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1.1.

1.1.1.

1.1.2.

1.1.3.

Appointment of REC Members

Purpose
To describe the appointment procedures of the members of the DDH REC
and to identify the roles and responsibilities of REC officers and members.

Scope

While the DDH REC remains under the authority of the Hospital Ethics Chair,
it has to maintain its independence and develop its competence related to
decision making as defined in international and national guidelines. The
SOP on membership cover the nomination and appointment procedures of
REC members, officers and independent consultants.

Responsibility

It is the responsibility of the DDH Hospital Ethics Chair to formally appoint
the members and officers and independent consultants of the REC after
due consultation with the current members of the REC.

1.1.4. Process Flow/Steps
NO. ACTIVITY PERSON/S RESPONSIBLE TIMELINE

1 Define the composition of the REC Chair, Member-
membership of the REC Secretary, REC members

2 | Recommend and submit the REC Chair To be done
list of potential members to 90 days
the Hospital Ethics Chair before

3 | Obtain approval of REC Chair expiry
appointment of REC members of
and officers appointment

4 | Ensure completion of New Member, REC
membership documents Staff
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Files

5 | Organize and complete the REC Staff
documents in the Membership

1.1.5. Detailed Instructions

1.1.5.1. Define the composition of the membership of the REC
e Requirements for Membership

The Chair discusses the qualifications of
additional/new members with the existing members
of the REC.

The DDH REC shall be composed of at least six (6)
member’s maximum of nine (9).

Its membership shall be multidisciplinary and
multisectoral. The REC members should have a
diverse background and experience to foster a
comprehensive and efficient review of research
activities commonly conducted by the medical
consultants, residents or staff, in collaboration with
nonaffiliated organizations.

The membership shall include persons whose primary
concerns are in medical science, 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 may include medicine and
research, social or behavioral science, law,
philosophy, environmental science and public health.
It is recommended that the REC should include a
person who will represent the interest and concerns
of the community.

The REC shall aim for adequate representation of men
and women in its membership with equal
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representation of men and women members in order
to promote gender sensitivity in its review
procedures.

* The REC shall have representatives from both the
older and younger generations.

» The REC shall invite independent consultants,
whenever necessary, to provide expert opinion
related to protocols under review.

* The REC shall have an office and adequate support
staff for carrying out its responsibilities.

* The REC shall adhere to quorum requirements as
defined in international and national guidelines for
REC that review health research. When reviewing
clinical trials involving children or pediatric patients,
a pediatrician or child development specialist shall be
present during its board meeting.

= Where specific Protocol Agenda items are outside the
areas of expertise or competence of the REC medical
members, Independent Consultants in the approved
roster are invited for their input.

1.1.5.2. Recommend and submit the list of potential members to the
Hospital Ethics Chair
e Selecting Members

* The REC Chair recommends and submits the list of
potential members to the Hospital Ethics Chair. The
Hospital Ethics Chair reviews the list of nominees

and decides on the appointment to be made.
= The appointment letter should include conditions of
appointment, term of office, and honorarium (if any),

as follows:

o Members are appointed for a period of three
(3) vyears and renewable for several
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consecutive terms depending on their
performance.

o Willingness to make public his/her full name,
profession, and affiliation as a REC member

o Members shall disclose all financial
accountability related to their work in the REC
that may record and publicly disclose its
financial records upon request

o Members shall sign the Confidentiality and
Conflict of Interest Agreements. The
agreement should cover all applications,
meeting deliberations, information on
research participants and related matters.

* |t should contain an attachment about the
responsibilities of a REC member, as follows:

o Serve as Primary Reviewers for research
protocol documents within their area of
expertise, and as General Reviewers for all
researches discussed at convened meetings
of the REC

o Submit on time (within7 calendar days) to the
Secretariat the completed Protocol and ICF
Assessment forms when they are designated
as Primary Reviewers

o Conduct expedited review on behalf of the
REC of protocols assigned by the REC
Chair/Member-Secretary and submit the
assessment forms on time (within 7 calendar
days)

o Perform post-approval review procedures of
protocol-related documents within 7 calendar
days
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o Update CV and training record every time
appointment is renewed

o Conform at all times with the legal and ethical
principles accepted by the REC

o Attend basic and continuing education on
Research Ethics at least once a year

o Perform other tasks requested by the REC
Chair.

