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CHAPTER 1

COMPOSITION AND ETHICAL FRAMEWORK
I.A Ethical Framework and Constitution of the Research Ethics Review Committee (RERC)

I.B Appointment of RERC Officers

I.C Selection/ Appointment of RERC Members

I.D Selection/ Appointment of Independent Consultants
I.E Adverse Event Subcommittee (AES)
I.F RERC Secretariat Staff
I.G Training RERC Members and Staff

I.H Incentives for RERC Members and Independent Consultants
I.A Ethical Framework and Constitution of the Cardinal Santos Medical Center’s Research Ethics Review Committee (CSMC RERC) 

I.A.1 Purpose 
To define the composition and structure of the CSMC RERC in compliance with national and international guidelines in ethical research.
I.A.2 Specific Purpose 

To describe the following CSMC RERC procedures and define the Terms of Reference (TOR) related to the: 
· Constitution of the RERC

· Confidentiality Agreement and Conflict of Interest Disclosure with RERC members, staff, and consultants 
· Training of personnel and RERC members 
· Selection of Independent Consultants 
· Incentives for RERC members and consultants 
I.A.3 Scope 

The Cardinal Santos Medical Center Research Ethics Review Committee (CSMC RERC) is an independent body created by the Cardinal Santos Medical Center under the Chief Medical Officer (CMO). Its responsibility is to ensure the protection of the rights, safety, and well-being of human participants involved in health-related research, and to provide public assurance of that protection. In accordance with the applicable national/international regulations, the CSMC RERC has the authority to approve, require modifications to, or disapprove research protocols and related documents, as well as, ensure compliance with its procedures after approval. 
The CSMC RERC reviews and monitors health researches that involve: 
· CSMC participants done within the hospital premises by its staff and affiliated organizations. 
· Protocols done by CSMC medical, house staff members, fellows, residents and interns, and allied medical professionals within and outside the hospital premises.
· Protocols submitted by investigators not affiliated with CSMC in sites outside the hospital, with an established Memorandum of Agreement (MOA) to review and approve research protocols, and to provide oversight functions post approval as stipulated in the contract.
· Industry-sponsored clinical trials.
The RERC reviews research involving human participants and generally charges a review fee for research with funding from sources other than CSMC.

This Standard Operating Procedure (SOP) provides the Terms of Reference (TOR) that describes the framework for the constitution of the RERC, the responsibilities and activities of its officers, members, secretariat staff, and independent consultants.
I.A.4 Responsibilities 

It is the responsibility of the CMO to constitute and establish the CSMC RERC. 
· Appoint the RERC Officers, Members, and Independent Consultants.
· Provide the TOR for these appointments in accordance with prevailing hospital policies, guidelines, and regulations.
· It is the responsibility of the RERC Officers, Members, and Secretariat staff to study, comprehend, comply with, and respect the procedures and guidelines set by the RERC as approved by the appropriate hospital officials.
I.A.5 Ethical Basis

A. CSMC RERC is guided in its decision by the ethical principles and procedures expressed in the following international and local guidelines:
· World Medical Association of Declaration of Helsinki- Ethical Principles for Medical Research Involving Human Subjects Revision 2024
· Council for International Organizations of Medical Sciences (CIOMS) 2016 

· International Conference on Harmonization Good Clinical Practice (ICH-GCP) 2023

· Standards and Operational Guidance for Ethics Review of Health-Related Research with Human Participants by the World Health Organization (WHO) 2011
· National Ethical Guidelines for Health Research by the Philippine Health Research Ethics Board (PHREB) 2022
· Philippine Food and Drug Authority regulations and other relevant laws and regulations
B. In evaluating protocols and ethical issues, CSMC RERC is cognizant of the diversity of laws, cultures, and practices governing health research in various countries around the world.

C. It attempts to inform itself, whenever possible, of the regulations and requirements of the sponsor countries conducting global protocols in the Philippines; and of the requirements and conditions of the various localities where a proposed CSMC research is being considered.

D. The RERC takes the initiative to be informed, as appropriate, by the national/local ethics committees and researchers of the impact of the research that it has approved.

