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This clinical trial has been reviewed and approved by the Institutional Review Board of Cathay
General Hospital. Project Number:
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Research Fellow Name:
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Medical Record Number:

Name of Legal Representative/Authorized Representative:

o5 HF F B

Identity Card Number:

BT

Identity Card Number:
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I. Overview of the Global Market Status of the Investigational Medical Device:
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Medical Device Information:
Product Name: "Airmod" (Respiratory Monitoring Aided Software, which has not yet obtained a Medical
Device License). Used in conjunction with the "AccurSound Electronic Stethoscope", which has received
market approval from the Ministry of Health and Welfare (MOHW) (MOHW-MD-No0.007347) for this study.
The current clinical customary practice involves the widespread use of breath monitors in patients under
general anesthesia to monitor respiratory-related parameters. Most of the breath monitors available in the
market are imported from abroad. In this study, we are utilizing 'Airmod', a domestically developed software
designed to aid in respiratory monitoring. It can collect and analyze respiratory sounds, calculate respiratory
rates, and monitor the respiratory condition of patients under anesthesia using the "AccurSound Electronic
Stethoscope". Heroic Faith Medical Science Co., Ltd. is committed to developing medical technology in the
critical care field and respiratory monitoring. They aim to sell their products to both the domestic market in
Taiwan and global populations in the future, contributing to the well-being of people worldwide.
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Market Status of the Medical Device:
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The 'Airmod' respiratory monitoring aided software is currently not available on the market in Taiwan or any
other country. However, the "AccurSound Electronic Stethoscope" (MOHW-MD-No0.007347) used in
conjunction during the trial, as well as the "Comparison Product" ("Medtronic" Capnostream 35 Portable
Respiratory Monitor, WEI-BU-YI-QI-SHU-ZI-No.032283), are both approved medical devices by the Taiwan
Food and Drug Administration, Ministry of Health and Welfare.
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II. Trial Objective:

This study is a multi-center clinical evaluation trial study of a non-invasive medical device in Taiwan. It is expected
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to recruit participants who have undergone pre-anesthetic assessment, are suitable for intravenous general
anesthesia (IVG), and are aged 20 years and older. The Hospital aims to enroll a total of 100 cases, with
simultaneous enrollment taking place at trial centers such as En Chu Kong Hospital. In total, 300 cases will be
recruited from multiple centers in Taiwan, and the project will be led by Dr. Huang Chien-Chung from the
Department of Anesthesiology at Mackay Memorial Hospital, who serves as the Project Principal Investigator.
ARy P cnE %% TAirmod | »E T ORI M > Bhe RIS F FV L TR R IRV E ) (F
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Kp TEZRDE ) s g B St S Aok (dordeh 3 g IR B ok R e
Bl SRR R)E A G cd AP E R RS A T A KM 0 T Airmod | 2 7 i 834 A 4
Brr R o

The purpose of this study is to validate the performance and overall effectiveness of the 'Airmod' respiratory

monitoring aided software when used in conjunction with the 'AccurSound Electronic Stethoscope', which has
obtained market approval from the Ministry of Health and Welfare (MOHW-MD-No0.007347), in monitoring the
respiration rate. The objective is to determine whether the performance of this combination is similar to or superior
to that of the conventional standard equipment, the 'Medtronic Capnostream 35 Portable Respiratory Monitor'
(referred to as the 'Comparison Product', WEI-BU-YI-QI-SHU-ZI-No0.032283). To enhance the quality of care and
ensure safety, this study will also concurrently record respiratory sounds from the 'AccurSound Electronic
Stethoscope' and respiratory symptoms from the 'comparison product' (such as stridor, coarse rales, respiratory tract
infiltrates, effusion, obstruction sound, respiratory arrest, respiratory tract edema) and vital signs-related events
during the research process. These recordings will be subjected to subsequent analysis and will be applied to
augment the functionality of 'Airmod' and improve the accuracy of analysis in the future.
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Primary Objective: To assess the accuracy and performance of 'Airmod' in measuring Respiration Rate (airRR)
compared to the 'comparison product'. The primary aim is to establish non-inferiority to the 'comparison product'
(non-inferiority implies that 'Airmod' is not worse than the 'comparison product', hence, it may perform similarly or

superiorly to the comparison product).

FE& PR

Secondary Objectives:
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In the CO» analysis insensitive section, the accuracy of 'Airmod' is evaluated by comparing it with the
breathing sound recordings made by the research team, per the records.

