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4.1 OBJECTIVES/SCOPE/RESPONSIBILITIES

4.1.1 Objectives

The SOP describes how the MMMC-RERC prepares for Full Board Meetings and      to provide guidance as to how the meetings are conducted.
4.1.2 Scope
This SOP applies to the preparation of the meeting, preparation and distribution of meeting agenda, conduct of the meeting, documentation, and handling of documents after each meeting.
4.1.3 Responsibilities
It is the responsibility of the administrative staff to prepare and distribute meeting agenda, prepare meeting venue and materials needed, document the meeting and handle the documents after each meeting. It is the responsibility of the Chair/Vice-chair to preside during the meeting.
4.2 PREPARATION AND CONDUCT OF THE MEETING

4.2.1 Meeting Workflow

	ACTIVITY
	RESPONSIBILITY

	Sets regular meeting schedule 


	Officers, Members and Administrative Staff

	Prepares meeting materials 


	Administrative Staff

	Distributes meeting agenda 


	Administrative Staff

	Determines quorum 


	Member-Secretary/Administrative staff

	Confirms/Certifies quorum 


	Member-Secretary

	Calls the meeting to order 


	Chair

	Declares conflict of interest 


	Chair / Vice-Chair/ Member-Secretary/ Members, if needed

	Reads and approves the minutes of the last meeting

	Chair / Vice-Chair/ Member-Secretary/ Members

	Approval of Meeting Agenda
	Chair / Vice-Chair/ Member-Secretary/ Members

	Reviews initial study protocol submissions and resubmissions 


	Chair / Vice-Chair/ Member-Secretary/ Members

	Conducts clarificatory interview 


	Chair / Vice-Chair/ Member-Secretary/ Members

	Reviews post-approval submissions (including SAEs) 


	Chair / Vice-Chair/ Member-Secretary/ Members

	Reviews report of results of expedited review 


	Chair / Vice-Chair/ Member-Secretary/ Members

	Adjourns meeting 


	Chair

	Collects, stores, and disposes meeting materials 
	Administrative Staff


4.2.2 Detailed Instructions
a. The MMMC-RERC holds its regular monthly meeting every first Saturday of the month. 
b. The administrative staff prepares and distributes the meeting agenda using MMMC-RERC F-5-A: MEETINGAGENDA form together with the minutes of the previous meeting using MMMC-RERC F-5-A form and related study protocols or study protocol synopses to meeting attendees (members, invited PIs, independent consultants, and others) at least seven (7) days before the meeting through email or messenger.
c. Members should confirm their attendance within three (3) days before the meeting and will be reminded by the administrative staff through mobile phone, email, or regular telephone the day before the meeting. Non-members who will be attending only specific portions of the meeting should be informed accordingly, as specified in their formal invitation to attend the meeting.
d. The administrative staff makes copies of the approved Minutes MMMC-RERC F-6-A: MINUTES OF THE MEETING of the previous meeting, for all members attending the meeting. 
e. The administrative staff distributes the folders containing meeting materials such as agenda and minutes at the start of the meeting. During the actual meeting, the RERC members must bring all meeting-related materials sent to them to serve as their reference during the review. The folders and all meeting-related materials are collected afterwards.
f. On the appointed meeting time, the MMMC-RERC Member-Secretary determines quorum and informs the Chair to indicate readiness to call the meeting to order. Quorum is defined as the presence of 50%+1 of members, at least five of whom are described as follows: 
· Scientific and/or medical member(s) with expertise on the study protocols being reviewed
·  At least one (1) non-scientific or non-medical
· At least one (1) member independent of the institution (who can be represented by the non-scientific member as the case may be) 
· Representation of both female and male members 
· In studies involving children, a pediatrician or child     development expert should be present.
g. The RERC Chair, or the designated RERC-MMMC officer, in the Chair’s absence, calls the meeting to order upon confirmation of quorum by the RERC Member-Secretary.
h. The RERC Chair calls for approval of the Meeting Agenda.
i. The RERC Chair calls for declaration of Conflict of Interest (COI) in any of the study protocol or submission scheduled for review. Members declaring COI are documented by the Secretariat. The RERC Chair instructs the members who declared COI to excuse themselves from the deliberation of the respective study protocol for which the COI declaration was made. A conflict of interest is when a member(s) of the RERC holds interest with respect to specific applications for review that may jeopardize his/her ability to provide free and independent evaluation of the research.  
j. The MMMC-RERC also allows, at the discretion of the RERC Chair, guests (such as auditors or surveyors) or observers (such as students or trainees) to observe MMMC-RERC meetings. Non-members (who are not PIs) attending any MMMC-RERC Meeting are required to sign MMMC-RERC F-5-B: CONFIDENTIALITY AGREEMENT FOR GUESTS/OBSERVERS
k. The administrative staff documents the proceedings of the meeting under the supervision of the Member-Secretary. The time at which the meeting is called to order by the Chair should be noted by the administrative staff. The Administrative Staff documents the discussion of all the items included in the meeting agenda, specifically all board opinions and actions with respective reasons, for inclusion in the meeting minutes, and subsequent communication with the Principal Investigator. For details regarding preparation of the Minutes of the Meeting, refer to SOP 6.2PREPARATION OF THE MINUTES OF THE MEETING.
l. The RERC Chair presides over the review of the Minutes of the previous meeting. Any member can declare a motion for approval, which any member can second. The Chair then declares approval of the Minutes of the previous meeting. 
m. The RERC Chair proceeds to facilitate discussion of matters arising from the minutes, the results of which are noted by the Administrative Staff for inclusion in the minutes of the current meeting.
4.2.3 Discussion of Initial Study Protocol Submission and 




