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Initial Review Application Form

PHILIPPIME HEART CTEMNTER

Institutional Ethics Review Board

BF Medical Art= Building

East Avenws, CQuezon City, 1100 Philippines

Tel/Fax no. 39232401 loc.3899; emasil sdd: irhpht:@;rnail.l:um
Initial IERB Application Form
For Initizl IEEE Eeview Only

IEFE no.
CTFD no.
Administrative Information
1. Protocol no. 2. Date of this Request
3. Study Title
4. Department 3. Divigion
Raole MName Email Mobile/Phone PRC
Fax License #
6. Principal
Investigator

7. Contact Person
8. Co-lnvestigator
9 AN personnel izsfed above have completed GCF fraining O Yes O Mo
Please aftach current cerfificate

Interest of PI

10. Declaration of Conflict of

O | have no conflict of interest in any form (fnancial, proprietary, professional) with

sponsor, the study, Co-Invesbgators, or the site

NATURE:

O | have Dersnnal.'familr financial interest in the results of the shudy

O | Hawe proprietary interest in the research (patent_trademark, copyright, licensing)

NATURE:

11. Study Category

O Ressarch invalving hurman paricipants
O Ressarch involving non-human living wertebrates
O Others (indicate):
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12. Study Summary

Summarize your study. The summary should be weitien in languages intelligible to a moderately educated, non-
scientific layperson. It should contain a clear statement of the rationale and hypothesis of your study, a concise

b dezcripiion

Summary

Proposed langth (time pericd) of the study
Siate number of FRars, MO, OF WEEks

Purpose of the 3tudy

Resaarch Proceduras
Dascribe e saurce Of Ih2 dai and the data
coflacion procadures

Riske | O

Mirimal; justify why this category is approprabe

Gragter than minimal

What precautions hawe been taken to miremnize these risks and what is their

likely effeciiveness?

Describe other attemative and accepied procedures, if any, that were
corsidered and why they will not be used:

Unknown, descrbe

Vulnarabla subjects

Iharmn 30 subyects, cescribe e prowsians for
moniTonng the Jaia 10 enswe the safely of
subjects

[ this STLdy ivvolves Vuinerabie subjects dascide | O Mg
audivonal safequands inciuged i the profocol 20 .
[BFOTECE 0 nights ang weltars ofmhese subjesrs | o o, desorbe:
Maore than Minimal Risk of Harm
If the resaarch imvelves more than minimal isk of | 0 mg

‘fes, descrbe:

Bansfite

As5Ess e porenial banes i science andior
socialy wivch may occur a5 @ rasul af s
research. IF the Aisk i this Sudy 15 more mhan
mimal, axplain how the nsis are reasonahla in

reiggion 1o the banefis

General Study Information

Target Population

Estimated Projact Duration
Start Date:
End Diate:

Participant Ages (Please check)
O O-T [parental consent)
O 7-11{parental consent and verbal assent )
O 12-12 [Parental consent and Child's assent)
O 15-13 (parertal permission and co-signature of the
child in the ICP)
O 1965
O a5+
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Wil this Study Irvohee Long-Term Follow-Up with participands: O Yes O Mo.
If "es, please describe:
Study Type
Typa of Study O Double-blind O Pilot
O Single-blind O Observafional
O Open-label O  Descriptive
Phass of Study O MA [not & clinical thal)
O FPhaze1 O Phazel
O Phaze? O Phazed

Namea of Drug

Sponaor

As Principal Investigator of this study, | assure the IRE that the following statements are true:

The information provided in this form is comrect. | have evalugied this protocol and debermined that | have the resources necessary 1o prolect
paricipants, such 85 adequale funding, sppeoprigtely rained staff, and necessary faclities and equipment. | wil s2=k and obian prior writen
approval from the IERS for any substantive modfications in the proposal, including changes in procedures, co-nvestigabars, funding agencies,
&ic. | will promigtly repor any unexpectsd or oihanise Significant sdverse evenls or unanticpaied problems o incidents Mat may occour in e
course of this study. | will repart in writng any significant new findings which develop during the course of this study which may afect le risks
and benefits 1o participation. | will not begin miy research undl | have received whitien notification of final IERS aporowal. | will comply wiln all
ERE requasts to repor on the siatus of the study. | will mainain records of this research sccording to IERS guidelines. The grant that | nave
sumitied 1o my funding agency which is submifed with this IRE submission accurabely and complelely refiects what i contsined in this
application. IF fwese conditions are not met, | understand that approval of is research could be suspended or EErminabed.

Aoprovel

Signature pver PETMT Mame of PT Title of P1 Date
Attachments to Inclade in pne (1) bard and one (1) disital copy
Ay Submil Trese Agplivation for Infisl [ERS Applizafion Fore [0 =cP Ceatiicstion of Pl and sll Codnvestigator
Document=s Profcool Summarny O ifomsson for subjects
Full Protozol D Isform=d Con=eni Fomm [English and Filiping w=rsiona]
Dsclaration 2 No Confict of Intmrest andior &zsent Form (English & Locsl Dislesd] - (for
i padisint palenis|
CYRezume for Principal lnvesiigeior end all Co-
Imrestigeioes
L dar -
':j“h_:"! Documents o Zuestionnaine [Erglizh and Tegalog Verzions] Informaion for subjects
Submi
(Faoe Clivical Trimba] Philippire Food =nd Drug  Adminisfrabion  [PFDG) Imvszxtigmior's Brochure

Ceriificate of insurance [if applicabie]

Submit Only When
Applicaki=

Ads for Adverisement, ¥ applicakl

Cen= Report Forma (0RF)

Phamscogensica IZF (Englizh and Tagelog Versions)
Subject Workshesta! Petier Diary (Mer Carda (Englizh
and Tegaing Warzions)

Dz Colleciion Form(z]

Wasiver of Authorizefion'Consent

O Bppendin: Cognibively Impained

00 OO00o0of 0o ooooo

O Acperdin : Dabn Stores for Futues Uss

Uooo

O

Your rezearch sibjects include wilnersble populstions;
you hawe to steched the dcllowing appendices 1o thiz
foem:

O  &ppeedin : Chidren
O appendix: Degeghion
O 2gperdix Fragnant Womes, Fatuses and Heonaies
O 2zpandic Frimcners

GANTT Chart
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FM-E-IRB-2019-014 Rev.

05

Document Receipt Form

PHILIPPINE HEART CENTER

Institutional Ethic: Review Board

8/F Medical Arts Building

East Avenue, Quezon City, 1100 Philippines

Tel/Fax no. 9252401 loc_3899; email add: irbphc@gmail com

Document Receipt Form

be submitted

1. IERB no.: Submitted date:
2. Source of Fund: O PHC Funded O Non-PHC Funded
3. DETRno.: Protocol no.
4. Sponsor/ CRO
5. Principal Investigator:
Protocol Title:
Type of Submission: __Initial Review __ Continuing Review
_ Resubmission for a re-review __ Approved Protocols
__ Protocol Amendments _ Protocol Termination
8. Delivery Route: O Post O In Person
9. Documents O Full Protocal O GANTT Chart
Submitted O Declaration of No Gonflict of Interest O Ads for Advertisement, if
O Data Collection Form(s) applicable
O Informed Consent Form (English & Local Dialect) O Information for subjects
O Assent Form (English & Local Dialect) O Case Report Forms (CRF)
O Subject Workshests/ Patient Diary /Alert Cards O Investigator's Brochure
(English and Tagalog Versions) O Certificate of Insurance
O Pharmacckinetics ICF (English and Tagalog O (if applicakble)
ersions) O CV of Proponent, GCP
O Cuestionnaire (Englishand Tagalog Versions) Certification
O Philippine Food and Drug Administration (FFDA) O Others ...
Approval
10. Remarks O Complete O Incomplete, will submit
on
11. Documents to

Information for subjects

_ Study budget

later ___Informed consentfassent form __Investigator's brochure
_ Others......... __ Case report forms (CRF)
12. Submitted by: 13. Signature: 14. Date submitted:
15. Received by: 16. Signature: 17. Date received:

NOTE TO APPLICANT S: Please make sure that you have a copy of this form duly signed by the
person who received the application

FM-E-IRB-2015-014
Rev. 05
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FM-E-IRB-2019-043 Rev. 08
IERB Reviewer’s Evaluation Form

3 Phillppine Heart Center

Ll 1 Ethics o

R/F Medical Arts Bullding

Enst Avenue, Quezon City, 1200 Philippines

T-I‘/}'nx ne. 252401 loc 3R0D; small add:irbphel® gmall com

IERB Reviewer’'s Evaluation Form
IERB No. PROTOCOLNO. CTRD No.
PROTOCOLTITLE
PRINCIPALINVESTIGATOR |
Please resp 10 the f 7 qQ ns (Lay Reviewers: Answer « Part Il - Human Subjects Issues)
I. SCIENTIFICISSUES
COMMENTS

1 [ Clear [ Unclear

Objectives of the Study

2 [ Clear TJ Unclear

37 O Sufficient T nsufficient

Mathodology

“Background Information and Data’

4. [ Approprate [ Inappropriate

Inclusion Critena

5 [ Appropnate [T Inappropriate

Exclusion Critena

6. [ Appropriate [C] Inappropriate

Withdrawal Criernia

7 [l Yes L[] No

Sufficient number of paricipants 2

8 [ Yes [INo [ITNA

Control Arms (placebo, If any)
Justified

9 [ VYes [JNo

Are Qualification and experience of the
Participating Investigators appropriate?