2. f TAirmod ; RIE e F AT MG A TR - §F PRBIE e o F - R o
Evaluate the consistency between the respiration rate measured by 'Airmod' and Manual-scored Capnography
(ManCRR).
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Evaluate the response time for detecting the first breath on both 'Airmod' and the CO; graph of the
'comparison product' after performing the jaw-thrust maneuver in cases of apnea.

4. W RGBT ReEsgFangEy o d TAirmod ~ A B Eede Tt STRIE ad e id Rl
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Compare the impact on respiration rate monitoring (measured in bpm) among subjects with different
respiratory frequencies, as measured by 'Airmod'(airRR), Manual-scored auscultation sound originated from
AS-101(acoRR), and Machine-scored Capnography (CapRR) generated from Capnostream™35 (K150272,
Medtronic).

5. =% TAirmod | eh& 242 7 % |4 o
Evaluate the security and availability of 'Airmod'.

SRR R

3. Main Inclusion and Exclusion Criteria for the Trial:

K NP

Inclusion Criteria:
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To participate in this study, individuals must meet all of the following criteria:

1. Provide a signed and dated informed consent form.

2. Willingness to adhere to and participate in all research procedures.

3. Must be over the age of 20.

4. Suitable for intravenous general anesthesia (IVG) as determined by a pre-anesthetic assessment.
BrpiE
Exclusion Criteria:
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1. You currently have neck pain or injury.

BZRIFIRAELLE AT TR FHEIE G ©

2. Yourequire the use of a High Flow Nasal Cannula (HFNC) for medical reasons.
3. A physician assesses that you are unable to wear the 'Airmod' and the 'comparison product's' related
accessories during the study or beforehand.

4. You are unable to read the consent form or the research team cannot confirm your full understanding of the
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study content and associated risks due to your mental state or other factors.
5. A physician assesses that you may not be able to complete the study procedures or participating in the study
may pose additional risks due to your medical condition or other factors.
NE R
4. Methods and Related Procedures of This Trial:
AFPE AL DL %E TAirmod | A RIERE S G i FHcE L3R REERGE TR A
il G ISy ket B R fiF?L:}?aé'ii P FEA L BEL TR 0 T A ¥ R B (72 e
» Sy AR TAimod ) 2 Tt R MY R R 2 080 d TS F R B PR &5 I8 i (7 en et
FRETEFRO T2 FES IS EEd P EGERLRERSR 28 2 3R 2% PARscore i
% 4~ et PADSS i 9 4 2t (PAR score ~ PADSS 35 % Frfitris 3% 1 2 ch- f8) » g L ERIME Rk g

o

The primary objective of this study is to validate the performance of 'Airmod' in monitoring respiration rate
compared to the conventional standard equipment’s 'comparison product'. Enrollment will occur at the
Pre-Anesthesia Clinic and hospital wards, with the study being conducted in the operating room. Following the
completion of routine and necessary pre-operative preparation and anesthesia, and after the research team confirms
the proper placement and setup of both 'Airmod' and the 'comparison product', the anesthesiology team will carry
out the established and routine injection anesthesiology for your surgery. Subsequently, the research team will begin
monitoring breathing records until your assessment in the Recovery Room reaches a score of 9 or above on either
the PAR score or PADSS system (both are post-anesthesia evaluation tools). At this point, the monitoring of

breathing records will conclude.

R L

Trial Procedures:

L FLEES T ERREIS LRpRTep o SHP P PRt L IR E e A 445 Dk
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During the pre-anesthesia clinic consultation or anesthetic assessment for admission to a hospital ward, the
research team will introduce this study to subjects who meet the inclusion and exclusion criteria, and inquire
about their willingness to participate. If they are willing, the team will explain the study based on the consent
form content and give them ample time to consider or discuss with their family before signing the Subject
Informed Consent Form. If the consent form cannot be signed during the consultation, it can be submitted to
the clinical research nurses at any time before surgery to be enrolled in the trial. The clinical research nurses
will then complete the case report form (CRF).

2. MNBHBLT A PERIEN SRS ALY T AT REELSEXETE TAirmod , 2 Ty e o
Before the start of the trial, without affecting the flow and handling of the original surgical method, the

research team must install and fit you with 'Airmod' and the 'comparison product'.