Appointment of Non-Medical/Non-Scientific
Member of the REC should contain an attachment of
their responsibilities as follows:

o The non-medical or non-scientific members
of the REC shall focus on the human
subject/participant concerns and review the
informed consent process and the informed
consent forms to ensure adequate the proper
application of international and national
principles and guidelines.

The REC shall adopt some mechanism to enable
participation of new members with fresh outlook and
approaches, but it shall also strive to ensure
continuity, as well as the development and
maintenance of expertise.

e Selecting Officers

The REC Chair and Member-Secretary are
nominated by the members of the REC. They should
be highly-respected individuals within or outside
the institution, fully capable of managing the REC
and ensuring fairness and impartiality in dealing
with matters brought the REC. They should have the
following qualifications:

o Good personal characteristics and

reputation

Page-6-o0f 34



\@ /Davao DocTtors HospitAL

We care for life
y
Qt/ METRO PACIFIC HEALTH

Davao Doctors Hospital
REC Structure and Composition

o Have training on Basic Research Ethics, GCP

in Research and advanced courses on
Research Ethics in the past 3 years

o Have been a member of an Ethics Review

Committee for at least 3 years.

1.1.5.3. Obtain approval of appointment of REC members and officers

e The REC Chair obtains approval of appointment of REC
members and officers from the Hospital Ethics Chair of
DDH who is responsible for appointing REC members and
approving a roster of independent consultants upon the
recommendation of the REC Chair.

e The Director/Chief issues an appointment letter that
identifies the REC Officers

e The appointment letter should include an attachment of
the responsibilities of the REC Officers as follows:

Responsibilities of the REC Chair
The responsibilities of the Chair include the following:

Ensures that all REC members receive
orientation and undergo basic Research Ethics
Training immediately after their appointment,
and continuing education thereafter

Obtains administrative and logistics support for
the sustained operations of the REC

Approves the agenda and presides over REC
review meetings (If Chair has COI relative to the
protocol for deliberation s/he designates the
Member Secretary or any Member to preside
over the meeting.)

Selects suitable (somebody with related
expertise) member/independent consultant to
be the primary reviewer of a protocol whether
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by full board or expedited review, and ensures
that aforementioned member does not have
conflict of interest.

* Manages complaints from study participants,
authorities or the general public

= Designates a member or group of members to
investigate in cases of complaints or report of
major non-compliance. Ensures that the REC is
perceived as fair and impartial, and complies
with institutional, national and international
standards

= Represents the REC in various local, national
and international meetings and conferences.

* Prepares the Annual Work Financial Plan (WFP)
and the Project Procurement Management Plan
(PPMP) and approved by the hospital director

* Ensure adherence to quality standards to
maintain the accreditation status

Responsibilities of the Member-Secretary
The responsibilities of the Member-Secretary include
the following:
= Supervises the REC Staff related to good REC
office management
* Prepares and finalizes the meeting agenda of
full-board meeting after consultation with the
Chair
= Collects and reviews the assessment forms
submitted by the Primary Reviewers before the
meeting
* Ensures that the members completely fill out
necessary forms used for the review of protocol
or protocol related submissions,
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Supervises the REC Staff in the preparation of
the meeting agenda and minutes

Supervises the REC Staff in the preparation of
the annual report of the REC to be submitted to
the REC Director/Chief of Hospital, DOH, PHREB
and other bodies.

Ensures good REC documentation and
archiving.

Ensures overall REC compliance with good
clinical practice.

