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INSTITUTIONAL REVIEW BOARD

1.1.1.

1.1.2

1.1.3.

Policy Statement

The selection and appointment of the members of the St. Paul’s Hospital of lloilo, Inc. Institutional Review
Board (SPHI IRB) shall ensure to maintain its independence and make its composition multidisciplinary and
multisectoral, with good representation of male and female members and a fair age distribution.

The board shall have at least seven members. The members shall include at least one member whose
primary concern is in the medical sciences, at least one member whose primary concern is in non-medical
or non-scientific, at least one with expertise in legal matters, at least one member who is not affiliated
with the institution and at least one Sister of St. Paul of Chartres member.

The members are appointed for a period of either one (1) year, two (2) years, or three (3) years, and may
be renewed for three (3) consecutive terms. To ensure the continuity, development and maintenance of
the IRB work, a staggered term of tenure is also established.

The process of selection and appointment shall comply with the provisions of the World Health
Organization (WHO) Operational Guidelines, Council for International Organizations of Medical Sciences
(CIOMS), Guidelines International Conference on Harmonization- Good Clinical Practice (ICH-GCP),
Declaration of Helsinki and the National Ethical Guidelines for Health Research on the composition of
independent ethics review committees.

Objective of the Activity

The appointment process aims to ensure that the selection of members are from diverse background and
sectors including, but are not limited to the following: individuals with expertise in medical or scientific
area, law, non-medical or non-scientific, and lay people who will represent the interest and concerns of
the communities from which participants are likely to be drawn.

Scope
This SOP shall apply specifically to the selection of the members of St. Paul’s Hospital of lloilo, Inc.
Institutional Review Board.

1.1.4. Responsibilities

1.1.4.1. In case of vacancy or need for another member/s, the current IRB members,
headed by the Chair or a designated substitute, nominate candidates who have the
necessary qualifications for the position. The Chair submits the list to the Hospital
Administrator for the selection and appointment.

1.1.4.2. The Hospital Administrator of St. Paul’s Hospital of lloilo, Inc. is responsible to formally
appoint board members, from the list of nominees given by the Chair or any person/s whom
she believes qualified for the vacant position. The appointment is based on their
competency, expertise, trainings, ethical and/or scientific knowledge; upholding the
Corporate Values of the Institution; with commitment and willingness to volunteer the
necessary time and effort for the IRB’s work and in participating in health research and ethics
education activities.

1.1.4.3. The new member/s signs the appointment letter, Agreement on Confidentiality and Conflict
of Interest (COI) and submits his/her/their updated Curriculum Vitae (CV) using the IRB Form.

1.1.4.4. The Staff Secretary is responsible for filing the documents of newly appointed member/s.
She keeps it in locked “SPHI IRB Documents” cabinet.
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SOP No: 1.1
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INSTITUTIONAL REVIEW BOARD

1.1 Selection and Appointment of

Members Effective Date: Oct. 30, 2020
1.1.5. Workflow

ACTIVITY RESPONSIBILITY
Step 1: Nomination of candidates in case of vacancy or need | IRB members

for another member/s
Step 2: Submission of the list of nominees to the Hospital Chair

Administrator
Step 3: Facilitate appointment of new members Chair/ Office Manager

Step 4: Designation and Appointment of IRB Office Manager | Hospital Administrator

Step 5: Signing of important documents (Appointment Letter,

New IRB member/s

COl, cv)

Step 6: Filing of appointment documents and CVs in the Staff Secretary
membership file

Step 7: Resignation, Disqualification, and Replacement IRB members
Members

1.1.6. Description of Procedures

Step 1: Nomination of candidates in case of vacancy or need for another member/s:

1.1.

1.2.

1.3.

1.4.

1.5.

1.6.

The current IRB members, headed by a Chair or a designated substitute, nominate candidates who
have the necessary qualifications for the position:

Members are selected based on their:

Good moral character

Personal capacities

Ethical and/or scientific knowledge and expertise

Willingness to volunteer their time and effort to perform their functions in the IRB

Members have prior training in Good Clinical Practice, research methodology and research ethics,
or should be willing to undergo such training during their membership.

Members discloses in writing any financial, professional or personal interest or involvement in a
project or proposal under consideration, which is in conflict with their function as a reviewer.

Members submits their curriculum vitae, properly signed and dated and update them at least once
every two (2) years.

Members 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. The Office Manager and Staff Secretary are likewise expected to
sign a similar document.

The Chair discusses the qualifications of the nominees based on their expertise, trainings, ethical
and/or scientific knowledge; upholding the Corporate Values of the Institution; with commitment
and willingness to volunteer the necessary time and effort for the IRB’s work and in maintaining
the confidentiality and integrity of the IRB.
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Members Effective Date: Oct. 30, 2020

Step 2: Submission of the list of nominees to the Hospital Administrator:
The Chair submits to the Hospital Administrator the list of possible individual/s to fill the vacant
position.

Step 3: Facilitate appointment of new members:
3.1. The Chair and Office Manager facilitate the appointment of new board members, from the list of
nominees whom he/she believes qualified for the vacant position.

3.2.  The Office Manager facilitate appointment letter to the new members that includes the term of
office and their duties and responsibilities.

IRB Member Responsibilities:

a.

oo o

TS @ oo

Participates in IRB meetings

Reviews, discusses and considers research proposals submitted for evaluation

Assesses serious adverse event reports and recommend appropriate action

Reviews protocols and protocol-related reports and monitor on-going studies as

appropriate

Evaluates all clinical research final reports and outcomes.

Maintains confidentiality of the documents and deliberations during IRB meetings

Declares any conflict of interest

Participates in continuing education activities in health research and ethics

Performs other duties designated by the Chair

Lay members extensively reviews the informed consent forms of research protocols
submitted for review

Leads prayer during the meeting

Makes motion for the approval of the provisional agenda, minutes of the previous meeting
and others

Step 4: Designation and Appointment of IRB Office Manager.
4.1 The administrator selects/ designates/appoints the IRB office manager.

4.2 He/She may not be a member of the IRB

4.3 Responsibilities of the IRB Office Manager:

a.

® 20 o

Receives research proposals and documents for review and other important documents for
IRB

Ensures completeness of Initial Submission package and creates a protocol specific file
Organizes an effective and efficient tracking procedure for each proposal received
Communicates with IRB officers and members

Entries preliminary information on the minutes of the meeting template and assists Member-
Secretary in documenting the proceedings of the regular meeting

Prepares minutes of special meeting

Transfers information from minutes or reports to IRB Communication forms (approval letters,
notification of IRB decision, request to the principal investigators and others.)

Organizes protocol file folders

Maintains confidentiality of the documents of the IRB and deliberations during IRB meetings
Maintains the cleanliness and orderliness of the Office.

Requests supplies and materials for IRB.

Responsible for IRB accounts
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Version No: 08

1.1 Selection and Appointment of

Members

Approval Date: Oct. 20, 2020

Effective Date: Oct. 30, 2020

1.1.7.

m. Archives protocols with Final or Early Termination reports
n. Maintains good IRB documentation and archives.

0. Accountable for all documents and office files and secures all files under lock and key.

Step 5: Signing of important documents (Appointment Letter, COI, CV):
The new member/s sign the appointment letter (Form 1.4), Agreement on Confidentiality and COI
(Form 1.8) and CV (Form 1.9)

Step 6: Filing of appointment documents and CVs in the membership file:
6.1. The Staff Secretary files the documents of newly appointed member/s in their specific
membership file folder.

6.2. All of these documents are kept securely in locked “SPHI IRB Documents” cabinet.

Step 7: Resignation, Disqualification, and Replacement of Members
7.1. Members may resign their positions by submitting a letter of resignation to the Chair and
endorsed to the Hospital Administrator.

7.2 Members may be separated from the Board by disqualification for valid reasons as determined by
majority vote of the IRB members.

7.3 Members that have resigned or have been disqualified may be replaced by following the selection
and appointment procedures previously stated.

7.4 The terms of replacement shall be limited to the remaining term of the member that he/she has
replaced.

Forms

Appointment Letter for IRB Members (Form 1.4)
Agreement on Confidentiality and COIl (Form 1.8)

CV (Form 1.9)

1.1.8. History of SOP

Version No.

Date

Authors

Main Change

01

2015 Aug. 18

IRB SOP TEAM

First draft

02

2016 May 20

IRB SOP TEAM

Added specific Appointment Letter
for IRB Officers, members and

staff.

03

2016 Oct. 26

IRB SOP TEAM

Changed the Declaration of
Helsinki to 2013 at the History of
IRB. Edited the definition of the
Expedited Review, Assent and
Quorum at the Glossary. Labelling
of all IRB Forms. Edited the SOP of
Full Review.

04

2018 Dec. 07

IRB SOP TEAM

Edited the SPHI-IRB History,
Changed IRB Forms Header.
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INSTITUTIONAL REVIEW BOARD

Selection and tenure of
appointment of the Board.

Description of the qualification of
chair, co-chair and secretary
Harmonizing tenure of members

0> 2019 June 13 IRB SOP TEAM Deleted non relevant forms (form
1.1-1.6)
Deleted SOP 1.5

06 2019 July 26 IRB SOP TEAM Only IRB members and Staff cited

in the Workflow

Harmonize Workflow and
description of procedures

07 2019 Dec. 30 IRB SOP TEAM | Include form no. of template of
the letter of appointment in step 5
and in section 1.1.7.

Removes step 1 in the workflow
and transfer step 2 to step 1.

08 2020 Oct. 20 IRB SOP TEAM | Harmonized workflow and
description of procedures. Added
responsibilities of Office Manager

1.1.9. References
“A Workbook for Developing Standard Operating Procedures” 2015 by Philippine Health Research Ethics
Board; “Standard Operating Procedures of St. Paul’s Hospital of lloilo Institutional Review Board”, 2015,
First Edition.

16



SOP No: 1.2
Version No: 08
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1.2 Designation of Officers, Members and
Staff Effective Date: Oct. 30, 2020

1.2.1. Policy Statement
The St. Paul’s Hospital of lloilo, Inc. Institutional Review Board shall have a chair, co-chair, and member-
secretary who shall be selected among the members by the Hospital Administrator. The appointment shall
be based on their competency, expertise, trainings, ethical and/or scientific knowledge; upholding the
Corporate Values of the Institution; with commitment and willingness to volunteer the necessary time and
effort for the IRB’s work and in participating in health research and ethics education activities.

1.2.2. Objective of the Activity
This SOP aims to designate the duties and responsibilities of IRB officers, members and staff.

1.2.3. Scope
This SOP is specific to the Institutional Review Board of St. Paul’s Hospital of lloilo, Inc.

1.2.4. Responsibilities
1.2.4.1 Hospital Administrator
a. Appoints the IRB officers, (Chair, Co-Chair, Member-Secretary, members and staff based on their
personal capacities, interest, competency, expertise, trainings, ethical and/or scientific
knowledge; upholding the Corporate Values of the Institution; with commitment and willingness
to volunteer the necessary time and effort for the IRB’s work and in participating in health
research and ethics education activities.
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1.2 Designation of Officers, Members and
Staff Effective Date: Oct. 30, 2020

1.2.5. Workflow

ACTIVITY RESPONSIBILITY
Step 1: Facilitate the appointment of IRB members and IRB Chair
staff
Step 2: Signing of important documents (Appointment New IRB member/s, Office
Letter, COI, CV) Manager and Staff Secretary
Step 3: Filing of appointment documents and CVs in the Staff Secretary
membership file

1.2.6. Description of Procedures
Step 1: Facilitate the appointment of IRB officers, members and staff:
The IRB Chair facilitate the appointment of the IRB members and staff based on their competency,
expertise, trainings, ethical and/or scientific knowledge; upholding the Corporate Values of the Institution;
with commitment and willingness to volunteer the necessary time and effort for the IRB’s work and in
participating in health research and ethics education activities.
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1.2 Designation of Officers, Members and
Staff Effective Date: Oct. 30, 2020

Step 2: Signing of important documents (Appointment Letter, COI, CV):
The newly appointed IRB Chair, Co-Chair, Member-Secretary, Members, Office Manager and Staff
Secretary sign the appointment letter, Agreement on Confidentiality and COI (Form 1.8) and CV (Form 1.9)

Step 3: Filing of appointment documents and CVs in the membership file:
The Staff secretary files the documents in their own membership file folders that are kept securely in “SPHI
IRB Documents” cabinet.

1.2.7. Forms
Agreement on Confidentiality and COIl (Form 1.8)
CV (Form 1.9)

1.2.8. History of SOP

Version No. Date Authors Main Change

01 2015 Aug. 18 IRB SOP TEAM | First draft

Added responsibilities of IRB
officers, members and staff

03 2016 Oct. 26 IRB SOP TEAM | Changed the Declaration of
Helsinki to 2013 at the History of
IRB. Edited the definition of the
Expedited Review, Assent and
Quorum at the Glossary. Labelling
of all IRB Forms. Edited the SOP of
Full Review.

Edited the SPHI-IRB History.
Change IRB Forms Header.

02 2016 May 20 IRB SOP TEAM

04 2018 Dec. 07 IRB SOP TEAM

Describe qualifications of Chair,
Co-Chair and Secretary.
Transferred section 1.2.4.5 to Step
05 2019 June 13 IRBSOP TEAM | 10fSOP 1.1

Deleted non-relevant forms (form
1.1-1.6)

Deleted SOP 1.5

Added the responsibilities of IRB
06 2020 Oct. 20 IRB SOP TEAM | Chair, Co-chair, and Member-
secretary

1.2.9. References
“A Workbook for Developing Standard Operating Procedures” 2015 by Philippine Health Research Ethics Board;
“Standard Operating Procedures of St. Paul’s Hospital of lloilo Institutional Review Board”, 2015, First Edition.
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INSTITUTIONAL REVIEW BOARD

1.3 Appointment of Independent
Consultants Effective Date: Oct. 30, 2020

1.3.1 Policy Statement
The St. Paul’s Hospital of lloilo, Inc. Institutional Review Board shall invite an independent consultant
whose expertise is not within the area of competence or specialization of the IRB members, but is needed
in a study under review.

1.3.2 Objectives
This SOP describes the selection and appointment process of Independent Consultants (IC).

1.3.3 Scope
This SOP specifically applies to the selection and designation of independent consultants in the review of
research protocols of the IRB.

1.3.4 Responsibilities
1.3.4.1 The Chair identifies the study that requires an independent consultant. He/she seeks the
recommendation of IRB members for possible qualified consultants. He/she submits to
the Hospital Administrator the list of probable IC based on their expertise, and availability.

1.3.4.2 The Hospital Administrator approves the appointment of IC.

1.3.4.3 An IC reviews the research protocols and answers the inquiries of primary reviewer before
the scheduled IRB meeting. He/she may be invited to attend full board meetings to share
his/her inputs and recommendations. However, he/she cannot participate in the voting
process during the IRB meetings.

1.3.5 Workflow

ACTIVITY RESPONSIBILITY
Step 1: Identification of the study that requires an IC Chair
Step 2: Recommends names of potential consultants IRB Members

Step 3: Submit names of probable consultants to the Hospital | Chair
Administrator

Step 4: Facilitate appointment of IC Chair/ Office Manager
Step 5: Signing of Appointment letter and Agreement on
Confidentiality and COI Office Manager/ Staff Secretary
Step 6: Inclusion in the pool of IC Office Manager
Step 7: Filing of appointment documents Staff secretary

1.3.6 Description of Procedures
Step 1: Identification of the study that requires IC:
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1.3 Appointment of Independent
Consultants Effective Date: Oct. 30, 2020

If the IRB Chair determines that a study involves procedure/s that are not within the area of
competence or expertise of the IRB members, the IRB 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 IRB.

Step 2: Recommends names of potential consultants:
The Chair asks IRB members for possible qualified IC. The IRB members recommend names of potential
Consultants.

Step 3: Submit names of probable consultants to the Hospital Administrator:
The Chair endorses the names of probable Consultants to the Hospital Administrator for approval.

Step 4: Facilitate appointment of Independent Consultant:
4.1.The Chair and Office Manager facilitate the appointment of the Independent Consultant. The Chair
submit the list of names whom he/she believes qualified as IC.

4.2.The Administrator issues appointment letter (Forms 1.7) to the new IC which includes the term of
office and their duties and responsibilities.

Step 5: Signing of Appointment letter and Agreement on Confidentiality and Conflict of Interest:
The Office Manager or Staff Secretary will facilitate the signing of agreement on Confidentiality and
COI (Form 1.8) and fill-up IRB CV (Form 1.9).

Step 6: Inclusion in the pool of IC:
The Staff Secretary adds the newly appointed IC in the pool of existing consultants of IRB in the
electronic database of IC.

Step 7: Filing of appointment documents and CVs in the membership file:
The Staff Secretary files the documents of newly appointed consultant/s. All of these documents are
kept securely in locked “SPHI IRB Documents”

1.3.7 Forms

Appointment Letter for IRB IC (Form 1.7)
Agreement on Confidentiality and COIl (Form 1.8)
Curriculum Vitae (Form 1.9)

1.3.8 History of SOP

Version No. Date Authors Main Change

01 2016 May 20 IRB SOP TEAM | First Draft

Changed the Declaration of
Helsinki to 2013 at the History of
IRB. Edited the definition of the
02 2016 Oct. 26 IRB SOP TEAM | Expedited Review, Assent and
Quorum at the Glossary. Labelling
of all IRB Forms. Edited the SOP of
Full Review
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SOP No: 1.3

Version No: 06

1.3 Appointment of Independent

Consultants

Approval Date: Oct. 20, 2020

Effective Date: Oct. 30, 2020

03

2018 Dec. 07 IRB SOP TEAM

Edited the SPHI-IRB History.
Changed IRB Forms Header

04

2019 June 13 IRB SOP TEAM

Deleted non-relevant forms (form
1.1-1.6)
Deleted SOP 1.5

05

2019 July 26 IRB SOP TEAM

Only IRB members and Staff cited
in the Workflow

1.3.9 References

“A Workbook for Developing Standard Operating Procedures” 2015 by Philippine Health Research Ethics Board.
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Version No: 08

Approval Date: Oct. 20, 2020

INSTITUTIONAL REVIEW BOARD

1.4 Training of IRB Officers, Members,
Consultant and Staff Effective Date: Oct. 30, 2020

1.4.1 Policy Statement
The St. Paul’s Hospital of lloilo, Inc. Institutional Review Board officers, members, consultants and staff
shall regularly attend seminars, trainings and workshops to develop and enhance their competence, skills
and knowledge.