I Airmod ;| % % & $ 35 :
'Airmod' Installation Requirements:
A. #%7% TAirmod 2 Androidx % & T2 3 T+ RZF | i -
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C. 2% Android %% ¥ %t enTAirmod; » & » 86 o 5 Androidk & fc Tt § R F P B | &L Faud
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BERDMEF & 2 Bzt o

A. Connect the Android device with the 'Airmod' to the 'AccurSound Electronic Stethoscope.'

B. Place the auscultation adhesive patches of the 'AccurSound Electronic Stethoscope' on your neck (either on the

left or right side of the thyroid cartilage plane area) and secure it with surgical tape as shown in the diagram below.

C. Tap the 'Airmod' app on the Android device to enter the software interface. When the Android device and the

'AccurSound Electronic Stethoscope' are correctly connected, an indicator light will appear, and you can then press

the start button to begin monitoring.

D. By clicking the start/stop button, the breathing sound and spectrum map will be displayed immediately through

the speakers and display screen respectively. If the signal or reception is unstable, adjust the position of the

auscultation adhesive patches or secure them with surgical tape to improve the connection.

Pl 48 &3

Installation Requirements for the 'Comparison Product":

A FEER TR BF XL g L AR R -

B. LEREAFF! EBFISHETOLFFEF» L3 M-

C. #HEHERAFINERRS > EEFE&RIII L EHL TR Bﬂf’-#%ﬁ‘ﬁlé ED Gt o BETR
Fe gk % i B EER X IDEGEREECT 2 BlT) e

D. #i§ CERFHARIERRS > FPFF L F AL EPI o

E. @t > TRIKREZ TR RIS > 34~50 §s 287 ¥ F 1 o EtCO2Efrid 75 % SpO2#k

P
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A. Ensure that the 'comparison product' has sufficient battery power to last the entire duration of the study.

B. On the display screen of the monitor, select menu — operate — patient management — insert subject
number.

C. Connect the sampling line to the monitor and twist it clockwise until it can no longer be rotated. Attach the
sampling line to your nostril, adjusting the tightness of the strap for comfort and a secure fit (as shown in the
diagram below).

D. Connect the oximeter clips to the breath monitor and attach the clip to your finger.

E. Once correctly connected, the breath monitor will immediately start detecting breathing. After 3.4 to 5.0 seconds,

the EtCO- value and waveform, as well as the SpO, value, will be displayed on the screen.
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Clinical research nurses will begin recording immediately after the first round of anesthetic injection and the
completion of induced anesthesia. They will continue to follow you to the Post-Anesthesia Recovery Room
and record until your PAR score or PADSS reaches 9 points or above, at which point the recording will end.
If, during the surgery, the doctor assesses that your vital signs are unstable and emergency procedures such as
LMA (laryngeal mask airway) or intubation are required, the study will be terminated in favor of emergency
medical needs. However, any data collected before the termination will still be included for analysis in this

study.
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Clinical research nurses will fill in the results monitored from the start to the end of the trial into the case
report form (CRF). The electronic files of the breathing sounds and spectrum maps recorded by 'Airmod' and
the 'comparison product' will be stored on an encrypted SD card or USB flash drive.
5. PRHERFEHRBEAFLLAZSDFT AGLIATHILTFFIF AR H > FRMNAF FFHIFFA
Mg BEREFLLIE L DA BFISESEP L HORERY -
Clinical research nurses will submit the CRF along with the SD card or USB flash drive to the Principal
Investigator for review and comparison. If everything is confirmed to be correct, the Principal Investigator
will sign the CRF and store it securely in a locked file cabinet in the office.
6. FIEE ! FEREAE S FHEBEHERE o
After the conclusion of this trial, the research team is required to fill out records and questionnaires.
7. ARG EREGE AT PR E TR ARATFEFLLY 0 3 G BB ETiRYE
WML EIF 2 VAR R FRERRES L -
After the analysis of the respiratory monitoring data collected in this study, the test results will only be used
for this clinical evaluation research and will not serve as a basis for any diagnosis. Diagnosis and
interpretation will still primarily rely on the standard anesthesia monitoring equipment used by this institution.
8. 16 ddp AUl
Subsequent data handling will be as follows:

AL AP BE2ZBEREFL L A PET RFTEIFAESZ L ERY o

B. TAirmod | fv Tt & | “ror@ e X B2 P HRBIZ T F AR € G54 BiE (S SD+ Mg DA g
ke f BECT T AR 0 R g e B R R B

C. 22y 2 B+ R ¢ HIEDB A B IrRskipM TR G

D & EApM 2975 MA2 22 53 TIHBIL A GSDFSELAF > BEIRFFRLE 2B F 034
AFAPESF PR AT > T RERGIRREA ARSI FSERBH S -

A. The case report forms collected in this study will be categorized and stored in a locked file cabinet in the
Principal Investigator's office.