100 [ Yes [ No

Disclosure or Declaration of Potential
Conflicts of Interest, If applicable

1T YVes 'Ne CINA

Are the Tollow-up procedures sufficient?

FM-E-IR\-20 19048
Rev. 08
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A. Consent Form

SUBJECTS ISSUES

1. OYes [ Mo Has the investigator requested WANER of the
consentrequ rement? If ves, indicate whether
acceptable andwhy.

If no, who will consent: [ subjector O parentlegally authorized representative?

2. O¥es [0 Mo Is the age of subjects detailed? If so, whatis the age
range of the subjects?

3. OvYes [ Mo Does subjectselection appear appropriate for the
study? (Optional for Lay)

Who will be enrolled? 0 Men O Women [ Children [ Healthy WVolunteers
[ Minorities [ Wulnerable populations (pregnant women, fetuses, children, decisiopally-impaired)

4. O¥es [ Mo Doesthe recruitment plan allowfor equitable
selection of subjects?

5 [O¥es [O Mo Are there appropriate protection forthe subject's
social welfare and legal concerns?

6. OYes [0 Mo Is the consentform comprehensive and written in
English andTagalog?If changes tothe consentform
are recomimended,

7. Oes Mo I WA | Are there clear distinctions between research and
standard care?

8. Oves Mo [0 WA | Are the exams, historytaking, labtests, etc.
adenuate to monitor subhiect safete?

9. O¥es [O Mo OO MA | Fthereis a period when treatment will be withheld,
are there adeguate safeguards for subjects?

A0. O Yes O Mo OO MA | If monetarycompensation will be providedio
subjects, is the amount detailed andappropriate (not
coercivej?

1. O Yes [0 Mo [ MA | Is it clearwhat costs the subjectis oris not
responsiblefor?

2. O ¥es [O Mo [ MA | Is the process of obtaining consent clearly stated?

Does the consent form contain all of the required elements of informed consent, if applicable

1. Oves O Mo

A statementthatthe studyinvolves research, an
explanation of the purposes of the research andthe
expected duration of the subject's participation, a
description o the procedures to be followed, and
identification of any procedures which are
experimental;

2. OY=s [0 Mo

A description of any reasonablyforeseeable risks or
discomforts to the subject;
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3. OYes [ Mo

A description of any benefits tothe subject or to
others which may reasonably be expected fromthe
research;

4. OYes [ Mo

A disclosure of appropriate alternative procedures
or courses of treatment, if any, that might be
advantageous tothe subject;

5. [O¥es [ Mo

A statement describing the extent, if any, to which
confidentiality of records identifying the subject will
bemaintained;

6. [Yes [ Mo CIMNA

For research involving morethan minimal risk, an
explanation as to whether any compensation and,
an explanation as towhether any medical
treatments, are availableif injury occurs and, if so,
whatthey consist of, or where further infonrmation
may be obtained;

7. OYes [ Mo

An explanation of whomto contactfor answers to
pertinent questions aboutthe research and research
subjects'rights, andwhomto contactin the event of
a research-related injury tothe subject; and

2 O¥es [ Mo

A statementthat paricipation is voluntary, refusalto
participate will involve no penalty or loss of benefits
to which the subjectis otherwise gntitled, and the
subject may discontinue participation at any time
without penalty or loss of benefits to which the
subjectis otherwise entitled.

The regulations further require that the following additional information be provided to subjects, if applicable

I OYes O TLIHNA

A statementthatthe pariculartreatment or procedure
may involve risks tothe subject (orto the embryo or
fetus, ifthe subjectis or may become pregnant)which
are currently unforeseeable;

(=

[C0Yes ONe CTNA

Anticipated circumstances underwhich the subject’s
participation may be terminated by the investigator
withoutregard to the subject's consent;

3 Yes W LIHA

Any additional costs tothe subjectthat may resultfrom
participationinthe research;

4. O Tes [INe TINA

The consequences of a subject's decision to withdraw
fromtheresearch and procedures fororderhy
termination of paricipation by the subject;

3 Yes N LIHNA

A statementthatsignificant new findings developed
duringthe course of the research which mayrelate to
the subject's willingness to continue participation will be
providedto the subject; and

& OYes O CIHNA

The approximate number of subjects invalved in the
study.

B. ETHICAL ISSUES

Vulnerable Populations,

if applicable

T TOYes N LINA

Are there protections forvulnerable subjects (fetuses,
children, isi —impaired, prisoners, economically
or socially disadvantaged populations, including
children who are wards of the state)?

Z. 0 Yes W LIHA

Is it necessaryfor provisions to be made to determine
competency

Risk/Benefit Assessment

I OTes ONe

Is this a greaterthan minimal risk study? (See
definitions.)
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Risk: Thers 5 a probability of harm or injury (physical, psychological, Social, of Sconemic) DoCUmng a5 a resull of paricipation in a research siudy. Doth
the probability and magnitude of possible harm may vary from minimal to significant. Federal regulations define only "minimal risk.”

Minimal Risk: A risk is minimal where the probability and magnitude of harm or discomfort anticipated in the proposed research are not grester, in and of
themsehes, than those arihy encountered in daily life or during the performance of routine physical or psychological examinations or tests. For
example, the risk of d g 3 small amount of blood from a heslthy individusl for research purposes is o greater than the risk of doing so as part of
routine physical examination.

2. 0 Yes OOWNe TONA T Is there a prospectof directbenefittothe subjects?

3. 00 Te: OO™Ne TOMNA | Are therisks/benefits justifiable and adequately

defined?
I [JTes [LIMNe LITNA | Aretherisks minimized?
3. [ Tes N0 Basedonthe degree of riskto subjects, is the standard

oneyear andsubseqguentannual review appropriate?
If no, whatwould you recommend?

6. [0 Tes OMNe TOMNA | Ifthe studyinvolves interventions that could have
adverse effects on afetus, are pre-enrollment and
follow-uppregnancy tests included?

T OO Te: TOWNe TITNA | Are women (and men) of child-bearing potential
advisedto practice medically accepted methods of bith
contral?

Pediatric Studies, if applicable

1. O Yes [ Mo Shouldsubject assentbe REQUIRED?
Overbal assent (7-<12v/o)
Osimplified Assent (12-=15y/o)

O Co-sign with parents/LAR the ICF =15y/o

2. OYes [ Mo Can assentbe WAIVED forall or some subjects?

3. The category of risk mustbe determinedfor research involving children (checkthe appropriate category).

a) O ez O Mo Research nof involving greaterthan minimalrisk .

B} O ¥es O Mo Researchinvoling greaterthan minimalrisk but presentingthe
prospect of direct benefit to the individual subjects

c}] [ %es [ HRNo Researchinvolving areaterthan minimalriskand no prosped of
direct benefitto the subjedt but likelyto yield generalizable
knowledge about the subject's dis order or condition (46.406)*.

d} O ¥es O Mo Research not otherwis e approvable which presents an opporiunity
to understand, prevent or alleviate a serious problem affecting
children (46.407 ).

Confidentiality

1. OYes Mo Is there an appropriate procedurefor protecting
the subject's privacy and confidentiality ?

2. O%¥es [ Mo Are there any special privacy/confidentiality

issues, ie., sensitive societal orlegal
information, geneticinformation, etc.?

3. O%es O Mo OO NA | Iftherewill be any third-party accessto subjects
or subjectrecords, are subjects appropriatehy
advised of this potential breach of
confidentialibe?

4. O¥es O Mo CONA | If so, are safeguards approprate forsuch
access?
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A. Investigational Drugs
1. s this an investigational drug study?
O ves O Mo
If yes, has a formal filing been madewith PFDAforan
Investigational Mew Drug (IND)?
O ves O Mo
T ves [T Mo 2. |5 this amarketed drug being studiedforanew
purpose (off-labeluse)?
If yes, has an IMD been filed oris there appropriate
justificationindicatingthatitis not necessany to file one?
O ves O Mo
D. Devices
1. OO ¥es [0 Mo Is this an investigational device study? Ifyes, has an
Investigational Device Exemption (IDE) been filed with
PFDA? [O ves O Mo
If yes, what is the appropriate classification?
O SignificantRisk or [0 Mon-Significant Risk.
2.0 ves O Mo [OOMNA | Isthedevice classification appropriate?
RECOMMEMDATIOMN:
SCIENTIFIC:
O Approved O Minor Modifications [ Major Modifications [ Disapproved

COMMENTS: Kindly reference any itemns listed above of which vou have concern(s) and comment (aftach an
| addiional sheet ¥ necessary):

ETHICAL:
O Approved O Minor Modifications [ Major Modifications [ Disapproved

COMMENTS: Kindly reference any itemns listed above of which vou have concern(s) and comment (aftach an
additional sheet f necessary).

Reviewer's Name:

Reviewer's Signature; Diate:
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FM-E-IRB-2019-044 Rev. 07

Participants Information and Informed Consent Form

PHILIFFINE HEART CENTER

Institutional Ethics Review Board

B/F Medical Arts Building

East Avenue, Quezon City, 1100 Philippines

Tel./Fax no. 88252401 loc.3339; email add: irbpho@gmail.com

Participant Information and Informed Consent Form

IMPORTANT: PLEASE EEAD THE ENTIRE DOCUMENT. DELETE ALL TEXTS IN RED EEFORE

SUBMITTING TC THE PHC IERE FOF. EEVIEW.

This ternplate sarves 2z 3 guide and may ba edited according to your research requirements. This docoment is for 2
prospective participant who may not be familiar with scientific/medical terms therefore it is suggested not to use
them, if possible, in this document. Tlae 2 langnage that is understandzble to a zrade § stodent. Tse at least 2 12pt

fomt for the entire document. Write n second person.