1.4.2 Objectives
This SOP ensures to develop and enhance the competence, skills and knowledge of IRB officers, members,
consultant and staff in research ethics and guidelines and in the review of different types of protocols.

1.4.3 Scope
This SOP describes the training requirements of St. Paul’s Hospital of lloilo IRB officers, members,
consultants and staff from initial training to continuing education to maintain and update IRB competence
in the review of different types of protocols.

1.4.4 Responsibilities
1.4.4.1. The Chair identifies officers, members of the IRB, consultants, office manager and staff
secretary who will attend the seminars, trainings and workshops and submit their names
together with the letter of request to the Hospital Administrator.

1.4.4.2. The Hospital Administrator approves the letter of request upon her evaluation.

1.4.4.3. The Officers, Members, Consultants, Office Manager and staff secretary who attend the
seminars, trainings, and workshops submit their certificate to the Secretariat for filing.
The Office Manager identifies schedule of available seminars, trainings and workshops on
basic and advance ethics, research practice, and other relevant topics and keeps track of
the training needs of all members, office manager and staff secretary.

1.4.4.4. The Staff Secretary files the certificates to the IRB Membership File.

1.4.5 Workflow
ACTIVITY RESPONSIBILITY

Step 1: Identification of the available seminar, trainings and Office Manager
workshops for IRB

Step 2: Identification of the IRB members and staff to attend Chair
the seminar, trainings and workshops

Step 3: Submit letter of request which includes the names of Chair
members and staff to the Hospital Administrator

Step 4: Seek approval of the request for seminar, training or Chair/Office Manager

workshop
Step 5: Attendance in Seminars, trainings or workshops IRB Members and Staff
Step 6: Filing of Training certificates Staff Secretary
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Approval Date: Oct. 20, 2020

1.4 Training of IRB Officers, Members,
Consultant and Staff Effective Date: Oct. 30, 2020

1.4.6 Description of Procedures

Step 1: Identification of the available seminar, trainings or workshops for IRB Members, Staff and
Independent Consultants:

1.1 There should be a training needs assessment among the IRB members. The Office Manager
obtains information and identifies the schedule of available seminars, trainings and workshops on
basic and continuing advanced trainings on ethics, research practice, and other relevant topics
and presents it to the Chair, together with the IRB Seminar, Training and Workshop Monitoring

Sheet (Form 1.10).

1.2 Initial research ethics seminars, training and workshops consist of basic training in research ethics

principles, GCP, and in-house mentoring in IRB Standard Operating Procedures.

13 Continuing advanced training on research, good research practice training and other relevant

topics.

Step 2: Identification of the IRB members and staff to attend the seminar, trainings and workshops:

The Chair assigns the probable officers, members, consultants, office manager or staff secretary who
will attend the available seminars, trainings or workshop upon evaluation of the Monitoring Sheet.

Step 3: Submit letter of request which includes the names of members and staff to the Hospital
Administrator:

The Chair makes a letter of request and recommends names of the IRB Officers, Members,

Consultants, Office Manager or Staff secretary to the Hospital Administrator for the approval.

Step 4: Seek approval of the request for seminar, training or workshop:

The Chair and Office Manager facilitate approval of the request for seminar, training or workshop.

Step 5: Attendance in Seminars, trainings or workshops:

IRB Members, Office Manager and Staff secretary attend the available seminar, training or workshop
to enhance their knowledge, skills and competence on research, ethics and on other relevant topics.

Step 6: Filing of Training certificates:

The Staff Secretary files the certificates to the IRB Membership File and logs the training, seminar or
workshop in the Monitoring Sheet. All of these documents are kept securely in locked “SPHI IRB

Documents”

1.4.7 Form

IRB Seminar, Training and Workshop Monitoring Sheet (Form 1.10)

1.4.8 History of SOP

Version No. Date Authors Main Change
01 2015 Aug. 18 IRB SOP TEAM | First draft
02 2016 July 15 IRB SOP TEAM | Included in the revised SOP
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Version No: 08
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Consultant and Staff

Approval Date: Oct. 20, 2020

Effective Date: Oct. 30, 2020

03

2016 Oct. 26

IRB SOP TEAM

Changed the Declaration of
Helsinki to 2013 at the History of
IRB. Edited the definition of the
Expedited Review, Assent and
Quorum at the Glossary. Labelling
of all IRB Forms. Edited the SOP of
Full Review.

04

2018 Dec. 07

IRB SOP TEAM

Edited the SPHI-IRB History.
Changed IRB Forms Header.

05

2019 June 13

IRB SOP TEAM

Included the identification of
training of all IRB members and
secretariat.

Deleted non-relevant forms (form
1.1-1.6)

Deleted SOP 1.5

06

2019 July 26

IRB SOP TEAM

Only IRB members and Staff cited
in the Workflow

1.4.9 Reference

“Standard Operating Procedures of St. Paul’s Hospital of lloilo Institutional Review Board”, 2015, First

Edition.
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2 Management of Initial Submission

2.1

2.2

2.3.

2.4.

2.5.

Policy Statement

The St. Paul’s Hospital of lloilo, Inc. Institutional Review Board shall require a set of documents listed in a
checklist for initial submission, and resubmission. Only the complete documents submitted shall be
accepted.

Objective of the Activity
The management of initial submission and resubmission aims to ensure that study documents which are
submitted by researchers for initial review are properly received, identified, and recorded.

Scope
This SOP covers the management of all initial submissions and resubmissions to the St. Paul’s Hospital of
lloilo, Inc. Institutional Review Board.

The Institutional Review Board, headed by the Chair, accepts the following protocols for review:

1) St. Paul’s Hospital of lloilo funded researches

2) Researches to be done at St. Paul’s Hospital of lloilo

3) Researches referred from the Philippine National Health Research System (PNHRS), Philippine Health
Research Ethics Board (PHREB), Department of Health (DOH), industry organizations, etc.

Responsibilities
2.4.1 The Office Manager or Staff Secretary accepts documents from the Principal
Investigator/Researcher for Initial review and issues the Declaration of No conflict of
Interest for Investigators/Researchers Form to be signed by the PI/Researcher.

2.4.2 The Office Manager or Staff Secretary checks the completeness of the documents being
submitted for initial submission and resubmission based on the IRB Checklist for Initial
Submission and Resubmission. Once the documents are complete, they are issued the
Protocol Package Acknowledgment Receipt and assign an IRB Protocol Number to the
study.

2.4.3 The Staff Secretary logs the documents in the Incoming Communications  Logbook and
in the Initial Submissions and Resubmissions Database.

244 The Chair or Member-Secretary initially reviews all submitted protocols and other
documents to decide which protocols go to which type of review, may it be exempt from
review, expedited or full board review.

Workflow

ACTIVITY RESPONSIBILITY

Step 1: Acceptance of documents for Initial review and Office Manager or Staff
declaration of no conflict of interest Secretary

Step 2: Receipt of study documents for initial review and Office Manager or Staff
determination of completeness of submission or Secretary
resubmission

Step 3: Coding of the research studies received Office Manager or Staff

Secretary
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2 Management of Initial Submission

Step 4: Entry into logbook/database Staff Secretary

Step 5: Determination of type of review/action
a) Exempt from Review

b) Expedited Review

c¢) Full Board

Chair, Member- Secretary

2.6. Description of Procedures

Step 1: Submission of documents for Initial review and declaration of no conflict of interest:
The Principal Investigator submitted the protocol for initial review. Upon
submission, the PI will sign the Declaration of No Conflict of Interest Form (Form 2.1).

Step 2: Receipt of study documents for initial review and determination of completeness of submission:
The IRB Office Manager or Staff Secretary checks the documents being submitted based on the IRB
Checklist for Initial Submission (Form 2.2).

2.1.

2.2.

O
O
O
O
O
O
O
O
O
O
O
O
O
O

The protocol package for clinical trial and/or sponsor-initiated studies has to include the following:

Letter of Application & Full Protocol

Executive summary that follows research project proposal format
Investigator’s Brochure

Data collection form/s

Informed Consent Forms (English, Tagalog, and local dialect (Hiligaynon))
Budget

CV of the Principal Investigator and his/her co-investigators

GCP Certificate of the Principal Investigator (PI) and his/her co-investigators
Declaration of No Conflict of Interest for Principal Investigators/Researchers (Form 2.1)
Valid PRC License

No Conflict of Interest Form

GANTT Chart (as necessary)

Advertisement

Certificate of Technical Review (as necessary)

Ten (10) copies of this protocol package should be submitted to the IRB.

The protocol package for researcher-initiated studies (residents, staff, students, government sector

and private sector, etc.) has to include the following:

OO000O0O00O000O

Letter of Application & Full protocol (Chapter 1-3)

Executive summary that follows research project proposal format

Data collection form/s

Informed Consent form (English/Tagalog, and local dialect (Hiligaynon))
Budget (as necessary)

CV of the Pl and co-investigators

Declaration of No Conflict of Interest for Investigators/Researchers (Form 2.1)
Valid PRC License

GCP Certificate (for interventional study only)

GANTT Chart (as necessary)

Certificate of Technical Review
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2 Management of Initial Submission

Three (3) copies of this protocol package should be submitted to the IRB.

2.3. The Office Manager or Staff Secretary issues the “Protocol Package Acknowledgment Receipt” (Form
2.3) upon the receipt of the complete package. The Contents of the Protocol package
acknowledgement receipt is as follows:

IRB Protocol No.

Protocol Title

Date

Sponsor

Type of Submission

Pl

Contact No. of PI

Type of Research

List of the Documents Submitted

Name and signature of the person who submitted the protocol

Name and signature of the person who received the protocol

OO0O00O0O00Oo0oo

Step 3: Coding of the research studies received:
The Office Manager and Staff Secretary assigns a protocol number upon the receipt of complete protocol
package. The study files are coded as follows:

SPHI-__-0_-1_
Wherein:
SPHI - stands for St. Paul’s Hospital lloilo
- - refers to the type of research.
CT- for Clinical Trial;
RR for Resident Research;
StR for Student Research (undergraduate and graduate research studies);
SR for Staff Research or any study from the staff of this Institution;
HR for those researches initiated or with partnership with St. Paul’s Hospital lloilo; and
OR for other kind of researches.
-0_ - chronological number based on order of receipt (01, 02, 03, etc.)
-1_ - refers to the year of submission (ex. 15 for 2015, 16 for 2016)
Examples:
SPHI-CT-01-15
SPHI-RR-01-15
SPHI-StR-02-16
SPHI-SR-02-16
SPHI-HR-03-17
SPHI-OR-03-17

Step 4: Entry into logbook/database:
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4.1. The Staff Secretary writes/logs the documents received in Incoming Communications Logbook. She
also updates the Initial Submissions Electronic Database (Form 2.4) for effective and efficient
monitoring of the IRB.

4.2. The contents of the Initial Submissions Electronic Database are the following:

OO000000O0O00O000O0OO00O0O00O000O0O00O0000OA0

Protocol Title

IRB Protocol Number

Protocol Code

Principal Investigator

Sponsor

Type of Research

Date Received

Type of Review (Full Board/ Expedited)

Date of IRB Meeting where Protocol is discussed

Primary Reviewer

IRB Decision

Date of Action of Letter to PI

Revision 1 (Document submitted, Date of submission, Date of Review, Review Decision)
Revision 2 (Document submitted, Date of submission, Date of Review, Review Decision)

Date of IRB Approval

Status

Date of Expiration of Approval

1t Amendment (Document, date of submission and review, Review decision, date of Approval)
2" Amendment (Document, date of submission and review, Review decision, date of Approval)
3@ Amendment (Document, date of submission and review, Review decision, date of Approval)
4™ Amendment (Document, date of submission and review, Review decision, date of Approval)
5% Amendment (Document, date of submission and review, Review decision, date of Approval)
Progress Report (Due date, Actual DOS)

SAE, PD Submissions

Progress Report prior to renewal

Status (Renewal)

Date of Expiration of Approval

Final Report (Date of submission)

Date of Archiving

Date of Shredding

Step 5: Determination of type of review/action (Expedited Review, Full Board)
The Chair determine the type of review a protocol should undergo.

Please see Chapter 3 Types of Review:

SOP 3.1. Exempt from Review
SOP 3.2 Expedited Review and
SOP 3.3. Full Board Review

Step 6: Use of Study Assessment Forms

6.1

The IRB primary reviewer checks the two (2) Study Assessment forms. (Form 3.2 Protocol
Evaluation Form and Form 3.3 Informed Consent Evaluation Form)
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2.7.

2.8.

Forms
Declaration of No Conflict of Interest of Investigators/Researchers (Form 2.1)
IRB Checklist for Initial Submission (Form 2.2)
Protocol Package Acknowledgement Receipt (Form 2.3)

Initial Submissions and Resubmissions Electronic Database (Form 2.4)

History of SOP

Version No.

Date

Authors

Main Change

01

2015 Aug.18

IRB SOP TEAM

First draft

02

2016 May 20

IRB SOP TEAM

Detailed procedures on
management of initial and
resubmission of research studies.

03

2016 Oct. 26

IRB SOP TEAM

Changed the Declaration of
Helsinki to 2013 at the History of
IRB. Edited the definition of the
Expedited Review, Assent and
Quorum at the Glossary. Labelling
of all IRB Forms. Edited the SOP of
Full Review.

04

2018 Dec. 07

IRB SOP TEAM

Edited the SPHI-IRB History.
Changed IRB Forms Header.
Edited number of copies required
for Inijtial Clinical Trial submission.

05

2019 June 13

IRB SOP TEAM

Added Declaration of No COI of
Investigators/ Researchers.
Added procedure in Exempt from
Review, Review of Resubmission,
timeline and checklist.

06

2019 July 26

IRB SOP TEAM

Added Exempt from Review and
Only IRB members and staff cited
in the workflow.
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07 2019 Dec.30 | IRBSOP TEAM | Change title of Management of
Submissions.

08 20200ct. 20 IRBSOPTEAM | “dded Step 6: Use of Study
Assessment Forms

2.9. References
“A Workbook for Developing Standard Operating Procedures” 2015 by Philippine Health Research Ethics

Board; “Standard Operating Procedures of St. Paul’s Hospital of lloilo Institutional Review Board”, 2015,
First Edition.
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3.1 Exempt from Review

3.1.1 Policy Statement
It may be necessary or appropriate to rewrite or revise the Standard Operating Procedures (SOP) of St.
Paul’s Hospital of lloilo, Inc. Institutional Review Board (SPHI IRB) every three years or as necessary by
reason of changed circumstances, compliance with government regulations, and others.

3.1.2  Objective of the Activity
This exempt from review aims to describe the protocols for review that qualify for exemption.

3.1.3 Scope
This SOP applies to initial submission qualified for the exempt of review.

The following are types of protocols that may be exempt from review:

e Evaluation of public programs by the agency itself

e Quality control studies by the agency itself

e Standard educational tests and curriculum development

e Surveillance functions of DOH

e Historical and cultural events

e Research involving large statistical data without identifiers
e Research not involving humans or human data

3.1.4 Responsibilities
3.14.1 The Chair or Member-secretary determines if the submitted protocol qualifies for
exemption from review.

3.1.5 Workflow
ACTIVITY RESPONSIBILITY

Step 1: Review of submitted protocol applying for exemption | The Chair or Member-

from review Secretary
Step 2: Furnish Certificate of Exemption or recommend for Chair
full board or expedited review (form 3.1)
Step 3: Communication of the IRB Action to the Principal Office Manager or Staff
Investigator (SOP on Communicating IRB Decisions Secretary
(SOP#6.2)
Step 4: Filing of the documents to the protocol file Staff Secretary

3.1.6 Description of Procedures
Step 1: Review of submitted protocol applying for exemption from review
The chair or member secretary shall evaluate and review the submitted protocol applying for
review of exemption.
Step 2: Furnish Certificate of Exemption or recommend for full board or expedited review
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3.1 Exempt from Review

3.1.7

3.1.8

2.1 The chair or member secretary submit the result of the assessment. The certificate of exempt
signed by the IRB will be issued to protocol that qualify for exempt from review.

If the protocol does not meet the criteria for exemption, the reviewer shall recommend the
protocol either for full board or expedited review.

2.3 The staff secretary prepare a report of all protocol exempted from review and will be presented
by the reviewer during the full board meeting.

Step 3: Communication of the IRB Action to the Principal Investigator
O The Office Manager or Staff Secretary prepare the certificate of exempt from review (form
3.1) signed by the chair.

O Office Manager or Staff Secretary will communicate to the Pl via phone calls or text message
and will issue the certificate of exemption.

Step 4: Filing of the documents to the protocol file

4.1 The staff secretary file the copy of the document in the protocol file and keep in the locked cabinet.

Form
Certificate of Exempt from Review (Form 3.1)

History of SOP
Version No. Date Authors Main Change

01 2019 July 26 IRB SOP TEAM | First draft

Added SOP 3.1 Exempt from Review
Added Form 3.1 (Certificate of
Exempt from Review)

3.1.9 References
“A Workbook for Developing Standard Operating Procedures” 2015 by Philippine Health Research Ethics
Board; “Standard Operating Procedures of St. Paul’s Hospital of lloilo Institutional Review Board”, 2015, First
Edition. “Standard Operating Procedures of Lung Center of the Philippines-Institutional Ethics Review Board”,
2018, Version 04.
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3.2 Expedited Review

3.2.1

3.2.2

3.23

Policy Statement

The St. Paul’s Hospital of lloilo, Inc. Institutional Review Board shall conduct an expedited review for study
protocols that do not entail more than low risk to the study participants and when the study participants do
not belong to a vulnerable group. The results of the initial review shall be released to the principal
investigator within four weeks after the submission of all the required documents.

Objective of the Activity

Review of studies that do not entail more than low risk to study participants and those involving participants
not belonging to a vulnerable group aims to demonstrate due diligence and high standards in the system of
protection of human participants.

