PHILIPPINE

Document Type

POLICY/STANDARD OPERATING
PROCEDURE

Document Code:
POL-E-IRB-009

Effective Date:
January 2024

Document Title

Revision Number:

HEART CENTER APPENDIX D >
INSTITUTIONAL DOCUMENTATION AND
ETHICS REVIEW ARCHIVING :
BOARD Page:
10f18
REVISION HISTORY
ﬁiv Review Date Description of Change Date of Next Review
0 Original July 2020
1 December 2020 Change of Format December 2021
2 January 2024 Change of Format January 2025
Reviewed by: MARIA TERESA B. ABOLA, MD Approved by: | JOEL M. ABANILLA, MD

Deputy Executive Director for Education
Training and Research Services

Executive Director




Document Type Document Code:
POL-E-IRB-009
POLICY/STANDARD OPERATING | Effective Date:
PROCEDURE January 2024
Document Title Revision Number:
PHILIPPINE
HEART CENTER APPENDIX D >
INSTITUTIONAL DOCUMENTATION AND
ETHICS REVIEW ARCHIVING _
BOARD Page:
20f 18
Appendix D
Documentation and Archiving
FM-E-IRB-2019-050 Meeting Agenda Template
Rev. 07
FM-E-IRB-2019-032 Notice of Meeting
Rev. 05
FM-E-IRB-2019-033 Minutes of the Meeting Template
Rev. 07
FM-E-IRB-2019-047 Research Concern Notice
Rev. 02
FM-E-IRB-2019-062 Protocol for Archive Form
Rev. 04
FM-E-IRB-2019-036 Log of Requests for Copies of IERB’s Documents
Rev. 03
FM-E-IRB-2019-037 Log of Request for Copies of Original Documents
Rev. 03




Document Type

POLICY/STANDARD OPERATING
PROCEDURE

Document Code:

POL-E-IRB-009

Effective Date:

January 2024

Document Title

Revision Number:

PHILIPPINE
HEART CENTER APPENDIX D >
INSTITUTIONAL DOCUMENTATION AND
ETHICS REVIEW ARCHIVING _
BOARD Page:
30f18
FM-E-IRB-2019-050 Rev. 07
Meeting Agenda Template
PHLFPIME HEART CENTER

Institutional Ethics Review Board

BIF Medical Ars Building
=ast Avenus, Quezon City, 1100 Philippnes
Tel/Fax no. 8232401 loc 330%; email add: #bphe@agmail.com

Agenda Template

DATE
TIME
WEMUE :
Attendance:

1. Call to order

2. Determination of gquorum and presence of non-institutional members

3. Approval of the Agenda

4. Conflict of interest disclosure

5. Rewiew and approval of the Minutes of the last meeting

6. Business arising from the Minutes

7. Protocol review

7.1. FULL REVIEW
7.1.1. Protocols for Initial Review
7.1.1.1

IERE Ma. CTRD Mao.
Protocol Mo. Date of Protocol Submission
Title
Mame of Pl
Sponsor

Type of Review

Dezignated Reviewer

Summary

Action Taken

7.1.2. Protocols for Modification (or Resubmission):

7.1.2.1

IERE No.

CTRD Mo.

Protocol Mo.

Date of Protocol Submission

Title

Mame of Pl
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Sponsor

Type of Review

Deziznated Reviewer

Conclusion and
recommendations

the Pl complied with the following medifications:

The board, on consensus, recommendead the approval of the protocol after

Action taken

71.1.3.

Protocols for Clarificatory Interview — Mone

7.1.4. Application for Protocol Withdrawal — None
7.1.5. Protocel Amendments:

7.1.5.1

IERE Mo.

CTRD Mao.

Protocal Mo.

Date of Submission

Title

Name of Pl

Sponsor

Type of Review

Dezizgnated Reviewer

Document Submitted

Action Taken

7.1.6. Co

7.1.6.1

ntinuing Review Reports/Progress Report/ Annual Report:

IERE Mo.