Resubmission
a. Full board review of study protocol and study protocol- related submissions 
typically includes review of the following in sequence:
· Study Protocols for Initial Review
· Resubmission or Study Protocols for Modification 

· Study Protocols for Clarificatory Interview 

· Withdrawal of Study Protocol Applications 

· Study Protocol Amendment Applications 

· Continuing Review Applications 

· Progress Reports/ Final Reports 
· Study Protocol Non-compliance (Deviation or Violation) Reports 
· Early Study Termination Applications 

· Queries, Notifications and Complaints from Various Stakeholders
· SAE and SUSAR Reports
· Site Visit Reports 
b. The RERC Chair may allow some modifications of the sequence of review in exigent circumstances. For example, if a clarificatory interview is 
included in the agenda, the Chair may opt to move this up in the review sequence. 
c. The RERC Chair instructs the member who had previously declared conflict of interest (COI) to excuse themselves during the study protocol deliberation by leaving the room just before the respective study protocol is presented for deliberation. In some instances, such member may be called in by the committee to answer questions or to assist the board in arriving at a board action, but under no circumstances participate in the decision. 
d. For initial review, the RERC Chair calls the Primary Reviewers to present   their findings on the study protocols they reviewed based on the study protocol assessment points specified in 
MMMC-RERCF-3-C: STUDY PROTOCOL ASSESSMENT FORM and elements detailed in MMMC-RERCF-3-D: INFORMED CONSENT ASSESSMENT FORM.  Discussion of the primary reviewers must include but not limited to the following:
· His/her findings on the scientific soundness of the protocol with emphasis on 
objectives, methodology, research design and its impact on human subject protection.
· His/her findings on ethical considerations like risk/benefit ratio, possible involvement of vulnerable subject, inclusion/exclusion criteria and issues that may come from considering them.

· Evaluation of the informed consent with special emphasis on the clarity of the language to enable the subject to understand the contents of the form and thus give his/her voluntary consent.

e.   If an Independent Consultant was invited, he/she may be asked to provide additional information regarding the illness, current treatment/intervention and benefit to the community. 

