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1.1 OBJECTIVES 
a. This Standard Operating Procedure (SOP) describes the organizational framework for the structure, composition and appointment of the members, their duties and responsibilities, including attendance, training and disclosure of conflict of interest.  This SOP also describes and provides the procedures, templates and forms that are related to nomination, appointment, privacy and confidentiality, training and compensation of its members. It also identifies the persons who should read, agree to, sign and date these forms.
b. This SOP states the functions of the MMMC-RERC as its carries out its task of providing an independent review of research protocols involving human participants that are submitted to the RERC by consultant physicians, residents and fellow-trainees, students, hospital staffs and employees of MMMC and non-MMMC principal investigators for clinical trials or research proposal involving human subjects. 
c. The MMMC-RERC is an independent body created under the Office of the President who appoints the RERC Chair and Members. Only the President has the authority to dissolve the RERC after due process.
1.2 COMPOSITION OF MMMC-RERC
a. The MMMC - RERC is composed of at least nine (9) members.
b. Membership must be multidisciplinary and multi-sectoral. The members should have various backgrounds to promote complete and efficient review of research activities commonly conducted by the MMMC –RERC.
c. The members shall include at least one member whose primary concerns are in medical science, at least one member who is a pediatrician, at least one member whose primary concerns are in 
non-medical/non-scientific areas and at least a member from the religious sector. Both the non-medical/non –scientific and the religious sector are from outside the medical center.
d. Relevant expertise may include medicine and research, social or behavioral science, law, philosophy, environmental science and public health. The MMMC - RERC membership should include a person/s who will represent the interest and concerns of the community.
e. The MMMC - RERC cannot consist entirely of men or entirely of women. There should be a gender representation among members.
f. The MMMC – RERC should have representatives from the older and younger generations.
g. The committee should have an office and adequate support staff for carrying out the MMMC – RERC responsibilities.

1.3 SELECTION AND APPOINTMENT OF OFFICERS AND MEMBERS
1.3.1 Selection and Appointment of officers and members workflow
	ACTIVITY
	RESPONSIBILITY

	Invites and appoints MMMC-RERC Chair, Vice Chair, Member Secretary, Members and Administrative Staff

	President of MMMC


	Signs conforme and MMMC-RERC F-1-F (A): CONFIDENTIALITY AGREEMENT AND CONFLICT OF INTEREST DISCLOSURE for Chair, Vice Chair, Member Secretary and members