IERE NUMEER

FROTCOCOL NMUMBER

SITE OF STUDY
Lugar ng Pag-aaral

TITLE OF 8TUDY
Pamagat ng Pag-aaval:

LAMGUAGE

Wika- English/Tagalog

NAWE OF PARTICTPANWT
Farngalan ng Kalahok

NAWNE OF STUDY DOCTOR
Pangalan ng Dolzer ng Pag-aaral

ADDFESS OF STUDY DOCTOE

Address ng Doktor ng Pag-aaral Do not write down home address

COMNTACT NUMBER.
Telspono at iba pang dstalye sa pagkontak

1) Participation

You are being considered to join a stody about (Describe what the study is sbowt ) becansze vou

are(Explain wiy ey are being considerad to be part of ths study) |
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Before vou can take part m this studv, it 1z mmportant that vou understand what the studyv
mwolves. Please read theinformation carsfully and ask any questions that vou might have. The
Philippine Heart Center Institntional Ethics Feview Board (PHC IEEEB) has reviewed the thg
study and has given a favorable opinion of it.

1) Palalalaholk
Thearw ay ibimibilong no swnali sa pag-aaval fungkol sa alafil e ay

Bago ka makilohok sa pag-aaval na lo, mohalagang mainiindhan me bung ano ang nakapaloob
sa pag-aaral aa o, Mongvaring basahin nang mabuii ang mpormasyon of magtanong ka ng
ORUMICRE TUsTo mong tanong Ang Fhilippineg Heort Cemter Tnstitutional Efhics Review Boord
(PHC IERE) ang nakapagrepass sa pag-daral af nakapagbigay ng mabuti o paborableng
palagay tungkol difo.

] PI.I.I‘F-DGE of the St‘uﬂ.}' Explaim why you are doing the research i lay terms. The language nsed must clarify
rather than confirse. Do not copy paste objectives of the protocol. Do not nse technics]l terms. If yon must, then
provide an explanation of the technicsl tarm in 3 langFuage that a grade § shedent can comprehend

2 Layunin ng Pag-aaral

3) Approximate Number of Participants and the Expected Duration of Your Participation
in the Study

The study will take place at Philippine Heart Center. Abont (arite in mrmbers not in words) OT more
participants will be enrclled to participate m the study. Parficipants must meet all the
qualifications to ke included. If you are enrclled, the duration of your participation is (Inchide 2
statemneant gbout the time commitments of the reseanch for the participant inchyding both the durstion of the research
and follow-up, if relevant .

3) Humigit-Kumulang na Bilang ng mga Kalahok at Inaasahang Tagal ng Ivong

Palalalaholk sa Pag-aaral

Ang pag-aaral ay asagawea sa Philippine Heart Center. Humigit umulang ang
iilista sa pag-aaral. Poara makasall, dapat motugunan kg kalohok ang lahat ng walipirasyon
Eapag ftaw av napabilong sa mga balohek, ang ong pagzalil oy moorohang fatagol Bg

4) Study Treatments and Procedures

Diescribe research procedurss step by =tep in the simplest way understandable to 2 lay person.  Avoid using
scientificmedical terms.  If not possible, define or describe such tenms so that the participant may wnderstand It
may be halpfil to the participant if you use drawings or props to better illustrate the procedurss. Do not capy paste
study manesuver of the protocol.

4) Mga Pamamaraan ng Pag-aaral

Fii-E-IRB-201 8-044
Fey. 07
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5) Benefits

Deescribe the benafits the PARTICIFANT may gain by joming the sdy and not those to which they are entitled
regardless of participation. Yoo may inclode benefits to the individual, benefits to the commumity in which the
individual Lives, and bensfits to society 23 3 whole as a result of finding an answer to the research guestion. If there
iz no direct enefit, you may say o, buat there should at least be a benefit to the society.

3) Mga Benepisyo

) Risk
Deescribe the risk's or discomfort the study may bring to the participant, what will be done to minimizs it. Provide
enough information sbowt the risks so that the participant can maks an informed decision.

&) Mga Panganib

T) Compensation If thare is no compensation, the standard line is
Tou will not be paid for jeining this study.

7) Kabayaran
Therw ay hindi babayaram sa pagsali sa pag-aaral na fo.

3) Voluntary Participation / Withdrawal from the Study

(Belay be modified according to the neads of the study.)

Your participation in this study 1s voluntary. It is up to you to decide whether to take part or not.
If vou chooze not to participate in this study, vou are free to refuse and it will not interfere with
vour future care. Ifyou join the studv and change vour mind later, vou may withdraw from the
study anytime by informing the study doctor, and this will not affect your health care.

&) Eusang-Toob na Palnlalahek / Pag-alis mula sa Pag-aaral

Eusang-look ang pakikilahok mo sa pag-agral na ito. Nasa iyo ang desisyon kung sasali ka o
hingdi, Kung ayaw mong swnali sa pag-agral, itew ay moaring fumanggi of hindi nito
maaapeituhan ang pangangaiasa sa vo. Kung sumoli ko sa pag-aaral af nagbago ang isip mo,
micari kang wmalls sa pag-oaral sa pamamagitan ng pagsasabi sa dokior ng pag-aaral of hindi
nito maagpekivhan ong pangangaiaga sa kalusugan mo.

9) Permission for Review of Records, Confidentiality and Access to Records

(Belay be modified according to the neads of the study.)

Your study doctor will collect information. These information, called data, will be entered on a
data collection form. In all of these data collection forms, a code will replace your name or any
mformation that will identify vou All the data collected will be kept confidential and will be uzed
only as permitted by this consent form. The study doctor and the institution abides by the Data
Privacy Act of 2012, You may request the Data Protection Officer for copy of information about
vourself collected during the study, and may correct errors, if there are anv.

8) Permise sa Pagrepaso ng mga Talaan, Paglilthim at Paghkuha sa mga Talaan
FM-E- [RB-2015-044
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Eukuha ang myong dolior ng pag-garal ng mga impormasyon. Ang mga impormasyong ifo na
imalawag na datos ay ipapasek sa rang data collection form Papalitom ng code ang Dong
pangalon af iba pomg impormasyon o moagpapakilolo s o sa lohod ng mea data collection
Jorms. Lahat ng mga datos na nakolekia ay pananatilihing [thim af gagamitin lamang hanggang
sa ipinaghihintulo? ng kasulatong Ho. dng doftor ng pag-aaral af ang mstitusyon ay sumusuned
sa Data Frivacy Act gf 2012, Moari kang Ffumingi muwla Data Protection Officer ng kopva ng
impormasyon fungkol s o na nokolelia o pavahion ng pag-aoral, of wasio ang mga
pagkaiomali fung mayroon

10) Questions/Information

» If you or your representativels) have any questions regarding the study (or in case of
study related mjuries, if study mvolves any form of intervention or procedures), you should
contact your study docter: Study Doctor’s name in BOLD letters | Phone number:

* If you or your representative(s) have any questions regarding vour rights as participant
to the study, you should contact Dr. Rafael K. Tenorio, Chair of the Institutional Ethics Beview
Board of the Philippine Heart Center, East Awve . Quezon City, Philippines, Tel: 8925240110c.
3809

* Data Protection Officer: Tel: 80252401 loc. 3240.

1M Mga Katanunganlmpormasyon

= Kung itaw o ang ong inatawanmga finclawan &y moayrooRg armmang alanungan
fumghol sa pag-acral (o kung sakaling may mga fapinsalaan kaugnay sa pag-aaval, kung ang
pag-aaral oy may efzamingsyon o ibibicay no inferbensyon o gomot), ang vorg toakausapin ay
5§ Smdy Doctor’s name in BOLD leters, Mobile phone number:

* Kung ikaw o ang ong binatowan'mga Snatawan Gy may Satanungan funghel sa hong
miga favapatan bilamg kalahok sa pag-aaral, ang ivong kakousapin ay si Dr. Rafael B Tenorio,
Chair of the Institutional Review Board of the Phiflippine Heort Center, East Ave., Duezon Cifv,
Philippines, Tel 89252401 loc. 3559,

» Data Protection Officer: Tel: §923-2401 lpc. 3240.

11} Consent Signatures

Please read this section carefully and if in agreement please sign and date at the bottom of the
page.
* I have been provided the details of the study, including the benefits and the risks of
joining.
* T understand that I am free to accept or refuze my participation at any time without giving
2 reason. My decision to accept or refuse my participation will have noe effect on my
confinuing treatment. I understand that I am free to discomtinue myv participation at anv
time without giving a reazon. My decision to discontinue my participation will have no
effect on my contimuing treatment. I will keep all my nights to freatment and alternative
therapv.
* I agree that the data collected for the study will be used for the purpose described above.
* I will not lose any rights that I have under local law by signing and dating this form.

Fhi-E-IRB-201%-044
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* I have read and understood the mformation presented m this Informed Consent Form. I
have been given the opportunity to ask gquestions and all my guestion: have besh

answered.
* I will receive a signed and dated copy of this Informed Consent Form.