B. The electronic files of the breathing sounds and spectrum maps recorded by 'Airmod' and the 'comparison
product' will be stored on encrypted SD cards or USB flash drives. To access these electronic files, encrypted
computer equipment will be used.

C. The research team members involved in the study will maintain confidentiality regarding your health
information and trial-related data.

D. All paper documents related to you and encrypted SD cards or USB flash drives containing electronic files,
along with the Subject Informed Consent Forms, will be separately stored in a locked file cabinet in the
Principal Investigator's office and will be preserved until five years after the trial's completion and the
product's market launch, after which they will be destroyed.

TOTRAZZEEY A2 Rk
5. Possible Side Effects and Their Incidence and Countermeasures:
L B ER PR BHAPM B (57 (b )8 4 g kan 2

Side effects (risks) associated with the trial drug/medical device: Possible incidence and countermeasures
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'Airmod' is a non-invasive respiratory monitoring aid software, capable of analyzing breathing sounds
and calculating the number of breaths to monitor the respiratory status of patients under anesthesia. As

an aid software for respiratory monitoring, 'Airmod' does not come into direct contact with the human

body.

B. %ﬁ%*irifm+%pwJ‘iﬁw%\wwﬁwaﬁz%“é BEFIE LR B T AT
FARE g ##&&Rf%‘&ri\ﬂi(mﬁri’?‘*‘f HAT BRASBER) FF AR Y
lﬁ]]‘}ﬁ—*—g PR E T oAk IRE S A 2 T RBFT AR LG Sk R kAR -

The use of the 'AccurSound Electronic Stethoscope , surgical tape, adhesive patches, or fixtures from
related monitoring equipment, due to skin contact, may cause mild skin irritation or discomfort in some
individuals (such as skin redness, pruritus, rash, stress, or a feeling of pressure). If discomfort occurs, the
research team will provide appropriate management based on your condition at the time and will

temporarily suspend the research procedures to assess whether your condition has improved.

C. FELE L THE ) BRA O RIS AP TV B R T ERA A2
mw‘k~mwﬁif?%ﬁ’ﬂ%%¥ﬁ@**f%%ﬁﬁF?wb*%¢ﬁiﬁ A & Bte 2
FHRES 2~ TEAPFEF IR ARG 7 ARRMN > 27 BB ERI56 R

WASLBREY 0§57 ﬁl%#ﬁﬁﬁ?iﬂffiﬁé‘ P TRRFPFLATREEFIRS F 0
BAOREAR EERREYRFRGR AP

Devices such as the 'AccurSound Electronic Stethoscope' and the 'comparison product' require electricity
to operate, and therefore may pose hazards similar to household electrical appliances, including electrical
properties, fire, and electromagnetic waves. However, medical devices are subjected to stricter electrical
safety and electromagnetic compatibility tests than household products before they are used in medical
settings and launched on the market. Thus, their risks are relatively lower compared to household
products. The research team will test the functionality of these products before use to ensure their safety
and will have appropriate backup equipment and contingency plans in place to minimize your risk to a
level comparable with conventional medical risks.

D. AfpAmge @ity | § %3504 27 (Medtronic)en— 307 & if #58eE ERIK o + 5 12
X BAPTAFRTASGLERE AR bARAFL Y » ZASHIERFEE REGRP E 2
B4 Ry
The 'comparison product’ used in this clinical study is a commercially available portable breathing
monitoring recorder from Medtronic. Since its launch, the company has not identified any major issues
with this product. In this clinical study, the product is used under the standard operating procedures
outlined in its manufacturer's instructions.

E. »RE%72 2 72 BEX Ffﬂ'ﬁ THR2ZEE D~ R EEHO 2 AHpmie~2 G IR GIRMN -
o 2 IR E R R L3 'ﬁiﬁ-ﬁ ol I ﬁﬁg‘@ °
This trial does not involve or affect the subjects' routine examinations, diagnoses, treatments, and

follow-ups. The risk of harm to patients is extremely low. In the event of a malfunction or similar