	MMMC-RERC Chair Vice Chair, Member Secretary and members



	Invites new members in case of vacancy


	MMMC-RERC Chair Vice Chair, Member Secretary and members



	 Appoints invited new members 

	President of MMMC



	Signs conforme and MMMC-RERC F-1-F (A): CONFIDENTIALITY AGREEMENT AND CONFLICT OF INTEREST DISCLOSURE 

	Invited new members of MMMC-RERC

	Stores roster of officers and members in the officers and members file


	Administrative staff


1.3.2 Detailed Instructions
a. The President of MMMC is responsible for appointing the Chair, Vice Chair, Member Secretary, Members and Administrative staff of MMMC-RERC.
b. Officers and members are selected based on their interest, ethical and/or scientific knowledge and expertise, as well as on their commitment and willingness to volunteer the necessary time and effort for MMMC-RERC. Members are required to have training in Good Clinical Practice, Research Methodology and Research Ethics. Members must be willing to undergo continuing and advance training on ethical issues related to research preferably at least once a year during their membership. 
c.  Members must disclose in writing any interest or involvement, financial, professional or otherwise in a project or proposal under consideration, which is in conflict with his/her function as a reviewer or constitute a breach of confidentiality.
d.  Members should submit their curriculum vitae and should be updated yearly.
e. MMMC-RERC will decide the extent to which members who have a conflict of interest may participate in committee deliberations/actions regarding a particular protocol under Confidentiality/Conflict of Interest Agreement.
f. Officers and Members will be required to sign a confidentiality/conflict of interest agreement at the start of their term. The agreement should cover all applications, meeting 
deliberations, information on research participants and related matters. Secretariat/administrative staff is likewise expected to sign a similar confidentiality/conflict of interest agreement.
g. The confidentiality agreement protects the privacy and confidentiality of all parties whose information may be disclosed to the RERC in the course of its work.
h. Members may nominate to the Chair candidates for new members who will then be appointed by the President of MMMC, if the need arises.
1.3.3 Conditions Of Appointment
a.  The appointing authority shall indicate the RERC’s functions, terms of office, scope of work and conditions of appointment. Members are appointed for a term of three (3) years.  
b. Their appointments may be renewed by the President for up to three (3)    consecutive terms. 
c. The MMMC -RERC will allow some rotation after a period of three years up to three (3) consecutive terms, to ensure continuity, development and maintenance of expertise, and to allow for innovations within the RERC.
d. The appointee must be willing to publicize his/her full name, profession, and affiliation.
e. The appointee should record and make available to the public upon request all financial accountability, reimbursement for work and expenses, if any, within or related to the MMMC –RERC.
f. The appointee must sign Confidentiality/Conflict of Interest Agreement regarding meeting deliberations, applications, information on research participants, and related matters.
1.4 DUTIES OF MMMC-RERC OFFICERS AND MEMBERS
1.4.1   MMMC-RERC Chair
a. Oversees the whole operations of MMMC-RERC

b. Presides over monthly meetings

c. Oversees the MMMC-RERC protocols reviewed by Members and assigns primary reviewers to review protocols submitted to the RERC
d. Prepares the budget and annual report to be submitted to the Hospital President.
e. Represents MMMC-RERC in national and international ethics fora

f. Ensures MMMC-RERC compliance with international, national, and institutional policies governing human subjects’ research and human subjects’ protection
g. Recommends updates in MMMC-RERC policies and procedure in accordance with emerging national and international policy trends 
h. Participates in required training as stipulated in SOP 1.7: Training of Regular MMMC RERC Members and Personnel. Proof of attendance in such training activity must be submitted to the Administrative Staff
i. Recommends policy amendments and changes
j. Prepares new MMMC-RERC documents as needed
k. Maintains and updates MMMC-RERC manual of policies and standard operating procedures
l. Supervises the issuance of all MMMC-RERC communication in respect of RERC decisions and actions
m. During MMMC-RERC meetings, declares any conflict of interest in general and for specific protocols for review

n. Recommends to the President of MMMC the officers of the MMMC-RERC in case of vacancy
o. Recommends to the President of MMMC the appointment of a new member of the RERC in case of vacancy
p. Initiates and schedules site visits as needed
q. Acts on suggestions, complaints, and queries from stakeholders 
r. Submits updated and signed curriculum vitae at the start of each calendar year

1.4.2   MMMC-RERC Vice-Chair
a. Assists the Chair in the operation of the MMMC-RERC

b. Presides over monthly meetings in the absence of the Chair

c. Recommends the development, implementation, and monitoring of RERC policies and procedures to the RERC Chair
d. Ensures the basic training, orientation, and continuing education of RERC members and staff
e. Informs research investigators regarding MMMC-RERC application process
f. Assists the RERC Chair in budget planning and the preparation and submission of annual reports  to be submitted to the Hospital President
g. Helps RERC Chair in maintaining and updating MMMC-RERC manual of policies and standard operating procedures
h. Upon directive from the RERC Chair, schedules and leads the RERC in Site Visit or similar activities
i. Participates in required training as stipulated in SOP 1.7: Training of Regular MMMC RERC Members and Personnel. Proof of attendance in such training activity must be submitted to the Secretariat

j. Participates in Site Visits and similar activities as needed
k. During RERC meeting, declares any conflict of interest in general and for specific protocols for review
l. Recommends to the Chair the appointment of new members in case of vacancy
m. Performs other RERC - related task that may be assigned to him/her by the RERC Chair
n. Submits updated and signed curriculum vitae at the start of each calendar year