Scope
This SOP applies to initial and post-approval submissions on protocols which have been classified as not
involving more than low risk to study participants and whose participants do not belong to vulnerable groups.

The following are types of protocols that can be subjected to expedited review:

O Protocols of a non-confidential nature (not of a private character, e.g. relate to sexual
preference etc., or not about a sensitive issue that may cause social stigma), not likely to
harm the status or interests of the study participants and not likely to offend the sensibilities
nor cause psychological stress of the people involved.

O Protocols not involving vulnerable subjects (individuals whose willingness to volunteer in a
clinical trial may be unduly influenced by the expectation of benefits associated with
participation or of a retaliatory response in case of refusal to participate, patients with
incurable diseases, persons in nursing homes, unemployed or impoverished persons,
patients in emergency situations, ethnic minority groups, homeless persons, nomads,
refugees, minors and those incapable of giving consent).

O Protocols that involve collection of anonymized biological specimens for research purposes
by non-invasive means (e.g. collection of small amounts of blood (e.g., body fluids or excreta
non-invasively, collection of hair or nail clippings in a non-disfiguring or non-threatening
manner).

O Research involving data, documents or specimens that have been already collected or will
be collected for on-going medical treatment or diagnosis.

O Administrative revisions, such as correction of typing errors.

O Addition or deletion of non-procedural items, such as the addition of study personnel
names, laboratories, etc.

3.2.4 Responsibilities

3.2.4.1. It is the responsibility of Office Manager or Staff Secretary to notify Reviewers or
Independent Consultants, to provide study documents and evaluation forms to reviewers,
to communicate review results to the researcher, and to facilitate inclusion of the review in
the agenda of the next meeting.
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3.2.4.2. The Chair of the IRB or Member-Secretary assigns Reviewers or IC/s. The Chair is also
responsible in finalizing the review results and facilitates inclusion of the review in the
agenda of the next meeting with the help of the office manager or staff secretary.

3.2.4.3. The reviewers are responsible for the accomplishment and submission of the evaluation
forms after a thorough and comprehensive review.

3.2.5 Workflow
ACTIVITY RESPONSIBILITY

Step 1: Assignment of Reviewers or IC/s Chair
(SOP on Appointment of IC (SOP#1.3))

Step 2: Notification of Reviewers or IC/s Staff Secretary

Step 3: Provision of study documents and evaluation form
(Protocol Evaluation Form and Informed Consent Evaluation | Staff Secretary
Form) to reviewers

Step 4: Accomplishment and submission of evaluation forms Primary Reviewers

Step 5: Finalization of review results Chair

Step 6: Communication of review results to the researcher (SOP on | Chair and Staff Secretary
Communicating IRB Decisions (SOP#6.2))

Step 7: Updating of Protocol File index and Electronic data base: Staff Secretary
(SOP on Management of Active Files (SOP#7.2))

Step 8: Inclusion of the Review in the Agenda of the next meeting Chair and Staff Secretary
(SOP on Preparing the Notice of IRB Meeting with Agenda
(SOP#5.2))

3.2.6 Description of Procedures
Step 1: Assignment of Reviewers or Independent Consultant/s:
1.1 The Chair or Member-Secretary assigns one medical member and one lay member to do the
expedited review of the submitted protocols.

1.2 If the Chair determines that a study involves procedure/s that are not within the area of
competence or expertise of the IRB members, the Chair may invite the individual with expertise
in special areas from the pool of existing IC in order to assist in the review of the protocol in
addition to those available within the IRB.

1.3 In case there is a need for an additional consultant, the Chair asks IRB members for possible
qualified IC and Reviewers.

1.4  The IRB members recommend names of potential Consultants.
1.5 The Chair endorses the names of probable Consultants to the Hospital Administrator for approval.

1.6  The Hospital Administrator formally appoints IC and issues appointment letter to the new IC which
includes their terms of office and duties and responsibilities.
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Step 2: Notification of Reviewers or Independent Consultant/s:
2.1 The Staff Secretary informs the assigned Reviewers through SMS (text) or phone call once the
Chair has decided to whom he will give the protocols for review.

2.2 The Reviewers confirm their availability and suitability to do the expedited review.

Step 3: Provision of documents and evaluation forms to Reviewers:
3.1 The Staff Secretary delivers the documents and evaluation forms to the offices of the assigned
reviewers.

3.2 He/she provides pertinent documents (complete protocol package for initial submission; for post-
approval submissions, pertinent information from the retrieved protocol and the report itself) and
the evaluation forms (Protocol Evaluation Form and Informed Consent Evaluation Form) to the
reviewers.

Step 4: Accomplishment and Submission of Evaluation forms:
4.1 The assigned reviewers accomplish and submit the evaluation forms that has been reviewed and
completed in the most comprehensive and informative manner within seven (7) days after receipt
thereof.

4.2 They may bring all the documents and evaluation forms to the IRB Office or inform the Staff or
Staff Secretary to pick-up the pertinent documents from their Offices.

Step 5: Consolidation and Finalization of the review results:
5.1 The two assigned reviewers confer about their findings and submit their decision to the Chair.

5.2 If the decision is approved and the Chair agrees, then the decision is communicated to the
researcher immediately without waiting for the IRB meeting.

5.3 This is only reported in the next IRB meeting by the Member secretary.

5.4 There is no discussion on Expedited review protocol unless an issues is raised when it is reported
during the IRB meeting.

5.5 If there is disagreement between the two reviewers, the Chair reviews and may decide to approve
it or bring the protocol to full board meeting.

Step 6: Communication of the review results to the researcher:
6.1 Once the communication form has been approved by the Chair, the Staff Secretary informs the
Investigators through SMS (text) or phone call that the decision of the IRB is available.

6.2 He/she also informs the Investigator to pick up the official document from the IRB Office.

6.3 The Office Manager or Staff Secretary releases the Notification of IRB Decision or Approval Letter
after one (1) week.

Step 7: Updating of Protocol File index and Electronic data base:
The Staff Secretary updates the index of file contents, the electronic and the manual database of
the specific protocol file and keeps the document/s in the protocol file folder for easy monitoring
and reference of the IRB.

38



SOP No: 3.2
Version No: 08

Approval Date: Oct. 20, 2020
Effective Date: Oct. 30, 2020

INSTITUTIONAL REVIEW BOARD

3.2 Expedited Review

Step 8: Inclusion of the Review in the Agenda of the next IRB regular meeting:

8.1 Using the Notice of the Meeting with Agenda Template, the Staff Secretary prepares the draft of
the agenda.

8.2 He/she includes the report of the result of the expedited review to be presented by the assigned
reviewers.

8.3 The contents of the item are the following information: IRB Protocol number, Protocol number,
Protocol Title, Principal Investigator, Sponsor, Documents, Issue and the Decision.

8.4 Only Approved protocols reviewed by expedited procedures are included in the meeting agenda
and are reported to full board meeting.

3.2.7 Forms

IRB Protocol Evaluation Form (Form 3.2)
IRB Informed Consent Evaluation Form (Form 3.3)

3.2.8 History of SOP

Version No. Date Authors Main Change

01 2015 Aug.18 IRB SOP TEAM | First draft

Detailed management of

02 2016 May 20 IRB SOP TEAM Expedited Review

Changed the Declaration of
Helsinki to 2013 at the History of
IRB. Edited the definition of the

03 2016 Oct. 26 IRB SOP TEAM | Expedited Review, Assent and
Quorum at the Glossary. Labelling
of all IRB Forms. Edited the SOP of
Full Review.

Edited the SPHI-IRB History.

04 2018 Dec. 07 IRB SOP TEAM Changed IRB Forms Header.
Modify sequencing of SOP on
Review procedures.
Included in 4.1.3 the post approval
05 2019June 13 | IRBSOPTEAM | Submissions.

Updating of protocol file index
and electronic database.
Stated in step 8 the review of
expedited procedure.

3.2.9 References
“A Workbook for Developing Standard Operating Procedures” 2015 by Philippine Health Research Ethics Board;
“Standard Operating Procedures of St. Paul’s Hospital of lloilo Institutional Review Board”, 2015, First Edition
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3.3.1 Policy Statement
The St. Paul’s Hospital of lloilo, Inc. Institutional Review Board shall conduct a full-board
review when a proposed study entails more than low risk to study participants or when study
participants belong to vulnerable groups. Such a protocol shall be deliberated and decided
upon during IRB regular meeting, preferably within six (6) weeks after submission of the
required documents. Full review shall be conducted through a primary reviewer system.

3.3.2 Objective of the Activity
A full-board review aims to ensure compliance with technical and ethical standards in the
conduct of researches involving human participants and identifiable human data and
materials.

3.3.3 Scope
This SOP applies to initial, revisions and post-approval submissions on protocols which have
been classified as entailing more than low risk to study participants or whose participants
belong to vulnerable groups.

The following are types of protocols that should undergo full board review:
O Clinical trials about investigational new drugs, biologics or device in various phases
(Phase 1, 2, 3).

O Phase 4 intervention research involving drugs, biologics or device.

O Protocols including questionnaires and social interventions that are confidential in
nature (about private behavior, e.g. related to sexual preferences etc., or about
sensitive issues that may cause social stigma) that may cause psychological, legal,
economic and other social harm.

O Protocols involving vulnerable subjects (individuals whose willingness to volunteer in a
clinical trial may be unduly influenced by the expectation of benefits associated with
participation or of a retaliatory response in case of refusal to participate, patients with
incurable diseases, persons in nursing homes, unemployed or impoverished persons,
patients in emergency situations, ethnic minority groups, homeless persons, nomads,
refugees, minors and those incapable of giving consent) that require additional
protection from the IRB during review.

O Protocols that involve collection of identifiable biological specimens for research.
O Major revisions of the protocol and informed consent after initial review.

O Annual Progress report, Final report, Protocol Deviation, On-site SAE, SUSAR report,
Early Termination report, Site visit, Continuing review and Review of Appeal.

3.3.4 Responsibilities
3.3.4.1. It is the responsibility of the Office Manager or Staff Secretary to notify
Reviewers or Independent Consultants, to provide protocol and protocol-
related documents and evaluation forms to the primary reviewers and to the
rest of the IRB members, to document the deliberation and the decision, to
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3.3.4.2.

3.3.4.3.

3.3.4.5.

3.3.4.6.

3.3.5 Workflow

communicate IRB actions to the researcher, and to file protocol-related
documents. He/she also signs the communication form to be given to the
researcher.

The Chair of the IRB or Member-Secretary assigns two (2) Primary Reviewers:
One Medical for Protocol Evaluation Forms and the other one is lay member for
Informed Consent or Independent Consultant/s. Primary Reviewers will be
assigned to discuss the protocol during the full board meeting. The primary
reviewer will review and complete the evaluation forms in a comprehensive
manner. The Chair or Member-Secretary is also responsible for presenting the
review findings and recommendations during the meeting and to summarize
issues and resolutions. After a thorough evaluation, the IRB makes decision by
consensus. The IRB should determine the timeline for submission, type of
review, the primary reviewer, and the possible decisions the board will make.

The Chair or the Member-Secretary determines if the amendment is to be
referred to the full board or for expedited review.

For the expedited review, see SOP#3.1.

For the full board review, see SOP#3.2

The progress (SOP#4.2), early termination (SOP#4.3), continuing review (SOP
#4.4, final reports (SOP#4.5), and protocol deviation (SOP#4.6) are referred
to the full board.

The Chair formulates a letter to the Pl regarding the decision of the IRB. The
Staff Secretary transfers the recommendations and/or decision to the IRB
Communication Forms template (Approval Letter, Notification of the IRB
Decision Form, Communication Letter)

The Staff Secretary ensures that the investigator receives the IRB
communication form signed by the Chair. The Staff Secretary files all reports
and makes a copy of all amendment related documents in the protocol file.

ACTIVITY

RESPONSIBILITY

Step 1: Assignment of primary reviewers or Independent
Consultant/s (SOP on Appointment of IC (SOP#1.3))

Step 2: Notification of Primary Reviewers or IC Staff Secretary
Step 3: Provision of protocol and protocol-related documents and
evaluation forms to reviewers and to the rest of the IRB Staff Secretary
members

Step 4: Presentation of review findings and recommendations
during IRB regular meeting (SOP on Conduct of Meeting
(SOP#5.3))

Step 5: Discussion of technical and ethical issues IRB members
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Step 6: Summary of issues and resolutions

Chair

Step 7: IRB action

All IRB members

Step 8: Documentation of the Board deliberation and action(SOP
on Preparing the Minutes of the Meeting (SOP#6.1))

Member -Secretary and Staff
Secretary

Step 9: Communication of the IRB Action to the Principal
Investigator (SOP on Communicating IRB Decisions
(SOP#6.2)

Chair and Office Manager or
Staff Secretary

Step 10: Updating of Protocol File index and Electronic data base Office Manager or Staff

Secretary

3.3.6 Description of Procedures
Step 1: Assignment of primary reviewers or Independent Consultants:

1.1 The Chair or Member-Secretary assigns primary reviewers who will be responsible in
presenting the evaluation in a comprehensive manner during the regular meeting.

1.2 If the Chair determines that a study involves procedure/s that are not within the area
of competence or expertise of the IRB members, the Chair may invite the individual
with expertise in special areas from the pool of existing IC in order to assist in the
review of the protocol in addition to those available within the IRB.

1.3 In case there is a need for additional consultant, the Chair asks the IRB members for
possible qualified IC and Reviewers.

1.4 The IRB members recommend names of potential Consultants.

1.5 The Chair endorses the names of probable Consultants to the Hospital Administrator
for approval.

1.6 The Hospital Administrator formally appoints IC and issues appointment letter to the

new IC which includes their terms of office and duties and responsibilities.

Step 2: Notification of primary reviewers and independent consultants:

The Staff Secretary informs the Members and the IC through SMS (text) or phone call
once the Chair has decided who will be the primary reviewers and if there is a need
for IC.

Step 3: Provision of protocol and protocol-related documents and assessment forms to

reviewers:

3.1 One (1) month before the IRB meeting, all the members are provided with the full
protocol and the evaluation forms (IRB Protocol Evaluation Form (Form 3.1) and the
Informed Consent Evaluation Form (Form 3.2)).

3.2 Principal Investigator and/or proponents are to be invited in the meeting, upon the

recommendation of the Chair, to be scheduled for the purpose.

Step 4: Presentation of review findings and recommendations during IRB regular meeting:
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4.1 The presence of the Primary Reviewers is required during the conduct of the review
and on its presentation.

4.2 Should they be absent during the scheduled meeting, provision and decision to cancel
or re-schedule the review is in order.

4.3

The presentation is guided by the use of IRB evaluation forms. Recommendations are
comprehensive and organized.

Step 5: Discussion of technical and ethical issues:

The IRB discusses technical and ethical issues such as the study design, vulnerability
Subject who, risk/benefits assessment, language of informed consent form,
description of risks/benefits in the ICF, provision for treatment of study related

injuries and provision for compensation. (Please see SOP #2, Management of Initial
Submission)

Step 6: Summary of issues and resolutions:

6.1 The Chair asks the members their evaluation on each item based on the forms
provided.

6.2 He/she also summarizes the issues and recommendations on the protocol based on
the deliberation.

6.3 The members approve by consensus. The approval is done through a motion from any
member of the board and seconded accordingly.

6.4

If there are no objections, the motion is carried.
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Step 8: Documentation of the Board deliberation and action:
8.1 The Member-Secretary, assisted by the Staff Secretary, documents the conduct of the
full review, the issues discussed, the decisions and recommendations made.

8.2 The Member-Secretary takes down notes of the proceedings as the meeting
progresses by writing directly into the printed minutes of the meeting template.
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8.3 The Staff Secretary does the real-time note-taking by projecting the template on
screen.

Step 9: Communication of IRB action to the Principal Investigator:
9.1 The Staff Secretary fills-up the IRB Communication Forms template (Approval Letter,
Notification of the IRB Decision Form, Communication Letter) using the information
from the Minutes of the Meeting for the full-board review.

9.2 The IRB Chair checks and signs the IRB Communication form before the Office
Manager or Staff Secretary forwards it to the investigator, institutions, agencies, etc.

9.3 The Staff Secretary informs the Investigators through SMS (text) or phone call that the
decision of the IRB is available.

9.4 He/she also informs the Investigator to pick up the official document from the IRB
Office.

9.5 The Office Manager or Staff Secretary releases the Notification of IRB Decision or
Approval Letter within one week after the IRB meeting.

Step 10: Updating of Protocol File index and Electronic data base:
10.1 The Staff Secretary updates the index of file contents and keeps the document/s in
the protocol file folder for easy monitoring and reference of the IRB.

10.2 He/she also updates the active files using electronic and paper-based database once
a week and updates the back-up system of all active files and documents twice a
month.
3.3.7 Forms
IRB Protocol Evaluation Form (Form 3.2)
IRB Informed Consent Evaluation Form (Form 3.3)

3.3.8 History of SOP

Version No. Date Authors Main Change
01 2015 Aug. 18 IRB SOP TEAM | First draft
02 2016 May 20 IRB SOP TEAM | Detailed management of Full Review

Changed the Declaration of Helsinki
to 2013 at the History of IRB. Edited
the definition of the Expedited
Review, Assent and Quorum at the
Glossary. Labelling of all IRB Forms.
Edited the SOP of Full Review.

Edited the SPHI-IRB History.
Changed IRB Forms Header.

03 2016 Oct. 26 IRB SOP TEAM

04 2018 Dec. 07 IRB SOP TEAM

Modify sequencing of SOP on Review
procedures.

Stated the responsibilities/tasks of
the primary reviewers.

05 2019 June 13 IRB SOP TEAM
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3.3 Full Review

Approval Date: Oct. 20, 2020

Effective Date: Oct. 30, 2020

Included in Step 5 the discussion of
technical and ethical issues
Included in step 10 updating of
protocol file index and electronic
database.