Ensures good financial management of REC
resources

Responsibilities of the REC Staff
The REC Staff shall have the following functions:

Organizing an effective and efficient tracking
procedure for each proposal received
Preparation, maintenance and distribution of
study files

Organizing REC meetings regularly

Preparation and maintenance of meeting
agenda and minutes

Maintaining good REC documentation and
archiving procedures

Communicating with the REC members and
Investigators

Arrangement of training for personnel and REC
members

Organizing the preparation, review, revision
and distribution of SOPs and guidelines;
Providing the necessary administrative support
for REC related activities to the Chair of the REC
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= Providing updates

relevant and

contemporary issues related to ethics in health
research, as well as relevant literature to the

REC members

= Maintaining a
materials and references

1.1.5.4. Ensure completion of membership documents

library of relevant resource

e After the approval of the appointment, newly appointed
members/officers should complete all documents in their

Membership File.

e Upon the acceptance of their appointment, and before
assuming their responsibilities as members/officers, they
shall sign and date the TOR of the appointment letter

indicating  their  willingness

responsibilities.

e The Rec Staff provides

to assume their

duplicate copies of the

Confidentiality and Conflict of Interest Agreement form
(REC Form No. 1.3a) to newly appointed members of the
(Name of Hospital) REC, one copy for the member and the
other for the Membership File. For each protocol that they
review, they must disclose their COl (any interest or
involvement such as financial, professional or otherwise in

a research proposal under review).

e The appointee is also required to submit an updated,
signed and dated curriculum vitae, and the completed
Training Record including photocopies of relevant training

certificates.

e For reason of stability, the term of office of a REC member

is regularly three (3) years renewable;

= The above term however can be extended,

based on reasonable

discretion of the
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appointing authority, i.e., rationale or duration-
wise;

Three (3) months prior to the end of a
member’s term, the REC member must be
notified in writing by the appointing authority
of either his/her extension or non-extension;

Non-extension of a member’s term does not
require an explanation from the appointing
authority. However, ethics dictates that proper
discretion must be observed by the appointing
authority on the stated matter;

The REC shall adopt some mechanism for
rotation of its membership roster, to enable
participation of new members with fresh
outlook and approaches, but it shall also strive
to ensure continuity, the development and

maintenance of expertise.

e Resignation, Disqualification, and Replacement of

Members

Members may resign their positions by
submitting a letter of resignation to the Chair
and endorsed to the Hospital Ethics Chair.
Members may be separated from the
committee by disqualification for valid reasons
as determined by majority vote of the
committee members.

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

The terms of replacement shall be limited to
the remaining term of the member that he/she
has replaced.
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= Any Research Ethics Committee member can be
replaced or removed from office before his/her
term ends due to any of the following reasons:

a.
b.

Death;

Resignation, where the member
isn’t required to offer any
explanation;

Physical, psychological, mental
incapacity;

. Habitual unavailability for

meetings,;

Conduct unbecoming of a REC
Member;

Any other cause as may be
decided upon by the REC en banc
(by way of the above rule on
decision-making), or by
appointing authority as deemed
appropriate and reasonable;

. Replacement or removal of a

member from office due to
reasons in item e. above must be
subject to due process. In
choosing a member for the DDH
REC, balance must be considered
in terms of composition having at
least three (3) active DDH-
affiliated medical staff; non-
affiliated  bioethicist/bioethics-
trained person, a religious
person, lay member possibly a
social scientist, or any other
professional deemed necessary
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by the REC and a balanced gender
representation. The number of
members is to be at a minimum of
six (6) and maximum of nine (9);
= A candidate must be gauged as acceptable, by
at least the simple majority of the required
quorum of the REC to be:

a. a person of moral probity or
integrity;

b. having either the intellectual
capacity or academic training to
efficiently and competently do
his/her work as a rigorous ethics
reviewer;

C. a person without any existing or
past civil or criminal case/s or
record/s;

d. atleast 21 years of age;

e. a Filipino citizen.