1.4.3 MMMC-RERC Member-Secretary

a. Assists the RERC Chair in overseeing the review of protocols by the RERC Members and may, in the absence or  unavailability of the Chair, assigns primary reviewer/s for a submitted protocol
b. Presides over monthly meetings in the absence of the Chair and Vice-chair
c. Oversees preparation and accuracy of the agenda and minutes of the meeting
d. Supervises the preparation of communication pertinent to protocol review-related actions for the Principal Investigator.

e. Performs other RERC-related tasks that may be assigned to him/her by the RERC Chair
f. During RERC meeting, declares any conflict of interest in general and for specific protocols for review
g. Helps RERC Chair in maintaining and updating MMMC-RERC manual of policies and standard operating procedures
h. Upon directive from the RERC Chair, schedules and leads the RERC in Site Visit or similar activities

i. Participates in Site Visits and similar activities as needed
j. Participates in required training as stipulated in SOP 1.7: Training of Regular MMMC RERC Members and Personnel. Proof of attendance in such training activity must be submitted to the Secretariat
k. Recommends to the Chair the appointment of new members in case of vacancy
l. Submits updated and signed curriculum vitae at the start of each calendar year

1.4.4 RERC Member

a. Makes timely and thorough review and decision regarding protocols given to him/her for evaluation 
b. Familiarizes him/herself with SOP’s of the RERC, his/her terms of reference, and the international and national guidelines on research ethics
c. Participates actively in the monthly meetings and other RERC meetings. It is expected that a member will have at least 75% attendance during the period of appointment because attendance is vital and integral to the effectiveness of the RERC as a review board
d. Participates in Site Visits and similar activities as needed
e. Maintains confidentiality of documents and deliberations of RERC meetings
f. During RERC Meetings, declares any conflict of interest in general and for specific protocols for review
g. Participates in required training as stipulated in SOP 1.7: Training of Regular MMMC RERC Members and Personnel. Proof of attendance in such training activity must be submitted to the Administrative Staff
h. Refers to the RERC Chair any suggestion, complaint, or grievance of research participants, Pl’s, and/or sponsors for appropriate discussion during the monthly RERC meeting
i.  Does other RERC-related duties that may be requested of him/her by the chair
j.  In addition to the above responsibilities, the non-scientific member (lay or community representative) is responsible for assessing the informed consent process and form. The non-affiliated member/s ensures independence of the RERC from influence of institutional authority.     
k.  Submits updated and signed curriculum vitae at the start of each calendar year 
1.4.5 MMMC-RERC Secretariat

1.4.5.1  The MMMC - RERC Secretariat is composed of the Member Secretary in close coordination with the administrative staff who is/are employee/s of MMMC and serves as office secretary.
1.4.5.2 The MMMC-RERC administrative staff shall have the following functions: 
a) Organizes an effective and efficient tracking procedure for each proposal received
b) Prepares, maintains and distributes study files
c) Organizes MMMC-RERC meetings regularly
d) Prepares and maintains meeting agenda and minutes
e) Maintains  the MMMC-RERC documentation and archiving 
f) Communicates with the MMMC-RERC members, investigators/researchers
g) Arranges training for MMMC-RERC officers and members 
h) Organizes the preparation, review, revision and distribution of SOPs and guidelines
i) Provides the necessary administrative support to RERC officers and members for MMMC-RERC related activities
j) Maintains a library of relevant resource materials and references
1.5 DESIGNATION OF INDEPENDENT CONSULTANTS
1.5.1 Selection of Independent Consultant Workflow
	ACTIVITY
	RESPONSIBILITY

	Invites Independent Consultants to the MMMC-RERC


	MMMC-RERC Chair/Vice-Chair/ Member Secretary

	Appoints Independent Consultants to the MMMC-RERC


	MMMC President

	Signs conforme and MMMC-RERC-F-1-G:  SERVICE AGREEMENT FOR INDEPENDENT CONSULTANT , MMMC-RERC F-1-F (B): CONFIDENTIALITY AGREEMENT AND CONFLICT OF INTEREST DISCLOSURE FOR INDEPENDENT CONSULTANT