11) Mga Pirma ng Pagsang-ayon
Basahin nanmg mabuti ang bahaging ifo af fung sumasang-ayon ka gy mangyaring pirmaharn af
isulot ang petsa sa huling bahagi ng kasulatomg fo.

v Ihinigay sa akin ang mga detalye ng pag-aaral na o, kasoma na ang mga pakincbong af
mga panganid ne pagsali rito.

v Natimtindthan ko na malaya abong sumall o fumangging sumali anumarng oras fahit
walang ibmibigay no dahilan Ang desisyon ko na sumali o tumengging swnali  ay
walang epelio sa patuliyang pagoagamal fa aiin Naifntindihan bo na may farapotoan
akong thinte ang ating pakikilahok anumang oras nang walang ibinibigay na dahilan .
Ang desisyon kong heninto sa aking patibilahok ay walang magiging epelio sa
patuluyang na pagoagamol sa akin, Hindi ko maitwawala ang barapoian ko sa
paggaramot af sa alternatibong gomuion,

» Swnasang-ayon afe Ad GRg Mga IMPermasyon Ra makuluhs para sa pag-aaval g o ay
gagamitin para sa layunin na nilarewan sa faas.

v Hindi mawawala ang amonang forapaton ng saroon ako sa Holim ng batas sa
pagpirma Lo 5a farm na io.

v Nabaza ko o nainiindihan ang impormasyong imihorap sa Informed Consent Form na
ito. Binigvan ako ng pagkatatacn na makapagtanong tungkel dite of nasagot lahat ang
aking mga katanungan

v Ako ay makabatanesan ne bopyva ng pirmads af may petsa ig fformed Consent Form.

I IFREELY ACCEPT TO PARTICIPATE IN THIS STUDY ¢/

EUSANG-LOOE NA TINATANGGAP KO ANG PAKIKILAHOK 54 PAG-AARAL NA ITO
{Blay be modified according to the neads of the stody. )

Sign and date at the same time, all party:

Pirmahan ng sabay-sabay, (hal. parehong peisa), nang lahat ng kasali:

Printed Name of Participant
Tsinaiitik na Pangalom ng Kalahok

Date (to be entered by the participant)
Petra (isurwiat ng Ealahek)

Signature

Logda

Printed Name of Study Personnel Obtaining
Consent

Isinatitik na Pangalan rng Eaweni ng Pag-aaval
ne lomihingt ng Pahinfulst

Fii-E=IRB-2018-044
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Date
Petra
Signature
Lagda
Distribution: original for study doctor, copy to (name of partcipant}

Pomernahagi: ang oribingl para sa doktor ng pag-aaral, kopva para kay _ (pangalon ng
Falahak)

For emergency situations where congent of the participant cannot be obtained the following
signature line must be signed:

Pora sa mga sitwasyong ‘emergency,” kapag of makuha emg pahintulof ng kalahok na pasyente
ay navarapat idagdag ang swwusimod na linya ng pirma

Printed Name of Partcipant’s Legally
Authorized Representative

Isinafitit na Pangalan ng Legal na Kinatawan
ng Ealahok

Date (to be entered by participant™s Legally
Authorized Representative)

Petsa (nwwlat ng Legal na Kinmawan ng
Ealahok)

Signature
Lagda

Relationship to Participant
Faugnayam sa Pasyente

If the participant’s legally autherized representative cannot read, the following signature line
should be signed:
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Eapag ang legal na kingtawan ng halohok pasyente ay hindi natakabasa, nararapat idagdag
ang sumusunsd na ya ng pirma

Printed Name of Witness
Isinatitik na Pangalon ng Saksi

Date (to be entered by the witness)
Petsa (isuswiat ng Saksi)

Signature
Lagda

At any given time, an incapacitated adult (e.g., intubated patients, unconscious patients, or
patients in emergency situations, or patients with impairment in decision making) who regains
capacity may explicitly refuse to participate in or request to be withdrawn from the study. The
study doctor must respect the request. Wherever possible, the participant will be informed as
zoon a8 possible and his'her consent will be requested for the continuation of participation to the
study.

Sa anumang oras, ang isang kalaholk na may limitasyon sa paggawa ng desisyon sa pagsali (e.g.
mga pasyenfenyg nilagyan ng tubo, walang malay ra pasyente, pasyenieng RAsd eErTERCY Toom,
pasyenteng may [imitasyon sa pagdedesisyvoning nanunmbalift ang kakayahan sa pagdedesisyon
ay mearing tahasang tumangging lumahok o makiusap na whnwrong sa pagsali sa pag-aaral na
ite. Kailangang igalang ng dokior ng pag-aaral ang pakiusap nite. Kung kailangan, sasabihan
sa lglong madaling panahon ang kalohot af  hikingin ang barpamg  pohintulol pova
makapagpatuloy sa paglahok sa pag-aaral na ito.

CONFOEME:

ATTENDNNG PHESICIAN Date

Fii-E-IRB-2018-044
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FM-E-IRB-2019-041 Rev. 04
Request for Waiver of Informed Consent Form

PHILIPFINE HEART CEMTER

Institedisnal Ethies Roview Baard

E/F Medical Arts Building

Easi Averwe, Quezon City, 1100 Philippines

TelFax no. 39252401 loc.3895; emal add: irbphc@gmail.com

Request to Waive Written and Verbal Informed Consent Form

IERE NO. PROTOCOL MNO. CTRD NQ.

FRINCIPAL INVESTIGATOR

PROTOCOL TITLE

| am requesting a waiver of written and verbal informed consent. | believe that this protocol is eligible for waiver or
ateration of all required elements of informed consent because the protocol meets all of the following criferia;

1. The risk to the subject’s privacy is minimal.
The investigator of thiz study will uss the minimum amourt of protected health information necessary to
conduct the ressaech. Thiz study will only need charis of eligible subjects. There will be no sensitive
information (e.g. llegal drug use, sexual pracices) to be collecied. There is an assurance written below that
the protected health information will ot be reused or disclosed to any other person or entify, except as
required by law, for authorized owersight of the research study, or for other research for which the use or
disclosure of protected health information would be permitted by the Privacy Rule.

2. This research cannot practicably be conducted without the use of the protected information.
3. This research cannot practicably be conducted without the waiver.
3. The number of rezearch subjecis proposed.

b.  Difficulty of obtaining individual authorization and ime since [ast contact with the research subjects.

RESEARCH ASSURANCES:

A=z a pancipal investigator of the research described above, | make fhe following assurance to the Inslitutional Ethics
Review Board reganding the use and disclosure of protected health information.

“The imvestigators and research staff who used the disclosed protected heslih information in conneclion with this
research will nod reuse the protected health information o disclose fo amy other person or entity ofher than thoss
authorized to receive it, except
1. As required by law,
2. For authorized owersight of the research study, or
3. For other research which the use or disclosure of protected health information would be permifted by the
Privacy Rule®

Pricipal Investigator Date

Fii-E-|RB-2015-041
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FM-E-IRB-2019-042 Rev. 05
Participant Information and Assent Form
(For ages 12 to below 15)

PHILIPPINE HEART CENTER

Institutional Ethics Review Board

3iF Medical Ars Building

East Avenue, Quezon City, 1100 Philippines

Tel!/Fax no. 39232401 loc.3899; email add: irbphoi{@gmail.com

Partil::ipant Information and Assent Form
(For ages 12 to below 15)

IMPORTAMNT: PFLEASE READ THE ENTIRE DOCUNMENT. DELETE ALL TEXTS IN FED BEFORE
SUEMITTONG TO THE PHC IEF.E FOE EEVIEW.

This template serves a5 4 guide and may be edited according to your research requirements. This document is for 2
progpective participant who is a child and may not be familiar with scientific’'medical terms therefore it is suggested
not to use them, if possible, in this document. You may use pictures, drawings, and the like. Use a lansnages that iz
zimple and easy to nnderstand for children under thiz age group. Uze at least a 12pt font for the entire document
Write in second perzon. Do not copy and paste from protocol

IEFE WNUMBER

FEOTOCOL WUMEBER

SITE OF sTUDY
Lugar ng Pag-aaral

TITLE OF 8TUDY
Pamagat ng Pag-aaral:

LANGUAGE _
Wika- English/Tagalog

MNANME OF PARTICIPANT
Pangalan ng Kalahok

MNANME OF STUDY DOCTOR (or RESEARCHER,
whichever iz applicable; use in the entire docuwment)
Pargalan ng Dolsor ng Pag-aaral (Tagazaliksik)

ADDEESE OF 3TUDY DOCTOER
Address mg Dokior ng Pag-aaral Dio mot write down home address

CONWNTACT NUMBEER.
Telepono at iba pang dstalve sa pagkortak

Hello! I am (write your name). Doctors (researchers) like me sometimes do research or study to find
out new ways or ideas on how to take care of children whe are healthy and sick. To do thiz we
ask children|like you to be in thiz kind of studies. I will explain what the study iz about and you
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can decide if you want to join or net. Your parent(s) know that we are geing to talk to yvou about
the study.

Hello! 4kg, ¢ - Ang meg doctor (egralibsib) Satulad Fo kung minsan @ EWMASELa

ng research o paz-agral para makghangp ng mea bagens pargan o ideyg para gigeagn ang Mgd
beata na malusgg of mayvsakit Para magewa o, iingsali ngmin ang mea datang katulod ma,sq

Sanitong mea pag-aaral papaliwangg ko sg v ang tungkel sq pag-aanal na g af pweds kang
mag gesisvon kung gusto mong sumali o hindl Alam ng meq magulang me na kabausapin filg

fungkol sq pag-aaral ng i,

1. What is the study about and why do it?

This study iz about (Describe what the smdy is sbout and its purpose in a langnage undarstandable to a child)
1. Tungkel saan ang pag-garal at bkt ite ginagawa?

Ang pag-aaral na ifo. v tungkel sg,

2. Why am I being asked to join this study?

You are being asked to join this study becanse you (Explain the raazon why they are being targeted as
participant to the stndy)

2. Balat ako isinasall 56 pag-agral na we?
dsinasali ka 3g pag-aavgl ng Hg kasi
3. Do I have to join the study?

Mo, you don’t have to if you do not want to. If you decide not to join, it's okay nobody will get
mad at yvou. If vou decide to join the study and later on you change your mind, 1t"s still okay.