Deleted 1.4-1.6 repetition of sub
steps

3.3.9 References

“A Workbook for Developing Standard Operating Procedures” 2015 by Philippine Health
Research Ethics Board; “Standard Operating Procedures of St. Paul’s Hospital of lloilo

Institutional Review Board”,
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3.4.1 Policy Statement
The St. Paul’s Hospital of lloilo, Inc. Institutional Review Board shall conduct a review of
resubmission of the revised protocol and related documents initially reviewed prior to final
approval. The board shall require the investigator to submit the revisions within one (1) month
for the major revisions and within two (2) weeks for minor revisions. Major revisions will be
discussed by the full board and expedited review will be reported by the primary reviewers
during the regular meeting.

3.4.2 Objective of the Activity
A review of resubmission aims to ensure the compliance of the protocol that needs revision for
the safety and beneficial effect of the study participants.

3.4.3 Scope
This SOP applies to the IRB review and approval of study protocols recommended for minor or
major modifications during initial review.

3.4.4 Responsibilities
3.4.4.1. It is the responsibility of the Chair or Member-secretary to classify
resubmitted protocols for expedited or full board review.

3.4.4.2. It is the responsibility of the primary reviewers to review the resubmitted
documents to determine if they have complied with the required modifications
before granting approval during expedited review or to recommend approval of
protocols with major modifications to full board.

3.4.4.3. It is the responsibility of IRB members to approve resubmitted protocols with
major modifications after discussion during the full board meeting.

3.4.4.4. Itis the responsibility of the staff secretary to receive and check the resubmitted
protocol.

3.4.5. Workflow

ACTIVITY RESPONSIBILITY
Step 1: Receive and manage the resubmitted protocol package Staff Secretary
Step 2: Review the resubmission Primary Reviewers
Step 3: Return documents with a decision/recommendation Primary Reviewers
Step 4: Presentation of review findings and recommendations IRB members
during IRB regular meeting:
Step 5:Communicate IRB Decision to Pl Staff Secretary
Step 6: Filing of the documents in the protocol file folder and Staff Secretary

update the protocol database

3.4.6. Description of Procedures
Step 1: Receive and manage the resubmitted protocol package
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The Office Manager or Staff secretary receives and checks the documents being
submitted based on the IRB Checklist for Resubmission (Form 3.4)

1.1. Nine (9) copies of resubmitted protocol for clinical trial and/or sponsor-initiated
studies has to include the following:
O Letter of Resubmission
O Items Revised
O Major
O Minor
O Protocol Resubmission Form

1.2 The Staff secretary logs the protocol documents in the incoming communication
loghook.

1.3 The Staff secretary sends the resubmitted initial protocol package to the same primary
reviewers who did the initial review.

Step 2: Review the resubmission
The primary reviewers review the resubmitted documents and assess whether the PI
complied with the IRB requirements for modification as summarized in IRB Protocol

Resubmission Form (Form 3.5)

Step 3: Return documents with a decision/recommendation
3.1 The primary reviewers return the resubmission package to the secretariat staff

indicating their recommendation.

3.2 In expedited review, the primary reviewers approve the resubmitted documents if the
Pl has substantially complied with the previous recommendations set forth by the IRB
during full board meeting.

3.2 Minor modifications as previously recommended during full board meeting shall go
to expedited review.

3.4 For major modifications for full board discussion, the primary reviewers may
recommend approval if the Pl has substantially complied with the recommendations
during the previous full board meeting.

Step 4: Presentation of review findings and recommendations during IRB regular meeting:
4.1 The primary reviewers present their assessment and recommendations on the
resubmitted documents to full board.

4.2 The IRB discusses technical and ethical issues such as the study design, vulnerability,
risk/benefits assessment, language of informed consent form, description of
risks/benefits in the ICF, provision for treatment of study related injuries and provision
for compensation.

4.3 The IRB members shall deliberate on the recommendations by the primary reviewers
and decide on appropriate actions to be taken.
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4.4 Decision can be any of the following:
a) Approve
b) Minor modification
c) Major modification
d) Disapprove

Step 5: Communicate IRB Decision to PI
The Chair formulated a letter to the Pl regarding the decision of the IRB. The Staff
secretary transfers the recommendations and/or decision to the IRB Communication
forms template (Approval letter, Decision

Step 6: Filling of the documents in the protocol file folder and update the protocol database:
6.1 The Staff secretary files copy of the approved protocol documents in the protocol file
folder and keep in the lock cabinets. She/he also updates the electronic database.

3.4.7. Forms
IRB Checklist for Resubmission (Form 3.4)
IRB Protocol Resubmission Form (Form 3.5)

3.4.8. History of SOP
Version No. Date Authors Main Change

01 2019 Jul 25 IRB SOP TEAM First draft

Added SOP 3.4 (Management of
Resubmission)

Added IRB Checklist for
Resubmission (Form 3.4)

IRB Protocol Resubmission Form
(Form 3.5)

3.4.9. References
“A Workbook for Developing Standard Operating Procedures” 2015 by Philippine Health Research

Ethics Board; “Standard Operating Procedures of Lung Center of the Philippines-Institutional Ethics
Review Board”, 2018, Version 04.
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4.1 Review of Protocol Amendment

4.1.1 Policy Statement
The St. Paul’s Hospital of lloilo Institutional Review Board shall require the submission of an application
for the amendment of previously approved study protocols and related documents prior to the
implementation of these changes.

4.1.2 Objectives of the Activity
This activity aims to determine the compliance of the approved protocol, its safety and beneficial effects
to the study participants.

4.1.3 Scope
This SOP provides instructions for the review of protocol amendments while the study is on-going or has
ended.

4.1.4 Responsibilities
4.1.4.1. It is the responsibility of the office manager or staff secretary to manage the submitted
protocol amendment documents for review.

4.1.4.2. It is the responsibility of the IRB Chair or Member-Secretary to determine whether the
amendment goes to expedited or full board review. For expedited review, the Chair or
Member-Secretary assigns two (2) IRB members who previously reviewed the study to
check the amendments and recommend appropriate action. For full-board, the Chair
informs the IRB Staff to include these reports during the next IRB meeting.

4.1.4.3. It is the responsibility of the primary reviewers to review the reports, to check
completeness of information and ensure that the data are in accordance with the protocols
and other related documents approved by the IRB. The assigned reviewers check
amendments in the protocol and the reasons for early termination of the research, and
make a recommendation to full board.
The IRB discusses the issues and recommendations related to the progress/final reports,
protocol amendments and early termination reports submitted by the Pl to the IRB.

4.1.5. Workflow

ACTIVITY RESPONSIBILITY
Step 1: Receipt and entry to the incoming logbook and in the Office Manager or Staff
electronic database of the protocol amendment Secretary

applications for review

Step 2: Determine type of review and identify primary

ice M
reviewers. (SOP on Expedited Review (SOP #3.1) or full ?g J; Irceetar anager or Staff
review (SOP on full review (SOP#3.2)). y
Step 3: Review amendments and make recommendations. Primary Reviewers

Step 4: Discuss the amendment or report the result of the

. . . Primary Reviewers
review during full board meeting. y

Step 5: Communication of IRB decision/action (SOP on Chair, Office Manager or Staff
Communication IRB Decisions (SOP #6.2)). Secretary
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4.1 Review of Protocol Amendment

Step 6: File documents and update electronic database. Staff Secretary

4.1.6. Description of Procedures
Step 1: Receipt and entry to the incoming logbook and in the electronic database of the protocol
amendment applications for review:
The Office Manager or Staff Secretary receives the reports and makes an entry on the specified
reports or amendment application on the logbook and electronic database using the Excel format.

Step 2: Determine type of review and identify primary reviewers:
2.1 The IRB Office Manager or Staff Secretary identifies the initial primary reviewers of the protocol and
refers the amendment package to them for review.

2.2 The Chair/Member-secretary reviews the amendment package to determine whether the
amendment is for full board or expedited review.

A. Major protocol amendments involve changes that may increase the risk to study participants
or alters risk - benefit balance. These amendments are referred for full board review. These
protocol amendments include, but are not limited to the following:
a) a change in study design
b) additional treatments or the deletion of treatments
c) any change in the inclusion/exclusion criteria
d) change in method of drug intake or route of drug intake (e.g. oral changed to
intravenous)
e) significant change in the number of subjects (increase or decrease in sample size that
alters the fundamental characteristics of the study)
f) significant decrease or increase in dosage amount

B. Minor protocol amendments are those that are unlikely to compromise the integrity of the
research or the welfare and rights of the participants and presents no new ethical issues, and are
administrative in nature. The review of these amendments is thru expedited process.

2.3 If the primary reviewers are not available to do the review, the chair or member-secretary shall
do the review provided they do not have Conflict of Interest. Otherwise, the Chair designates
qualified members to review the amendments.

Step 3: Review amendments and make recommendations:

3.1. The primary reviewers check the amended documents and compare them with the previously
IRB approved documents in the protocol files. The primary reviewers assess if the proposed
amendments would alter the risk/ benefit balance of the study and make appropriate
recommendations using IRB Protocol Amendment Form (Form 4.1).

3.2. If an amendment is minor, as assessed by the primary reviewers, it is reviewed under expedited
process at the level of the Chair.

3.3. If an amendment is deemed major or disapproved, as assessed by the reviewers, it is referred to
full board review.

3.4. The primary reviewers must complete and submit the results of review to the Chair/member-
secretary within seven (7) days prior to the full board meeting.
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3.5 The primary reviewer has to assess if there is a change in risk and benefit ratio.

Step 4: Discuss the amendment or report the result of the review during full board meeting.

4.1

4.2

4.3

The primary reviewers present the results of the review to the board and together with the IRB
members, discuss the issues related to the amendments to arrive at a decision.

The board may decide whether there’s a need for the Pl to clarify, elaborate or explain further the
amendments.

For the amendments, the decision will be:

OoOoon

approved
major revision
minor revision
disapproved

Step 5: Communication of IRB decision/action
The Chair formulates a letter to the Pl regarding the decision of the IRB. The Staff Secretary
transfers the recommendations and/or decision to the IRB Communication Forms template
(Approval Letter, Notification of the IRB Decision Form, Communication Letter)

Step 6: File documents and update electronic database.
The Staff Secretary ensures that the investigator receives the IRB communication form signed by

4.1.7.

the Chair. The Staff Secretary files all reports and makes a copy of all amendment related

documents in the protocol file index and electronic data base.

Forms

Protocol Amendment Form (Form 4.1)

4.1.8. History of SOP

Version No.

Date

Authors

Main Change

01

2015 Aug. 18

IRB SOP TEAM

First draft

02

2016 May 20

IRB SOP TEAM

Provides instructions for the
review of progress and final
reports, and for the management
of the premature or early
termination of a protocol and
protocol amendments

03

2016 Oct. 26

IRB SOP TEAM

Changed the Declaration of
Helsinki to 2013 at the History of
IRB. Edited the definition of the
Expedited Review, Assent and
Quorum at the Glossary. Labelling
of all IRB Forms. Edited the SOP of
Full Review.

04

2018 Dec. 07

IRB SOP TEAM

Edited the SPHI-IRB History.
Changed IRB Forms Header.
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Modify sequencing of SOP on
Review procedures.

Separate procedures for review of
progress report, protocol
amendment, final report and Early
termination report.

05 2019 June 13 IRB SOP TEAM

Separate procedures for review of

06 2019 July 26 IRB SOP TEAM Protocol amendment.

Revise step 3.

Delete step 3.2 (except A) in
section 4.1.6

Clarify step 4.1

Delete step 3.2

07 2019 Dec. 30 IRB SOP TEAM

08 2020 Oct. 20 IRB SOP TEAM

4.1.9. References
“A Workbook for Developing Standard Operating Procedures” 2015 by Philippine Health Research Ethics
Board; “Standard Operating Procedures of St. Paul’s Hospital of lloilo Institutional Review Board”, 2015,
First Edition; “Standard Operating Procedures of Lung Center of the Philippines-Institutional Ethics
Review Board”, 2018, Version 04.
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42.1

4.2.2

4.2.3

4.2.4

Policy Statement

The St. Paul’s Hospital of lloilo Institutional Review Board shall require the submission of progress reports
at intervals appropriate to the degree of risk but not less than once a year. Depending upon the degree of
risk to the participants, the nature of the studies, and the vulnerability of the study participants and
duration of the study, the IRB shall choose to review or monitor the protocols more frequently.

Objectives of the Activity
This activity aims to determine the compliance of the approved protocol, its safety and beneficial effects

to the study participants.

Scope
This SOP provides instructions for the review of progress while the study is on-going or has ended.
The annual progress report becomes the basis for continuing review of protocols whose approval needs

to be renewed every year.

Responsibilities
4.2.4.1. It is the responsibility of the St. Paul’s Hospital of lloilo IRB Office Manager and Staff
Secretary to remind investigators to submit the progress one (1) month before the
expiration of the Approval letter. He/ She records the report in the logbook and electronic
database and retrieves the pertinent protocol files necessary for the evaluation of the

reviewers.

4.2.4.2. It is the responsibility of the reviewers to review the reports, to check completeness of
information and ensure that the data are in accordance with the protocols and other
related documents approved by the IRB. The assigned reviewers check amendments in
the protocol and the reasons for early termination of the research, and make a
recommendation to full board.
The IRB discusses the issues and recommendations related to the progress/final reports,
protocol amendments and early termination reports submitted by the Pl to the IRB.

4.2.5. Workflow

ACTIVITY RESPONSIBILITY
Step 1: Receipt and management of progress reports Office Manager or Staff
submissions for continuing review Secretary

Step 2: The Staff Secretary forwards the progress report to the
IRB Members Staff Secretary

Step 3: Review of progress reports IRB Members

Step 4: Discuss the progress report or report expedited review
results to the IRB members during full board Meeting IRB Members

Step 5: Communication of IRB decision/action (SOP on Chair, Office Manager or Staff
Communication IRB Decisions (SOP #6.2)). Secretary

Step 6: File documents and update protocol file index and Staff Secretary

electronic database
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4.2.6. Description of Procedures

Step 1: Receipt and management of progress reports submissions
1.1 Checks monthly (set at the beginning of the month) the database and tracks due dates of progress
reports of Research Protocols previously approved by IRB.

1.2 Prepares and sends reminder letter to the Pl one (1) month before the due date of expiration of
approval.

1.3 All required documents must be submitted on or before the expiration date. The progress report
should be received within the cut off period of one (1) month before the full board review meeting
to be included in the agenda for the months’ full board meeting.

1.4 Records the date of submission in the Log of Submission and the Electronic Database.

Step 2: The Staff Secretary forwards the progress report to the IRB Members:
2.1 The Staff Secretary forwards to the IRB members the progress report and relevant documents of
previous reviews such as protocol amendments/deviations and on-site SAEs/SUSARS since the last
continuing review at least two (2) weeks before the full board review meeting.

2.2 The Staff Secretary shall ensure that the reviewers will have the complete relevant
documents to facilitate review and assessment of the progress report.

Step 3: Review of progress reports:
3.1 The IRB members conduct review of the progress report if they are in accordance with the
original protocol and related documents approved by the IRB.

3.2 The IRB members refer to the protocol file to check compliance with approval given by the
IRB during initial review and upon submission of amendments.

3.3 The following are the key evaluation points in the review of progress reports:
A. Risk Assessment:

a) The risks to the study participants are minimized.

b) The risks - benefit balance is reasonable, if any. What is important, is the knowledge
that may be gained from the study.

c) Adequacy of Informed Consent Forms. The different types of informed consent form
should be provided, if applicable. It should be the most recently approved or currently in
use.

d) Appropriate and new significant findings should be provided to the study participants
since these may be related to willingness to continue participation in the study (e.g.
important toxicity or adverse event information).

B. Local issues such as the following:
a) Changes in the Pls circumstances (e.g. suspension of hospital privileges or medical
license, involvement in numerous clinical trials).
b) Evaluation, investigation and resolution of complaints related to the research, if any.
c) Changes in the acceptability of the research protocol in terms of institutional
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commitments such as personnel and financial resources, and adequacy of facilities.
Changes in regulations, applicable national law or standards of professional conduct of
practice.
d) Pl concerns about trial conduct at the site such as study coordinator ineffectiveness,
inability of subjects to understand sections of the informed consent documents
required by institutional policies, if any.

C. Progress of the study:
a) Start date of the study and expected duration
b) Total subject enrollment:
O Expected enrollment
O Actual enrollment
O Enrolimentissues
O withdrawal of participants:
-number of participants who withdrew
- lost to follow-up
- Summary of reasons for withdrawal at local site

D. The IRB members shall give recommendations as follows:

a) Acceptance of the progress report

b) Pl to provide further information or submit additional documents.

c) Requires specific action from researcher (e.g. Request modifications of the protocol or
informed consent form if there is any change in the original risk-benefit assessment or
any significant issues that may change risk-benefit balance.)

d) Take note and no further action needed

e) Others

E. The IRB Members must complete the review and accomplish Progress Report Form (Form 4.3)
and shall be submitted to the secretariat within 7 days prior to the full board meeting.

F. The recommendations and significant issues identified by the IRB members shall be included in
the agenda for discussion during the full board meeting to arrive at a final decision and
appropriate action.

G. For review of protocol progress reports under expedited review, IRB action is finalized at the
level of the Chair and should be completed within two (2) weeks.

Step 4: Discuss the progress report or report expedited review results to the IRB members during full board
Meeting:
4.1. The IRB members present the results of the review, their recommendations and any significant
issues identified in relation to the progress of the study.

4.2. The board deliberates and determines the need for the PI to elaborate, clarify or explain further
any aspect of the progress report.

4.3. The action of the IRB for progress reports may be one of the following:
O Accept
O Request further information
O Requires specific action from the researcher
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O
O

Take note and no further action needed
Others

Step 5: Communication of IRB decision/action:
5.1 The Office Manager and Staff Secretary take note of the decision and/or discussion during the board
meeting in the meeting minutes and communicates with the Pl if further action is required.

5.2. The Staff Secretary prepares the notification of IRB decision and sends the notification to the PI.

Step 6. File documents and update protocol file index and protocol database
6.1 The Staff Secretary keeps a copy of the progress report package together with the comments
of the IRB members in the protocol file folder and update the protocol file index.

6.2. The Staff Secretary files the protocol file folder in the active study file section of the cabinet
under lock and key and updates the electronic database.