	Independent Consultant

	Stores roster of Independent Consultants in the Independent Consultants File


	Administrative Staff


1.5.2 Detailed Instructions
1.5.2.1 Invitation and Appointment of Independent Consultants
a. The MMMC-RERC Chair determines the external expertise requirements of the MMMC-RERC based on protocols submitted for review during previous years and the available expertise in the current MMMC-RERC composition
b. The MMMC-RERC Chair sends invitations to various professionals with specific scientific expertise to be part of the MMMC-RERC roster of Independent Consultants.
c. The invitation includes the responsibilities and functions of the Independent Consultant.
d. The Independent Consultant signifies agreement to the invitation by signing the conforme attached to the letter of invitation.
e. The signed conforme is submitted to the MMMC-RERC administrative staff who files the appointment-related documents in the Independent Consultants’ File.
f. The Independent Consultants’ File is where the originally signed Conforme representing the terms of reference of appointment is kept.
g. The appointment is for three (3) years and maybe renewed for three (3) consecutive terms.
h. Appointment may be terminated by either resignation of the consultant, or by disqualification issued by the MMMC Chair.
1.5.2.2 Responsibilities and functions of Independent Consultants
a. Submits signed MMMC-RERC F-1-G SERVICE AGREEMENT FOR INDEPENDENT CONSULTANT
b. Submits signed MMMC-RERC F-1-F (B): CONFIDENTIALITY AGREEMENT AND CONFLICT OF INTEREST DISCLOSURE FORM
c. For protocols which are assigned to them to review, completion of the MMMC-RERC F-2-C/C2  STUDY PROTOCOL ASSESSMENT FORM and/ or MMMC-RERC F-2-D INFORMED CONSENT ASSESSMENT FORM 
d. Attends in MMMC-RERC meeting when invited where deliberations on said protocols will be made or alternatively submission of results of review to the MMMC-RERC Administrative Staff if unable to attend the meeting. 
e. Returns all protocol-related materials to the MMMC-RERC Administrative Staff after review.
f. Attends Basic Good Clinical Practice Training and Basic Research Ethics Seminar
g. Submits an updated and signed CV annually.
1.6 RENEWAL/RESIGNATION/DISQUALIFICATION/REPLACEMENT OF MMMC-RERC OFFICERS AND MEMBERS
a. Members may resign from their positions by submitting a letter of resignation to the Chair at least 60 days prior to resignation.
b. Members may be separated from the committee by disqualification upon valid grounds as determined by the committee through a written and signed 
complaint.
c. A member may also be disqualified from continuance with his/her membership after the Chair or any other RERC member/s has provided written position about the incompetence/disqualification of the member and there has been agreement by a majority vote of its members.
d. Members that have resigned or have been disqualified may be replaced by the appointing authorities.
e. The terms of replacement shall be limited to that of the remaining term of the member that he/she has replaced. 
f. After prior written warning, a member will be considered as ‘resigned’ if he or 
she is absent for three consecutive meetings without a valid reason.
1.7   TRAINING

1.7.1 Training of Regular MMMC-RERC Members and Personnel Workflow 

	ACTIVITY
	RESPONSIBILITY

	 Sets training requirements


	Chair

	 Find available training seminars, lectures, workshops


	Chair/ Vice-Chair/                                  Member-Secretary/ Members/ Administrative Staff

	 Signify intention to attend training or the MMMC-RERC Chair instructs member/s to attend


	Chair/ Vice-Chair/                                  Member-Secretary/ Members/ Administrative Staff

	 Attend training and keep the training record


	Chair/ Vice-Chair/                                  Member-Secretary/ Members/ Administrative Staff

	 Stores and updates training record in MMMC-RERC Membership Files under “Training of MMMC-RERC members”
	Administrative Staff