I.A.6 Constitution – Organizational Structure
The CMO appoints the CSMC RERC Chair, Vice Chair, and Member-Secretary to facilitate the discharge of functions of the RERC along the line of authority indicated by the chart below.

The RERC is established by authorization of the CMO and exercises its mandate through the following structure:

CSMC CMO, as the appointing officer;  

CSMC RERC Chair, as the recommending officer;
CSMC RERC, as the implementing office with the following members: Chair, Vice-Chair, Member-Secretary, Members, Secretariat/ Staff.
The CSMC RERC collaborates and coordinates with the CSMC Research Center (CSMC RC) and the research committees of the different Clinical Departments of the institution. The CSMC RC reviews the technical aspect of the research protocols submitted by the fellows, residents, and interns, and other allied medical staff. After the approval of the CSMC RC, the protocol is submitted by the proponent to RERC for ethics approval. Industry-sponsored trials are submitted directly to the RERC for review of the scientific merit and ethical acceptability of the research involving human participants.
Only the CMO has the authority to dissolve the RERC after due process. Should the RERC cease to exist, any subcommittee is automatically dissolved.
I.A.7 CSMC RERC Meeting 

A. Schedule 

Regular CSMC RERC meeting is conducted every 4th Wednesday of the month unless otherwise specified. The meeting generally starts at 6:00 pm, once there is a quorum. This can be face-to-face at a specified meeting room in the CSMC, via televideo conferencing, or hybrid.
A special meeting may be held upon the decision of the Chair of the RERC or the CMO.

B. Conduct of Meeting 

At the start of the meeting, the Chair determines the quorum and any conflict of interest.

At least five (5) members of the RERC constitutes a quorum with both genders represented.

A lay member and a non-affiliated (non-institutional) member must be present.

Televideo conferencing may be done for clarificatory interviews or discussion of a protocol by an RERC member or independent consultant.

Televideo conferencing may be done to establish quorum provided that the RERC member utilizing such technology remains connected throughout the meeting and that fact is stated in the Minutes of the meeting.  

The members should refrain from stepping out of the meeting during the review of protocols to maintain the quorum.

Discussions of protocols are organized into 3 parts:
1) Technical Issues

2) Ethical Issues

3) Informed Consent Issues

I.A.8 Decision-making 

After the review and discussion of each protocol, the RERC Chair gives the summary of the main points for revision and/or final set of recommendations and decision.


Decision is made through votation of the committee members present.
Decision points are: 
· Approved – RERC gives the approval to initiate the research.
· For Minor Modification – research that requires minor modifications and undergoes 
expedited review. 
· For Major Modification – research that requires major modification and undergoes full board review.

· Deferred or pending – if clarifications are necessary before a decision of the RERC can be made.
· Disapproved – RERC does not give the approval to initiate the research and must give the reasons for disapproval. The principal investigator may send a letter for reconsideration.
I.A.9 Confidentiality and Conflict of Interest Disclosure
The Confidentiality Agreement and Conflict of Interest Disclosure (CSMC RERC Form 1A) protects the privacy and confidentiality of all parties whose information may be disclosed to the RERC in the course of its work. 
The agreement covers all applications, meeting deliberations, information on research participants and related matters. 
Secretariat provides a copy of Form 1A to each member, together with the appointment letter (CSMC RERC Form 1B).
All RERC members, independent consultants, and staff will sign the Form 1A at the start of each term. It is the responsibility of all RERC members to carefully read, understand, accept, and sign the agreement before beginning their ethical review functions.
If a member refuses to sign such agreement, this may be a ground for his/her disqualification to serve in the RERC. 
Guest reviewer will be required to sign the RERC Form 1A upon receipt of the protocol for review.
The RERC will determine how to manage specific conflicts of interest of members related to their participation in committee deliberations/actions regarding a particular protocol covered by the provisions of Form 1A. 
Newly appointed members will sign two copies of the agreement – one copy for the member and another for the RERC member’s file.
I.B Appointment of RERC Officers

I.B.1 Policy Statement 

Officers are nominated in a special meeting among the members who have been with the committee for at least one year and presented to the CMO for approval. The Chair, Vice-Chair, and Member-Secretary are then appointed by the CMO.
I.B.2 Purpose

To ensure that the officers are qualified and selected in a transparent manner in conformity with institutional policy and practice.