situation, the trial sponsor will provide replacement equipment.
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Side Effects (Risks) Associated with the Trial Procedure, Possible Incidence and Countermeasures:
A AFEBFTER? > EFHIERG ¥ %Jﬁmzﬁ ErRy > REEAME S FELAH
g R PETRAE ¥R R S AR EAAE S L iR o B ERY $ 82 bR E T S8BT
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Throughout the entire research process, there will be no interference with your existing standard
anesthesia procedures and medication use. The research team and relevant healthcare professionals will
follow clinical protocols to complete your anesthesia process and subsequent anesthesia assessment. The
risks you may encounter during the research process will not differ from those not participating in the
study.
2o kAN Rk A
6. Alternative Treatments and Explanations Related to this Disease:
AP R 2R ’I“—’L—%?ﬁi‘?f%ﬁ‘éifﬁé%lﬂi SRR 2 S i FHR2eh - D DR EEHO LG
FHEN FEAFEL > S BT é%—?ﬁ@;ﬁ?%&ﬁﬁ?ﬁ °

This study is a Clinical Evaluation Trial Study of a non-invasive medical device. It does not involve or affect the

participants' routine examinations, diagnoses, treatments, or follow-ups. However, you have the right to choose not
to participate in this study, and your decision will not have any impact on your medical care.
S RERIp A
7. Anticipated Trial Benefits:
AP 2 PHRA S TAimod ) & F RIrEsid 52 6 iy FHlsck a2 ¥ REEX G T e 4
Ll N

The expected goal of this research is that the performance and overall effectiveness of the target product 'Airmod' in

monitoring respiration rate should be comparable to or even superior to that of conventional standard equipment,

which serves as the reference or 'comparison product'.
CRRER RRELBL B EL T

8. Contraindications, Restrictions and Requirements for Participants During the Trial:

j\,gz;i L 2EiE a r}%&ﬁ ek L,p,;ﬂ;i ,;ﬂiﬁﬁix & m/r')%‘ ’ ﬁiff RS xﬂ#]&)@ﬁbbg;@ s pgr],{g-n
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This study is a Clinical Evaluation Study of a non-invasive medical device. The research process will not affect

your treatment, and there are no contraindications, restrictions, or specific requirements to adhere to. However,

during the research process, you will need to wear the 'AccurSound Electronic Stethoscope' and the 'comparison

product', which require the use of adhesive patches or fixtures for signal sensing, secured with surgical tape. If you

have a history of being easily allergic or have had drug eruptions or atopic dermatitis, please inform the research

team promptly. This will allow the research team to discuss appropriate measures for your participation.

RN L T A

9. Confidentiality:

R4 558 Frsizidd 2w pRRE S0 A2 el EB R TR PR IRIZ 3§ 2R ]
At B ABALEDE L L7 g&g—‘r Beadr & SRR L AH Vo b s AT v w] AL
AR AR LR DR EARREEIRLE TR LEPRLF R L ST B RL T

7?‘“1‘*3‘ AAMPETEEE AL R €2 L FBHERE > WRETRF AREAS BRSSP EZ R

2 P‘Jrkﬁ-pfg_\i;,a]kﬁ Eehi b 2 %t o
Cathay General Hospital will abide by the law to keep the confidentiality of any record containing your
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identification and your personal private information, and will not disclose it. The research staff will assign
you a research code, and this code will not show any identifiable information such as your name,
identification number, or address. In the event that trial results are published, your identification will
continue to be kept confidential. You also understand that by signing this consent form, you are approving
the direct use of your original medical records by the monitors, auditors, (the name of the hospital IRB)
and the competent authorities, to ensure that the clinical trial is conducted and data are collected following
applicable laws and regulations. The aforementioned personnel guarantee the confidentiality of your
identity will not be violated.
SRR
10. Compensation and Insurance:
Lo 4ol %0 hTRA % FH2 3 A8 R 3473 0 20 FRBHPHRGS 27 j 4
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If you are a partlclpant, Heroic Faith Medical Science Co., Ltd. will bear liabilities for

compensation of damages caused by the adverse events resulting from following the protocol
designed for this clinical trial. However, no compensation will be made concerning the expected
adverse events described in this Informed Consent Form.

2. drik AR OTTRRAERTE O FlAF A3 A8 RAH T AR FROMLAES X
BREATE FREN B L BIRT AE RAFFLRFRE Y -
The hospital (Cathay General Hospital) will provide professional medical care and consultations
for adverse events or damages resulting from following the protocol designed for this clinical
trial. You will not be responsible for the necessary medical expenses concerning the treatment
of the adverse events or damages.