4.2.7. Forms

Progress Report Form (Form 4.2)

4.2.8. History of SOP

Version No.

Date

Authors

Main Change

01

2015 Aug. 18

IRB SOP TEAM

First draft

02

2016 May 20

IRB SOP TEAM

Provides instructions for the review
of progress and final reports, and
for the management of the
premature or early termination of a
protocol and protocol amendments

03

2016 Oct. 26

IRB SOP TEAM

Changed the Declaration of Helsinki
to 2013 at the History of IRB. Edited
the definition of the Expedited
Review, Assent and Quorum at the
Glossary. Labelling of all IRB Forms.
Edited the SOP of Full Review.

04

2018 Dec. 07

IRB SOP TEAM

Edited the SPHI-IRB History.
Changed IRB Forms Header.

05

2019 June 13

IRB SOP TEAM

Modify sequencing of SOP on
Review procedures.

Separate procedures for review of
progress report, protocol
amendment, final report and Early
termination report.

06

2019 July 26

IRB SOP TEAM

Separate procedures for review of
progress report.

07

2019 Dec. 30

IRB SOP TEAM

Revise sequencing of
SOPs on Post- Approval Reviews.
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4.2.9. References
“A Workbook for Developing Standard Operating Procedures” 2015 by Philippine Health Research Ethics

Board; “Standard Operating Procedures of St. Paul’s Hospital of lloilo Institutional Review Board”, 2015,
First Edition. “Standard Operating Procedures of Lung Center of the Philippines-Institutional Ethics
Review Board”, 2018, Version 04.
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43.1

4.3.2

43.3

4.3.4

4.3.5

4.3.6

Policy Statement

The St. Paul’s Hospital of lloilo Institutional Review Board shall require the submission of early termination
report. This is done when the rights, safety and welfare of participants are threatened or upon the request
of the Pl or sponsor due to operational problems.

Objectives of the Activity
This activity aims to determine the procedures related to early termination of protocol implementation.
The compliance of the approved protocol, its safety and beneficial effects to the study participants.

Scope

This procedure describes how the IRB proceeds and manages the premature or early termination of a
protocol when subject enrollment is discontinued before the scheduled end of the study. Protocols are
usually terminated at the recommendation of the Data Safety Monitoring Board (DSMB), the Scientific
Director, Sponsor, P, by the IRB itself or other authorized bodies. This is done when the safety of the study
participants is doubtful or at risk.

Responsibilities
4.3.4.1. It is the responsibility of the IRB to act on any early protocol termination application. It is
also the responsibility of the IRB to withdraw approval for any previously approved
protocol when the safety or benefit of the study participants is doubtful or at risk. All
applications are reviewed at full board for appropriate action.

4.3.4.2. The Office Manager or Staff Secretary is responsible for the receipt and management of
the termination documentation. The IRB members review the reasons for early
termination and make a recommendation to full board.

Workflow
ACTIVITY RESPONSIBILITY
Step 1: Receive application or recommendation for early Office Manager or Staff
study termination Secretary
Step 2: Retrieval of pertinent protocol file Office Manager or Staff
Secretary
Step 3: Review the submission IRB Members
Step 4: Discuss the ear./y termination result to the IRB during IRB Members
full board meeting
Step 5: Communication of IRB decision/action (SOP on Chair, Office Manager or Staff
Communication IRB Decisions (SOP #6.2)). Secretary
Step 6: File documents and update protocol file index and Staff Secretary
electronic database

Description of Procedures

Step 1: Receive application or recommendation for early study termination.

1.1 An application for early study termination is submitted when an IRB approved study protocol is
being recommended for termination before its scheduled completion. This is done when the

59



SOP No: 4.3
Version No: 08

Approval Date: Oct. 20, 2020
4.3 Review of Early Termination Report Effective Date: Oct. 30. 2020

INSTITUTIONAL REVIEW BOARD

1.2.

1.3.

1.4.

1.5.

1.6.

1.7.

rights, safety and welfare of participants are threatened or upon the request of the Pl or sponsor
due to operational problems.

Receive recommendation and comments from the Sponsor, DSMB, IRB members, Scientific
Director, or other authorized bodies for study protocol termination.

Inform the Pl to prepare and submit a protocol termination package.
The Office Manager or Staff Secretary receives the study protocol termination package submitted
by the Pl and checks the submission for completeness, including the IRB Early Study Termination

(Form 4.3).

The request for termination memorandum should contain a brief written summary of the
protocol, its results, and accrual data.

Check approval given by the IRB from the protocol files and type of review from the protocol
database.

Staff Secretary logs the date of submission in the Logbook and IRB Electronic Database

Step 2: Retrieval of pertinent protocol file:

The Office Manager or Staff Secretary retrieves the pertinent documents in relation to the report
submitted by the PI.

Step 3: Review the submission:
3.1 The IRB Members assess the termination issues, review the safety data and make recommendation.

* It is important to note if the Termination Package contains a plan of how the participants who are
still active in the study will be followed up. If no plan is noted, the IRB should recommended to the
Pl that such plan should be included.

3.2. The Office Manager or Staff Secretary shall include the submission for early termination in the agenda

for full board review.

Step 4: Discuss the early termination result to the IRB during full board meeting:

For early termination reports given by the Principal Investigator and/or the Sponsor, the IRB
decision may be to:

O accept, or

O request further additional information or action

Step 5: Communication of IRB decision/action:
5.1 The Chair formulates a letter to the Pl regarding the decision of the IRB. The Staff Secretary

5.2

transfers the recommendations and/or decision to the IRB Communication Form template
(Communication Letter)

The Staff Secretary ensures that the investigator receives the IRB communication form signed by

the Chair. The Staff Secretary files all reports and makes a copy of all related
documents in the protocol file index and electronic data base.
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Step 6. File documents and update protocol file index and electronic database
6.1 The Staff Secretary keeps a copy of the early termination report package together with the review
comments of the IRB members in the protocol file folder and update the protocol file index.

6.2. The Staff Secretary files the protocol file folder in the active study file section of the cabinet
under lock and key and updates the protocol electronic database.

4.3.7 Forms
Early Termination Report Form (Form 4.3)

4.3.8 History of SOP

Version No. Date Authors Main Change

01 2015 Aug. 18 IRB SOP TEAM | First draft

Provides instructions for the
review of progress and final
reports, and for the management
of the premature or early
termination of a protocol and
protocol amendments

02 2016 May 20 IRB SOP TEAM

Changed the Declaration of
Helsinki to 2013 at the History of
IRB. Edited the definition of the

03 2016 Oct. 26 IRB SOP TEAM | Expedited Review, Assent and
Quorum at the Glossary. Labelling
of all IRB Forms. Edited the SOP of
Full Review.

Edited the SPHI-IRB History.
Changed IRB Forms Header.

Modify sequencing of SOP on
Review procedures.

Separate procedures for review of
progress report, protocol
amendment, final report and Early
termination report.

04 2018 Dec. 07 IRB SOP TEAM

05 2019 June 13 IRB SOP TEAM

Separate procedures for review of

06 20189 July 26 IRB SOP TEAM Early Termination report.

Revise sequencing of

07 2019 Dec. 30 IRB SOP TEAM SOPs on Post- Approval Reviews.

4.3.9 References
“A Workbook for Developing Standard Operating Procedures” 2015 by Philippine Health Research Ethics
Board; “Standard Operating Procedures of St. Paul’s Hospital of lloilo Institutional Review Board”, 2015,
First Edition. “Standard Operating Procedures of Lung Center of the Philippines Institutional Ethics
Review Board”, 2018, Version 04.
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4.4.1 Policy Statement
The St. Paul’s Hospital of lloilo, Inc. Institutional Review Board shall require the submission of
an application for Continuing Review at least six (6) weeks before the expiration of the one (1)
year ethical clearance of a protocol. Protocols that underwent Full review in its initial
submission shall undergo Full review in its application for continuing review. Similarly,
protocols that underwent Expedited review shall undergo Expedited review in its application
for continuing review.

4.4.2 Objective of the Activity
This activity aims to ensure that the conduct of the study is in compliance with the approved
protocol and that the safety and welfare of study participants are promoted and the integrity
of data protected beyond the period of initial ethical clearance and up to the end of the study.

4.4.3 Scope
This SOP applies to the management of an application for continuing review submitted by the
proponent while the study is still on-going but whose ethical clearance is about to expire. This
SOP begins with the receipt of an application for continuing review and ends with the entry
to logbook and protocol database.

4.4.4 Responsibilities
44.4.1 The Staff Secretary compiles all documents/ information submitted to the IRB
within a given period two (2) weeks prior to the last IRB meeting until two
weeks before the next meeting.

4.4.4.2 The Staff Secretary prepares the draft of the Agenda of the Meeting. He/She
is also responsible for informing the IRB members of the schedule of the
meeting.

4.4.4.3 The Office Manager and Staff Secretary prepare all the materials and
documents to be needed for the IRB meeting.

4.4.5 Workflow

ACTIVITY RESPONSIBILITY

Step 1: Receipt of the application for continuing review and entry | Staff Secretary
to logbook

Step 2: Retrieval of pertinent protocol files Staff Secretary

Step 3: Notification of Chair and Primary Reviewers Staff Secretary

Step 4: Determination of type of review .
P f type of Chair or Member-secretary

Step 5: Communication of the IRB Decision to the Pl Staff Secretary

Step 6: Logging and filling of documents
P g91ng filling of Staff Secretary

4.4.5 Description of Procedures
Step 1: Receipt of the application for continuing review and entry to logbook:
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The Office Manager or Staff Secretary receives, logs and enters in the protocol
database the information included in the application for continuing review.

(
|
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INSTITUTIONAL REVIEW BOARD

4.5.1 Policy Statement
The St. Paul’s Hospital of lloilo Institutional Review Board shall require the submission of final report shall

be submitted one (1) month after completion of the research.

4.5.2 Objectives of the Activity
This activity aims to determine the compliance of the approved protocol, its safety and beneficial effects

to the study participants.

4.5.3 Scope
This SOP provides instructions for the review of final reports while the study is on-going or has ended.

4.5.4 Responsibilities
454.1 It is the responsibility of the St. Paul’s Hospital of lloilo IRB Office Manager and Staff

Secretary to remind investigators to submit final reports one (1) month after completion
of the research. He/ She records the report in the logbook and electronic database and
retrieves the pertinent protocol files necessary for the evaluation of the reviewers.

4.5.4.2 The Staff Secretary notifies the Chair or Member- Secretary regarding the report through

phone or Short Messaging System (SMS) to determine the type of review. He/ She notes
the decision during the board meeting and prepares the IRB Communication Form.

4.5.5 Workflow

ACTIVITY RESPONSIBILITY
Step 1: Receipt and entry to the incoming logbook and in the Office Manager or Staff
electronic database of the final report Secretary
Step 2: Retrieval of pertinent protocol file Office Manager or Staff
Secretary

Step 3: Notification of the Chair or Member-Secretary and
Forward final or closure report to primary reviewers for | Staff Secretary

review:
Step 4: Review of Final report: IRB Members
Step 5: Communication of IRB decision/action (SOP on Chair, Office Manager or Staff
Communication IRB Decisions (SOP #6.2)). Secretary
Step 6: File Management Staff Secretary

4.5.6 Description of Procedures
Step 1: Receipt and entry to the incoming logbook and in the electronic database of the final

report:
1.1 The Office Manager or Staff Secretary receives the reports and makes an entry on the specified

electronic database using the Excel format.

1.2 End of study reporting is facilitated through submission of the Final Report Form using IRB Final
Report Form (Form 4.5) together with the documents deemed relevant by the PI. This comprises

the final report package.
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4.5 Review of Final Report

1.3 The Office Manager or Staff Secretary reviews the completeness of submitted report.
1.4 The Office Manager or Staff Secretary logs the report in the electronic database using the Excel
format.

Step 2: Retrieval of pertinent protocol file:
The Office Manager or Staff Secretary retrieves the pertinent documents in relation to the report
submitted by the PI.

Step 3: Notification of the Chair or Member-Secretary and forward final or closure report to primary
reviewers for review:
3.1 The Staff Secretary notifies the Chair or Member-Secretary regarding the reports and the protocol
to be amended through phone or SMS within the day of the receipt of the report.

3.2 The Staff Secretary forwards the Final report to the IRB members.

3.3  The Staff Secretary includes the final report submission on the agenda for the next IRB monthly
meeting for discussion and final decision.

Step 4. Review of Final report:
4.1 The IRB members discusses the final reports during the full board meeting.

4.1.1. For the final reports, the decision will be:
O to accept, or
O to require submission with corrections

Step 5. Communication of IRB decision/action:
5.1 The Chair formulates a letter to the Pl regarding the decision of the IRB. The Staff Secretary transfers
the recommendations and/or decision to the IRB Communication Form template (Communication
Letter)

5.2 Pl may be requested to provide additional information or submit additional documents, in which
case the final report maybe accepted, but action regarding archiving maybe deferred depending on
the submission of requested additional information.

5.2 If thefinal report is approved, the Pl is informed of the following:
O The study protocol is now classified as INACTIVE
O Ethical clearance is deemed expired effective on the day of the IERB meeting.
O Study protocol record will be made available for three (3) years in the archives after the
expiration date.

Step 6. File Management:
6.1 The Staff Secretary stores the signed Final Report documents in the study protocol file folder upon
approval of the final report, and when no further action is expected from the PI.

6.2 The Staff Secretary enters relevant study protocol data into the study protocol Database to signify
the end of the study.
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4.5 Review of Final Report

6.3 The Staff Secretary transfers the study protocol folder to the Inactive Files.

4.5.7 Forms

Final Report Form (Form 4.5)

4.5.8 History of SOP

Version No.

Date

Authors

Main Change

01

2015 Aug. 18

IRB SOP TEAM

First draft

02

2016 May 20

IRB SOP TEAM

Provides instructions for the
review of progress and final
reports, and for the management
of the premature or early
termination of a protocol and
protocol amendments

03

2016 Oct. 26

IRB SOP TEAM

Changed the Declaration of
Helsinki to 2013 at the History of
IRB. Edited the definition of the
Expedited Review, Assent and
Quorum at the Glossary. Labelling
of all IRB Forms. Edited the SOP of
Full Review.

04

2018 Dec. 07

IRB SOP TEAM

Edited the SPHI-IRB History.
Changed IRB Forms Header.

05

2019 June 13

IRB SOP TEAM

Modify sequencing of SOP on
Review procedures.

Separate procedures for review of
progress report, protocol
amendment, final report and Early
termination report.

06

2019 July 26

IRB SOP TEAM

Separate procedures for review of
Final report.

07

2019 Dec. 30

IRB SOP TEAM

Revise sequencing of

SOPs on Post- Approval Reviews.
Harmonize steps in workflow and
description of procedures.

4.5.9 References

“A Workbook for Developing Standard Operating Procedures” 2015 by Philippine Health Research Ethics
Board; “Standard Operating Procedures of St. Paul’s Hospital of lloilo Institutional Review Board”, 2015,
First Edition; “Standard Operating Procedures of Lung Center of the Philippines Institutional Ethics
Review Board”, 2018, Version 04.
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4.6.1 Policy Statement

This SOP applies to the review of Serious Adverse Events (SAEs) and Suspected Unexpected
Serious Adverse Reactions (SUSARs) report submitted by the Principal Investigator (Pl) and
sponsor to the St. Paul’s Hospital of lloilo IRB to comply with ICH GCP. The IRB shall require the
submission of reports of SAEs and SUSARS which are fatal or life-threatening as soon as possible
or within 24 hours when the on-site SAEs occurred, and those which are not life-threatening
within two (2) weeks after the event has come to the attention of the researcher. The Member-
Secretary is assigned to analyze the SAEs and SUSARs. The recommendations of the Member-
Secretary are reported to the IRB during the regular monthly meeting for final action.

4.6.2 Objectives of the Activity
This activity reviews the SAEs and SUSARs reports to ensure the safety and protection of the
human participants enrolled in the study. It also aims to properly document the information
submitted and to safeguard its contents.

4.6.3 Scope
This SOP applies to the review of the SAEs and SUSARs reports of various studies and clinical
trials that occurred on site, local site and off site.

4.6.4 Responsibilities
4.6.4.1. The investigator and the sponsor are responsible for sending the SAEs and
SUSARs report to the staff or clerk secretary. They should comply with the
recommendations of the IRB, such as a request for an amendment of the
protocol or the consent form, a request for further information on specific
SAEs or SUSARs, and the suspension or termination of the study.

4.6.4.2. The Office Manager or Staff Secretary receives the report submitted by the
Investigator/Sponsor and records it in the logbook and database. He/she
retrieves the pertinent protocol files for the evaluation of the reviewer. Under
the supervision of the Member-Secretary, the staff classifies the SAEs and
SUSARs according to the site where they happened: off-site (foreign), local
site, onsite, and according to the type of SAEs: SUSAR or NO SUSAR. The
Office Manager or Staff Secretary informs the Chair about the reports and
he/she refers the report to the Member-Secretary. He/She informs the
Investigator/Sponsor of the recommendations of the IRB and files the related
documents.

4.6.4.3. The Staff Secretary files all reports and makes a copy of all related documents
in the protocol file.

4.6.4.4. The Chair appoints a member of the IRB, if the Member-Secretary is not
available, to review and give recommendations on the SAEs and SUSARs. He/
She recommends the inclusion of the report of the Member-Secretary in the
agenda of the next monthly meeting. During the meeting, the Chair together
with the other IRB members will give the final recommendations on the SAEs
and SUSARs.

4.6.4.5. The Member-Secretary is appointed by the chair to review, analyze and make
recommendations on the report. He/ She receives from the office manager or
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4.6.5

4.6.6

staff secretary the SAEs and SUSARs of the Investigator/Sponsor. He/ She
summarizes the report, makes initial recommendation and presents them

during the monthly meeting.

4.6.4.6. The Office Manager or Staff Secretary informs the Investigators that they are
required to report SAEs and SUSARs for all studies approved by the IRB. Final
recommendations are made by the IRB on the reported SAEs and SUSARs.