I.B.3 Scope


The scope of this SOP includes the selection of Chair, Vice-Chair, and Member-Secretary. It starts 
with the call for a special meeting to elect the concerned officers and ends with the filing of appointment documents of the officers.

I.B.4 Workflow 

	STEP
	ACTIVITY
	RESPONSIBILITY

	1
	Request new nominees.
	Chair

	2
	Nominate candidates.
	RERC Members

	3
	Discusses qualifications of nominees and recommends to CMO.
	Chair

	4
	Reviews qualifications and approves nominees for appointment.
	CMO

	5
	Receive appointment of new officers.
	Secretariat

	6
	Sign conforme.
	New Officers

	7
	File appointment documents.
	Secretariat


I.B.5 Details of Procedures

Step 1 - Call for a special meeting: The RERC staff, upon instruction of the incumbent Chair, sends a Notice of Meeting (CSMC RERC Form 4A) to all members of the CSMC RERC, with copy furnished the CMO, stating the purpose of the meeting for the election of (an) officer/s.

Step 2 - Nominations: The incumbent Chair presides over the nomination process for the next Chair. In case the incumbent Chair is nominated for another term, a RERC member may be asked to preside over the process. The newly elected Chair then leads the nomination process for the Vice-Chair and Member-Secretary who must be members of the RERC for at least one year.
Step 3 - Election: Election of officers is by secret ballot and based on the majority rule. A tie is settled by a “toss-coin” or alternative process.
Step 4 - Endorsement: The list of elected officers is submitted to the CMO/Medical Director for final approval.

Step 5 - Receipt of the appointment of new officers: The RERC office receives the appointment papers of the elected officers that contain the roles and responsibilities and the corresponding term of office.

Step 6 - Signing of conforme: The RERC staff notifies the officers of their appointments and have them sign the conforme documents.

Step 8 - Filing of appointment documents: The RERC staff files the appointment papers. 

I.C Selection/ Appointment of CSMC RERC Members
I.C.1 Policy Statement


The selection of RERC members is through a nomination process that ensures representation of different disciplines (scientists and non-scientists, medical and non-medical members), sectors (male and female, older and younger age groups), and member/s who are not affiliated with the institution. Members are classified as regular or alternate. The regular members serve for a period of 3 years and may be renewed for a number of terms. The alternate members serve on a yearly basis and will attend meetings whenever called upon to ensure that quorum is maintained.

I.C.2 Purpose


To describe the appointment procedures of the members of the CSMC RERC and to indicate the roles and responsibilities.
I.C.3 Scope


While the RERC remains under the authority of the CMO, it maintains its independence and competence related to decision making as defined in the international and national guidelines. The Standard Operating Procedures (SOPs) cover the nomination and appointment procedures of members, officers, and independent consultants.

I.C.4 Workflow

	STEP
	ACTIVITY
	RESPONSIBILITY

	1
	Call for nominations.
	Chair

	2
	Receive nominations.
	Secretariat

	3
	Recommends appointment to CMO.
	Chair

	4
	Appoint members.
	CMO

	5
	Receive copy of Appointment Letter (Form 1B) and sign Confidentiality Agreement and Conflict of Interest Disclosure (Form 1A) and submit updated CV (Form 1D).
	RERC members

	6
	File appointment documents and CVs in membership file.
	Secretariat


I.C.5 Details of Procedures

Step 1 - Call for nominations: The Chair call for nominations of members based on qualifications and requirements stated in the international, national and institutional policies. This requires submission of names and other pertinent documents; e.g. CV.
Step 2 – Receive nominations: Secretariat checks the completeness of the documents.

Step 3 - Recommend qualified nominee/s to the CMO: The Chair recommends qualified nominees to the CMO.
Step 4- Appoint RERC members: CMO reviews the qualifications and approves the nominees for appointment. 

