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3+ & & | Version 3.0, Date: 06 September, 2021

& ¢ Version 3.0, Date: 2021-09-06

B x4 % ¢ Version 3.0, Date: 06 September, 2021

%R E R B EZORE %7 ) © Version 3.0, Date: Sep. 06, 2021

2R HEFEE(F V4 £ a) : Version 3.0, Date: Sep. 06, 2021

%X F R EEGRF 2 4)  Version 3.0, Date: Sep. 06, 2021

SRFREEZ(FVHEARERM) D Version 3.0, Date: Sep. 06, 2021

SRFEEL (R S9% % =% 4)  Version 3 dose 1.0, Date: 20210906

SREFAZTE (FVH %% =% ) Version 3 dose 1.0, Date: 20210906

S$REFAEE (RERLHDS ZH ) 1 Version 3" dose 1.0, Date: 20210906

SREREE (F0 £52530 % =B ) Version 3 dose 1.0, Date: 20210906

18 % 3% 4 % : Version 4.0, Date: 06 September, 2021

The Committee is organized and operates in accordance with ICH6 GCP regulations and guideline.
A% B gk ICH6 GCP A&
CMUHI109-REC1-176(AR-5) Page 1of2



L LSS )
CHINA MEDICAL UNIVERSITY HOSPITAL

AL G T 2k
2 Yude Road, Taichung, 40447, Taiwan (R.0.C.)
TEL : 886-4-22052121

TRERASFERREGARGEZR T

Tel: 886-4-22052121 ext: 1925 Fax: 886-4-2207-1478 & ¢ Hib& F 188 2 3%

L EEN2021 F09A 15BB TR BEEXLEMRERARMNERZAEATH —
BERLBAE202]1 £F 10 XFEGHEFL - AL B0 ENFEEREBRAREA R
BAAMES - FAFEELELBARITA—BAMRAGTHRETEZA FIRE -

St EEMA B LR > LALARTHENRIRGF ERMLMA - I 3 E
EH ALIARBF AR EAR RFF B BARA A0 AT 69 JF FAHA B AR -

CEUEEIL,
S

1777
X 5

3

The Committee is organized and operates in accordance with ICH6 GCP regulations and guideline.
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PRSI REE
CHINA MEDICAL UNIVERSITY HOSPITAL

& A T 2R
2 Yude Road, Taichung, 40447, Taiwan (R.0.C.)
TEL : 886-4-22052121

Research Ethics Committee

China Medical University & Hospital, Taichung, Taiwan
Tel: 886-4-22052121 ext: 1925  Fax: 886-4-2207-1478

Clinical Trial/[Human Research Approval

Amendment Review
Date : Sep. 28, 2021

Protocol Title : A Phase II, Placebo-controlled, Randomized, Observer-blind Study to Evaluate
the Immunogenicity, Safety and Tolerability of UB-612 Vaccine against
COVID-19 in Adolescent, Younger and Elderly Adult Volunteers

Protocol No. / CMUH REC No. : V-205/ CMUH109-REC1-176(AR-5)

Name of Principal Investigator : Kao-Pin Hwang (Attending Physician, Pediatric Infectious

Diseases)
Name of Institution : China Medical University Hospital
Valid Date of Original Research Project: From Dec. 21, 2020 to Dec. 20, 2021
Valid Date of Amended Research Project: From Sep. 21, 2021 to Dec. 20, 2021
Protocol : Version 3.0, Date: 06 September, 2021
Chinese Synopsis : Version 3.0, Date: 2021-09-06
English Synopsis  Version 3.0, Date: 06 September, 2021

Informed Consent Form (Immunogenicity Group-Adult) : Version 3.0, Date: Sep. 06, 2021

Informed Consent Form (Immunogenicity Group-Adolescent) : Version 3.0, Date: Sep. 06,
2021

Informed Consent Form (Safety Check Group-Adult) @ Version 3.0, Date: Sep. 06, 2021
Informed Consent Form (Safety Check Group-Adolescent) : Version 3.0, Date: Sep. 06, 2021

Informed Consent Form (3rd Dose Immunogenicity Group-Adult) : Version 3" dose 1.0,
Date: 20210906

Informed Consent Form (3rd Dose Immunogenicity Group-Adolescent) : Version 3" dose
1.0, Date: 20210906

The Committee is organized and operates in accordance with ICH6 GCP regulations and guideline.
CMUHI109-REC1-176(AR-5) Page 1 of 2
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CHINA MEDICAL UNIVERSITY HOSPITAL
& LR P2k

2 Yude Road, Taichung, 40447, Taiwan (R.0.C.)
TEL : 886-4-22052121

Research Ethics Committee

China Medical University & Hospital, Taichung, Taiwan
Tel: 886-4-22052121 ext: 1925  Fax: 886-4-2207-1478