Workflow
ACTIVITY RESPONSIBILITY
Step 1: Receipt and documentation of submission of report of Office Manager or Staff
SAEs and SUSARs in the logbook/data base Secretary
Step 2: Retrieval of pertinent protocol file Office Manager or Staff
Secretary
Step 3: Notification of Chair Staff Secretary

Step 4: Delivery of report to the assigned reviewer

Staff Secretary

Step 5: Inclusion of the report of the assigned reviewer in the
agenda of the next regular IRB meeting

Chair and Staff Secretary

Step 6: Report on the SAEs and SUSARs & Recommendations

Member- Secretary, IRB

Step 7: Communication of IRB recommendation to the
Pl/researcher (SOP on Communicating IRB
Decisions(SOP #6.2))

Chair, Office Manager or Staff
Secretary

Step 8: Filing of related documents(SOP on Management of
Active Files(SOP#7.2))

Staff Secretary

Description of Procedures
Step 1: Receipt and documentation of submission of report of SAEs and SUSARs in the

logbook/database:

The Office Manager or Staff Secretary receives the Protocol Report Updates Form
(SUSARSs) (Form 4.6) from the PI/Sponsor and records it in the logbook and in an Excel

file database.

Step 2: Retrieval of pertinent protocol file:

Pertinent information about the protocol, such as the earlier reports on SAEs and
SUSARs, will be retrieved by the Office Manager or Staff Secretary.

Step 3: Notification of Chair:

The Chair is notified by the Staff Secretary about the submitted report through SMS

(text) or phone.

Step 4: Delivery of report to the assigned reviewer:
4.1 The Staff Secretary informs the Member-Secretary, or the Member assigned by the

Chair, about the submission of the SAEs/SUSARs through phone or SMS.
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4.2

Step 5:

The Staff Secretary delivers the report to the Office of the Member-Secretary or the
assigned Member two (2) weeks before the regular meeting to review and give
recommendations on the reports.

Inclusion of the report of the assigned reviewer in the agenda of the next regular IRB
meeting:

The Chair recommends the inclusion of the report in the agenda of the next meeting and
the Staff Secretary includes it in the agenda.

Report on the SAEs and SUSARs & Recommendations:

Step 6:
6.1
O
O
O
O
O
O
6.2
6.3
O
O
O
6.4
6.5
6.6

During the meeting, the Member-Secretary reports on the summary of the SAEs. The
report includes:

the number of studies that have SAES and SUSARs,

the number of SAEs that occurred on-site, local site and off sites(foreign),

the number of the type of SAE: SUSAR or No SUSAR,

the nature of the report if drug related or study related,

the event that occurred, and

the inclusion or exclusion/termination of the subject with SAEs/SUSARs.

The Member-Secretary recommends appropriate action by filling up the Section 2 of
the Protocol Report Updates Form submitted by the investigator.

The IRB adopts appropriate response depending on the site where the SAE/ SUSAR
happened.

For multicenter, international studies, note the trend of occurrence of SAE/ SUSAR in
study sites in foreign counties and other local sites.

For multicenter, national studies, note the nature (related or expected) of the SAE/
SUSAR

For SAEs that occur onsite, the IRB analyzes the Investigator/ Sponsor’s assessment
(related, unexpected) and may need to recommend some form of action to the
Investigator to ensure the safety of the participants. The Member-Secretary informs
the Chair and other members about the recommendation for appropriate IRB action.

After reviewing the report and the recommendation by Member-Secretary, the Chair
presides over the board discussion of the SAEs and similar adverse experiences or
advisories.

If appropriate to the discussions, the Chair calls for a consensus on whether to:
O Request an amendment to the protocol or the consent form.

O Request further information.

O Suspend or terminate the study

O Take note and no further action is needed.

The Member-Secretary, then, fills up the final action taken by the IRB in the
SAE/SUSAR report.

Step 7: Communication of IRB recommendation to the Pl/researcher:

7.1

The Staff Secretary fills-up the IRB Communication Forms template using the
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information from the Minutes of the Meeting of the full-board review.

7.2 The IRB Chair checks and signs the IRB Communication form before the Office
Manager or Staff Secretary forwards it to the investigator, institutions, agencies, etc.

7.3 The Office Manager or Staff Secretary gives the communication letter to the
Investigator/Sponsor regarding their recommendations whenever it is necessary. The
Office Manager or Staff Secretary ensures that the investigator receives the letter
signed by the Chair.

Step 8: Filing of related documents:
The Staff Secretary files all reports and makes a copy of all related documents in the

protocol file.
4.6.7 Form
Protocol Report Update Form (SUSAR) (Form 4.6)
4.6.8  History of SOP
Version No. Date Authors Main Change

01 2015 Aug. 18 IRB SOP TEAM First draft
Detailed procedures on the review

02 2016 May 20 IRB SOP TEAM of SAE and SUSAR reports.
Changed the Declaration of
Helsinki to 2013 at the History of
IRB. Edited the definition of the

03 2016 Oct. 26 IRB SOP TEAM | Expedited Review, Assent and
Quorum at the Glossary. Labelling
of all IRB Forms. Edited the SOP of
Full Review.

Edited the SPHI-IRB History.

04 2018 Dec. 07 | IRBSOPTEAM | Canged IRB Forms Header.
Edited duration of time to report
SAE/SUSARs on-site.

Modify sequencing of SOP on
Review procedures.

05 2019 June 13 IRB SOP TEAM Separate procedures for review of
progress report, protocol
amendment, final report and Early
termination report.

Revise sequencing of
2019 Dec. IRB SOP TEAM
06 019 Dec. 30 50 SOPs on Post- Approval Reviews.
4.6.9 References

“A Workbook for Developing Standard Operating Procedures” 2015 by Philippine Health Research
Ethics Board; “Standard Operating Procedures of St. Paul’s Hospital of lloilo Institutional Review
Board”, 2015, First Edition
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4.7.1

4.7.2

4.7.3

4.7.4

4.7.5

Policy Statement
The St. Paul’s Hospital of lloilo, Inc. Institutional Review Board shall require the Investigators to submit
reports on protocol deviation or violations of the approved researches within three (3) days after the
occurrence of the incident.
Objective of the Activity
The activity of reviewing the protocol deviation/violations aims to ensure that the safety and well-being
of the human participants are safeguarded and that the credibility of the data is maintained.
Scope
This SOP applies to review the reports of protocol deviations or violations in the conduct of the previously
approved studies.
Responsibilities
4.7.4.1. It is the responsibility of the investigator to report protocol deviations/ violations as
required by the IRB and to comply with the recommendations of the IRB.
4.7.4.2. The Staff Secretary receives and records the report submitted by the Investigator. The
Office Manager or Staff Secretary retrieves the pertinent protocol files.
4.7.4.3. The Staff Secretary informs the Chair regarding the report and informs the Investigator on
the decisions of the IRB. The Staff Secretary files the related documents to the protocol
file.
4.7.4.4. Itis the responsibility of the Chair to recommend the inclusion of the report in the agenda
of the next meeting and to send the report to all IRB members.
4.7.4.5. The IRB takes action related to protocol violation/ deviation during the regular meeting.
Workflow
ACTIVITY RESPONSIBILITY
Step 1: Receipt and documentation of report of protocol Staff Secretary
deviation/violation in the logbook and in the data base
Step 2: Retrieval of pertinent protocol file Office Manager or Staff
Secretary
Step 3: Notification of the Chair Staff Secretary

Step 4: Inclusion of the report in the agenda of the next IRB
meeting(SOP on Preparing the Meeting
Agenda(SOP#5.2); SOP on Conduct of Meeting(SOP#5.3))

Chair and Staff Secretary

Step 5:Communication of decision to the Pi/Researcher(SOP on
Communicating IRB Decisions(SOP#6.2))

Chair and Office Manager or
Staff Secretary

Step 6:Filing of all related documents to the protocol file(SOP on
Managing Active Files(SOP#7.2))

Staff Secretary
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4.7.6 Description of Procedures
Step 1: Receipt and documentation of report of protocol deviation/violation in the logbook and in the
data base:
1.1 The Investigator submits the protocol deviation/violation report to the IRB Secretariat within
three (3) days after the occurrence of the incident.

1.2 If in case this happens during a weekend or within official holidays of the year, notifications
through phone or email must be accomplished and communications followed through on the first
day of the working week thereafter.

1.3 The Staff Secretary receives and documents the report of the protocol deviation/violation in the
logbook and data base in an Excel file.

Step 2: Retrieval of pertinent protocol file:
The protocol and the previous reports related to protocol deviations/violations are retrieved by
Office Manager or Staff Secretary.

Step 3: Notification of the Chair:
The Staff Secretary notifies the Chair by phone and by SMS regarding the submission of the report
on protocol deviation/violation.

Step 4: Inclusion of the report in the agenda of the next IRB meeting:
The Chair decides on the inclusion of the report in the agenda of the next meeting.

Step 5: Communication of decision to the Pl/Researcher (SOP on Communicating IRB Decisions:
5.1 The IRB members are given the report for review two (2) weeks prior to the meeting.

5.2 Individual recommendations are discussed during the meeting and a final decision is made.

5.3 Possible decisions include one or several of the following:
Submission of additional information

Submission of corrective action

Clarificatory interview with the Principal Investigator
Site visit

Suspension of recruitment

Suspension of the study

OoO0oOoo0ooOoo

5.4 The Staff Secretary sends a letter of notification, signed by the Chair, to the investigator regarding
the decision of the IRB.

Step 6: Filing of all related documents to the protocol file:
The Staff Secretary files all the related documents in the protocol file.

4.7.7 Forms
Protocol Deviation/Violation Form (4.7)
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4.7.8 History of SOP

Version No.

Date

Authors

Main Change

01

2015 Aug. 18

IRB SOP TEAM

First draft

02

2016 May 20

IRB SOP TEAM

Detailed reviews of protocol
deviations or violations reports.

03

2016 Oct. 26

IRB SOP TEAM

Changed the Declaration of
Helsinki to 2013 at the History of
IRB. Edited the definition of the
Expedited Review, Assent and
Quorum at the Glossary. Labelling
of all IRB Forms. Edited the SOP of
Full Review.

04

2018 Dec. 07

IRB SOP TEAM

Edited the SPHI-IRB History.
Changed IRB Forms Header.

05

2019 June 13

IRB SOP TEAM

Modify sequencing of SOP on
Review procedures.

Separate procedures for review of
progress report, protocol
amendment, final report and Early
termination report.

06

2019 Dec. 30

IRB SOP TEAM

Revise sequencing of
SOPs on Post- Approval Reviews.

4.7.9 References

Effective Date: Oct. 30, 2020

“A Workbook for Developing Standard Operating Procedures” 2015 by Philippine Health Research Ethics Board;
“Standard Operating Procedures of St. Paul’s Hospital of lloilo Institutional Review Board”, 2015, First Edition.
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4.8. Site Visits

4.8.1 Policy Statement
The St. Paul’s Hospital of lloilo, Inc. Institutional Review Board shall designate a site visit team to conduct
visits of selected sites of approved protocols that fall within the established criteria.

4.8.2 Objective of the Activity
Site visits are mechanisms to enable the IRB to monitor compliance of the conduct of study with approved
protocols and it may also be an opportunity for the IRB to determine and know the main reasons for the
increases in reported risk.

4.8.3 Scope

This SOP applies to any site visit made in any study site to check compliance with GCP and IRB approved
protocol and related documents.

4.8.4 Responsibilities

4.8.4.1.

4.8.4.2.

4.8.4.3.

4.8.4.4.

4.8.4.5

4.8.5 Workflow

It is the responsibility of the St. Paul’s Hospital of lloilo IRB members to initiate an on-site
visit and evaluation. They make a decision about appropriate action during the board
meeting.

The Chair designates a Site Visit Team among IRB members. He/she also appoints one of the
team members as Head of the Site Visit Team.

The Head of the Site Visit Team is responsible in writing a report/comment using the Site Visit
Report Form. He/she also presents the Site Visit Report to the Board.

The Site Visit Team coordinates with the Principal Investigator of the time for the visit. They
also review the St. Paul’s Hospital of lloilo IRB files for the study and site, make appropriate
notes, or copy some parts of the files for comparison with the site files. The team checks the
onsite documents and compare them with the documents in the protocol files, and
interviews the Principal Investigator and/or the research staff.

The Staff Secretary communicates the decision of the board to the Principal Investigator
for appropriate action.

ACTIVITY RESPONSIBILITY
Step 1: Determination of site to visit IRB members
Step 2: Creation of Site Visit Team IRB Members
Step 3:Notification to the Principal Investigator about the Staff Secretary
planned visit study site
Step 4: Conduct of on-site visit IRB Site Visit Team
Step 5: Drafting of the report and recommendation Head of the IRB Site Visit Team
Step 6: Presentation of the findings to the Board Head of the IRB Site Visit Team
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4.8. Site Visits

Step 7: Communication of board decision to the Pl Office Manager or Staff
Secretary
Step 8: Monitoring the implementation of board IRB Site Visit Team
recommendation and reports action to the board

4.8.6 Description of Procedures
Step 1: Determination of site to visit:
1.1 The IRB Members review periodically the database files of the submitted/approved study
protocols and determine the study sites needed to be monitored/site visit.

1.2 The following are the criteria:

Frequent protocol violations/deviations

Reports of remarkable serious adverse events
New Principal Investigator (for the clinical trial)
Failure to submit final report

Maximum number of protocols the Pl can manage

Ooooono

Step 2: Creation of Site Visit Team:
2.1 During the board meeting, the IRB designates some members to perform on its behalf an on-site
visit of the research projects it has approved.

2.2 The site visit team prepares for the visit by doing the following:
Coordinate with the Pl as to the time for the site evaluation visit,
Review the St. Paul’s Hospital of lloilo IRB files for the study and site,
Make appropriate notes, and

Copy some parts of the files for comparison with the site files.

oooao

Step 3: Notification to the Principal Investigator about the planned visit study site:
3.1 The Staff Secretary prepares the IRB Communication Letter concerning the planned study site visit.

3.2 The Chair checks and signs the Communication Letter before it is forwarded to the PI.
3.3 The site visit will be done two (2) weeks after the Pl has received the communication letter.

Step 4: Conduct of on-site visit:
During the Site Visit: The team does the following:
O Uses the Site Visit Form (Form 4.7)
[0 Reviews the informed consent document to make sure that the site is using the most recent
version

O Reviews randomly the subject files to ensure that subjects have signed the informed consent form

O Checks study protocol

O Checks documents and verify if these have been approved

O Checks if the files are orderly and confidentiality is maintained

O Checks the on-site facilities

[0 Determines the over-all protection of the rights, safety, and welfare of human participants in the
study

O Debriefs the Pl about on-site visit findings and comments
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4.8. Site Visits

4.8.8. History of SOP

O Gets immediate feedback

Step 5: Drafting of the report and recommendation:
After the Visit, the Head of the Site Visit Team writes a report/comment using the Site Visit Form
(Form 4.8) within one (1) week describing the findings during the audit and forwards a copy of
the site visit results to the IRB Staff for inclusion in the next board meeting.

Step 6: Presentation of the findings to the Board:
6.1 The Head of the Site Visit Team presents the site visit report during the board meeting.

6.2 The Board makes a decision about appropriate action.
O Uphold original approval with no further action
O Request further information from the principal investigator (specify)
O Recommend further action: (specify)

Step 7: Communication of board decision to the Principal Investigator:
The Staff Secretary prepares the communication letter about the decision of the board signed by
the Chair and he/she sends the letter to the Pl for appropriate action.

Step 8: Monitoring the implementation of board recommendation and reports action to the board:
8.1 The Site Visit Team will monitor implementation of board recommendation and reports action to

the board.

8.2 The Principal Investigator follows the recommendations of the board and submits a report of their
actions to the Office Manager/Staff Secretary through a formal letter addressed to the Chair two
(2) weeks upon receipt of the recommendation of the Board.

8.3 The Head of the Study Site Visit Team reports to the board the response of the Principal
Investigator’s action during the IRB meeting.

8.4 The Staff Secretary keeps all the on-site visit documents in the protocol file folder.

Form
Site Visit Form (Form 4.8)

Version No. Date Authors Main Change
01 2015 Aug. 18 | IRB SOP TEAM | First draft
02 2016 May 20 | IRB SOP TEAM | Detailed management of Site Visit.

Changed the Declaration of Helsinki to
2013 at the History of IRB. Edited the
definition of the Expedited Review,
Assent and Quorum at the Glossary.
Labelling of all IRB Forms. Edited the
SOP of Full Review.

03 2016 Oct. 26 | IRB SOP TEAM
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4.8. Site Visits :
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04 2018 Dec. 07 | IRB SOP TEAM Edited the SPHI-IRB History. Changed IRB
Forms Header.
05 2019 June 13 | IRB SOP TEAM Indicated in step 1.2 the maximum
number of protocols.
06 2019 July 26 IRB SOP TEAM Only IRB members and Staff cited in the
Workflow.
Revise sequencing of
07 2019 Dec. 30 | IRB SOP TEAM SOPs on Post- Approval Reviews.

4.8.9 References

“A Workbook for Developing Standard Operating Procedures” 2015 by Philippine Health Research Ethics Board;
“Standard Operating Procedures of St. Paul’s Hospital of lloilo Institutional Review Board”, 2015, First Edition.
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4.9.1 Policy Statement
Queries and complaints may come from various stakeholders but the responsibility of the St.
Paul’s Hospital of lloilo, Inc. Institutional Review Board (IRB) is highest for those coming from
research participants. Nevertheless, all queries and complaints shall be addressed as promptly,
diligently, adequately, and appropriately as possible, while exercising due diligence.

4.9.2 Objective of the Activity
There are two intended outcomes in managing queries and complaints: (1) to promptly, diligently,
adequately, and appropriately address the specific queries and complaints that the IRB may
receive from research participants, stakeholders, and other concerned sectors about the conduct
of studies and protocols submitted to it for review; and (2) to promote trust and confidence in the
Hospital, especially the IRB, among research participants, study sponsors, researchers, and the
general public.

4.9.3 Scope
This SOP is limited to entertaining and addressing queries and complaints from research
participants, or their families, in studies for which it has issued an ethical approval.