Step 5- Receive copy of Appointment Letter (Form 1B), sign Confidentiality Agreement and Conflict of Interest Disclosure (Form 1A), and submit updated CV (Form 1D): RERC members receive the appointment letter, sign Confidentiality Agreement and Conflict of Interest Disclosure, and submit updated curriculum vitae.
Step 6 - Filing of appointment documents, CVs, and signed agreements in the membership file: RERC staff files the documents.
I.C.6 Requirements for membership 


CSMC RERC is composed of at least 7 members. 

Membership is multidisciplinary and multi-sectoral. 

Membership includes persons whose primary concerns are in the medical sciences, at least one 
member who is a pediatrician, at least one member who is in a non-medical / non-scientific area, 
and at least one member who is non-affiliated.

Relevant expertise includes medicine and research, social or behavioral science, law, 
philosophy, environmental science, and public health. It is recommended that the RERC should 
include a person who will represent the interest and concerns of the community. 

The RERC aims for gender balance in its membership.

Older and younger generations are both represented. 

Independent consultants are invited whenever necessary to provide expert opinion related to 
protocols under review. They are non-RERC members with expertise in special areas invited to assist in the review of protocols that require such expertise in addition to those available within the RERC. They are appointed by the Chief Medical Officer with fixed tenure and are called upon to provide expert opinion on protocols related to their field of specialization during their term. They are also referred to as Independent Reviewers and may or may not be affiliated with CSMC.  They do not exercise voting rights within the RERC.
I.C.7 Qualifications

Members are selected based on their good moral character and personal capacities, their ethical 
and/or scientific knowledge and expertise, as well as their willingness to volunteer their time and effort to perform their functions in the RERC. 

Members are required to have training in Good Clinical Practice (GCP), research methodology, and 
research ethics. 
Members are required to disclose any financial, professional, personal interest or involvement in 
any project or proposal under consideration, which may be in conflict with their function as a reviewer. 

Members are required to submit their curriculum vitae (Form 1D), properly signed and dated, and update them at least once every three years. 

Members are required to sign a Confidentiality Agreement and Conflict of Interest Disclosure (Form 1A) upon appointment or renewal of appointment.
I.C.8 Conditions of Appointment of Members 


All prospective RERC members are willing to: 

Make public his/her full name, profession, and affiliation as a CSMC RERC member. 

Disclose all financial accountability, reimbursement and expenses related to their work in the 
RERC. 

Sign the Confidentiality Agreement and Conflict of Interest Disclosure (Form 1A) regarding meeting deliberations, applications, information on research participants, and related matters. 
I.C.9 Appointment and Terms of Office 


The appointing authority indicates in the appointment letter (Form 1B) the RERC member’s functions, terms of office, scope of work, conditions of appointment, termination, and compensation. 

The initial appointment of members is for three (3) years and renewable every three (3) years 
thereafter upon the recommendation of the RERC Chair and the approval of the CMO.


CSMC RERC adopts a mechanism for rotation of its membership roster to enable participation 
of new members with fresh outlook and approaches, and strives to ensure continuity and maintenance of expertise. 

CMO is responsible for appointing the members and independent consultants upon the 
recommendation of the Chair.
I.C.10 Roles and Responsibilities CSMC RERC Officers 


The following officers, through the exercise of their respective responsibilities, contribute to efficient 
CSMC RERC operation:

Chair

· Presides over the RERC meetings and is accountable to the CMO.

· Ensures sufficient financial and administrative support for RERC operations.

· Represents the RERC interests within the hospital administration.

· Represents the RERC within and beyond the hospital jurisdiction.

· Ensures overall RERC compliance with Good Clinical Practice.
· Recommends new regular members, alternate members, and independent consultants to the CMO.
· Approves expedited review of protocols.

Vice-Chair

· Appoints members of the RERC to designated positions as needed.

· Presides over meetings and assumes responsibility in the absence of the Chair.
· Performs all the functions of the Chair as delegated in his/her absence.
· Represents the CSMC RERC within and beyond the hospital jurisdiction in the absence of the Chair.