3. g m oA A FREAS > AL AREFY  FEAMLELGEOR G G S
R o
This trial does not provide compensation in any form other than the compensation and the
medical care outlined in the above 2 points. If you do not accept this level of risk, please do not
participate in the trial.

4. B2 E¢FZEF AP A T &L 2t mEeE
You will not lose any legal rights under your signing of this Informed Consent Form.

5. rEZ%ei HEFERGORAKET ERG -
This trial [l is covered by liability insurance [ | is not covered by liability insurance.

e 1
11. Rights and Interests of the Subject:
L 23%7 §v ERP-FHR ML ERmP T > 23R A2 RERGLEHFR -

This trial will not charge you any fees related to the trial, and it is not covered by the National

Health Insurance.

2. P o BEER AR Mo T R IE M FRLBFZRLFOEZFEL < F
Mo AR R
During the trial, any significant findings related to your health or the disease that may impact
your willingness to continue participating in the clinical trial will be promptly communicated
to you.
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If in the process of your participation, you have any questions or concerns about the nature of

the clinical trial or if you believe that your rights as a subject are being violated, or have
concerns about any harm you may have experienced due to participation in the research, you
may contact the Institutional Review Board of the Cathay General Hospital (A Committee
established to protect research subjects) for consultation. You can reach them at the following
contact information: Phone: 02-27082121 ext. 6984:; Fax: 02-66369260; Email:
irb@cgh.org.tw.

4 ek R ALTHERP T E R RS R AR T ARG FlpRp
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If you have any questions or concerns now or during the trial, please do not hesitate to contact
Dr. XXX from the Anesthesiology Department at Cathay General Hospital. (24-hour contact

number: 09XXXXXXXX).
5. j‘ﬂ?',’gs \5,7,?553;b;;‘3_}]?,'& ]_ﬂk‘i{:.ﬁ’lg‘ r,—bpaj\/gﬁ 7,r'}?ﬁ'b'?gmo£ﬂ
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This consent form is provided in two copies. The physician has provided you with one copy of
the signed consent form and has thoroughly explained the nature and objectives of this research.
The research team has also addressed any questions you may have had regarding the medical

device and the study.

12. Withdrawal / Termination / Suspension of the Trial:

1. %éﬁ—‘ﬁ%?éﬁﬁﬁﬁs FHREFY > FREFEFEERTRL QN3 FEPRd > 27 €5
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During the implementation of the trial, subjects have the right to unconditionally withdraw their
consent and exit the trial at any time, without the need to provide any reasons. This withdrawal will
not result in any discomfort or impact on their future medical care from their physician. Additionally,
the Principal Investigator or the Trial Sponsor may also, if necessary, suspend or terminate the
clinical trial.
2. ARERSBFURR BN TRA Rl 0 XFFINBRETEFFFVR L7 AER
LR iE M ﬁ °

This trial is an observational trial with no interventional clinical procedures. After a participant
withdraws from the trial, he/she will return to regular medical care, and there will be no further
follow-up examinations conducted as part of the trial.
30 FRPBFINAFFAAFALEIRZE I G A T e AT 2T =K
ALEAFE T h kY o d FHRAFAL FRE o FREREL I AS PS5 S
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If the subject decides to withdraw from the trial, or if the Principal Investigator determines that the
subject is no longer suitable to participate in this study, the data collected before the withdrawal will
be securely stored in a locked filing cabinet. The Principal Investigator will be responsible for
safeguarding the data. These data will be retained for analysis until five years after the trial concludes
and the product is on the market, after which they will be destroyed. Furthermore, no additional data

will be collected from the subject after his/her withdrawal.
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13. Signature Page
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The Principal Investigator/Sub-Investigator or their authorized personnel has
provided a comprehensive explanation of the nature and objectives of the research
method outlined in this protocol, as well as the potential risks and benefits. Additionally,

any questions raised by the subjects regarding this clinical trial have been addressed.

<r

LHFRL

e

L R

Signature of the Person Explaining the Subject Informed Consent Form:

p # ! 2

Date:

WERAFA BEAIFEL L

Signature of the Principal Investigator/Sub-Investigator:

p i ¥ g p

Date:

<r

i?f:“'ﬁ CHWER fENRAREKRTFL D E N BT A 4 g gl E
pe b S A TRA AR TR D DR AL 0 SRR Y AR 2 K ed R o
I fully understand the research method outlined in this clinical trial, as well as the

potential risks and benefits associated with it. Additionally, the trial investigators have

provided comprehensive explanations in response to my questions about the clinical trial.
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I agree to voluntarily participate as a subject in this clinical trial program.