3. Kollangan ba skeng snali?

Hindi pg, failangan og sumall kung gugoy, mo. Kung nag pasya va ug hindl swmal, okay lang
wglang magagalil 39 o, Kung magnasya ka naman ja sumali pagkatapes av naghage ang iip
g, at gyaw. e, ng sumall okay lang din.

4. What will happen during the study?

If you decide to join the study (Describe research procedures step by step)

4. Ang ang mangyayes sq pag-aaral?

Kung nag pasya ka pg swmali

5. Will bad things happen to me? Explain any risks like pain or discomfort or inconveniance simply and

clearly. State that they shounld tell you or their parent(s) in case they don’t feel good. State what will be done to
alleviste any pain or dizcomfortinconveniance
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5. Musasaktan ba ake?

6. Will this study help me in anyway? Dezcribe any benefits to the child may gain from participsting in the
stndy.

6. May maputulons bg ang pag-aaral sa akin?
7. Who should I ask if T have gquestions?

Tou can ask me now or later. My telephone number iz written on this form and you can call me
anytime when you have questions to 2zl You can alzo tall: to anyone who is close to you about
this and that’s okay too.

7. Sino ang pwede kong tanungin’

Eviede mo, akong lonunsin nEon ng © g ihang time. Ang telephone number ko av nakasulat 3
Jorm pa fe af pweds g akeng tawagan kung meron Egug tanens. Ewede me rip fausanin ang
elalanii oq e ungked difa af okay lang higa.

8. What happens if I do not join this study?

MNothing will happen. It's vour choice if you want to join this study or not. You can think about
it and tell us later if you want to. You can say “ves” now and change your mind later and that is
still okay.

8. dne ang mangraven kung hindi ake sumali?

Walang naman mangyayari, Traw ang pinili kung gusto mang swmali o hindl. Ewede mong pag:
Izipgn mung g af sgbifin ng lang 3g amin ang pasyg mo. Okay lang din ig magsabi ka ng
gusto mg ng sumali nEQon tapos MAglage ang Lip me, af gyaw. ma, ng sumall

CERTIFICATE OF ASSENT

I have been invited to participate in this study. I have understood what the study doctor explained
to me about the study and the good and bad things that may happen. I have asked my questions
znd I can ask questions any time. [ have been informed that I can leave the study anytime I want
to. [ will be given a copy of this document.

Ak av inimbitahan na sumall sa pag-aaral ng o, Nointindihan ko amg paliwanag ng dokiar ng
pag-aarad tungkol gife af ang mabuli of masamans mea dasay ng pwedens mangvarl
Nakapgsianong ako af pwedens magtanons wiii sq thang panghon Nelaman ko ng pwede gkong
wmalis sa pag-aaral kahit kailan ng gustuhin ko. Bibizvan ako ng kopya ng dekumentons io.

o Okay, I'll be in the study’ Okay, sgsali ako
o No, I don’t want to be in the study/Hindi gke sasali
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Tour Name: Diate:

Your Signature:
If the participant 1s unable to read and write/Kung hindi nakababaza of nakefosula ang falahok

Thumb print of participant’ marka ng findaloki

SIGNATURE OF WITNESS/PIRMA NG SAKSI (If participant iz unable to read and
write'fung hindi marunong bumasa af sweaulal ang kalahek)

I have witnessed the careful explaining of the study by the study doctor and that the participant
had the chance to ask questions. I confirm that the participant has given hizher assent freely and
voluntarily. Nasaksikan ko ang mainga? na pagpapalivanag rng doktor ng pag-aoral fungke dita
at nakapagtanong ang kalohok Emulumpirma ko na ang kalahok qv sumang-ayen na sumeali sa
pag-aaral nang hindi napipilitan.

MName: Diate:

Signatura:

SIGNATURE OF THE INDIVIDUAL OBTAINING ASSENT/PIRMA NG INDIBIDWAL
NA EUMUKUHA NG PAHINTULOT

I have carefully explained the study to the participant and have answered all the participant’s
gquestions. [ believe that the participant understood all of the information described I this
document and freely gave assent to participate.

Naipaliwanag kong mabuti ang tungkol sa pag-aaral sa kalzhok at nasagoet ang lahat ng kanyang
mga tamong. Naniniwala ako na naintindihan ng kalahok ang lahat ng impormasyo na nasa
dokumentong ito at kusang-loob na sumang-ayon sa sumali.

MName: Diate:

Signatura:
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FM-E-IRB-2019-076 Rev. 03

Parent Information and Informed Consent Form

PHILIFFINE HEART CENTER

Institutional Ethics Review Board

B/F Medical Arts Building

East Avenue, Quezon City, 1100 Philippines

Tel fFax no. B9252401 loc. 3858, email add: irbpho@gmail com

Parent Information and Informed Consent Form

Impormasyon para sa Magulang at Form ng May-Kaalamang Pahintulot

IMPOETANT: PLEASE READ THE ENTIFEE DOCUMENT. DELETE ALL TEXTS I EED BEFORE

SUBMITTING TC THE FHC IERE FOF REEVIEW.

This template serves as a guide snd mavy be edited according to voor research requirements. This document is for a

parent AND child {15 to below 19 years old) who may not be familiar with scientific'madical terms therefore it is
suggestad not to use them, if possible, in this docoment. Use 2 langnage that is understandable to a grade § student.
Tse at least a 12pt font for the entite document. Write in s=cond person. Do not copy and paste from protocol.

IEFEB MUMBER

FEOTOCOL WUMEBER

SITE OF STUDY
Lugar ng Pag-aaral

TITLE OF 3TUDY
Pamagat ng Pag-aaral:

LANGUAGE

Wika: English/Tagalog

ANE OF PARTICIPANT
Fangalan ng KEalahok

NAME OF 8TUDY DOCTOE. (or RESEARCHER,
whichever is applicable, use in the entire document)
Pangalan ng Doltor ng Pag-aaral(Tagazaliksik)

ADDEESSE OF STUDY DOCTOR

Address ng Doktor ng Pag-aaral Do not write down home address

CONTACT NMUMEBEE.
Telgpona at iba pang dstalye sa pagkontak
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1)Participation

Your child is being considerad to join a stody about (Describe what the study is about) because your
child (Explain why their child is being considered to be part of the stody).

Before vour child can take part in this study, it is important that vou understand what the study
mvolves. Pleage read thiz information carefully and ask any questions that you might have. The
Philippine Heart Center Institutional Ethies Feview Board (PHC [ERE) has reviewed the purposes
of the study and has given a favorable opinion of it.

1) Paglalalahok

Ang fyong anak ay ihinibilang na sumali sa pag-aaral tunghol sa dehil siya
ay .

Bago sumali ang ivong anak sa pag-aaral kg ito, mahalagang maitindhan mo kung ane ang
nakapalosh sa pag-aaral na Ho. Mangyaring basahin nang mabutl ang impormasyon ai
maglancng ka ng arumang nais mong fanong. Ang Philippine Reart Center Institutional Ethics
Review Board (PHC IERE) mng nakapagrepaso sa mga layunin ng pag-aaral of nakapaghigay ng
mabuti o paborableng palogay tungkal dito.

) Pnrpuse of the Stuﬂ‘_\' Explain why you are doing the research in layman’s terms. The langnage nsed must
clarify rather than confuse. Do not copy paste objectives of the protocol. Do not use technicsl terms. If you must use
it, then provide an explanation of the technical term in 2 language that 3 grade § smdent can comprehend.

2) Layunin ng Pag-aaral

J) Approximate Number of Participants and the Expected Duration of Your Participation in
the Study

The study will take place at Philippine Heart Center. About (write in numbers not in words) o maore
participants will be enrolled to participate in the study. Participants must meet all the qualifications
to be included. If your child is enrolled, the duration of your child’s participation iz (Include =
statement zbout the time commitments of the research for the participant incloding both the duration of the research
and follow-up, if relevant. ).

3) Humigit-Kumulang na Bilang ng mga Kalahok at Inaasahang Tagal ng Pagsali sa Pag-naral
Ang pag-aaral ay aragawa sa Philippine Heart Center. Humigi't humulang ang
ililista sa pag-aaral. Para makasali, dapat matugunan ng kalahok ang lahat ng bwalipibasyon
Eapag ang vong anak ay napabilang sa mga kalahok, ang kanyang pagsali ay imaasahang tatagal
Rg_ .
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4) Study Treatments and Procedures

Describe research procedures step by step in the simplest way understandzble to 2 lay person.  Avoid using
zcientificmedical terms.  If not possible, dafine or describe such terms so that the parent may understand. It may be
helpful to the parent if you unse drawings or props to better illustrate the procedures. Do not copy paste smdy
maneuver of the protocol.

4) Mga Pamamaraan ng Pag-aaral

5) Benefits

Describe the benefits the PARTICIPANT, in this case the CHILD, may gain by joining the stody and not thoze to
which they are eatitled regardless of participation. You may inchide benefits to the individual bensfitz to the
community in which the individual lives, and benefits to society a5 a whole as a result of finding &n answer to the
rezearch question. If there is no direct benafit, vou may =3y so, bot there should at least be 2 benafit to the society.

3) Mga Benepisyo

4) Risk
Describe the risk's or discomfort the study may bring to the participant, in this case the child, what will be done to
minimize it. Provide enongh information about the risks so that the parent and child can make zn informed decizion.