· Decides which protocols are exempt, expedited, or for full board deliberation.
· Assigns type of review and primary reviewers when appropriate for approval by the Chair. 
· Chair of the Adverse Event Subcommittee (AES).

Member-Secretary
· Prepares the Agenda and Minutes of the previous meeting.

· Consolidates and presents to the board post approval reports and submissions for deliberation and resolution (i.e. amendment, serious adverse event reports, protocol deviations, communication, etc.).
· Supervises the CSMC RERC Secretariat staff.

· Ensures accurate RERC documentation and archiving. 
· Ensures compliance to the Data Privacy Act of 2012.
· Ensures a regular training schedule (once a year) of members and staff.

CSMC RERC Members

· Attend and participate in RERC meetings. 
· Maintain confidentiality of the documents and deliberations during RERC meetings. 
· Declare any conflict of interest. 
· Review, discuss, and consider research proposals submitted for evaluation.
· Assess serious adverse event reports and recommend course of action. 
· Review progress reports and post approval monitoring reports of ongoing studies as appropriate. 
· Evaluate final reports. 
· Participate in continuing education and consultative activities in health research and ethics.
· Perform any other duties and functions pursuant to the mission of the RERC as directed by the Chair.
Medical members of the RERC are members with scientific expertise who ensure the scientific soundness of the research being reviewed. 
Non-medical members are individuals representing the lay sector whose primary role is to assume the perspective of the study participants and review the informed consent form. 
Non-affiliate members may either be medical or non-medical practitioners. They are not associated with the institution or other organizations involved with the research being reviewed. 
CSMC RERC Alternate Members

· Alternate members are not regular members of RERC, are GCP trained, and have experience in reviewing research protocols. 
· They are called upon to participate in the full board meeting for purposes of maintaining quorum.

· They may be invited as primary reviewers and entitled to vote for a decision. 
· Declare any conflict of interest. 
· Maintain confidentiality of the documents and deliberations during the meetings. 
· Actively participate in continuing education activities in health research and ethics.
I.C.11 Resignation, Disqualification, and Replacement of Members 


Members may resign their positions by submitting a letter of resignation to the Chair who endorses 
it to the CMO. 

Members may be separated from the committee by disqualification for valid reasons as determined 
by majority vote of the members, such as: 
· Refusal to sign the Confidentiality Agreement and Conflict of Interest Disclosure (Form 1A).
· Failure to comply with the Confidentiality Agreement and Conflict of Interest Disclosure. 
· Failure to attend three (3) consecutive regular monthly meetings without filing a leave of absence. 
· Non-compliance with the duties and responsibilities stated in the CSMC RERC Standard Operating Procedures (SOPs).

Members who have resigned or have been disqualified may be replaced by following the 
nomination and appointment procedures previously stated. 

The terms of replacement of the new member will be limited to the remaining term of the member 
that he/she has replaced.
I.D Selection/ Appointment of Independent Consultants 

I.D.1 Policy Statement


The CSMC RERC will invite an independent consultant whose expertise is needed in a study under review. They do not exercise voting rights in the decision regarding the protocol.
I.D.2 Purpose



To ensure that the appointment of independent consultants conforms with institutional practice and 
complements the pool of expertise in the CSMC RERC.

I.D.3 Scope 



This SOP describes the procedures for engaging the services of a professional/expert as a consultant 
to the CSMC RERC. If the Chair of the RERC determines that a study involve procedure(s) that are 
not within the area of competence of the members, he/she may invite individuals with expertise  in special areas to assist in the review of protocols that require such expertise in addition to those available within the RERC.