1.7.2 Detailed Instructions
a. MMMC-RERC officers and members are required to attend continuing and advanced training in Research Ethics.
b. The MMMC-RERC Chair, Vice-Chair, Member-Secretary, Members, and Administrative Staff attends the training and submits proof of attendance to the Administrative staff, such as certificate of participation or completion and official receipt (for paid training courses).
c. The Administrative staff verifies validity of submitted documents.
d. Attendees are encouraged to echo their experience and disseminate new knowledge and information to the MMMC-RERC members.
e. The Administrative Staff fills out MMMC-RERC F-1-D: TRAINING RECORD to document the training/workshop/conference activities in chronological order.
f. The Administrative Staff makes a copy of the form and files the copy in the MMMC-RERC Membership File. 
1.8   MANAGEMENT OF CONFLICT OF INTEREST AND CONFIDENTIALITY ISSUES

1.8.1 Confidentiality and Conflict of Interest Workflow
	ACTIVITY
	RESPONSIBILITY

	Prepares MMMC-RERC F-1-F ( C): Confidentiality Agreement and Conflict of Interest Disclosure For Chair/Vice-Chair/Member-Secretary/Member

	Administrative Staff

	Accomplishes MMMC-RERC F-1-F (A, B & C): Confidentiality Agreement and Conflict of Interest Disclosure For Chair/Vice-Chair/Member-Secretary/Member 

	Chair, Vice-Chair, Member-Secretary, Members 

	Stores documents
	Administrative Staff


1.8.2 Detailed Instructions
1.       The MMMC-RERC administrative staff provides a copy of MMMC-RERC          F-1-F (A, B & C): CONFIDENTIALITY AGREEMENT AND CONFLICT OF INTEREST DISCLOSURE FOR CHAIR/ VICE-CHAIR/ MEMBER-SECRETARY/ MEMBER,   to new members of the MMMC-RERC as soon as they are appointed who fills out, signs,  dates and submits the form. A COI does not necessarily disqualify a person from becoming a member of the MMMC-RERC for as long as he/she declares it beforehand, understands his/her responsibility as a MMMC-RERC review member (that is, to provide an unbiased review of a protocol for the protection of research participants), and declines from participating in protocol deliberations when his/her COI could affect the result of decisions.
2.       The MMMC-RERC Administrative Staff accepts the signed form.  He/she files the original copy together with the letter from the President regarding the member’s appointment, his/her CV and terms of reference in the MMMC-RERC Membership Files.
1.9   COMPENSATION OF MMMC-RERC

1.9.1 Compensating Members and Independent Consultants Workflow 

	ACTIVITIES
	RESPONSIBILITY

	 Recommends honorarium


	MMMC-RERC Chair

	Approves honorarium


	MMMC-RERC Officers

	Communicates honorarium information to members and Independent Consultants
	Administrative Staff


1.9.2 Detailed Instructions 
a. The MMMC-RERC Chair initiates the recommendation of honorarium or increase thereof after a dialogue with MMMC-RERC officers. 
b. The honorarium covers a fixed amount for review of protocols.
c. The MMMC-RERC Members are informed of the honorarium package.
d. MMMC-RERC officers and members, Independent Consultants and administrative staff acknowledge the information upon receipt of notification. 
RELEVANT FORMS

MMMC-RERC F-1-A: MEMBER NOTIFICATION AND APPOINTMENT
MMMC-RERC F-1-B: OFFICER’S NOTIFICATION, NOMINATION AND  

APPOINTMENT FORM

MMMC-RERC F-1-C: CURICULUM VITAE

MMMC-RERC F-1-D: TRAINING RECORD
MMMC-RERC F-1-E: TRAINING REFERAL FORM

MMMC-RERC F-1-F (A): CONFIDENTIALITY AGREEMENT AND CONFLICT 
DISCLOSURE FOR CHAIR/VICE-CHAIR/MEMBER-
SECRETARY/MEMBER
MMMC-RERC F-1-F (B): CONFIDENTIALITY AGREEMENT AND CONFLICT 

DISCLOSURE FOR INDEPENDENT CONSULTANT

MMMC-RERC F-1-F (C): CONFIDENTIALITY AGREEMENT AND CONFLICT 

DISCLOSURE FOR SECRETARIAT
MMMC-RERC F-1-G: SERVICE AGREEMENT FOR INDEPENDENT     CONSULTANT
Page 14 of 16
Version 5.0

08 February 2019