1.1.5.5. The REC Staff organizes and complete the documents in the
Membership Files
e The Membership Files shall contain the following:
= Appointment letter signed and dated by the
appointee
» Updated curriculum vitae that is signed and
dated by the member
o The CV is updated every time the
appointment is renewed.
o Training Record and photocopy of
Training Certificates of relevant
trainings
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1.1.6. Related Forms

REC Form 1.1a
REC Form 1.2

REC Form 1.3a
REC Form 1.3b

1.1.7. SOP Document History

o Confidentiality and Disclosure of
Conflict of Interest Agreement signed
and dated by the member.

e The REC Staff creates one membership file for each
member, and files the following documents in each
member’s file.

*= Letter of Appointment

=  Curriculum Vitae

* Training Records

= Hospital Confidentiality Agreement and Conflict of
Interest Agreement

Letter of Appointment of REC Member
Curriculum Vitae
Hospital Confidentiality Agreement
Conflict of Interest Agreement

Version Version Date Main Change
No.

1 07 July 2013 Initial Version

2 31 January 2014 | Supersedes previous SOP of DDH-IERC
3 23 April 2014 Supersedes previous SOP of DDH-IERC
4 17 August 2017 | Compliance with suggestions of PHREB

accreditors
5 March 2023 Revise SOP based on DOH SOP2
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1.2. Appointment of Independent Consultants

1.2.1.

Purpose

To describe the procedures for the appointment of REC Independent
Consultants with related expertise on the Protocol in the REC meeting
Agenda. For all intents and purposes, the Independent Consultant is
tapped as a Primary Reviewer of the scientific part of the Protocol item of
the REC Agenda.

1.2.2. Scope

1) The DDH REC medical members have agreed to rotate the role of
Independent Consultants of the scientific part of Protocols scheduled for
review.

2) If the Chair of the DDH REC determines that a study coverage are not
within the area of competence or expertise of the REC medical members,
the Chair 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 REC.

3) This SOP describes the procedures for engaging the services of a
professional/expert as an independent consultant to the DDH REC.

1.2.3. Responsibility
Upon the advice or recommendation of the Member-Secretary or any REC
member, it is the responsibility of the REC members to nominate and
approve the name from its roster of Independent Consultants (previously
approved by the Hospital Ethics Chair) to be endorsed by the Chair.
1.2.4. Process Flow/Steps
NO. ACTIVITY PERSON/S RESPONSIBLE TIMELINE
1 | Assess the need for To be done

Chair/Member-

Independent Consultants and
Secretary/Members

every
quarter
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seek approval for contracting
their services

2 | Recruit and appoint an Chair/Member- To b
o be
Independent Consultant Secretary
: completed
3 | Organize and complete the L
_ within 30
documents in the REC Staff
days

Independent Consultant Files

1.2.5. Detailed Instructions

1.2.5.1. Assess the need for independent consultants and seek approval
for contracting their services

e Considering the nature of the protocol for review, the Chair
with the Members identify the expertise needed that the
REC membership may not have.

e The Chair submits the names of independent consultants
to the Hospital Ethics Chair to request for corresponding
honorarium.

1.2.5.2. Recruit and appoint an independent consultant
e Once the Chair decides to invite an Independent
Consultant, the REC Staff prepares the letter of invitation.

e The REC Staff sends the letter to the independent
consultant after it is signed by the Chair together with the
duplicate copies of the Confidentiality and Conflict of
Interest Agreement form for the consultant’s signature.

e The REC Staff collects the signed and dated
Confidentiality and Conflict of Interest Agreement, and
the signed and dated updated CV using the prescribed
format.

e Functions of Independent Consultant are the following:
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= The independent consultant must complete the
Protocol Evaluation Form 2.3 to be reviewed by the
REC at the time the study is reviewed.

* The independent consultant may attend the REC
meeting, present his/her assessment, and
participate in the discussion but without the right
to vote. The report becomes a permanent part of
the study file.