I.D.4 Workflow

	STEP
	ACTIVITY
	RESPONSIBILITY

	1
	Request for Independent Consultants.
	Chair

	2
	Submit names of potential candidates to the Chair.
	RERC Members

	3
	Select and recommend list of candidates to CMO.
	Chair

	4
	Appoint new RERC Independent Consultants.
	CMO

	5
	Receive service agreement letter (Form 1E) and sign Confidentiality Agreement and Conflict of Interest Disclosure (Form 1A) with submission of updated CV (Form1D).
	Independent Consultants

	6
	File documents.
	Secretariat


I.D.5 Details of Procedures 

Step 1- Request for Independent Consultant: The Chair requests for independent consultant(s). 
Step 2- Submit names of potential candidates to the Chair: RERC members nominate independent 
consultants to help review research where the RERC needs expertise. The secretariat compiles a list 
of candidates for the Chair to conduct a qualification review.
Step 3- Select and recommend list of candidates to CMO: The Chair finalizes a list based on expertise and willingness to be available and submits to the CMO.
Step 4- Appoint new Independent Consultants: The CMO appoints independent consultants to assist the RERC in protocol review. 
Step 5- Receive service agreement letter and sign Confidentiality Agreement and Conflict of Interest Disclosure with submission of updated CV: Independent Consultants sign Service Agreement (Form 1E) and provide Curriculum Vitae (Form 1D), sign Confidentiality Agreement and Conflict of Interest Disclosure (Form 1A). 
Step 6- File documents: Staff files all documents in the respective Independent Consultant’s folder in 
alphabetical order.
I.D.6 Independent Consultants’ Responsibilities

· Evaluate the study protocol.
· Complete assessment forms (Form 2D and 2E) that will become a permanent part of the study file. 
· Independent consultants may attend the RERC meeting, present their assessments, and participate in the discussion but without the right to vote.
· Recommend protocol revisions as necessary to the RERC for deliberation and discussion.

I.D.7 Term of Office

Term of office of independent consultant is three (3) years.


Independent consultants’ services may be terminated by their own resignation or by the CSMC RERC. 

Upon termination of the consultants’ services, the Secretariat ensures that all the necessary 
documentation is filed accordingly.

I.E Serious Adverse Events (SAE) Subcommittee

I.E.1 Purpose


To describe the composition and functions of the Serious Adverse Event Subcommittee of CSMC RERC.
I.E.2 Composition of the Serious Adverse Events (SAE) Sub-Committee



The RERC Chair will constitute an SAE Subcommittee to review and recommend actions on serious



adverse events submitted for review to the RERC. 
The SAE Subcommittee will be composed of five (5) members: 

· Three (3) members from RERC

· Two (2) members appointed by the Hospital Pharmacy and Therapeutics Committee

The three members of the RERC will be composed of:

· Two (2) appointed by the Chair as regular SAE members.

· One (1) member as quarterly SAE rotator.
All RERC members will have the opportunity to rotate in the SAE Subcommittee as quarterly SAE reviewer who will be assigned by the SAE Subcommittee Chair at the start of every year. The members serving as quarterly rotator will serve for a maximum of three (3) months per rotation. They will have the same responsibilities as SAE subcommittee members. 
In case of unavailability of any of the members of the SAE Subcommittee, the RERC Chair or the SAE Subcommittee Chair may assign any available member to serve as SAE Reviewer. 
All members will prepare accordingly for their roles in the SAE Subcommittee. 

I.E.3 Procedure for Appointment of SAE Subcommittee Members
· The RERC Vice Chair is the SAE Subcommittee Chair.
· SAE Subcommittee Chair recommends who will be members of the subcommittee.
· The SAE Subcommittee Chair, at the start of every year, submits the names of the RERC members who will rotate as quarterly SAE Reviewer in the Subcommittee.
· SAE Subcommittee Chair requests the CSMC Pharmacy and Therapeutics Committee (PTC) to designate two (2) members to serve as members of the SAE Subcommittee.
· RERC Chair approves the composition of the SAE Subcommittee.
I.E.4  Responsibilities of the Serious Adverse Events Subcommittee Chair  
· Presides over SAE Subcommittee meetings.
· Assigns primary reviewers for SAE review.
· Assigns members of the RERC as quarterly SAE Reviewer at the start of the year and as necessary to complete the SAE Subcommittee.
· Liaises directly with other CSMC personnel.
· Performs other SAE-related tasks that may be assigned to him/her by the RERC Chair.
I.E.5 Responsibilities of the Serious Adverse Events Subcommittee Secretariat 



