions and decisions.  Any corrections/comments to the minutes are noted in the minutes of the next meeting.  The minutes are considered final following these corrections and approval by the committee.  A copy of the final minutes is sent to the HS IO.

4 CRQAC Procedures

4.1 Meeting Schedule and Reporting Requirements
4.1.1 The CRQAC shall meet on a bi-monthly basis as determined by the agenda.

4.1.2 A quorum consists of one more than half the members.  In addition, one (1) member of the CRC or OMC Medical Staff must be present to reach a quorum.

4.1.3 The Chair of the CRQAC will report to the HS IO as needed. 
4.1.4 The CRQAC Secretary shall record minutes of each meeting.  

4.2 Duties and Responsibilities 
4.2.1 The duties and responsibilities of the CRQAC are to:

a) Ensure the safety of human subjects as they participate in research protocols at BNL;

b) Take follow-up action for Unanticipated Problems/Adverse Events;

c) Inform the CORIHS and the BNL HS IO of any deviation from approved research protocols noted in the course of business;

d) Assure adequate surveillance techniques to minimize infections;

e) Evaluate and monitor the environment of care provided to research subjects participating in IRB-approved protocols at BNL.  This shall include assessment of the safety, security, control of the medical and hazardous wastes, emergency preparedness and preventative maintenance plans and procedures of utility and clinical equipment;

f) Perform an assessment of the functioning of the BNL Human Subjects Research Protection Program (HRPP) once every two years;

g) Review subject outreach/education performed by CRC staff and evaluate its effectiveness.

4.3 Agenda Items 

The Committee shall, at a minimum, report on the following topics:
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