1.2.5.3. Organize and complete the documents in the Independent
Consultant Files
e The Independent Consultant Files shall contain the

following:
= REC Letter of invitation signed and dated by the
REC Chair

» Updated curriculum vitae that is signed and dated
by the Independent
= Confidentiality and Disclosure of Conflict of
Interest Agreement signed and dated by the
Independent Consultant
e The REC Staff creates one file for each independent
consultant.

1.2.6. Related Forms
REC Form 1.1b Letter of Appointment of Independent Consultant
REC Form 1.2 Curriculum Vitae
REC Form 1.3a Hospital Confidentiality Agreement
REC Form 1.3b Conflict of Interest Agreement

1.2.7. SOP Document History

Version Version Date Main Change
No.
1 07 July 2013 Initial Version
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31 January 2014

Supersedes previous SOP of DDH-IERC

3 23 April 2014

Supersedes previous SOP of DDH-IERC

17 August 2017

Compliance with suggestions of PHREB
accreditors

5 March 2023

Revise SOP based on DOH SOP2
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1.3. Training of REC Members and Staff

1.3.1. Purpose
To describe DDH REC procedures to ensure initial and continuing training
of REC members and staff

1.3.2. Scope
The DDH recognizes the importance of training and continuing
professional development. This SOP describes the training requirements
of DDH REC members and staff from initial training to continuing
education to maintain and update REC competence in the review of
different types of protocols.

1.3.3. Responsibility
It is the responsibility of both the DDH REC officers, members and staff
to have themselves educated and trained regularly. The Rec Staff keeps
track of the training needs of all members and staff and prepares a
training plan.

1.3.4. Process Flow/Steps

NO. ACTIVITY PERSON/S TIMELINE
RESPONSIBLE

1 | Require basic research ethics training Members/REC
for all members and staff Staff Needs

2 | Provide opportunities for continuing assessment
education for r_nen.1ber_s and s'_caff Member/ REC Staff to
through participation in meetings, be done at
conferences and training courses the

3 | Track member and staff participation beginning
|n|t|all and continuing et.hlcs training Member/ REC Staff of the
and file the documents in the year
Membership File
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1.3.5. Detailed Instructions
REC members should maintain competence by ensuring that they have updated
knowledge of the following:
e Good Clinical Practice (GCP)
e Declaration of Helsinki
e CIOMS
e Ethical Guidelines
e Relevant laws and regulations
e Relevant developments in science, health and safety, etc.
e International meetings and conferences

1.3.5.1. Initial training of REC Members
e Initial research ethics training shall consist of basic
training in research ethics principles, GCP, and in-house
mentoring in REC Standard Operating Procedures. Upon
appointment, a new member or staff undergoes
orientation, individually or as a group, to cover the
following:
= Member’s/Staff’s responsibilities;
» Confidentiality and Conflict of Interest Agreement;
» REC review process and use of Protocol and ICF
Assessment forms;
and
= REC SOPs.
e The REC Chair and Member-Secretary shall ensure that
training is provided to all new members.

1.3.5.2. Provide opportunities for continuing education for members and
staff through participation in meetings, conferences and training
courses
e All members should have training in REC SOPs. In addition,
they should be provided with external training
opportunities at least once a year.
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e GCP training is expected once every three years.

e The REC members shall get information about training
courses, workshops, conferences, etc. that are periodically
announced on websites, bulletin boards and various media
channels in coordination with the REC Staff.

e Plan the training activities for individual REC members
based on their training needs.

e Ensure sufficient administrative budgetary support for
training activities.

e Facilitate attendance of REC members and staff once
specific training activities are scheduled.

1.3.5.3. Track member and staff participation in initial and continuing
ethics training and file the documents in the Membership File
e Prepare attendance sheets of in-house training with
relevant information about the topic, duration, date and
venue. Ask member attendees to sign the attendance
sheet and keep a copy in the membership files.
e Keep copies of training records of REC members and staff
in the membership and staff files.
e Update the CV of individual member/ staff to reflect
attendance of training activities on an annual basis.