The CSMC RERC Secretariat will also serve as the SAE Subcommittee Secretariat with the following 

functions:
· Oversees preparation and accuracy of the Agenda and Minutes of the meeting.
· Supervises the preparation of communication pertinent to SAE-related actions of the SAE Subcommittee.
· Ensures ready availability of all documents pertinent to the protocol whose SAE is being reviewed (protocol summary, list of previous SAEs, list of protocol deviations, etc).
· Performs other SAE Subcommittee-related tasks.
I.E.6 Responsibilities of the Serious Adverse Events Subcommittee Members and SAE Reviewers
· Familiarize with the SOPs on Post-Approval Review (SOP III) and the terms of reference.
· Familiarize with the protocol associated with the SAE report.
· Participate actively in the SAE Subcommittee meetings.
· Recommend appropriate actions on serious adverse events.
· Participate in site visits and similar activities as needed.
· Present the findings to the RERC.
· Maintain confidentiality of the documents and deliberations of SAE Subcommittee meetings.
· Declare any conflict of interest for specific protocols for review.
· Submit an updated and signed CV at the start of each three-year term of appointment. 
· Do other SAE subcommittee-related duties that may be requested.
I.F RERC Secretariat Staff
I.F.1 Purpose

To describe the composition and identify the functions of the CSMC RERC Secretariat.
I.F.2 Scope
The Secretariat, supervised by the Member-Secretary, is composed of the Administrative Supervisor and a secretary who are employed by Cardinal Santos Medical Center. The CSMC RERC has an office and adequate support staff for carrying out its responsibilities.
I.F.3 Responsibility 


To provide administrative support to the CSMC RERC. 
I.F.4 Qualifications 

College graduate, preferably with background in Good Clinical Practice. 
Computer literate.
Efficient skills in archiving and organizing. 
Signed the Confidentiality Agreement and Conflict of Interest Disclosure (Form 1A) with updated CV.
I.F.5 Functions of the CSMC RERC Secretariat 

· Organize an effective and efficient tracking procedure for each proposal received. Prepare, maintain, and distribute the study files.
· Organize the RERC meetings regularly. 
· Prepare and ensure the maintenance of meeting agenda and minutes. Maintain good RERC documentation and archiving procedures. 
· Manage RERC database.
· Ensure organized documentations and files. 
· Keep files of CV of RERC members and staff, and ensure updating every three years. 
· Keep a list of possible experts/ consultants and alternate members. 
· Communicate with RERC members and investigators.
· Prepare the training plan for new and regular RERC members and staff, and keep files of the training certificates.
· Ensure attendance in external training at least once a year. 
· Organize the preparation, review, revision, and distribution of SOPs and guidelines, and ensure the training of the RERC staff and members on the SOPs. 
· Provide the necessary administrative support for CSMC RERC-related activities.
· Provide updates on relevant and contemporary issues related to ethics in health research, as well as relevant literature to the RERC members.
· Maintain a library of relevant resource materials and references.
· May utilize electronic files provided that data safety is assured.
· Conduct an annual review of required documents for all members, independent consultants, and other designated persons involved in RERC operations.
I.G Training RERC Members and Staff

I.G.1 Purpose

To describe CSMC RERC procedures in ensuring initial and continuing training of the RERC members and staff.

I.G.2 Scope

The Cardinal Santos Medical Center recognizes the importance of training and continuing professional development. This Standard Operating Procedure (SOP) describes the training requirements of CSMC RERC members and staff from initial training to continuing education to maintain RERC competence in the review of different types of protocols.
I.G.3 Responsibility


CSMC RERC officers ensure that training is provided to all new and regular members annually. The Secretariat keeps track of the training needs of all members and staff and prepares a training plan. 