4.9.4 Responsibilities
4.9.4.1. The Office Manager or Staff Secretary receive the queries and complaints in a Queries
and Complaints form (Form 4.8) and Logbook and signed by the complainant. The
Office Manager of Staff Secretary informs the Chair who decides on how to resolve or
address the complaints. Once the response has been made, the Office Manager or
Staff Secretary communicates to the investigators the decision of the IRB.

4.9.4.2. The Chair determines whether or not it is within the scope of the IRB’s authority
to resolve or address. He convenes the IRB (in a special meeting if necessary) to
investigate the complaints. The IRB resolves the Queries and Complaints within
seven (7) days from its receipt for its comments and recommendations.

4.9.5 Workflow

ACTIVITY RESPONSIBILITY

Step 1: Receipt, logging and acknowledgement of queries and | Office Manager or Staff
complaints; Notification of Chair Secretary

Step 2: Determination whether or not it is within the scope of

the IRB’s authority and resolving/addressing the Chair
complaints

Step 3: Determination to resolve or address the complaints: Chair

Step 4: Communication of Response Staff Secretary

Step 5: Logging of the response and inclusion in the Agenda of | Office Manager or Staff
the IRB Meeting Secretary

4.9.6 Description of Procedures
Step 1: Receipt, logging and acknowledgement of queries and complaints; Notification of
Chair:
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1.1 Determination whether or not it is within the scope of the IRB’s authority to resolve or
Address.

1.1 All queries and complaints shall be in writing and signed by the complainant and shall
be filed with the IRB through the Office Manager or Staff Secretary which shall record
the same in a Queries and Complaints Forms and Log.

Step 2: Determination whether or not it is within the scope of the IRB’s authority to resolve
or address the complaints:
2.2 Within the day from its receipt of the complaint, the Office Manager or Staff Secretary
informs the Chair to determine whether or not it is within the scope of the IRB’s
authority to resolve or address.

2.3 If the query or complaint is outside the scope of coverage of the IRB’s authority under
this SOP, then the Chair endorses the same to the proper authority or office, and
advises the Hospital Administrator accordingly.

Step 3: Determination to resolve or address the complaints:
a. If the Queries and Complaints is within the scope or authority of the IRB, then the
Chair informs the Hospital Administrator, and convenes the IRB (in a special meeting
if necessary) to investigate the same. The Hospital administrator will give her advice
and opinion regarding the matter and will coordinate with the IRB regarding her
decision.

b. The investigation is summary in nature and technical rules shall not apply.

c. The IRB resolves the query or complaint within seven (7) days from its receipt for its
comments and recommendations.

Step 4: Communication of Response:
4.1 The Staff Secretary transfers the recommendations and/or decisions of the board to
the IRB Communication Letter template.

4.2 The Chair reviews and signs the communication before forwarding it to the
investigators, sponsors, institutions, agencies, etc.

Step 5: Logging of the response and inclusion in the Agenda of the IRB Meeting:
5.1 The Staff Secretary logs the documents to be signed by the receiving party on the
Queries and Complaints Log.
5.2 The Staff secretary includes it in the meeting agenda.
4.9.7 Form

Queries and Complaints Form (Form 4.9)
Queries and Complaints Logbook
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4.9.8 History of SOP

Version No. Date Authors Main Change

01 2016 May 20 IRB SOP TEAM First draft
Changed the Declaration of
Helsinki to 2013 at the History of
IRB. Edited the definition of the

02 2016 Oct. 26 IRB SOP TEAM | Expedited Review, Assent and
Quorum at the Glossary. Labelling
of all IRB Forms. Edited the SOP of
Full Review.
Edited the SPHI-IRB History.

03 2018 Dec. 07 IRB SOP TEAM Changed IRB Forms Header.

04 2019 June 13 | IRB SOP TEAM fg S’ Z Step 2into two separate

05 2019 July 26 IRB SOP TEAM | Added management of appeals
Revise sequencing of

06 2019 Dec. 30 IRB SOP TEAM SOPs on Post- Approval Reviews.

07 2020 Oct. 20 IRB SOP TEAM | Separate Management of Appeals

4.8.9 Reference

“A Workbook for Developing Standard Operating Procedures” 2015 by Philippine Health Research

Ethics Board.
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4.10 Management of Appeals Effective Date: Oct. 30, 2020

4.10.5 Workflow

‘ ACTIVITY RESPONSIBILITY
Step 1: Receipt, logging and acknowledgement of appeals; Office Manager or Staff
Notification of Chair Secretary
Step 2: Evaluation of the Appeal and includes in the next IRB :
meeting agenda

‘ Step 3: Review of the Appeal Staff Secretary

‘ Step 4: Communication of the IRB Decision to the Pl Staff Secretary
Step 5: Logging and filling of documents Office Manager or Staff

Secretary

4.10.6 Description of Procedures
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Effective Date: Oct. 30, 2020

4.10.7 Form
Appeals Logbook
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4.9 Management of Appeals
Effective Date: Oct. 30, 2020

4.10.8 History of SOP

.01 | 20200ct.20  IRBSOPTEAM |

4.10.9 Reference
“A Workbook for Developing Standard Operating Procedures” 2015 by Philippine Health Research

Ethics Board.
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5.1 Preparing for a Meeting

5.1.1 Policy Statement
The St. Paul’s Hospital of lloilo, Inc. Institutional Review Board shall conduct regular meetings every second
Thursday of the month. Special meetings shall be held any day should there be a need to resolve issues
that need immediate attention. All meetings shall be held at the SPH IRB Office.

5.1.2 Objective of the Activity
The preparation for a meeting aims to contribute to a smooth, orderly and efficient conduct of board
meetings.

5.1.3 Scope
This SOP covers all activities prior to the conduct of meetings, whether regular or special.

5.1.4 Responsibilities

5.1.4.1 The Staff Secretary compiles all documents/ information submitted to the IRB within a
given period (two (2) weeks prior to the last IRB meeting until two weeks before the next
meeting).

5.1.4.2 The Staff Secretary prepares the draft of the Agenda of the Meeting. He/She is also
responsible for informing the IRB members of the schedule of the meeting.

5.1.4.3 The Office Manager and Staff Secretary prepare all the materials and documents to be
needed for the IRB meeting.

5.1.5 Workflow

ACTIVITY RESPONSIBILITY

Step 1: Compilation of all IRB documents Staff Secretary

Step 2: Preparation of the Agenda Chair, Staff Secretary

Step 3: Assembly of materials and documents needed for the Office Manager and Staff
meeting Secretary

Step 4: Preparation of logistics for the meeting Staff Secretary

Step 5: Notification of IRB Members and confirmation of
attendance Staff Secretary

5.1.6 Description of Procedures
Step 1: Compilation of all IRB documents:
The Staff Secretary compiles all documents/ information submitted to the IRB within a given period
(two (2) weeks prior to the last IRB meeting until two weeks before the next meeting) to include
them in the next full board meeting agenda for discussion or information of the IRB members.

Step 2: Preparation of the agenda:
The Staff Secretary prepares the draft of the Notice of IRB Meeting with Agenda (Form 5.1) for
checking of IRB Chair.

Step 3: Assembly of materials and documents needed for the meeting:
3.1 The Office Manager and Staff Secretary prepares all the materials for the meeting which includes,
but not limited to the meeting agenda, minutes of the previous meeting, documents for review,
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5.1 Preparing for a Meeting

SAE/SUSARs report, photocopies of all progress reports, protocol deviations, administrative
documents, etc.

3.2 They ensure that all members will have their own copies for review.

3.3 All documents are delivered by the Staff Secretary to the offices of the members two (2) weeks prior
to the schedule of the IRB meeting.

Step 4: Preparation of logistics for the meeting:
4.1 Three (3) days before the meeting, the Staff Secretary fills up the Administrator Office Borrower’s
Form to borrow the LCD projector and laptop from the Administration.

4.2 He/ She also forwards the request for snacks to the SPHI canteen. The IRB Staff prepares the IRB
Office for the IRB regular meeting.

4.3 The Office Manager ensures to request honoraria of the members who attended the previous IRB
regular meeting from the Hospital Administrator, which will be given during the next meeting.

Step 5: Notification of IRB Members and confirmation of attendance:
5.1 Before the end of the IRB regular meeting, the Chair announces the schedule of the next meeting.

5.2 Prior to the delivery of the documents, the Staff Secretary informs the IRB members of the schedule
of the meeting through SMS (text) to confirm their attendance and the presence of quorum.

5.3 The members confirm their attendance through SMS (text) or phone call to the IRB Office.

5.4 |If there is lack of quorum, the Staff Secretary informs the Chair for the rescheduling of the meeting
anytime soonest when there can be a quorum.

5.1.7 Forms
Notice of IRB Meeting with Agenda Template (Form 5.1)

5.1.8 History of SOP

Version No. Date Authors Main Change

01 2015 Aug. 18 IRB SOP TEAM First draft

02 2016 May 20 IRB SOP TEAM Addefl detailed preparation of the IRB
meeting
Changed the Declaration of Helsinki
to 2013 at the History of IRB. Edited

03 2016 Oct. 26 IRB sOP TEAM | the definition of the Expedited
Review, Assent and Quorum at the
Glossary. Labelling of all IRB Forms.
Edited the SOP of Full Review.

04 2018 Dec. 07 IRB SOP TEAM Edited the SPHI-IRB History. Changed
IRB Forms Header.

5.1.9 References
“A Workbook for Developing Standard Operating Procedures” 2015 by Philippine Health Research Ethics Board;
“Standard Operating Procedures of St. Paul’s Hospital of lloilo Institutional Review Board”, 2015, First Edition.
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5.2.1

5.2.2

5.2.3

5.2.4

5.2.5

5.2.6

Policy Statement

The meeting agenda of St. Paul’s Hospital of lloilo, Inc. Institutional Review Board shall be based on the
submissions two (2) weeks prior to the last meeting up to two (2) weeks before the scheduled regular
meeting. It shall follow the established template for Notice of IRB Meeting with Agenda.

Objective of the Activity
The preparation of the meeting agenda is aimed to ensure a smooth, orderly, inclusive and efficient conduct
of meetings.

Scope

This SOP describes how the IRB determines what items are included in the agenda and the distribution of
the Notice of IRB Meeting with Agenda to inform IRB members about the items for discussion during a full
board meeting.

Responsibilities
5.2.4.1 The Office Manager uses the template of the Notice of Meeting with Agenda and prepares
the draft of the meeting agenda according to the documents compiled by the Staff
Secretary. He/she then presents the draft to the IRB Chair for the additional items for
discussion.

5.2.4.2 After checking the Agenda, the Chair approves and signs the Notice of IRB Meeting with
Provisional Agenda.

5.2.4.3 The Staff Secretary distributes the Notice of IRB Meeting with Provisional Agenda to the
offices of the IRB members. He/ She also files the Final Agenda in the Notice of the Meeting
with Agenda Folder after the full-board meeting.

5.2.4.4 The IRB members in attendance during the meeting approve the provisional agenda at the
start of the meeting.

Workflow
ACTIVITY RESPONSIBILITY
Step 1: Preparation of the draft of the meeting agenda Staff Secretary
Step 2: Preparation of the provisional meeting agenda Chair

Step 3: Distribution of the Notice of the Meeting with

St S t
Provisional Agenda aff Secretary

Step 4: Approval of the provisional meeting agenda IRB members

Step 5: Filing of the Notice of the Meeting with Final Agenda Staff Secretary

Description of Procedures
Step 1: Preparation of the draft of the meeting agenda:
1.1 Using the Notice of the Meeting with Agenda Template (Form 5.1) and the report of the Staff Secretary
regarding the compiled documents he/she has received (two weeks prior to the last IRB meeting until
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two weeks before the next meeting), the Office Manager or the Staff Secretary prepares the draft of
the agenda. The contents of the agenda of the regular meeting are as follows:

I Opening Prayer

Il. Call to Order

[l. Determination of a Quorum
V. Approval of the Agenda

V. Reading and Approval of the Minutes of the Previous Meeting
VI. Business Arising from the Minutes of the Previous Meeting
VIl.  Disclosure of Conflict of Interest among Members
VIIl.  Protocol Review

A. New Protocols for Initial Review of Full Board

B. Resubmission

C. Amendments

D. Progress Reports

E. Final Reports

F. SAE Reports

G. Protocol Deviations

H. Report on the Results of the Expedited Review

I

. Other Reports (Site visit, Investigator Brochures, etc.)
IX. Other Matters
X. Adjournment

1.2 The contents of the items under the protocol review are the following information:
IRB Protocol #

Protocol #

Protocol Title

Principal Investigator

Sponsor

Documents

OoOooooo

Step 2: Preparation of the provisional meeting agenda:
2.1 The Chair checks the draft of the Agenda. He/she then, signs the Notice of the Meeting with
Provisional Agenda and gives to the Staff Secretary for the distribution to the IRB members.
2.2 The process shall end two (2) weeks before the scheduled meeting.
Step 3: Distribution of the Notice of the Meeting with Provisional Agenda:
The Staff Secretary distributes the Notice of IRB Meeting with Provisional Agenda together with

other documents to the offices of the IRB members two weeks before the scheduled meeting.

Step 4: Approval of the provisional meeting agenda:
4.1 At the start of the meeting, the provisional agenda is approved by the IRB members present.

4.2 If there are other specific matters to be discussed, they are included in the final agenda
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Step 5: Filing of the Notice of IRB Meeting with Final Agenda:
5.1 The Staff Secretary files the Notice of IRB Meeting with Final Agenda in its specific folder that is
kept securely in SPHI IRB Documents Cabinet.

5.2 Extra copies are brought to the Shredding Room for proper disposal.

5.2.7 Forms
Notice of IRB Meeting with Agenda Template (Form 5.1)

5.2.8 History of SOP

Version No. Date Authors Main Change

01 2015 Aug. 18 IRB SOP TEAM | First draft

Detailed preparation, distribution
02 2016 May 20 IRB SOP TEAM | and filing of IRB Notice of the
meeting with Agenda.

Changed the Declaration of
Helsinki to 2013 at the History of
IRB. Edited the definition of the
03 2016 Oct. 26 IRB SOP TEAM | Expedited Review, Assent and
Quorum at the Glossary. Labelling
of all IRB Forms. Edited the SOP of
Full Review.

Edited the SPHI-IRB History.
Changed IRB Forms Header.

04 2018 Dec. 07 IRB SOP TEAM

5.2.9 References
“A Workbook for Developing Standard Operating Procedures” 2015 by Philippine Health Research Ethics Board;
“Standard Operating Procedures of St. Paul’s Hospital of lloilo Institutional Review Board”, 2015, First Edition.
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5.3.1 Policy Statement
The meetings of St. Paul’s Hospital of lloilo, Inc. Institutional Review Board shall be presided by the Chair or
a designated substitute. There shall be a quorum of at least five members that shall include medical, non-
medical and non-affiliate members. The meeting shall be guided by the approved agenda. Disclosure of
conflict of interest shall be done prior to discussion of protocols for review.

5.3.2 Objective of the Activity
Meetings are aimed at arriving at collegial decision regarding study protocols and IRB operations.

5.3.3 Scope

This SOP applies to the manner by which IRB conducts meetings. It covers all activities from the time a
quorum is declared to the time the meeting is adjourned.

5.3.4 Responsibilities

5341

5.3.4.2

53.43

5344

5.3.45

5346

5.3.4.7

53438

5.3.4.9

The Staff Secretary distributes the meeting materials to the offices of the members two (2)
weeks before the meeting. He/she is also responsible for the collection, storage, and
disposal of meeting materials after the IRB meeting.

The Chair presides over the IRB meetings. He/she requests one of the members to lead the
opening prayer. Then, he/she introduces and supervises the order of business of the
meeting. He/she also adjourns the meeting if there are no other matters to be discussed.

The Chair asks for the disclosure of COl among members prior the review of protocols. If
there is any member who has COI with any protocol, he/she leaves the conference room
while the protocol is being discussed and is called back after a decision has been made.

In the absence of the Chair, the Co-Chair presides over IRB meetings.

The Member-Secretary determines the presence of quorum during the meeting. She also
determines the quorum every time a member with Conflict of Interest leaves the room.
He/she reports SAE/SUSARs during the IRB meeting and recommends appropriate action for
the evaluation of the IRB. He/she also documents the conduct of the full board meeting with
the assistance of the Staff Secretary.

All IRB members participate actively in IRB meetings. They also make motion for the
approval of the provisional agenda, minutes of the previous meeting and others. They
review, discuss and evaluate research proposals, protocol-related reports and monitor on-
going studies as appropriate. Important operational and administrative matters are also
discussed after the protocol review.

Primary reviewers are responsible for presenting issues for discussions during the review of
protocols. Assigned reviewers report the results of expedited review.

Medical members discuss the protocol evaluation and lay/non-medical members present
the evaluation of the informed consent form before decision-making.

All those present keep the confidentiality of the documents and deliberations during IRB
meeting.
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5.3.5 Workflow

ACTIVITY RESPONSIBILITY
Step 1: Distribution of meeting materials Staff Secretary
Step 2: Opening Prayer Member

Step 3: Call to Order Chair

Step 4: Determination of quorum

Member-Secretary

Step 5: Approval of the provisional agenda IRB Members

Step 6: Approval of minutes of the previous meeting IRB Members

Step 7: Discussion of “business arising from the minutes” IRB Members

Step 8: Disclosure of conflict of interest (COI) IRB Members (who have COl)
Step 9: Review of protocols and protocol-related Chair and Members

submissions(Protocols for Initial Review of Full Board,
Resubmission, Amendments, Progress Reports, Final
Reports, SAE/SUSARs reports, Protocol Deviations, Site
Visits, etc.)

Step 10: Report of results of expedited review

Assigned Reviewers

Step 11: Discussion of Other Matters Chair and Members
Step 12: Adjournment Chair
Step 13: Collection, storage, and disposal of meeting Staff Secretary

materials

5.3.6 Description of Procedures

Step 1: Distribution of meeting materials:

1.1 The Office Manager and Staff Secretary prepares all the materials fifteen days prior to the IRB
regular meeting. These include, but are not limited to the meeting agenda, minutes of the previous
meeting, documents for review, SAE/SUSARs report, photocopies of all progress reports, protocol

deviations, administrative documents, etc.