1.3.6. Related Forms
REC Form 1.4 Training Record of a REC Member

1.3.7. SOP Document History

Version Version Date Main Change
No.

07 July 2013 Initial Version
2 31 January 2014 | Supersedes previous SOP of DDH-IERC
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3 23 April 2014 Supersedes previous SOP of DDH-IERC
4 17 August 2017 | Compliance with suggestions of PHREB
accreditors

5 March 2023 Revise SOP based on DOH SOP2
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1.4. Incentives for the REC Members and Independent Consultants

1.4.1.

1.4.2.

1.4.3.

Purpose

To describe procedures to facilitate granting of honorarium to REC

members and consultants

Scope

This SOP describes how REC members and consultants may be given
honorarium for their work in the DDH REC.

Responsibility

It is the responsibility of the REC officers under the leadership of the Chair
to explore the possibility of providing honorarium to all REC members.

1.4.4. Process Flow/Steps
NO. ACTIVITY PERSON/S RESPONSIBLE TIMELINE
1 | Explore administrative Chair/ REC Staff/Members
mechanisms and precedents
to provide honorarium for
Every Year
REC work
2 | Endorse REC recommendation | Chair
to the Hospital Ethics Chair
3 | Dispensation of honorarium REC Staff After the
Meeting
4 | Date & sign that honorarium | REC
. After the
received Members/Independent )
meeting
Consultant
1.4.5. Detailed instructions

1.4.5.1. Explore administrative mechanisms and precedents to provide

honorarium for REC work
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e The Chair/Member-Secretary explores possible financial and
administrative mechanisms and precedents to be able to
provide honorarium for REC work.

e The Chair includes the topic in the REC meeting agenda for
discussion.

1.4.5.2. Endorse REC recommendation to the Hospital Ethics Chair

e The REC may suggest other schemes, endorse or modify the
recommendation.

e The Chair makes a recommendation for honorarium or its
adjustment to the Hospital Ethics Chair.

e The Hospital Ethics Chair may approve or disapprove the
recommendation.

e The REC members are informed of the decision.

1.4.5.3. Dispensation of honorarium
e The REC Staff prepares the approved honorarium for REC
members and independent consultant.

1.4.5.4. Date & sign that honorarium received
e REC members or independent consultants acknowledge in

writing any honorarium that may be received from the REC.

1.4.6. SOP Document History

Version Version Date Main Change
No.

1 07 July 2013 Initial Version

2 31 January 2014 | Supersedes previous SOP of DDH-IERC
3 23 April 2014 Supersedes previous SOP of DDH-IERC
4 17 August 2017 | Compliance with suggestions of PHREB
accreditors

5 March 2023 Revise SOP based on DOH SOP2
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LETTER OF APPOINTMENT OF REC MEMBER (FORM 1.13)

Date:

Dear:

| have the honor to reappoint you as a Member of the DDH RESEARCH
ETHICS COMMITTEE for a period of three (3) years, effective _________ until

As a member, you will have the following roles and

responsibilities:

Participate in the REC meetings

Review, discuss and consider research proposals submitted for
evaluation according to the scientific (medical), ethical and Informed
Consent Form contents

Assess serious adverse event reports and recommend appropriate
action(s)

Review the progress reports and monitor ongoing studies as
appropriate

Check progress and final reports

Maintain confidentiality of the documents and deliberations of IERC
meetings

Declare any conflict of interest in relation to any or all of the Agenda
items;

Participate in continuing education activities in research methodology
and research ethics
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If you agree with the terms of this appointment, please sign on the space
provided below, date your signature, and return one copy of this letter to
the DDH IERC Secretariat. Sign, date and submit your latest curriculum vitae
and a copy of the Hospital Confidentiality Agreement and Conflict of
Interest Agreement.

