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1. Purpose

The purpose of this SOP is to ensure that the safety and welfare of human
participants in the study are safeguarded and that information on SAEs and SUSARS
is properly documented.

. Scope

This SOP applies to the review of SAE and SUSARS reports submitted by
investigators, Data Safety Monitoring Board (DSMB), sponsor, local safety
monitor, CHH IRB

Responsibility

The primary responsibility of the CHH IRB is to review and address SAE and
unexpected events involving risks to subjects or others as well as ethics complaints.
The Chair notes the submission and ensures that the report of the SAE primary
reviewer is included in the agenda of the next IRB meeting.

CHH IRB should also make sure that researchers are made aware of the policies and
procedures concerning reporting and continuing review requirements.

The CHH IRB Secretariat is responsible for first screening the assessment of the
reports and seeing whether they need a review by full Board, by Chairperson only,
or by other qualified CHH IRB members or experts.
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5. Detailed Instructions

5.1 Receipt & documentation of submitted report of SAEs and SUSARs in the
logbook/ database
e Report should use the specified IRB form (HRP-IRB-024, HRP-IRB-
025 and CIOMS, see ANNEX 1-3) and to accomplish completely and
properly.
e Date of submission should be within the required timeline as mentioned
in CHH IRB Guidelines.
e Record the submission in the logbook/database.

5.2 Retrieval of pertinent protocol file
e Retrieve pertinent information about corresponding protocol (e.g.
identity of primary reviewers and earlier reports on SAEs and SUSARS)

5.3 Notification of Chair
e Notify thru the agenda of the next regular IRB meeting.

5.4 Submission of the report to SAE subcommittee or point person
e The reports should be submitted 1 — 2 weeks before the next IRB regular
meeting to the SAE subcommittee or to the point person
e The specified forms should be used in presenting the SAEs and SUSARs
during the regular IRB meeting

5.5 Inclusion of report of Subcommittee in the agenda of the next IRB meeting

e After reading and reviewing the report, the designee entertains
discussion on the study and similar adverse experiences or advisories.

e If appropriate to the discussions, the Chairperson or another Board
member may call for a consensus on whether to:
— Request further information.
— Suspend or terminate the study
— Take note and no further action is needed

5.6 Communication of IRB recommendation/ action to Principal Investigator
e The recommendations/actions derived after the SAEs and SUSARS
discussion will be communicated to the Principal Investigator/researcher
according to SOP on Communicating IRB decisions.
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6. ANNEX 1:
ANNEX 1
SERIOUS
CHONG Hua HosPITAL ADVERESE EVENT
Healing with Passion. Caring with Compassion. REFORT F-DRM
Form HRP-IRB-024
Principal Tnvestigstor: Protocol Moo Application Mo:
Sty Title:
Name of the study medicine’device: Fepart Diata: [ indtial Crmsat dame.
[ llow-p
Sponzor: Diate of first nse:
Subject’s initial/mmbes; Ags: stale [ Femala
Subject’s history: Laboratory Gndines:
SAE: Treatment:
Curcome: [ Jresolved [ Jon-goines

SETIMISneSS, Felation to 2 Dmg O Device O study
[Death Mot relsted
[Life Threatening [ Peossibly
[ Hospitalizatien —O imirial © proloag [ Probably
[ Disability / Incapacity [ Definitely related
[J Congenital Anomaly [ Vnknown
[ Oither
Changes to the protocol recommended? Mo [¥es , attach proposal
Chanses to the informad consent form reconmendad? []Mo []¥es . attach proposal
Beniewed by Drate:
Conmment Action:
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ANNEX 2:
ANNEX 2
UNEXPECTED
CHONG HuA HOSPITAL ADVERESE EVENT
: Healing with Passion. Caring with Compassion. REPORT FORM
Form HRPHRB-025
Principal Investisstor: Proocol Mo Application Mo:
Sty Title:
Name of the study medicine’device: Feeport Diate: [ intial Cmsat daze.
[ follow-gp
Spomsor: Diate of first nse:
Subject’s inftial mumther: Az [JMale [ Female
Subject’s histony: Laboratory Sndmes:
SAE: Treatment:
Ourcome:  [Jresobved [ Jon-zoine
SEThMISness, Belation o O Dmg O Device O smdy
[IDeath [0t related
[ Life Threatening [ Possibly
[ Hospitalization -0 inital © prolonz [ Probatily
[ Disability ' Incapacity [ Definitaly related
[ Congeaital Anomaly [ Unlkmown
[ Othar
Changes 1o the protocol recommended? Mo []Yes , attach proposal
Chanses 1o the informed consent form recommendad? [INo []¥es . atach proposal
Beviewed by Dhate:
Commment Action:
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ANNEX 3:

CHONG HuA HosPITAL

Healing with Passion. Caring with Compassion.

CIOMS FORM
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ANNEX 4: Template for IRB reporting of SAE and SUSARs only
ANNEX
Protocol No.: IRB Reference No.:
Principal Investigator: Sponsor:
“Study Title"
Place of SAE occurred Iype of SAE Chusaiicy Outcome
__OnsSite [OffSite | SUSAR | NonSUSAR & [ on [ w ] o

SAFs - 1
| Irvestigator 001504

[
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ANNEX 5: Guidelines for Reporting Adverse Events

Institutional Review Board
CHOMNG HUA HOSPITAL

Dioi Masrian Cul St coner 1 Llorende St Cebu Oy, Philippines 6000
= 255-R000 (local 7434); Emal: chh binSohonahus oom ol

Guidelines for Reporting Adverse Events

Per requirements of the Food and Thug Advmmistation (FDA) the followmng serves as a gude for the
reporting of adverse events within or outside the Chong Hua Hospital System

Definition of Terms

An Adverse Event (AF) 15 anv undesable expenence or any adverse change in health or "mide-effect”
which 15 unintended, although not necessanly wnexpected that ocowrs na subject who participates m a
chrecal frial while the subject 15 recerving the freatment (ztedy medication. application of the study
device, ete.) or within 3 pre-specified penod of time after thenr treatment has been completed.