1.2 Ten (10) copies are prepared for this purpose.

13 Two (2) weeks prior to the meeting, the above materials and documents are distributed by the

Staff Secretary to the offices of the members.

Step 2: Opening Prayer:

The Chair requests any member or staff to lead the opening prayer.

Step 3: Call to Order: The Chair calls the meeting to order.

Step 4: Determination of quorum:
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4.1 The Member-Secretary determines the number of members present classified as to medical, non-
medical and non-affiliate.

4.2 Presence of a quorum is announced and the formal meeting starts. The members present sign the
Attendance Sheet (Form 5.2)

Step 5: Approval of the provisional agenda:
5.1 The Chair asks the members if there are items that they would like to add or delete from the
agenda.

5.2 Provisional agenda is approved by a motion from any member of the board and seconded
accordingly.

Step 6: Approval of minutes of previous meeting:
6.1 After making corrections if there are any, the approval of the minutes is done through a formal
motion from any member of the board and seconded accordingly.

6.2 The Member-Secretary cannot make a motion for the approval of the minutes.

Step 7: Discussion of “business arising from the minutes”:
7.1 The Chair asks for any matters arising from the minutes of the previous meeting.

7.2 Follow up of previous issues are made by any of the members and the matters are resolved.

Step 8: Disclosure of Conflict of Interest:
8.1 The Chair asks members if there is conflict of interest with any protocol to be discussed.

8.2 If there is no COI, members sign the COI form. If there is any member who has COIl with any
protocol, the Chair manages the conflict by asking the concerned member to leave the conference
room while the protocol is being discussed.

8.3 He/she is called back after a decision has been made.
8.4 The Member-Secretary determines the quorum every time a member leaves the room.
Step 9: Review of protocols and protocol-related submissions (Protocols for Initial Review of Full Board,
Resubmission, Amendments, Progress Reports, Final Reports, SAE/SUSARs reports, Protocol
Deviations, Site Visits, etc.):

9.1 All IRB members participate actively in IRB meetings.

9.2 They review, discuss and evaluate research proposals, protocol-related reports and monitor on-
going studies as appropriate.

9.3 Primary reviewers present issues for discussion during the review of protocols. Medical members

discuss the protocol evaluation and lay/ non-medical members present the evaluation of the
informed consent form prior to the decision of the IRB.
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9.4

9.5

9.6

9.7

9.8

9.9

9.10

9.11

9.12

9.13

9.14

The Principal Investigator need not be present in the meeting but shall be available if there are
questions from any of the members.

An Independent Consultant is invited to review the research protocols, answer the queries of the
primary reviewer and to share his/her inputs and recommendations. However, he/she cannot
participate in the voting process during the IRB meetings.

The Chair or member-secretary summarize the discussion points before decision-making

The members approve by consensus.

The Chair asks the members their evaluation on each item based on the forms provided.

A member makes a motion for approval of a decision and seconded accordingly.

If there are no objections, the motion is carried.

The IRB discusses the issues and recommendations related to resubmissions, amendments
progress/final reports, early termination reports protocol deviations, etc. submitted by the
Principal Investigator to the IRB.

The assigned members also discuss the result of the site visits, if there are any.

The Member-Secretary or the member appointed by the Chair reviews, analyzes and makes
recommendations on the SAE/SUSAR report.

During the meeting, the Chair together with the other IRB members give the final
recommendations on the SAEs and SUSARs.

Step 10: Report on results of expedited review:

If there are protocols assigned for expedited review, the assigned reviewers present the
evaluation report and recommendations.

Step 11: Discussion of Other Matters:

The IRB Chair presents other matters listed for discussion.

Step 12: Adjournment:

If there are no other matters to be discussed, the Chair adjourns the meeting.

Step 13: Collection, storage, and disposal of meeting materials:

13.1

13.2

13.3

The Staff Secretary is tasked to collect all the documents used during the meeting.

A copy of every document shall be filed in its proper study file folder while extra copies are brought
to the Shredding Room for proper disposal.

The Office Manager or Staff Secretary Shreds the extra copies every third Friday of the month
before disposing it properly.
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5.3.7 Form
Attendance Sheet (Form 5.2)

5.3.8 History of SOP

Version No. Date Authors Main Change

01 2015 Aug.18 IRB SOP TEAM | First draft

Detailed procedures related to

02 2016 May 20 IRB SOP TEAM conduct of the meeting.

Changed the Declaration of
Helsinki to 2013 at the History of
IRB. Edited the definition of the
03 2016 Oct. 26 IRB SOP TEAM | Expedited Review, Assent and
Quorum at the Glossary. Labelling
of all IRB Forms. Edited the SOP of
Full Review.

Edited the SPHI-IRB History.
Changed IRB Forms Header.

Stated in step 9 the responsibility
05 2019 June 13 IRB SOP TEAM | of chair or member secretary
during IRB review meeting.

04 2018 Dec. 07 IRB SOP TEAM

5.3.9 References
“A Workbook for Developing Standard Operating Procedures” 2015 by Philippine Health Research Ethics Board,;
“Standard Operating Procedures of St. Paul’s Hospital of lloilo Institutional Review Board”, 2015, First Edition
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6.1.1 Policy Statement
The minutes of the meeting of St. Paul’s Hospital of lloilo, Inc. Institutional Review Board shall be based
on the approved agenda and the proceedings of the IRB meeting shall be the basis of the decision letter
on protocols.

6.1.2 Objective of the Activity
The preparation and approval of the minutes of the SPHI-IRB full-board meeting ensures proper
documentation of the procedures and decisions during the meeting.

6.1.3 Scope
This SOP provides instructions related to the documentation of the full board meeting using the template
of Meeting Minutes, the final output of which is the SPHI-IRB Minutes of the Meeting.

6.1.4 Responsibilities
6.1.4.1 The Member-Secretary, assisted by the Staff Secretary, documents the conduct of the
board meeting, including all protocols and post-approval documents reviewed, the issues
discussed, the decisions and recommendations made in accordance with the items in the
IRB meeting agenda.

6.1.4.2 The Staff Secretary helps the Member-Secretary by using the template of the SPHI-IRB
Minutes of the Meeting to do the real-time encoding of the minutes.

6.1.4.3 The Member-Secretary, assisted by the Staff Secretary, prepares the final minutes of the
previous meeting to be attested by the SPHI-IRB Chair.

6.1.4.4 The Chair and the members approve the Minutes of SPHI-IRB Meeting at the next board
meeting.

6.1.5 Workflow
ACTIVITY RESPONSIBILITY

Step 1: Entry of preliminary information on the template of

Minutes of the Meeting Staff Secretary

Step 2: Preparation of the draft of the Minutes of the Meeting Member-Secretary and Staff

Secretary
Step 3: Attestation of the draft of Minutes of the Meeting Chair
Step 4: Approval of the minutes in the next IRB meeting Chair and Members
Step 5: Filing of Minutes of the Meeting Staff Secretary

6.1.6 Description of Procedures
Step 1: Entry of preliminary information on the template of Minutes of the Meeting:
The Staff Secretary prepares the Minutes of the Meeting Template (Form 6.1) by filling it out with
preliminary or relevant information using the SPHI-IRB Agenda, three (3) days before the IRB
meeting.
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Step 2: Preparation of the draft of the minutes:

2.1

2.3

2.4

2.5

During the IRB meeting, the Member-Secretary and Staff Secretary document the proceedings in
accordance with the agenda.

The Member-Secretary takes down notes of the proceedings as the meeting progresses by writing
directly into the printed minutes of the meeting template.

The Staff Secretary does the real-time note-taking by projecting the template on screen.

An audio-recorder is also used to ensure the proper documentation of the discussion during the
meeting.

The Member-Secretary and Staff Secretary organize the minutes of the meeting on the following
day for proper documentation.

Step 3: Attestation of the draft of the minutes:

3.1

3.2

33
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The Member-Secretary, assisted by the Staff Secretary, prepares the complete, correct, and final
draft of the minutes of the meeting three days after the IRB meeting for attestation by the Chair.

The Staff Secretary reproduces the minutes of the meeting to be forwarded to all IRB members
two (2) weeks before the next IRB meeting for corrections and comments.

The minutes of the meeting consist of, but are not limited to the following items:
Date and venue of the IRB meeting

Members attendance (members present and absent)

Independent Consultants, Primary Investigators, guests, and observers attendance (if any)
Opening Prayer

Time when the meeting was called to order

Presiding officer

Determination of quorum by the Member-Secretary

Approval of the Agenda

Approval of the Minutes of the Last Meeting

Business Arising From the Previous Meeting

Disclosure of Conflict of Interest (COIl) among Members

Items discussed, issues raised, and recommendation made

IRB decisions on the protocols reviewed

Schedule of the Next meeting

Time adjourned

Name and signature of the person who prepared the minutes

Name and signature of the Chair with the date of attestation

Step 4: Approval of the minutes in the next IRB meeting:

The approval of the minutes is done through a formal motion from any member of the board and
seconded accordingly

Step 5: Storage of the approved minutes:

5.1

The Staff Secretary keeps a copy of the minutes in the Minutes of the Meeting file in a cabinet
labelled as “SPHI IRB Documents” in the IRB office of St. Paul’s Hospital lloilo.
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5.2 The Staff Secretary maintains a central file of all meeting minutes by year to facilitate retrieval.

6.1.7 Form
Minutes of the Meeting Template (Form 6.1)

6.1.8 History of SOP

Version No. Date Authors Main Change

01 2015 Aug. 18 IRB SOP TEAM | First draft

Revised the preparation of the
minutes of the SPHI-IRB full-board
02 2016 May 20 IRB SOP TEAM | meeting to ensure proper
documentation of the procedures
and decisions during the meeting.

Changed the Declaration of
Helsinki to 2013 at the History of
IRB. Edited the definition of the
03 2016 Oct. 26 IRB SOP TEAM | Expedited Review, Assent and
Quorum at the Glossary. Labelling
of all IRB Forms. Edited the SOP of
Full Review.

Edited the SPHI-IRB History.
Changed IRB Forms Header.

04 2018 Dec. 07 IRB SOP TEAM

6.1.9 References
“A Workbook for Developing Standard Operating Procedures” 2015 by Philippine Health Research Ethics
Board; “Standard Operating Procedures of St. Paul’s Hospital of lloilo Institutional Review Board”, 2015,
First Edition.

96



SOP No: 6.2
Version No: 08

Approval Date: Oct. 20, 2020
Effective Date: Oct. 30, 2020

INSTITUTIONAL REVIEW BOARD

6.2 Communicating IRB Decisions

6.2.1

6.2.2

6.2.3

6.2.4

Policy Statement

The St. Paul’s Hospital of lloilo, Inc. Institutional Review Board shall communicate its decisions to the
researcher within six (6) weeks after the receipt of complete set of documents or within two (2) weeks
after the IRB monthly meeting. The communication document shall include clear
instructions/recommendations for guidance of the researcher and shall be written on an official paper of
the SPHI-IRB signed by the IRB Chair.

Objective of the Activity
The purpose of this SOP is to provide instructions related to the preparation and management of IRB
communication to ensure that all stakeholders are appropriately informed of the decisions of the IRB.

Scope
This SOP covers all IRB actions related to dissemination of IRB decisions using the official IRB
Communication Forms (Forms 6.3- 6.5).

Responsibilities
6.2.4.1 The Staff Secretary fills-up the IRB Communication Forms template (Approval Letter,
Notification of the IRB Decision Form, Communication Letter) using the information from
the Minutes of the Meeting for the full-board review or Assessment Forms from the
assigned reviewers for expedited review.

6.2.4.2 The IRB Chair checks and signs the IRB Communication form to make it official before the
IRB Office Manager or Staff Secretary forwards it to the investigator, institutions,
agencies, etc.

6.2.4.3 The Staff Secretary informs the Investigators that the decision letter of the IRB is
available for pick-up. She logs the documents to be signed by the receiving party on the
Out-going Communications Logbook and files the other copy in the study protocol file
folder, kept securely in the Active Files Cabinet.

6.2.5 Workflow

ACTIVITY RESPONSIBILITY
Step 1: Attestati th inut th ti j I
ep ?s ation (?f .e rrynu es of the mee /n.g (in case fJf fu . Chair/Assigned
review) or Finalization of recommendations of reviewers (in .
, . reviewers
case of expedited review)
Step 2: Transfer of information from minutes or assessment forms to
p fer of inf f f Staff Secretary

IRB Communication forms templates

Step 3: Approval of the IRB Communication Forms decision document | Chair

Step 4: Informing of the availability of IRB Communication. Staff Secretary

Step 5: Filing of the document in the protocol file folder Staff Secretary

6.2.6 Description of Procedures

Step 1: Attestation of the minutes of the meeting (in case of full review) or finalization of

recommendations of reviewers (in case of expedited review):
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The Member-Secretary prepares the complete, correct, and final draft of the minutes of the full-
board meeting for attestation of the Chair. For expedited review, the Chair consolidates and
finalizes the recommendations and/or decisions of the assigned reviewers.

Step 2: Transfer of information from minutes to IRB Communication forms or templates:
The Staff Secretary transfers the recommendations and/or decision to the IRB Communication
Forms template (Approval Letter (Form 6.2), Notification of the IRB Decision Form (Form 6.3),
Communication Letter (Form 6.4)) the day after the attestation of the Chair in the minutes, or
finalization of the reviewers’ recommendations.

Step 3: Approval of the IRB decision document:
Once a week, the Chair visits the IRB Office to review and approve the IRB Communication forms
by signing the documents before forwarding them to the investigators, sponsors, institutions,
agencies, etc.

Step 4: Informing of the availability of IRB Communication:
4.1 Once the document has been approved by the Chair, the Staff Secretary informs the Investigators
through SMS (text) or phone call that the decision of the IRB is available.

4.2 She also informs the Investigator to pick up the official document from the IRB Office.

4.3 The Staff Secretary logs the documents to be signed by the receiving party on the Out-going
Communications Logbook.

Step 5: Filing of the document in the protocol file folder:
The Staff Secretary updates the protocol file index, electronic and the manual database of the
specific protocol file and keeps the document/s in the protocol file folder.

6.2.7 Forms
Approval Letter (Form 6.2)
Notification of the IRB Decision Form (Form 6.3)
Communication Letter (Form 6.4)

6.2.8 History of SOP

Version No. Date Authors Main Change
01 2015 Aug. 18 | IRB SOP TEAM | First draft
Detailed instructions related to the
02 2016 May 20 | IRB SOP TEAM | preparation and management of IRB
communication.

Changed the Declaration of Helsinki to
2013 at the History of IRB. Edited the
definition of the Expedited Review,

03 2016 Oct. 26 | IRB SOP TEAM Assent and Quorum at the Glossary.
Labelling of all IRB Forms. Edited the
SOP of Full Review.

04 2018 Dec. 07 | IRB SOP TEAM Edited the SPHI-IRB History. Changed IRB

Forms Header.

98



INSTITUTIONAL REVIEW BOARD

SOP No: 6.2

Version No: 08

6.2 Communicating IRB Decisions

Approval Date: Oct. 20, 2020
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05

2019 June 13 | IRB SOP TEAM ..
Decision.

Added Management of Appeals of IRB

6.2.9 References

“A Workbook for Developing Standard Operating Procedures” 2015 by Philippine Health Research Ethics
Board; “Standard Operating Procedures of St. Paul’s Hospital of lloilo Institutional Review Board”, 2015,

First Edition.
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7.1.1.

7.1.2.

7.1.3.

7.1.4.

7.1.5.

7.1.6.

Policy Statement

The incoming and outgoing communications of St. Paul’s Hospital of lloilo, Inc. Institutional Review Board
shall be recorded promptly and accurately in “Incoming Logbook”, “Outgoing Logbook”, and in hard-copy
and electronic database for monitoring and tracking purposes.

Objective of the Activity
The purpose of this SOP is to ensure proper, efficient and effective management of IRB incoming and
outgoing communications for easy monitoring of the IRB.

Scope

This SOP covers the management of all incoming communications from protocol submissions up to the
completion or termination of the study and outgoing communications that reflect all actions/decisions
taken by the IRB.

Responsibilities
7.14.1 The Office Manager and Staff Secretary organize all incoming and outgoing
communications of the IRB.

7.1.4.2 The Staff Secretary records the communications in the “Incoming” or in “Outgoing”
Logbook and files the documents in its specific folder that is kept securely in a cabinet.

7.1.4.3 The Chair reviews and acts on all incoming communications, reviews and signs the
outgoing communications before forwarding them to the investigators, sponsors,
institutions, agencies.

Workflow
ACTIVITY RESPONSIBILITY
Step 1: Sorting of incoming/outgoing communications Office Manager and Staff
Secretary
Step 2: Recording of incoming/outgoing communications Staff Secretary
Step 3: Acting on communications Chair/Member- Secretary
Step 4: Storing or filing of incoming/outgoing communications Staff Secretary

Description of Procedures

Step 1: Sorting of incoming/outgoing communications:

1.1 The Office Manager and Staff Secretary, under the supervision of the Member-Secretary,
organizes all the communications received and issued by the IRB.

1.2 Upon the receipt of the communications, they classify the document/s such as:
documents for review;

progress report;

final report;

SUSARs/SAE report;

protocol deviations;

requests;

OoOooooo
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O letters;
O memorandum;
O others

Step 2: Recording of incoming/outgoing communications:
2.1 The Staff Secretary records the incoming and outgoing communications in its specific logbook.

2.2 The Contents of the Incoming Communications Logbook are:

O Date of the Letter

O IRB Protocol #

O Documents

O Name of the person who endorsed the document

O Date received

O Name and signature of the person who received the communication
O Action Needed

O Remarks

2.3 The Contents of the Outgoing Communications Logbook are:

O Date of the Letter

OO IRB Protocol #

O IRB Communication

O Principal Investigator

O Name of the person who endorsed the document

O Date received

O Name and signature of the person who received the communication
O Action Taken

O Remarks

Step 3: Acting on communications:

7.1.7.

3.1 The Staff Secretary presents all communications to the IRB Chair, who in turn, initially reviews all
submitted protocols and other documents to d