LHFE L

Signature of the Subject:

p ¥ 3 p
Date:
?%?ﬁ%i?&?ﬁ(ﬁﬁ@%) l.og # 2.05 A

Relationship with the Subject (please tick) 1.cParents 2.0Legal Guardian

Date:

HWAET A
X A

LR
0 ERLECRBRG SR RARLERF

Hereby witnessing the following:

[ ] The person signing this consent form is unable to read, but after
explanation, has fully understood the content of this consent form.

272 ':’:7.
AFELEF G

Signature of Witness:

pEp = ! 2

Date:
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The trial participant is a person limited in disposing capacity and requires the consent of both the
pparticipant and his/her legal representative. If the trial participant is incapable of disposing, the consent
of his/her legal representative is necessary. If the legal representative signs this document, it is presumed
that they have thoroughly understood Article 5 of the Regulations on Human Trials (refer below). At the
time of signing, the legal representative has independently confirmed that they comply with the signing
order. If the signing order is not followed, and the document is signed by someone who does not meet the
signing order, the consent form will be considered invalid, and the individual will bear legal
responsibility accordingly. [If you have already excluded such participants (as specified in the exclusion
criteria), you may delete this section as needed.]

YA IR & T E

Article 5 of the Regulations on Human Trials

EArREF S LA FEF-FRT LR A EFNE PPN E 2 é,?éﬁ v FEA IR T S G BT
FAZBE -

Concerning the adult or minor but married Trial Subject recruited by the proviso of Paragraph 1, Article

79 of this Act, the trial conductor shall obtain the consent of his/her interested party in the following

ppriority order:

— ‘ﬁ’// o
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1. Spouse

2. Parent

3. Cohabiting adult child

4. Cohabiting grandparent

5. Cohabiting brother or sister

6. Any relative who has cohabited with the Trial Subject within the past one year

BHKFAL L FEEFLFFEATLEL ¢
The consent of the interested party outlined in the preceding paragraph shall not be against the Trial

Subject’s will.
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Article 12 of the Human Subjects Research Act: Where the research subject is a fetus, the consent specified in the
\first Paragraph shall be obtained from the mother; where the subject has been judicially declared to be of limited
legal capacity or under assistance, consent shall be obtained from both the individual and their legal representative
or assistant; where the person is incompetent or under guardianship, consent shall be obtained from their legal
representative or guardian, where the proviso in the first paragraph is applicable, consent shall be obtained in the
following order of precedence from an appropriate relation:

1. A spouse

2. An adult child

3. Parents

4. Siblings

5. Grandparents

Where the consent is provided in writing by a relation according to the preceding paragraph, such written consent
may be sufficient where obtained from any such individual; where the express intent of such persons is not
unanimous, the order of precedence above shall apply to determine the matter. In the preceding order of
\precedence, among the same order, closer relatives shall be accorded priority; where the relatives are of the same

degree of closeness, cohabitation shall be accorded priority; and in case of non-cohabiting relatives, the elderly

shall be accorded priority.

g EEEMARIE  [V2.0 2021/12/27]
Informed Consent Form Version: [V2.0 2021/12/27]
Page 19 of 23 F-IRB-0119,2019/06/17,- 1%

F-IRB-0119,2019/06/17, Modification 1



Pi3agfie

Information for Research Study Participants
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Dear Patients, Family Members, and the Public

When seeking medical care, you may be invited to participate in clinical trials or research
projects. This letter is to explain the efforts we undertake to ensure your safety in these
endeavors. This includes the establishment of a Research Ethics Committee, which specializes
in reviewing clinical trials and research projects. The committee's purpose is to ensure that
project leaders fully inform you about the processes involved in clinical trials or research and
safeguard your rights and interests when participating in these endeavors. This ensures that you
can make an informed decision about your participation. Of course, if you have any questions or
concerns during your participation in the trials or research, you should feel free to ask the
research personnel. Below are some procedures that our Institutional Review Board follows
during the review process, provided for your reference.