CTRD Mao.

Protocal Mo.

Date of Submission

Title

Mame of Pl

Sponsar

Type of Review

Dezignated Reviewer

Progress Report

Action Taken

7.1.7 End of Study Reports:

T7.1.7.1

IERB Ma.

CTRD Mao.

Protocol Mo..

Dzte of Submission

Title
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Mame of PI

Sponsar

Deszignated Reviewer

Repart

Action taken

7.1.8 SAE Reports:

7.1.8.1

Accession Ma.

CTRD Mo..

Protocal No.

Date of Repart

Title

Mame of P

Sponsar

Dezignated Reviewer

Location

Document Submitted

Om Site SAE Report:

Drate Site was Informed:
Subject's Number:
Mature of Problem:

Title of the Report:

Event associsted with :
Related to the Protocol ?:
Action to be taken :

Age: Sex:

Action Taken

7.1.9.

Notification/Queries /Compliants - None

7.1.10. Site Monitoring Visit Reports - None
7.1.11. Protocol Deviation/Violation /Non-Compliance Reportsi:

7.1.11.1

IERE Mo.

CTRD Mo.

Protacal Mo.

Date of 1=t Approwval

Date of Report

Title

Mame of FI

Sponsar

Type of Review

Primary Reviewesr

Deviatiom Reported

Comments

Action Taken
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7.1.12 Early Study Termination/Suspension Applications:
7.1.12.1
IERB Mo. CTRD Mo.

Frotocol No..

Date of Report

Title

Name of FI

Sponsar

Designated Reviewer

Repaort

Action taken

7.2. REPORT OF PROTOCOL SUBMISSIONS FOR EXPEDITED REVIEW AND FULL EOARD
PROTOCOLS WITH MODIFICATION EXPEDITED AT THE LEVEL OF THE CHAIR

7.2.1
7.2.2
7.2.3
7.2.4
7.2.5
7.2.6
7.2.7

Protocels for Initial Review -Mane

Protocols for Modification-Mone

Protocol Amendments- Mone

Continuing Review/ Study Progress Report—-Mona

End of Study Reports—Mone

Protocol Deviation/Violation/Non-Compliance Reports —None
Early 5tudy Termination-Mans

7.3 REPORT OF PROTOCOL SUBMISSIONS EXEMPTED FROM REVIEW — Mone
7.4 REPORT OF PROTOCOLS REVIEWED FOR SINGLE JOINT ETHICS REVIEW BOARD (SIREB)

8 Other Matters

7.4.1
7.4.2
7.4.3
7.4.4
7.4.5
7.4.6
7.4.7
7.4.8

5  Mext Meeting-
10 Adjournment-

Protocols for Initial Review — Mane

Protocols for Modification ([Resubmission) — None

Protocol Amendment/s - Mone

Continuing Review/ Study Progress Report - None

End of Study Reports - Mone

SAE Reports - None

Protocol Deviation/Mon-CompliancefViolation Reports — Nones
Early 5tudy Termination — Mone

Prepared by:
{Signature Abowve and Full Name)
Secretariat
Reviewed: Noted by:
[Signature Above and Full MName)
[Signature Above and Full Mame) Chair, Institutional Ethics Review Board

Board Secretary

Page 4 of 3
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Notice of Meeting
PHILIFFINE HEART CENTER
Institutional Ethics Review Board
3F Medical Az Building
East Awenues, Quezon City, 1100 Philippines
Tel/Fax no. 38252401 loc.3539; email add: irbphoi@gmail.com
[Date)