I.G.4 Workflow 

	STEP
	ACTIVITY
	RESPONSIBILITY

	1
	Ensure initial training of new and regular RERC members and staff.
	RERC Officers, Secretariat

	2
	Keep track of training needs of new and regular RERC members and staff and plan for continuing education.
	Secretariat

	3
	Look for training opportunities.
	Secretariat

	4
	Attend in-house and external training.
	RERC Officers, Members, Secretariat

	5
	Keep training records of RERC members and staff.
	Secretariat


I.G.5 Details of Procedures
Step 1- Ensure initial training of new and regular RERC members and staff: The RERC officers will ensure initial research ethics training that consists of basic training in research ethics principles, Good Clinical Practice (GCP), and in-house mentoring of RERC SOPs.

Step 2- Keep track of training needs of new and regular RERC members and staff and plan for continuing education: Secretariat will keep track of the training needs of new and regular RERC members and staff and plan for continuing education.


In order to ensure continuing education of RERC members and staff, the secretariat will: 
· Plan the training activities for individual RERC members based on their training needs.

· Monitor training opportunities and inform RERC officers about training courses, workshops, 
conferences, etc. that is periodically announced on websites, bulletin boards, and various media channels.
· Ensure sufficient budgetary support for training activities.
· Facilitate the attendance of RERC members and staff whenever specific training activities are scheduled. 


Step 3- Look for training opportunities: Secretariat will look for training opportunities and ensure 
that RERC members are updated of the following: 
· Good Clinical Practice (GCP) (renewed every 3 years)
· Declaration of Helsinki - Ethical Principles for Medical Research Involving Human Subjects
· Council for International Organizations of Medical Sciences (CIOMS) Ethical Guidelines 
· Relevant laws and regulations 
· Relevant developments in science, health and safety from local and international meetings
· National Ethical Guidelines for Health Research by the Philippine Health Research Ethics Board (PHREB)
· CSMC RERC Standard Operating Procedures (SOPs)

Step 4- Attend in-house and external training: RERC officers, members, secretariat will attend in-

house and external training.


Step 5- Keep training records of RERC Members and Secretariat: Staff will keep training records (CSMC RERC Form1F) of the RERC members and secretariat.


Attendance sheets of in-house training with relevant information about the topic, duration, date, 
and venue are prepared and filed accordingly. 

Training records (Form1F) of RERC members and staff are kept in the membership and staff files. 

Curriculum Vitae (Form 1D) of individual member/ staff are updated to reflect attendance of 
training 
activities. Photocopy of certificates is filed when possible.
I.H Incentives for the RERC Members and Independent Consultants
 

I.H.1 Purpose
To describe procedures to facilitate granting of honorarium to CSMC RERC members and independent consultants. 
I.H.2 Scope 


RERC members and independent consultants are given honorarium for their work in the CSMC RERC.
I.H.3 Responsibility 


It is the responsibility of the CMO, upon the recommendation of the Chair, to provide honorarium to all RERC members and independent consultants.
I.H.4 Workflow 
	STEP
	ACTIVITY
	RESPONSIBILITY

	1
	Explore administrative mechanisms and precedents to provide honorarium for CSMC RERC work.
	Chair/ Secretariat

	2
	Discuss feasibility options and prepare recommendation.
	Chair/ Members

	3
	Endorse recommendations to CMO.
	Chair

	4
	Approve honorarium.
	CMO

	5
	Dispense honorarium.
	Secretariat

	6
	Acknowledge the honorarium.
	RERC Members and Independent Consultants


I.H.5 Details of Procedures

Step 1- Explore administrative mechanisms and precedents to provide honorarium for CSMC RERC work: Chair/ RERC Member-Secretary explore possible financial and administrative mechanisms and precedents to provide honorarium for CSMC RERC work.
Step 2- Discuss feasibility options and prepare recommendations: Chair includes the topic in the CSMC RERC meeting agenda for discussion among members who may suggest other schemes, endorse, or modify the recommendations.
Step 3- Endorse recommendations to CMO: Chair makes recommendations for honorarium to the CMO as reflected in the budget. 
Step 4- Approve honorarium: CMO approves the recommendations. 
Step 5- Dispense honorarium: RERC members are informed of the decision and the secretariat dispenses the honorarium.

Step 6- Acknowledge the honorarium: RERC members and independent consultants acknowledge in writing any honorarium received from the CSMC RERC.
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