LA FRAFTARABRFIVECLEFEE P47

Will the clinical trials/research projects conducted by Cathay General Hospital be
reviewed? How is the review conducted?
(DFW FRAGFDAMFEL PR LLERFFRAMFERFLLIA T a8
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All Human Subjects Research conducted at Cathay General Hospital requires review by
the Institutional Review Board (IRB) of Cathay General Hospital before it can proceed.
If the human research study requires review by government health authorities, it must
also pass the review conducted by the National Health Administration before it can be
carried out.
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The IRB of Cathay General Hospital is composed of a group of health professionals,
legal experts, social workers, and other individuals committed to social justice. They are
responsible for reviewing research proposals to ensure compliance with ethical and legal
standards. Each research proposal submitted to the committee undergoes an independent,
professional, and thorough review by committee members and experts. The review
process includes evaluating the risks and benefits of the trial/research, as well as
assessing the protection of participants' care and privacy. If a research project presents
risks beyond minimal risk, meaning that participating in the trial involves a higher level
of risk to your physical or psychological well-being compared to the risks encountered in
routine physical or psychological examinations in your daily life, it will be brought to
the committee for review and discussion. The project must meet the review criteria to be
approved for execution.

B)- LB/ FRLEE LR EY PRI EIVEBETH LB
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Once a trial/research project is approved, the committee also continues to monitor the
approved project to ensure that the research team is effectively implementing the
approved protocol, thereby safeguarding your rights and interests as a research study
participant.

2R3 PRAMBRT LR (47§ ATRARR/F L LR B RIE ?

How does the IRB of Cathay General Hospital review the potential risks and benefits
of clinical trials/research studies?
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When reviewing clinical trials/research, the Research Ethlcs Committee assesses the
potential risks that these research plans may pose to the research participants. Some of these
risks may involve physical pain or discomfort, while others may cause psychological
discomfort. In some cases, there could even be social and economic impacts. The primary
objective of the Institutional Review Board of Cathay General Hospital is to ensure that every
effort has been made to minimize the harm caused by these risks to the participants.
(2)Mf Th'R AHERFTLLER g g# g-i T fEEY iw KRB/ Y R
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In addition to evaluating risks, the Institutional Review Board also assesses the potential
benefits that research participants anticipate or hope to gain from the trial/research. The
trial may have the potential to cure a disease, improve the quality of life, or contribute to
medical research and the development of new treatments for future individuals with the
same condition. The Board conducts a comprehensive assessment of whether the risks
associated with each research plan are reasonable concerning the benefits expected to be
gained. This evaluation helps determine whether the project is approved. Research that
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carries significant risks without providing benefits to participants or contributing to
scientific knowledge may not pass the Board's review.

3. PRI Talrid ) n?

What is "informed consent"?
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Before participating in any trial or research project, you should thoroughly understand
the information provided by the researchers about the trial and formally sign a consent form
only after you have fully comprehended the details. This process constitutes an "informed
consent". Below are the steps involved in the “informed consent” procedure for your
reference.
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Please be sure to carefully read the Subject Informed Consent Form when obtaining it

and make an effort to ask the researchers any questions you may have regarding the trial or
research. Confirm the following aspects: You need to know what is expected of you after
joining (e.g., how often you need to return for follow-up appointments, what tests will be
conducted, how much blood will be drawn, and any restrictions like not driving or getting
pregnant). You should also inquire about possible side effects and risks, as well as the
personal benefits and expected outcomes. According to regulations, the clinical

trial/research’s Principal Investigator or team members are responsible for addressing all the
questions you raise.
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After fully understanding the information prov1ded above, please carefully consider
whether to sign the consent form. You should receive a thorough, clear, and complete
explanation of the contents of the consent form. You should only sign the Subject Informed
Consent Form after thoughtful consideration, in a fully voluntary manner, without any
coercion or pressure. After signing the consent form, please be sure to keep a copy for your
reference, and the Principal Investigator of the trial/research project will also retain a copy.

4. AT AN BRETE G R T WIS 2

I withdraw from the trial/research, and do I need to provide a reason?

Can
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After signing the consent form or during the clinical trial/research, you have the right to
voluntarily inform the research team of your decision to withdraw from the trial/research at
any time, without the need to provide any specific reason. Your decision to withdraw will not
result in any unfair treatment, harm to your rights, or affect your future medical care. Please
rest assured that if you have any concerns about participating in the clinical trial/research, you
are welcome to contact the Human Subjects Protection Consultation Office of the Institutional
Review Board (Phone: 02-227082121 ext. 6980).

In addition, if you are interested in the ongoing clinical trial projects conducted by our
hospital, you can visit the hospital's website at
https://www.cgh.org.tw/tw/content/depart/IRB/index.html, where you can find information
about all the ongoing clinical trial projects at our hospital. You can also directly contact the
project coordinators to inquire about specific project details.
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