Motice of Meeting

T PHC Institutional Ethics Review Board Members:
(NAME OF IERE CHAIR)
(MAME OF IERB MEMEER 1} (MAME OF IERB MEMBER 4)
(MAKME OF IERB MEMBER 2} [MAME OF IERB MEMBER 5)
[MAME OF IERB MEMBER 3} [MAME OF IERB MEMEER &)
(MAME OF IERB MEMBER T}
DATE
TIME
VENUE :
AGENDA:
1. Call to order
2. Determination of quorum and presence of non-institutional members
3. Approval of the Agenda
4. Conflict of interest disclosure
5. Review and approval of the Minutes of the last meeting
6. Business arising from the Minutes
7. Protocol review
7.1, FULL REVIEW
711, Protocol for Initizl Review
7.1.2.  Protocol for Modification {or Resubmission)
713, Protocol for Clarificatory Interview
714 application for Protocol withdrawal
7.1.5.  Protocol amandments
75, Continuing Review
71.7. Endof Study Reports
F.1.8. SAE/AE Reports
7.1.9.  Motification/Queries/Complaints
FA.10. Site visit Reports
7.1.11. Protocol Deviation/Viclation/Non-Compliance Reports
7.1.12. Early Study Termination/Suspension application
7.2. REFORT OF SUBMISSIONS FOR EXPEDITED REVIEW
7.2.1. Protocol for Initizl Review
7.2.2.  Protocol for Modification {or Resubmission)
7.2.3. Protocol amendments
F.2.4. Continuing Review
7.2.5. Endof Sstudy Reports
F.2.8 SAESAE Reports

F".E REPORT OF PROTOCOL SUBMISSIONS EXEMPTED FROM REVIEW — Mone
7.4 REPORT OF PROTOCOLS REVIEWED FOR SINGLE JOINT ETHICS REVIEW BOARD [SIREE)
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741 Protocols for Initial Review — None
742 Protocels for Modification [Resubmission) — Mone
743 Protocel Amendment/s - None
744 Continuing Review,/ Study Progress Report - None
745 End of Study Reports - None
748 SAE Reports - Mone
747 Protocel Deviation,Violation/Mon-Compliance Reports — Mone
748 Early Study Termination/Suspension Application — None

8. OTHER MATTERS
9. ADJOURNMEMNT

{Mame of IERB Chair)
Chair, Institutional Ethics Review Board
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FM-E-IRB-2019-033 Rev. 07
Minutes of the Meeting Template

PHLIPPINE HEART CENTER

Institutional Ethics Review Board

3IF Medical Ars Building

East Avenue, Quezon City, 1100 Philippines

Tel/Fax no. 39232401 loc. 339%; email add: wbphc@grail.com

Minutes of the Meeting Template

Reference Mumber: MOM-E-IRB-2012-D00

Venue
Date
Time 5tarted
Time Ended
Attendance: Absent:
1. Call to order
1.1. . IERE Chair, czlled the meeting to order at
2. Determination of guorum and presence of non-institutional members
2.1. Board Secretary, declared quorum with the presence of _ members [_ medical
(1 of whom is a TRC Representative]; _ non-medicalfscientist, _ non-medical/non-
sciemtist, who are also non-institutional.
2.2,
3. Approval of the Agenda
3.1. The proposed agenda was approved without any corrections as moved by and
seconded by
4. Conflict of interest disclosure
%. Reading and approval of the Minutes of the last meeting
5.1, Minutes was approved without any correction as mowved by __ and seconded
by
6. Business arising from the Minutes
7. Protocol review
7.1, FULL REVIEW
7.1.1. Protocols for Initial Review
7.1.1.1
IERE Mao. CTRD Mao.
Protacal Nao. Date of Protocol Submission
Title

IERB MINLUITES OF THE MEETING 1 of &
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Mame of Fl

Sponsar

Type of Review

Required Expertize

Deszignated Reviewer

Quorum status

Cluorum present with

the Board

Dr. _ summarized the technical and ethical issues in the protocol and presented recommendations to

Assessment of Social
Value

Assessment of scientific
soundness
Objectives of the study

Study Design

Inclusion and Exclusion
Criteria

Withdrawsl Criteria

Sample size

Contral Arms

Qualification and
experience of the PI

Conflict of Interest

Other Comments

Assessment of ethical
issues

Vulnerability Issues

Rizk/Bensfit ratio

Invalvement of Minors

Confidentiality and privacy

Ms.

summarized the comments for the ICF and presented recommendations to the Board

Infarmed Conzent process,
form and consent

Conclusion and
recommendations

The board, on consensus, recommended the following medifications as

summarized by the Pl and Dr.
[ ]

Action taken

7.1.2.