f. The scientific primary reviewer is instructed to focus presentation of findings on scientific soundness and its impact on human subject protection, while the non-scientific primary reviewer is instructed to focus presentation of findings on the informed consent process and informed consent form (ICF) and its compliance with the requirements of international and national ethical guidelines, as well as national and institutional policies. 
g. All other MMMC-RERC members who received the submission package may offer his/her opinion on the soundness of either the technical or ethical aspects of a clinical protocol under deliberation. All MMMC-RERC members present in the meeting then deliberate on the study assessment points and informed consent elements as detailed in the aforementioned forms.
h. For review of resubmissions, the Chair calls the primary reviewers to present findings on the response of the PI to the previous recommendations summarized in MMMC-RERC F-4-F: REVIEW OF RESUBMITTED STUDY PROTOCOL FORM.  
i. In case of unavailability of the primary reviewers to attend the meeting, the said primary reviewers are required to forward the completed assessment forms to the Secretariat Staff seven (7) days before the meeting. The findings summarized therein will be presented by the RERC Chair or his designee when the study protocol is deliberated on. 
j.  For decision on both initial study protocol submission and resubmission, the RERC Chair calls for any of the following actions after due consideration of the assessment made by primary reviewers and the RERC members and after a process of actual voting: 
· Approved
· Major Modification, which requires full board deliberation 
· Minor Modification, which can be expedited at the level of the Chair 
· Disapproved
k. In case one primary reviewer is absent and has not submitted his/her review discussion of the study protocol, review may still proceed at the discretion of RERC Chair. If the chair feels that the present RERC composition does not have the expertise to proceed with the review, the discussion of the study protocol may be deferred till the next meeting. Also, the RERC may request comments or clarificatory interview from PI at another meeting.
l. The MMMC-RERC allows investigators and other resource persons (such as an Independent Consultant commissioned by the MMMC-RERC or the technical reviewer who endorsed the study protocol) of highly specialized areas to attend the part of the meeting related to specific studies for purposes of clarifying issues related to the study protocol only (and not to present the study protocol to the board). 
4.2.4 Conduct of Clarificatory Interview
a. Clarificatory interview is conducted when the MMMC-RERC members need explanation regarding certain issue/s that arise from the submission and need immediate response from the Principal Investigator which will impact the 
decisions of the RERC (example: risk/benefit, ethical concerns, etc.) and only the 
PI or his/her representative can  better address the issue/s.
b. The Secretariat Staff sends MMMC-RERC F-5-C: LETTER FOR  
CLARIFICATORY INTERVIEW to PIs called for interview. PIs may also request 
a clarificatory interview with the MMMC-RERC members by formally expressing his/her intention in 
writing.
c. PIs or study team members to be interviewed by the committee must sign 
MMMC-RERC F-5-B: CONFIDENTIALITY AGREEMENT FOR GUESTS/OBSERVERS prior to the interview. They are allowed inside the meeting room only during the actual interview, after which they will be requested to leave. 
d. The Chair calls for action depending on the type of submission. Decisions are  
based on MMMC-RERC’s assessment of the PI’s response to their queries. 
4.2.5 Discussion of Post-Approval Submissions
a. The RERC Chair presents, if any, MMMC-RERC F-3-D: STUDY PROTOCOL/ INFORMED CONSENT AMENDMENT SUBMISSION that entails major amendments substantially affecting previous risk-benefit assessment on the study protocol. For details on classification of amendments and subsequent processing requirements, refer to SOP 3.5: REVIEW OF STUDY PROTOCOL AMENDMENT. The Chair calls for any of the following actions: 
· Approved
· Minor modification to the study protocol amendment 
· Major modification to the study protocol amendment
· Disapproved
b. The RERC Chair presents, if any, submissions for Continuing Review of study protocols previously approved through full board and any MMMC-RERC F-3-E: CONTINUING REVIEW APPLICATIONS ascertained to have altered previous risk/benefit assessment on the study protocol. For details on how continuing review applications are processed, refer to SOP 3.6: CONTINUING REVIEW APPLICATION. The RERC Chair calls for any of the following actions: 
· Approved
· Request information 
· Recommend further action 
c. The Chair presents, if any, MMMC-RERC F-3-B:  PROGRESS REPORTS of ongoing studies. For details on how Progress Reports are processed, refer to SOP 3.4 PROGRESS REPORTS. The Chair calls on the Members to deliberate on the summary of findings and related ethical issues and decide on action such as: 