Very truly yours,

Endorsed by:

DDH REC Chair Date
DDH Hospital Ethics Chair Date
Conforme:

(Print Name and Sign) Date
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LETTER OF APPOINTMENT OF INDEPENDENT CONSULTANT (FORM 1.1b)

Dear ,

| have the honor to appoint you as an Independent Consultant of the DDH
Research Ethics Committee for a period of three (3) years, effective
until . As an independent consultant, you will have

the following roles and responsibilities:

e Assess the scientific soundness of the study protocol using the REC’s

protocol assessment form.

e Review of methodology, risk-benefit assessment and provide any

updates on the research topic.

e Submit the completed assessment form to the REC at most 3 days

before the REC Full-Board meeting.

e Maintain confidentiality of the documents and deliberations of REC

meetings

e Declare any conflict of interest in relation to any or all of the Agenda

items;

e Participate in continuing education activities in research methodology

and research ethics

e Participate in the REC meetings as the need arises and any other roles

deemed by REC upon your agreement.

Page -27 - of 34




\@ /Davao DocTtors HospitAL

We care for life
y
Qt/ METRO PACIFIC HEALTH

Davao Doctors Hospital DDH REC SOP 01
REC Structure and Composition VERSION 5/2023

e May attend the REC meeting, present his/her assessment, and
participate in the discussion but without the right to vote. The report
becomes a permanent part of the study file.

If you agree with the terms of this appointment, please sign on the space
provided below, date your signature, and return one copy of this letter to
the DDH REC Staff. Sign, date and submit your latest curriculum vitae and
a copy of the Hospital Confidentiality Agreement and Conflict of Interest
Agreement.

Very truly yours,

Endorsed by:

Date
DDH Hospital Ethics Chair Date
Conforme:
(Print Name and Sign) Date
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CURRICULUM VITAE (FORM 1.2)

Last name

Position in the
REC

Date of 1st
Appointment

First name

Address

Contact
No.

Educational
Background:

Research and
Ethics
Training/s:

WORK EXPERIENCE

A. Occupation

B. Previous work
experience

C. Present work
experience

Research-related
Experience
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HOSPITAL CONFIDENTIALITY AGREEMENT (Form 1.3a)

This Confidentiality Agreement governs the disclosure of information by and
between Davao Doctors Hospital, Inc. and , in
department/unit Davao Doctors Hospital Research Ethics Committee (REC) as of

Davao Doctors Hospital has legal and ethical responsibility to safeguard
the privacy of all patients, employees and hospital’s intellectual property to protect its
confidentiality and ensure non-disclosure of such information.

As used herein, “Confidential Information” shall mean (a) information that
are not provided to the public and intended only for the purpose of the study submitted
for ethical review by the Research Ethics Committee, (b) all data pertaining to the
respondents/participants of a study submitted for ethical review, such as those
contained in the patient’s charts and all other patient’s information that might be
gathered by the investigators, (c) any Personal Information such as but not limited to
password for accessing hospital system, data on HRIS, compensation reflected on HRIS,
and salary and other pertinent information that are reflected on payslip (d) other
information pertaining to the study submitted for review that are not provided to the
public and other similar things - study investigators, content of the study, methodology
used, reports and documents submitted by the investigators and other discoveries in the
course of the investigation. This confidential information can be obtained through
hearing and seeing them, viewing the records or accessing them in the files of the
Research Ethics Committee.

As a member of the DDH REC, | may come into possession of confidential
information, even though | may not directly involve in providing hospital services. |

understand that such information must be maintained in the strictest confidence.

In the course of my appointment as a member, | hereby agree that | will
not disclose any confidential information to any person or permit any person whatsoever
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to examine or make copies of any confidential reports or other documents prepared by
me, coming into possession, or under control, or use confidential information, other
than as necessary in the course of my REC membership.

When confidential information must be disclosed with other party/third
party in the course of my appointment as a member, | will use discretion to assure that
such conversations cannot be overheard by others who are not involved.