Protocols for Modification [or Resubmission ):

7.1.2.1

IERE Mo.

CTRD Mo.

Protocol Mo.

Date of Protocol Submission

Title

Mame of Pl
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Sponsor

Type of Review

Dezignated Reviewer

Quorum status

Quorum present with

Conclusion and
recommendations

The board, on consensus, recommended the approval of the protocol after
the Pl complied with the following modification,/s:

Action taken

7.1.3.

Protocols for Clarificatory Interview — Mone

7.1.4. Application for Protocol Withdrawal — Mons

7.1.5. Protocol Amendment/s:
7.1.5.1
IERE Mao. CTRD Ma.
Protocol Na. Date of 3ubmission
Title
Name of Pl
Sponsor

Type of Review

Dezignated Reviewer

Quorum status

Cuorun present with

Document Submitted

Reviewer's Asssssment

Action Taken

7.1.6. Continuing Review Reports/Progress Report/ Annual Report:

7.1.6.1

IERE Mo.

CTRD Mao.

Protocol Na.

Date of Submission

Title

Mame of Pl

Sponsor

Type of Review

Dezignated Reviewer

Quorum status

Quorum present with

Progress Report

Reviewer's Asssssment
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Action Taken
7.1.7 End of 5tudy Reports:
7.1.7.1
IERB Mo. CTRD Mo

Protocol Mo..

Date of Submizsion

Title

Mame of PI

Sponsor

Dezignated Reviewer

Cuorum status

Cluorum present with

Repart

Action taken

7.1.8 S5AE Reports:
7.1.8.1
IEREB MNa. CTRD Mo.
Protocol No. Date of Repart
Title
Name of Fl
Sponsar

Dezignated Reviewer

Cluorum status

Cuorum present with

Location

Document Submitted

Om Site SAE Report:

Diate Site was Informed:
Subject's Mumber:
Mature of Problem:

Title of the Report:

Ewent associzted with :
Related to the Protocol?:

Action to be taken :

Age:

Sex:

Action Taken

7.1.9.

MNotification/QueriesfCom plaints:

Accession Mao.

CTRD Mao.

Frotocol Mo.

Date of Submission

Title

Mame of Pl
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Sponsar

Document Submitted

Reviewer's Assessment

Action Taken

7.1.10 Site Monitoring Visit Reports - Mone

7.1.11 Protocol Deviation/Violation /Mon-Compliance Reports:

7.1.11.1

IERE No. CTRD Mao.

Protocol Mo. Diate of 1=t Approwval

Diate of Report

Title

Name of Pl

Sponsar

Type of Reviaw

Primary Reviewsr

Quorum status Quorum present with

Diewiation Reported

Comments

Action Taken

7.1.12 Early Study Termination/5uspension Applications:
71121

IERE Mo. CTRD Mo

Protocol No.. Diate of Report

Title

Mame of FI

Sponsar

Dezignated Reviewer

Cuorum status Quorum present with

Repart .