· Approved
· Request information 
· Recommend further action 
d. The Chair presents, if any, MMMC-RERC F-3-C:  FINAL REPORTS of completed studies. For details on how Final Reports are processed, refer to SOP 3.4 FINAL REPORTS. The Chair calls on the Members to deliberate on the summary of findings and related ethical issues, including post-study management of study participants, and decide on action such as: 
· Approved
· Request information 
· Recommend further action 
e. The RERC Chair presents, if any, reports of the Primary Reviewers regarding SAEs thru MMMC-RERC F-3-G: SERIOUS ADVERSE EVENT/S REPORT, MMMC-RERC F-4-H: SAE REPORT SUMMARY, or MMMC-RERC F-4-I: SERIOUS ADVERSE EVENTS REPORT SUMMARY (Offsite). The primary reviewers should attend the meeting to present the analysis and to recommend action to the committee. For details on how Serious Adverse Events Reports are processed and which SAE reports are subject to discussion in the full board meeting, refer to SOP 3.7 Review of SAEs and SUSARs.The RERC Chair calls on the members to deliberate on the recommendations of the SAEs and decide on action such as:
· No further action 
· Request information 
· Recommend further action 
f. The Chair presents, if any, reports on SITE VISITS. For details on how 
Site Visits are conducted and reported, refer to SOP6: SITE MONITORING. The Chair calls on the Members to recommend any of the following actions: 
· No further action 
· Request information 
· Recommend further action 
g. The RERC Chair presents, if any, MMMC-RERC F-3-J: STUDY PROTOCOL NON-COMPLIANCE (DEVIATION OR VIOLATION) REPORT, of study protocols previously approved through full board review. Non-compliance may be in the form of non-compliance with post-approval requirements. For details on how Study Protocol Noncompliance (Deviation or Violation) Records are processed, refer to SOP3.8: REVIEW OF PROTOCOL NON-COMPLIANCE/VIOLATIONS/DEVIATIONS. The Chair calls on the Members to recommend any of the following actions: 
· No further action 
· Request information 
· Recommend further action 
h. The Chair presents, if any, MMMC-RERC F-3-K: EARLY STUDY TERMINATION APPLICATION of study protocols previously approved through full board. For details on how Early Study 
Termination Applications are processed, refer to SOP 3.9: REVIEW OF EARLYSTUDY TERMINATION. The Chair calls on the Members to recommend any of the following actions: 
· Approved
· Request information 
· Recommend further action 
i. The Chair presents, if any, MMMC-RERC F-7-A: QUERIES, NOTIFICATION AND COMPLAINT submission. For details on how queries are processed, refer to SOP 8: MANAGEMENT OF QUERIES, NOTIFICATION AND COMPLAINTS. The Chair calls on the Members to recommend any of the following actions:

· No further action

· Request information

· Recommend further action
4.2.6 Review of results of Expedited Review 

a. The Chair reports all the study protocols and study protocol-related submissions that were processed under expedited review. This report is being presented for the information of the members, and is not meant to 
generate discussion for board action unless serious issues emerge during this presentation, which is considered an exception. 
b. The submissions are reported in the same sequence as full board review with similar corresponding actions. In the event that there is no meeting for the month, the Administrative Staff will notify all members regarding the results of expedited review through email/courier for information or comments. 
4.2.7 Discussion of Other Matters 
a. Before closing the meeting, the Chair calls for any non-study protocol matters that need attention or action, as the need arises.
b. Matters for discussion are also included in the meeting agenda. 
4.2.8 Meeting Adjournment

a. With no further matters for discussion, the Chair formally adjourns the meeting, with the time and scheduled date of the next full board meeting noted by the Administrative Staff who is documenting the meeting. 
4.2.9 Collection and Storage or Disposal of Meeting Materials
a. The Administrative Staff collects all meeting materials, including the documentation collected for the Minutes of the meeting; mindful that these materials are confidential and must be handled in accordance with SOP 5.7: MAINTENANCE OF CONFIDENTIALITY OF STUDY FILES 
b. The Administrative Staff files all meeting materials that must be stored in the 
relevant study files in a manner prescribed by instruction found in SOP 5.5: MANAGEMENT OF ACTIVE FILES and SOP 5.6: ARCHIVING TERMINATED, INACTIVE AND COMPLETED FILES.
4.3 SPECIAL MEETING

4.3.1 Preparation for Conduct of Special Meeting 
a. A special meeting may be called by the Chair or is proposed by a member of the MMMC-RERC or the President.
b. 
The decision to call a special meeting is based on the following criteria: 
· Urgent issues (if delay will affect or have impact on the public benefit, national economy, etc.) 