I will also observe the above conditions for all other confidential data,
information and documents | come into possession during my REC membership with
Davao Doctors Hospital.

| understand that violation of this agreement may result in corrective
action, up to and including exclusion as member of the Research Ethics Committee, after
observing due process.

This Agreement may be signed in multiple copies, each of which shall
constitute the same instrument.

IN WITNESS WHEREOF, the parties hereto have caused this Confidentiality
Agreement to be executed as of the Effective Date.

Signature over Printed Name of the Signature over Printed Name of the
Member Davao Doctors Hospital

Research Ethics Committee Chair

Date (dd-mmm-yyyy)

Date (dd-mmm-yyyy)

Page-31-0f34




\@ /Davao DocTtors HospitAL

We care for life
y
Qt/ METRO PACIFIC HEALTH

Davao Doctors Hospital DDH REC SOP 01
REC Structure and Composition VERSION 5/2023

CONFLICT OF INTEREST AGREEMENT (Form 1.3b)

Conflict of Interest Agreement

It is recognized that the potential for conflict of interest will always exist; however,
there is concomitant faith in the ability of the REC to manage these conflict issues, if
any, in such a way that the ultimate outcome of the protection of human subjects
remains.

It is the policy of the REC that no member/independent consultant may participate
in the review, comment or approval of any activity in which he/she has a conflict of
interest except to provide information as requested by the REC.

The Undersignedwill immediately disclose to the Chair of the DDH REC any actual
or potential conflict of interest that he/she may have in relation to any particular
proposal submitted for review by the REC, and to abstain from any participation in
discussions or recommendations in respect of such proposals.

If an applicant submitting a protocol believes that an REC member has a potential
conflict, the investigator may request that the member be excluded from the review of
the protocol.

The request must be in writing and addressed to the Chair. The request must
contain evidence that substantiates the claim that a conflict exists with the REC
member(s) in question. The REC may elect to investigate the applicant’s claim of the
potential conflict.

When an REC member/independent consultant has a conflict of interest, the
member should notify the Chairperson and may not participate in the REC review or

approval except to provide information requested by the Board.

Examples of conflict of interest cases may include but is not limited to any of the
following:
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A member/independent consultant is involved in a potentially competing research
program.
O Access to funding or intellectual information may provide an unfair competitive
advantage.
O A member’s/independent consultant’s personal biases may interfere with his or
her impartial judgment.

Agreement on Confidentiality and Conflict of Interest

[To the Undersigned: Please sign and date this Agreement, if you agree with the terms
and conditions set forth above. The original (signed and dated Agreement) will be kept
on file in the custody of the DDH REC. A copy will be given to you for your records.]

In the course of my activities as a member of the DDH REC, | will be provided with
confidential information and documentation (which we will refer to as the "Confidential
Information"). | agree to take reasonable measures to protect the Confidential
Information, subject to applicable legislation, not to disclose the Confidential
Information to any person; not to use the Confidential Information for any purpose
outside the Board's mandate, and in particular, in a manner which would result in a
benefit to myself or any third party; and to return all Confidential Information (including
any minutes or notes | have made as part of my Committee duties) to the Chair upon
termination of my functions as an REC member.

Whenever | have a conflict of interest, | shall immediately inform the Chair not to
count me toward a quorum for voting.

| have read and accept the aforementioned terms and conditions as explained in this

Agreement.
Title/Name Date
DDH REC Chair Date
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TRAINING RECORD OF AN REC MEMBER (FORM 1.4)

Last name

First name

[] L]

[ ]

BASIC COURSES

ORGANIZER

VENUE

DATE

FUNDING
SOURCE

1.GCP Training

2.Health-Research Ethics

3.REC Standard Operating
Procedures (SOP)

CONTINUING ETHICS
EDUCATION : Research Ethics
Workshops, Conferences,
Meetings, Lectures

ORGANIZER

VENUE

DATE

FUNDING
SOURCE

1.
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