&) Mga Panganth

Ty Cumpensatinn If there is no compensation, the standard line is
You or your child will not be paid for jeining the study.

7) Kabayaran
Trow o ang veng anak ay hindi babayaran sa pag-aaral na ito.

8) Voluntary Participation / Withdrawal from the Study

(Mlay be modified according to the needs of the sady. )

Your child’s participation in this study iz voluntary. It is up to you to decide whether vour child
will take part or not. If you choosze not to let your child participate in this study, you are free to
refuse and it will not interfere with your child’s future care. If you let your child join the study and
change vour mind later, you may withdraw your child’s participation from the study anytime by
mforming the study doctor, and thiz will not affect vour child’s health care.

&) Kusang-Ioob na Pagsali / Pag-alis mula sa Pag-aaral

FM-E-IRB-2013-076
Rey. 03
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Eusang-lood ang pagsali ng ong anak sa pag-aaral ne ito. Nasa o ang desisyon kung sasali
ang vong anak o hindl. Kung avaw mong sumall ang ong anak sa pag-aaral, itaw ay pwedeng
fumangel af hindi nite meaagpekiuhan ang pangongaloga sa iyong anak Kung pumayag kang
sumall ang vong anak sa pag-aaral at naghago ang isip mo, maaring umalis sa pag-aaval ang
vong amak sa pamamagiton ng pagsasabl sa doltor ng pag-aaral ai hingi nito magpeituhan ang
pangangalaga sa kalusugan ng ivong anak.

9) Permission for Review of Records, Confidentiality and Access to Records

(blay be modified according to the needs of the sady.)

The study dector will collect mformation. These information, called data, will be entered in a data
collection form. In all of these data collection forms, 2 code will replzce vour child’s name or any
nformation that will identify your child. All the data collected will ke kept confidential and will be
uzed only az permitted by this consent form. The study doctor and the institution abides by the
Data Privacy Act of 2012, You may request the Data Protection Officer for copy of information
about yourself collected during the study, and may comrect errors, if there are any.

9) Permiso sa Pagrepaso ng mga Talaan, Paglilithim at Pagluha sa mga Taloan

Eukuha ang inyong dokior ng pag-garal ng mga impormasyen Ang impoermasyong ito na
finatawag na dator ay ipapasek sa isang data collection form.. Papalitan ng code ang pangalan ng
vong anak af iba pang impormasyon na magpapakilala sa kaniya sa lohat ng mga dota collection
Jorms. Lahat ng mga datos na nakolekia ay paponaiilihing [ihim at gagamitin lamang hanggang sa
ipinahihintulof ng kosulatang fto. Ang dokfor ng pag-aaval af ang insiifusyon ay sumusunod 5a
Data Privacy Act of 2012 Maari kang humingi mula Data Protection Officer ng kopya ng
impormasyon fungkel sa iyo na makolelia sa panahon ng pag-garal af twasio ang mga
paghakamall, fung meyroon.

10) Questions/Information

» If you or your child have any guestions regarding the study (or in case of study related
mjuries, if study invelves any fonm of intervention or procedurss), you should contact yvour study
doctor: Study Docter’s name in EOLD letters , Phone number:

» If you or your child have any quastions regarding your child’s rights as participant to the
study, you should contact Dr. Rafael R. Tenorio, Chair of the Institutional Ethics Feview Board
of the Philippine Heart Center, East Ave., Quezon City, Philippines, Tel: 89232401 10c. 3899,

* Data Protection Officer: Tel: 8525-2401 loc. 3240,

1) Mga Katanungandmpormasyon

* Eung ikaw o ang ivong anak dy mayroong anumang katavungam tungkol sa pag-aaral (o
kung sakaling may mga kapinsalaan kaugnay sa pag-oaral, fumg ang pag-aaval ay may
ekraminasyon o ibibigay na interbensyon o gamot), ang vong kakausapin ay 5§ Study Doctor’s name
in BOLD letters, Mobile phone number:
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* Kung ikow o ang iyong anok oy may batanungan funghol sa mga karapatan bilang

kalahok sa pag-aaral, ang iyong kabausapin av 5i Dr. Rafael R Teneorio, Chair of the Tnsiitutional
Heview Board of the FPhilippine Heart Center, Easi Ave., Quezon City, Philippines, Tel: 80252401
fopc. 3800

v Data Proteciton Officer: Tel: 8925-2401 joc. 3240,

11} Consent Signatures

Please read this section carefully and if in agreement please sign and date at the bottom of the

page

'+ Thave been provided the details of the study, including the benefits and the rizks of joining.

+ I understand that I am free to accept or refusze my child’s participation at any time without

giving a reason. My decision to accept or refuse my child’s parficipation will have no effect
on my child’s continuing treatment. [ understand that I am free to dizcontinue my child’s
participation at anmy time without giving a reason. My decision to discontinue my child’s
participation will have no effect on my child’s continuing treztment. My child will keep all
rights to treatment and alternative therapy.

I agree that the data collected for the study will be uszed only for the purpose described
zbove.

I and my child will not lose any rights that we have under local law by signing and dating
this form.

I have read and understood the information presented in this Informed Consent Form. I
have been given the opportunity to ask questions and all my gquestions have besn answered.
I will recerve a sipned and dzted copy of thiz Informed Consent Form.

11) Mga Pirma ng Pagsang-ayon
Basahin nang mabufl ang bahaging #o af fung sumasang-ayon ka Gy mangyaring pirmahan at
iswlat ang peisa sa huling bahagi ng kasulatang ito.

Ibimigay sa akin ang mga detalye ng pag-aoral na ito, kasama na ang mga pakinabang af
mga panganib ng pagsali rito

Nalintindihen ko na maloya akong pumayag o tumanggi so pagsall ng oking anak sa
anumang oras nang walang ibinibigay ma kadahilanan. Ang desisyon ko na pumayag o
fumanggi sa pagsali ng aking anak ay walang epekio sa patuloy na paggagamot sa kaniya
Naitintindihen ko na may karapatan akong thinte ang pagsall ng aking anak anumang oras
nang walang ibinibigay na dahilan. Ang desisyon kong thinto ang pagsall ng aking anak
ay walang magiging epelio fa patuloy na paggagamot sa koniva. Mananatili ang mga
karapatan ng aking anak sa paggagamot af alternatibong gamutan..

Sumasang-ayon ako na aug mga Impormasyon ng makukuha para sa pag-aaral aa o ay
gagamitin pava lamang sa layunin g milorowan sa laas.

Hindi mowawala ang anumang barapaian na mayroon aks of aking anak sa ilalim ng
batas sa pagpirma ko sa form na ifo.

Nabasa ko af nowumawaan ang impormasyong iniharap sa Foerm ng Moy-Eaalamang
FPahintulot na ito. Binigyan ako ng paghakataon na makapagtanong fungkol dito af paweang
nasaged lahatl ang aking mga katanungan.
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» Ao ay matakatamggap ng kopya ng pirmads af may petsa na Form ng May-Eaalamang
FPahintulot.

Sign and date at the same time, all party:
Pirmahan at ilagay ang petsa ng magkasabay, nang lahat ng kasali:

12) SIGNATURE OF PARTICIPANT/PIEMA NG KALAHOK
(For children ages 13 fo under 19 years old who ave capable pf providing assent’ Para sa mga
batang edad 13 hanggang bage mag edad 19 na may kakayahang sumang-ayon sa pagsali)

Printed Name of Participant
Isinatitik na Pangalan ng Ealahok

Date (to be entered by Participant)
FPetsa (fsusulat ng Ealahok)

Signature
Pirma

13) SIGNATURE OF PARENT(SYLEGALLY AUTHORIZED REPRESENTATIVE(LAR)/
PIEMA NG MAGULANG/LEGAL NA KINATAWAN NG KALAHOK

Printed Name of Parent/LAR
Isinatitik na Pangalan ng Magwlang/L4R

Date (to be entered by the parent/LAR)
FPetsa (isurulat ng magulang)

Signature
Pirmo

14) SIGNATURE OF INDIVIDUAL OBTAINING CONSENT/PIRMA NG INDIBIDWAL
NA KUMUKUHA NG PAHINTULOT

I have explamed the stmdy to the participant and to the participant’s parent{s)/legally authorized
reprezentative and have answered all their questions. [ believe that they understand all of the
information described in this document and freely gave their conzent/aszent to participate.