· Occurrence of unexpected serious adverse events 

· A matter of life and death 

· Other similar situations 
c. The Administrative Staff informs the MMMC-RERC members, including the invited persons, about the special meeting. 
4.3.2. Conduct of Special Meeting 
a. Quorum is defined as the presence of at least five (5) members described as follows: 

· At least one scientific member 

· A non-scientific member 

· At least one non-institutional member 
· A member/or invited guest with expertise on the item to be 
discussed 
b. The meeting is conducted in the same sequence as full board 


review with similar corresponding actions.
4.4 PREPARATION AND DISTRIBUTION OF THE MEETING AGENDA

4.4.1. Objectives/Scope/Responsibilities
The SOP describes the procedures for the preparation and distribution of the MMMC –RERC meeting agenda to inform its officers and members and other interested individuals about the items for discussion during a full board meeting. 

It is the responsibility of the administrative staff, under the supervision of the member-secretary, to compile all documents/information submitted to MMMC-RERC within a given period of time(at least two weeks prior to the next full board meeting) to include them in the next full board meeting agenda for discussion or information of the members.
4.4.2 Preparation and Distribution of the Meeting Agenda Workflow
	ACTIVITY
	RESPONSIBILITY

	Collects all documents submitted to the MMMC-RERC within a given period of time (at least two weeks prior to the next full board meeting)


	Administrative Staff

	Prepares draft of the Agenda
	Member Secretary/Administrative Staff

	Approves  the Agenda

	Chair 

	Distributes  agenda to MMMC-RERC members  

	Administrative Staff

	Communicates with the members to check if they can attend the meeting to ensure quorum


	Administrative Staff

	           Files the approved meeting agenda


	Administrative Staff


4.4.3 Detailed Instruction
a. The administrative staff collects all documents submitted to the RERC 
within a given period (at least 2 weeks before scheduled meeting) and with the help of the Member Secretary prepares a draft of the full board 
meeting agenda using MMMC-RERC F-4-A: Meeting Agenda form. 
b. The standard notice of meeting agenda contains the ff:
· Date of issuance

· Recipient

· Date, time and venue of meeting
· Agenda:

· Prayer

· Determination of quorum and presence of Institutional/ Non-Institutional 

· Call to Order
· Disclosure of Conflict of Interest

· Reading and approval of the minutes of the last meeting
· Business arising from the Minutes of the last meeting
· Approval of Agenda

· Protocol review

· Study protocols for initial review of full board

· Resubmission or Study protocols for Modification

· Study protocols for Clarificatory Interview

· Withdrawal of Study Protocol Applications

· Study Protocol Amendment Applications

· Continuing Review Applications

· Progress Reports

· Final Reports

· Study Protocol Non-compliance (Deviation or Violation) Reports

· Early Study Termination Applications
· Queries, Notifications and Complaints from Various Stakeholders
· SAE and SUSARs Report
· DSMC/DSMB/IDMC

· Site Visit reports
· Report of protocol submission for expedited review and full board protocols with modification expedited at the level of the Chair 
· Other Matters
· Adjournment
· Name and signature of person who prepared the minutes/Date of completion
· Name and signature of the RERC Member-Secretary to indicate that the contents have been verified and corrected
· Name and signature of the RERC Chair to indicate approval/Date of approval by the RERC Chair
c. Recommendations on protocols requiring clarifications from the Principal Investigator during a Full Board meeting are made by the Primary Reviewers, who request the Administrative Staff to inform the Investigators about the meeting schedule using MMMC-RERC F-4-C: Letter for Clarificatory Interview form. The approximate time slot for their appearance at the RERC Meeting is communicated to them.
d. The Administrative Staff informs and consults the Member Secretary about the agenda items. Chair approves the Meeting Agenda.

e. The Administrative Staff arranges the venue and other logistics for the meeting.

f. The administrative Staff makes copies of the notice of meeting containing the approved agenda and sends to MMMC RERC Members by email at least 3 (three)days before the meeting.
g. The Administrative Staff communicates with the RERC Members to confirm their attendance and ensure quorum during the next Full Board Meeting.

h. The Administrative Staff files a copy of the agenda in the Meeting Agenda folder.
RELEVANT FORMS
MMMC-RERC F-4-A: MEETING AGENDA
MMMC-RERC F-4-B: CONFIDENTIALITY AGREEMENT FOR 
GUESTS/OBSERVERS 

MMMC-RERC F-4-C: LETTER FOR CLARIFICATORY INTERVIEW
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