Action taken

7.2. REPORT OF PROTOCOL SUBMISSIONS FOR EXPEDITED REVIEW AND FULL BOARD
PROTOCOLS WITH MODIFICATION EXPEDITED AT THE LEVEL OF THE CHAIR

7.2.1 Protocols for Initial Review -Naone

7.2.2 Protocols for Modification-Mons

7.2.3 Protocol Amendments- Mane

7.2.4 Continuing Review/ Study Progress Report—MNone
7.2.5 End of Study Reports—None

7.2.6 Protocol Devigtion/Violation/Mon-Compliance Reports —Mone

ERB MMLTES OF THE MEETING
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7.2.7 Early Study Termination/Suspension Application-Mone
7.3 REPORT OF PROTOCOL SUBMISSIONS EXEMPTED FROM REVIEW — Mone

7.4 REPORT OF PROTOCOLS REVIEWED FOR SINGLE JOINT ETHICS REVIEW BOARD (SIREB)

7.4.1
7.4.2

7.4.3
7.4.4
7.4.5
7.4.6
7.4.7
7.4.8

8 Other Matters

9  Mext Meeting-

10 Adjournment-

Prepared by:

Protocols for Initial Review — Mone

Protocols for Modification [Resubmission) — Nane

Protocol Amendment/s - Mone

Continuing Review/ Study Progress Report - None

End of Study Reports - Mone
S5AE Reports - None

Protocol Deviatign/Violation/Non-Compliance Reports — Mone
Early Study Termination/Suspension Application — None

[Signature Above and Full Name)

Board Secretary

LERE MANUITES OF THE MEETIN

G

Moted by:

[Siznature Above and Full Name)
Chair, Institutional Ethics Review Board
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FM-E-IRB-2019-047 Rev. 02
Research Concern Notice Template
PHILIPPINE HEART CENTER
3 Institutional Ethics Review Board

8F Medical Arts Building

East Avenue, Quezon City, 1100 Philippines

Tel,Fax no. 9252401 loc. 3399, emai add: bphci@gmai.com

Research Concern Notice
INSTITUTIONAL ‘
ETHICS REVIEW BOARD
Date:
Chair
INVESTIGATOR'S MAME AND ADDRESS:
Members

IERE Mo: Protocol Mo.:

Contact Person:

Philippine Heart Center

AfF Medical Arts Building
East Awenue, Duezon City
Tel no. 9252401 loc 3393
Email Add: irbpheSgmail.cam

(=3
m
L

TITLE:

Dear Dr.

This is with regards to the submitted letter dated regarding
If you hawe amy gquestions or reguire further information, please contact Ms.
at tel. no.9252401 loc. 3899.

Sincerely yours,

Chair, IERB
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FM-E-IRB-2019-062 Rev. 04
Protocol For Archive Form
PrnowrrmeE HeEaar CeEvrER
— R
Cant Semrue, Queron Ty, 1100 Philpoines
TelFax no. SZ32407 bc 3595, emal add- rephafgmail com
Protocols For Archive Formi|
[ Ohate of [ERE Ho- Protocol Ho. 7 T Retenticn
Archive CTRD Ho. Pariod
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FM-E-IRB-2019-036 Rev. 03

PHILPPINE HEART CENTER

| Ethies Revi Board

P
&F Medical Arts Bulang
East Avenue. Quezon Cy. 1100 Phibppines
Tel.ifax no 9252401 loc 3899, emal odd: rhphciigmad com

Log of Requests for Copies of IERB’s Documents

Log of Requested IERB's Document Form

Document’'s ¥ of Name of Recipteat Sigusture of Secretary
requested Copies Recipient Tuiriaks

Datw

FM-E-IRB-2019-036

Rev. 03

Puge 1ol 1
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FM-E-IRB-2019-037 Rev. 03
Log of Request for Copies of Original Documents

PHILIPPINE HEART CENTER
Institutional Ethics Review Board
&F Medical Arls Buiding

East Avenue, Cuezon City, 1100 Phiippines
Ted /Fax no. 9252401 loc 3889, email add. ibphca@gmadl com

Log of Request for Copies of Original Documents Form

IERB no.:
Title of Name of #of Reason for | Signature of | Secretariat | Date | Date
Documents Recipient copies Request Recipient Imitials Dt In

FM-E-IRB-2015-037
Rev. 03

Page 1ol