Ipinaliwanag kong mabuti ang tungkol sa pag-aaral sa kalahok of sa kanvang magulang/legal na
kinatowan ng kalahok af nasago! ang fahat ng Eanilong mga fanong.  Naninbwaly ako na
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naintindihen nila ang lahat ng impormazyon sa dokwmentong ito of tusang looh na ibinibigay ang
Konilang pagsang-ayon na sumall

+
Printed Name of Individual Obtaining
Conszent
Isinatitit na Pangalan ng Kumubuha ng
Pahintulot

Date
Pefsa

Signature
Lagda

Distribution: criginal for study dector, copy to (name of partcipant)

Pamamahagl: ang orihingl para sa dofor mg pag-aaral, kopye para kay _ (pangalan kg
Falahok)

If the child’s parentlegally authorized representative camnot read, the following signature line
should ke sipned:

Eapag ang legal na kinatowan ng batang kalahok ay hindi nakakabasa, nararapat idogdag ang
sumusunod na {imya ng pirma:

Printed Name of Witness
Isinaiitik na Pangalan ng Saksi

Date (to be entered by the witness)
Petsa (susulat ng Saksi)

Signature
Lagda

Whenever 2 child participant does not have the capaecity to 2zsent (zuch in case of unconciousness,
miubation, emeargency situation, ete.) at the time of participation and regams the capacity, if the
child refuses to parficipate or wants to be withdrawn from the study, the Study Doctor must respect
the child’s decision
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Kapag ang batang kalahok ay walang kakayahang maghigay ng pahintulot (katulad =2 mga kaso ng
kawalang-malaya, may nakakabit na fubo, sa panahon ng emergency, at iba pa) sa panzhon ng
pagsali at nanumbalik ang kzkayahan na magbigay pahintulet, kung ayaw ng bata na sumali o
gusto niyang umalis sa pag-aaral, dzpat igalang ng Doktor ng Pag-aaral and pasya ng bata

CONFORME:

ATTENDING PHYSICTAN
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FM-E-IRB-2019-017 Rev. 06
IERB Decision Form
PHILIFFINE HEART CEMNTER
Institutional Ethics Review Board
BF Medical A= SBuilding
# East Avenwe, Cuszon City, 14100 F'hil';_Ipires_
Tel/Faxno. 89252401 loc.38089; email add: irbphoi@omal_ com
IERB’s Decision Form
heating Mo Diate (DWW
IEEE ™o Protocol Mo, | | CTET Mo
Protocol
Title -
Principal Investizator |
Sponsor |
Elements Reviewed |
Beview of Accomplizshed Revision Date of Previous review:
[ ves [ Mo
Decision
Protocol ICF
No. | Consensus of IERB members | Initial AP |MME| MT | DA | AP (MME| AT | DA
1
2
3
]
5
[
3
Q
Signature:
Chair TEER ::-;“_‘g:d_@mad
Date: AR NedTrpor mmodffearions required

N — Megior modific ation

L4 — Dizamproved
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FM-E-IRB-2019-056 Rev. 05
. Modification Letter Template

PHILIPPINE HEART CENTER

Institutional Ethics Review Board

AF Medizal Art= Building

East Avenwe, Duezon City, 1100 Philiopines

Tel/Fax no. 89252401 loc 3399: email add: irephoi@omal.com |

Modification and Disapproval Letter
INSTITUTIOMNAL {Date)
ETHICS REVIEW BOARD
{Prmeipal Investigator)
{Positiom)
Chair {Address)
Mambers IEFB po - CTED no.:

Title of Protocol:
Diaar (PT),
On _(Date the Instituticnal Ethics Review Board {IERB) reviewed the
research protocol entitled : (Title of Protocaoll *

Shilippine Heart Center
E/F Medical Arts Sullding
East Avenue, Quezon Dity
Tel. no. 9252401 loc. 3859

Emnail add ithpho@gmail.oom

Dwring the discussion, the IERE defers a final decision at this time.

Howsewer, the |IERE reguests clarifications, additional information, and maodifications

on the following issues of concern:
1.

ok

Please submit the requested information or documents for 3 re-review on or before

Date) . Wou may not begin your stedy until your revised application is
approved.
Kindly contact his. at 3257401 loc 3893 if you hawe amy guestions or

further information.

Sincerehy yours,

Chair, IERE
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FM-E-IRB-2019-022 Rev. 06
Resubmission Report Form
PHILIPPIMNE HEART CENTER
Institutional Ethics Review Board
&/F Medical Arts Building
East Avenue, Quezon City, 1100 Philippines
Tel.fFax no. 39252401 loc. 3359, email add: irbphc@omail.com
Resubmission Report Form
+
IERE Mo. Protocol Mo, CTRD Mao.:
Title of Protocol:
Principal Inyestieator Contact Mo.
Initial Review Type of Full Board
Date: Review Expedited
Protocal [lztest varsion ICF {latest version
Documents number and date) number and date)
Revised Cithers [specify)
Date of Review 1st Review 2nd Review 3rd Review 4" Review
of Resubmission:
Required Modification Indicate the Reviewer's Reviewer's Recommendations:
pages revision
to be found Comments
Frotocol:
1.
2.
ICF:
1.
2.
Others:
1.
2.
Summanry of
Recommendations:
Recommended Action: Approve Major Modification
Major Modification
JCxpedited at the level af the
Chaair) Fervieweer)
Minor Modification Disapprﬂve{

FM-EJRB-2018-022

e Lo
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BIF Medical Arts Ruilding

PHILIFPIME HEART CENTER
3 Institutional Ethics Review Board

East Avenue, Cuezon City, 1100 Philippines
TelFax no. 9252401 loc.3899; emal add: irbphc@gmail com
SIGHATURES:
Date
Reviewsr
Date:
Chair, PHC-IERB

Fi-EJRB-201B-022

Rev. 09




Document Type Document Code:
POL-E-IRB-007
POLICY/STANDARD OPERATING | Effective Date:
PROCEDURE January 2024
Document Title Revision Number:
PHILIPPINE
HEART CENTER APPENDIX B 2
INITIAL REVIEW PROCEDURES
INSTITUTIONAL FORMS
ETHICS REVIEW :
BOARD Page:
36 of 45

FM-E-IRB-2019-045 Rev. 09
Decision Letter for Protocol Approval Template

PHILIPFINE HEART CEMNTER
Institutional Ethics Review Board

AF Medical Arts Building

East Avenue, Cuszon City, 1100 Philippines

Tel/Fax no. 89252401 loc 22099 email sdd: ibphoi@omal.com

Decision Letter for Protocol Approval

INSTITUTIONAL DATE

ETHICS REVIEW BOARD
Principal Imvestigator

FPhilippine Heart Center

Ghair IERE 0. CTRD m. PFrotocol no. SFREB .
Title of Protocol:
Mambers
Dear Dr.

We wish to inform you that your research study has been reviewed and i heraby
granted approval for implementation by the PHC — Institutional Ethics Review
Board IElfter all required modifications have besen addres=zed.

The following documents hawve been approved for use in the study.
1.
2.

While the study is in progress, we reguest you to submit to us the following

documents:

EimE e 1. Progress report annually from date of approval which indude the following:
Fhilippine Feart Conter (Wote: in wiew of active ethical cfegrance, this report is mangatory even if the sfudy has
B/F Miedical &rts Building not started or is still owaiting releose of funds. However for protoools that will termingte
East Awenue, Quezon Clby in six {5) months, they haove to subait contimdng review report or inferin Report two (2]
Dol Coe 202000 S ases) months before termingtion of study)

Email Add: irbphc ggmail .com

a) Date covered by the report
b} Frotocol summary and status report on the progress of the research
c] Mumber of participants sccrued
d] Complaints onthe research since the last IERE review
&) Summary of relevant recent research liverature, interimn findings and
amendments since the last IERE review
2. Motice of termination of the study and reasons for swuch
3. Any event which may hawe ethical significance
4. Any information which is needed by the institutionz| Ethics Beview Board vo do
oNZoing review
5. Motice of time of completion of the study
6. After completion of the study, please submit =n end study report and a copy of
finzl report-

IERE no PAGE 1/2

FIM-E-IRB-20r19-045
Revy.
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Fleaze be sdvised that you can continue the trial according to the approved protocol amd
Good Clinical Practice.
The study iz subject to continuing review on or befors umless closed
before that date. Please submit continuing reviewsw form & wesks before the expiration of
the approwval.
Furthermore, we would like to inform you that the Philippine Heart Center Institutionsl
Ethiczs Review Board at 8/F Medical Arts Building, East Avenus, Quezon City is organized
and it operates according to Good Climical Practice and applicsble laws and regulations.
Pleaze note that amy changes to the study as approved must be promptly reported and
approwed. If you hawe any guestions or require further imformation, please contact
M=, gt tel. no.9252401 loc 3895,
Simceraly wours,
Chairman, IERB
Mote:
Dwration of Approval Frequency of Continuing Rewiew
Erom -
Te _ Due Date:
Recaived by:

Print Mames :

Signature : Date :
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FM-E-IRB-2019-087 Rev. 00
Certificate of Exemption from Ethics Review

PHILIFFINE HEART CENTER
Institutional Ethics Review Board
B/F Medical Arts Building

East Avenue, Quezon City, 1100 Philippines
Tel.lFax no. 89232401 loc. 35898, email add: irbphci@gmail.com

Certificate of Exemption from Ethics Review Template

Thiz is to certify that the following protocol and relsted deocuments have been reviewed amd
granted exemption from review by the Philippine Heart Center-Institutional Ethics Review Bosrd
far implementation

Datea:

Frincipal Investigator/s:

IERE Mumber: CTRD Mumber:

Title:

Sponzor:

Protocol Version Mao.: Version Date:
ICF Wersion Mo.: Version Date:

Other documents:

(Signature)
Mame of Chair
Chairman

Received by:
Mame:
Signature

Data:
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FM-E-IRB-2019-096 Rev. 00
Checklist for Exemption from Protocol Review
PHILIPPINE HEART CENTER

Instituti | Ethics Review Board

8/F Medical Arts Building

East Avenue, Quezon City, 1100 Philippines

Tel./Fax no. 89252401 loc.3899; email add: irbphc@gmaid com

Checklist for Exemption from Protocol Review

IERB No. Protocol No. CTRD No./SIREB no:

Title of Protocol:

Principal Investigator :

Sponsor :

Please check the appropriate:

Yes | No | Criteria for Exemption

Protocol does not involve human participants nor identifiable human tissue,
biological samples, and data (e.g., meta-analysis protocols)

Protocol that involves minimal risks.

a. Protocol is for research type like institutional quality assurance purposes,
evaluation of public service programs, public health surveillance,
educational evaluation activities, and consumer acceptability tests.

b. Protocol only includes human interactions involving survey procedures,
interview procedures, or observation of public behavior (including visual or
auditory recording).

c. Protocol involves the use of publicly available data or information.