A Serions Adverze Event (SAE) mn bwman dmg tals 15 defined a5 any untoward medical cccunence
that at any dose results in death, 15 hife-thyeatening, requires mpatient hospitalization or prolongztion of
onpoing hospitalization, resulfts in persistent or sipnificant disability'incapacity, or 5 a conpenital
anomaly birth defact.

An Unexpected Adverse Expenience (UAE) iz any adverse experience aszociated with the nse of the
drug'device, the specificity or severity of which iz not consistent with the current mvestizator
brochure; or, if an investigator brochure is not required or available, the specificity or severity of
which iz not consistent with the risk information provided to subjects {in the Informed Conzent
Document) and the IRB.

A Belated adversze event cocurs when there 15 a reasonzble possibubity that the adverse event 15 cansed by
the research activaty (diug/device ' mocedme).

The relztonship of the Adverse Events to the Imrestizational Product, Stody dmug. device or procedure 15
left to the discretion of the Pnmary Investizator of the study. Likewise it 15 the responsibility of the
Prncipal Investigator to decide if the event warrants a change to the protocol to punrmmze nisks and'or the
mformed consent form fo better mform subjects of the potential risks and procedures to nunimize mch
nsks.

Om Site Adverse Events

On Site adverse event is any unoward medical occurrence in a patient or clinical imvestization
participent which happens under the study conducted iside CHH Research Facility Unit. An
adverse event that meets any of the following criteria must be reported to the CHH IRE.

Chong Hus Hospital — nstittional Review Soard wertd H1G197 Fage Saof 15
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Institutional Review Board
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Reporting requirement

The event 15 Serious or Unexpectad, and Kelated to the research acthaty.

If the event is Related Expected or not Serious but in the opimuon of the imvestigator the protocol
and/or informed consent form requires modification. Fxamples: idernfication of a “new trend”™
{adverse event ocowring with greater frequency than anticipated) or a change in the nskbenefit
ratio.

3. All pon senious adverse events regardiess of the velationship fo the study dmg.

bt et

Timelines for reporning

Senous and related AFs mwst be reported withm 24 hows after discovery.

Senous but wrelated AEs must be reported wathun 2 weeks after discovery.

If the event 15 Related, Expected or not Senous but in the opmion of the mvestigator the protocol
and'or informed consent form requires modification. Examples: identification of 2 “new trend”
(adverss event cocuming with greater frequency than anticipated) or a change m the n=k benefit
rato the event smst be reported within 2 weeks after discovery.

4 All other pon senous AEs must be reported within 24 weeks after discovery.

L o

OHF Site Adverse Events

Reporting requirement

An Off Site adverse event is amy untoward medical occurrence in 2 patient or chmical
mvestigation participant which happens under the study conducted outside CHH Research
Facility Unat. These may melude sponser provided adverse events reports. An Off Site event that
meets any of the following criteria must be reported to the CHH IRB:

1. The event 15 Senous or Unexpected and Felated fo the subuutted research.
2 For 2 stndy not conducted at CHIL submut only those event reports that require a change in the
submitted profocol andor infonmed consent form

Timehines for repornng

Senous and related AF: mwst be repeated within 2 weeks after discovery,

Senous but umrelated AP may be reported within 4 weeks after discovary.

Events that require a2 protocol or informed consent form modification mwst be reported withm 2
wesks upon receipt from the stndy sponsor.

All other non serious AEs may be reported wathin 48 weeks after discovery.

e

=
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How to Submit an Adverze Event Form

1. For reparting of the Adverse Eventv/Feacfions the investigator may use the CTOAS or any other
simalar foom deemed appropnate by the mmveshizater.

On Repeort form should be accomplished per event.

Incopaplete forms will be retumed to the tnveshgator for completion.

Provide a brief description/summary of the adverse event.

Aftach pertment supporting docwments (e.z., hospitalization summmary) a5 needed.

The IKB expects regular updates from the reported Adverse Events and the resolution of

the Serious Adverse Drug Feaction's reported.

=

M.B.: There are siabons where a serious or unexpected adverse event requires an immediate change o a profcel in arder to
eliminate apparent memediate hazards to reszarch subjects. In these situadons, the principal mwestigator Doy Smmediately
implement @ prodocol chanss neceszary to prodect the walfare of the reasearch subjects without a CHH IRE approved amendment.
Ivestizators are required 1o notify the IRE in writing of the chanze, within 7 working days, and inchade a written desoiption of
thee change and events thet pecessitated memediate inplementation. The imvestizator must mdicate i the repen whether a change
to the protocol and'or informed consent is pecessary.

Chong Hus Hospital — stiteitionst Review Soard il d10117 Fage 1% of 15




CHONG HUA HOSPITAL SOP/013/05
INSTITUTIONAL REVIEW BOARD

Effective date:
chh_irb@chonghua.com.ph 01 January 2017
Title:
carna wien conmpasion. | 4,3 Review of Serious Adverse Event (SAE) Page 12 of 12

Reports

7. References

% World Health Organization, Operational Guidelines for Ethics Committees that
Review Biomedical Research, 2000.

+» International Conference on Harmonization, Guidance on Good Clinical Practice
(ICH GCP) 1996.

«» National Ethical Guidelines for Health Research 2011 PNHRS

+¢ Philippine Health Research Ethics Board, Workbook for Developing Standard
Operating Procedures