Recommendation:

Qualified for Exemption
Decision
Ungualified for Exemption
(re-classify to)
D Expedited Review [:] Full board Review
Summary of
Comments
Reviewer’s Name: Date:
Signature:

FM-E-IRB-2024-096
Rev. 00
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1. ADMINISTRATIVE INFORMATION
1. Clinical trial number “FDA-issued unique code=
2. Clinical trial protocol title =Full protocol title=
3. Clinical trial version number <Az indicated in the protocol=
4. Clinical trial version date = As indicated in the protocols =dd/mm/yyy=
5. Clinical trial phase (IVote: Review by _ Phasel
FDA-recoprized tnstifutions 15 mmted to Phase 2
vhases indicafed in this form) - Phase 3
: Phase 4 Type:
6. Sponsor-applicant: =Mame of sponsor=
7. CRO-applicant: =IName of CRO=
8. Date received by institution: =dd/ Ty
9. Reviewing institution: =IName of reviewing institution=
0.1. Address
9.2. Signatory official: <Title, MName, Surnames
9.3. Position & Designation: | <Institutional position & review designation>
9.4. Signature:
9.5, Review date: <dd, Ty v
9.6. Telephone:
0.7. Fax:
0.8. Email:

10. Declaration of conflict of interest (COI)

The <MNAME OF INSTITUTION= declares that the instihation and the experts involved in this review
have no COL in any form related to the abovementioned clinical trialfthat the <institation/sxperts
inwolved in this review,both> have <financial, proprietary, professional= conflict of interest related to
the abovementioned climical trial due to <describe CO= and managed sudh CO1 by <describe CO]
management=.

11. Confidentiality Agreement

The <MNAME OF INSTITUTION= as well as the experts inwrolved in this review agreed to take
reasonable measures to protect the confidential information pertinent to this review, subjsct to
applicable legislation, not to disclose confidential information to amy person; not to uss confidential
information for any purpose cutside this review, and in a mamner which would result in a benefit to
itsalf or any third party; and to returmn all confidential information and documents (incduding ano
minutes or notes) upon demand of the FDA.

12. Recommendations to the FDA.|

I:l Approval

I:l Deferment of action pending resclution of conditions detailed under Section 5 (see
assessment information))

I:l Disapproval of the conduct of clinical trial in the Philippines due to:
=  Ohjectons as indicated in- <indicate relevant sections=
®  Deficiencies as indicated in- <indicate relevant sections=
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II.  ASSESSMENT INFORMATION
Information under this section should be compiled through full board deliberation of the
documents submitted to the relevant committee in the institution that performed this
review. Recommendations issued through this review are based on the assessment of
components cutlined in this section. This template is accomplished electronically, but must
be printed, then verified and signed by the designated institutional signatory official. A fully
accomplished form should be signed and submitted to the FDA within 30 days of receipt of

protocol package.
COMPONENT ot | e | ASSESSMENT
ASSESSED |
1. SCIENTIFIC AND Yes No
SOCIAL VALUE
1.1. Philippine
community health
priority addressed
1.2, Disease priority
addressed
1.3. Potential Impact on
desply-held values of
the Filipine

14 Concusions on the potential SCIENTIFIC AND SOCIAL VALUE of this clinical trial:

Do the docwments

Docurnents

COMPONENT Dothe dosuments | Beamerts | A SSESSMENT
ASSESSED e | s
2. PRE-CLINICAL Yes No

DATA

2.1. Toxicclogy

2.2, Environmental rizsk

2.3, Condusions on the PRE-CLINICAL DATA supporting this clinical trial application:

COMFPONENT
ASSBESSED

Do the docments
sutvrntred fove
adequate infarmmion
for asiezament?

Docurnents
assessed &
refevant
SECHNS

ASSESSMENT

-C'Dssa-rzx_mwx stuwdles, ciinical studies 1m sls:'r_‘ni
mopulafions mach a5 pediadeic porulaiions, pocled and
=cfa-gralysis, and cther supporfing shudiss)

3. PRIOR CLINICAL
DATA

Yes MNo

3.1. Pharmacodynamics
and pharmacokinetics
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3.2. Phase 1 {completed) Years conducted
Sites
Enrclment: <number of patients=
Findings
3.3, Phase 2 (completed) Years conducted
Sites
Enrclment: <number of patients=
Findings
34 Phase 3 (completed) Years conducted
Sites

Enrclment: <number of patients=

Findings

3.5, Condlusions on the PRIOR CLINICAL DATA supporting this clinical trial application:

Do the docwvments

Documents

COMPONENT Do the documerts | Documerts | ) gQEGGNMENT
ASSESSED PR B
4. STUDY DESIGN Yes No
4 1. Duration
4.1.1. Main phase =Hmes Az
4.1.2. Fun-im phase =Hme==/ A=
4.1.3. Extension phase =Hmmes=IN/ A

472 Hypothesis

=Supericrity> < Equivalence® <MNon-

nferiority> <Bxploratery: spacify=
“thers: specifv=

43, Treatment groups

431. Group 1 <traatmentz <duration=, <number
randomizad=

432 Group 2 <treatmentz <duration=, <number
randomizad=

4.3.3. Group 3 “treatmenty Zduration=, <number

randomizad=

434 =if placebo group

=zcientific and methodological

included= justification for the uss of placebo=
44 Endpoints and
definitions
44]. Primary Zappropriateness of endpoint and

method of measurement=

4.4 2. Secondary/COther

<appropriateness of endpoint and

(spacdify) method of measurement>

4.4 3. Secondary/Other “appropriateness of endpoint and
(specdify) method of measurement>

444 =zdd rows as Zappropriateness of endpoint and
nesded= method of measurement=

4 5. Statistical analvsis for

=Intent to treat= <Per protocol=
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primary endpoint =gther: specify=time point=

46, Statistical analysis for
secondary endpoint

=Intent to treat= <Per protocel=
=gther: specify==time point=

47, Conclusions on the STUDY DESIGN proposed for this clinical trial:

COMPONENT
ASSESSED

D i docuvments
siabvrnired frove
adequate infarmeion
four navesamene?

Documents
assested &
refevant
sEchions

ASSESSMENT

5. CLINICAL SAFETY

Yes No

5.1. Expected adwverse
svents

5.2, Expected serious
adwverse events and
deaths

5.3. Expected adwverse

laboratory events

5.4, Safety in special

=adequate identification of

populations populations wherein precaution/
safety measures/exclusion is
exercised=
5.5, Adverse
immumnological
events (if applicable)
5.6, Drug-dmg
interactions and other
interactions
5.7. Pharmacovigilanoe =adequacy of compliance with
system and plan regulatory reporting systems for
AEs=
5.8. Risk management =Zappropriateness of risk
system and plan management method vis & vis
expected risks=

59, Conclusions on the CLINICAL SAFETY plan proposed for this clinical trial:

D e dasuments

Decumnents

COMPONENT pothe osuments | Seamens | ASSESSMENT
ASSESSED e | s
6. BENEEIT-RISK Yes | No

ASSESSMENT

6.1, Benefidial effects of
the intervention to
the target population

=Uneertainty/certainty in the
knowledge about the beneficial
effects=
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6.2. Unfavorable effects of
the imtervention to

the target population

=Uneertainty/certainty in the
knowledge about the unfavorable
effects

6.3. Vulnerable

=Justification of risks to vulnerable

populations involved populations=
6.4 Use of placebo =Compliance with international
and national ethical guidelines in
the use of placebo=
6.5, Benefit-risk balance =Significance of favorable and
unfavorable effects as detailed
aboves
6.5, Conclusions on the BENEFIT-RISK ratio of this clinical trial:
=favorable or unfavorable=
COMPONENT commretbme | anesds.
ASSESSED frrcmemnenty | s
7. STUDY SITES Yes No
7.1, List of sites
STUDY SITES TYPE PROFILE ERC If none
7.1.1.=Name of site= hartiary/ Facilities, =PHEEE Zjustification if
m"' ;‘feﬁ'ﬁ‘i“:‘: registration no institutional
hosal- Jassification, numbers= or local ERC=
=others: eic
spedivs

712 =add rows as
nesded=

trial:

7.2, Conclusions on the appropriateness of the proposed STUDY SITES for this clinical

the above discussions)

8. SUMMARY OF RECOMMENDED CONDITIONS FOR APPROVAL OF
IMPLEMENTATION OF CLINICAL TRIAL IN THE PHILIPPINES (with reference to

8.5, Safety assessment

8.1. Sodal and Scentific Value
8.2, Assessment of Pre-Clinical Data
8.3. Assessment of Prior Clinical Data

84 Stady design assessment
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8.6. Benefits and risks assessment

8.7, Study Sites Assessment

9. SUMMARY OF REGULATIONA APPLICAELE TO THIS CLINICAL TRIAL
APPLICATION (and used in this assessment |

2.1. Eegulation 1
92, Fegulation2
2.3, Eegulation 3

2.4 Fegulation 4

10. SUMMARY OF INTERNATIONAL AND NATIONATL GUIDELINES APPLICAELE
TO THIS CLINICAL TRIAL APPLICATION (and used in this assessment)

10.1. Guideline 1
102, Guideline 2
103, Guideline 3

104 Guideline 4

11. SUMMARY OF OTHER REFERENCES USED IN THIS ASSESSMENT

11.1. Reference 1

11.2. Reference 2
11.3. Reference 3

114 Reference 4