Informed Consent Form (3rd Dose Safety Check Group-Adult) : Version 3™ dose 1.0, Date:
20210906

Informed Consent Form (3rd Dose Safety Check Group-Adolescent) : Version 3™ dose 1.0,
Date: 20210906

Case Report Form : Version 4.0, Date: 06 September, 2021

This is to certify that the above referenced amended research project has been reviewed by
the 2021 10th meeting of the Research Ethics Committee (REC) I of the China Medical
University and Hospital on Sep. 15, 2021. The REC is organized under, and operates in
accordance with, the Good Clinical Practices guidelines and the governmental laws and
regulations. Please submit a completed progress report at least two months before the time at
which continuing review must occur.

All the amendments to the research project should be re-submitted and approved by the
REC BEFORE implementation. Also, the principal investigator is required to report all serious
adverse events and unanticipated problems involving risks to the subjects or others on time.

/ e 2

I~

| Martin M-T Fuh M Sci.
Chairman, Research Ethics Committee [
China Medical University & Hospital

The Committee is organized and operates in accordance with ICH6 GCP regulations and guideline.
CMUHI109-REC1-176(AR-5) Page 2 of 2
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3 2R A/p @ : Version 3.0, Date: 20210906

P 24 & : Version 3.0, Date: 20210906
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o (=& ¢F ) Version 2.0, Date:20210914

o (p > # d.% &) Version 2.0, Date:20210914

o (& X dFrELi) ¢ Version 2.0, Date:20210914

o (7 ° &% 2mEsni)  Version 2.0, Date:20210914

(R ELKEF = fE?I | %) : Version 1.0, Date:20210914

o (F° & LK % =B ) Version 1.0, Date:20210914

o (B EX 3‘:15;‘;,194 #l %) : Version 1.0, Date:20210914

. (P DEZ MFEILE Z # &) ¢ Version 1.0, Date:20210914

XL L5 A/p ¥ Version 4.0, Date: 20210906

?f%ﬁ’i% 4p 3l * Version 1.2, Date:20210722

Note to File : Date: 20210324
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Joint Institutional Review Board

j\g kﬁ*{ﬁgf—ibi"'ﬂ*—/,
The T™MU-Joint Institutional Rev1ew oard performs its functions according to written
operating procedures and complies with GCP and with the applicable regulatory requirements.
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Taipei Medical University
Joint Institutional Review Board

AEEREFN T REGT RS
The T™MU-Joint Institutional Review Board performs its functions according to written
operating procedures and complies with GCP and with the applicable regulatory requirements.
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TMU-JIRB Form072/20200317

Taipei Medical University
Certificate of TMU-JIRB Approval

Issue Date: 2021/10/07
TMU-JIRB No.: N202102039
Protocol Title: A Phase II, Placebo-controlled, Randomized, Observer-
blind Study to Evaluate the Immunogenicity, Safety and Tolerability of UB-612 Vaccine against COVID-
19 in Adolescent, Younger and Elderly Adult Volunteers
Principal Investigator: Yuarn-Jang Lee
CO- Investigator: Mingche Liu, Jeng-Fong, Chiou, Chun-Chao CHANG, TSENG,SUNG-HUI, Hsu,
Hsin-Te, WU CHIEN-CHIH, Lee, Hsin-Lun, Yaoru Huang, Pai-Chien Chou, CHI-LI CHUNG,
Shang-Fu Hsu, SHIH-HSIN HSIAO, Lin, Che-Hsuan, Yu-Jui Huang, Hou, Sen-Kuang, Chen
YangChing, Chuang HanChuan, Lo shih hsiu, Chen, WeiChieh, Hsin-Yi LIU
Study Member: Fengyi Chou, Ying-Chen Lee, CHIA-LI YU, CHIN-YEN HUANG, Chang-Hung
Wang, CHUNG-FENG TING, Sin Ping Lee, peiyuhuang, tsai chia chen, Wan-Chun Tsai, Chia-
Hao, Liu, Chin-Lung Cheng, Mei-Syue, Chen, Chun-Hsien Yang, WANG KAI LI, WU YI LIEN,
LIEN WEI HAO, Ying Lin, WEN-HUICHANGE, NO, Liao chian chen , YUN-SHU CHEN |,
Chia-Chi,Chang, Wan-Ling Tsai, Chun-Yu Hsieh, Tu LI Jung, Jhen-Ling Lai, HSIEH CHING
HSIN, Pei Chuan Hsu, min yan hang
Study Site:Taipei Medical University Hospital
Application Form:Version 3.2 Date:20210930
Protocol Version/Date:Version 3.0, Date: 20210906
Chinese Synopsis - Version 3.0, Date: 20210906
Informed Consent Forms:
¢ (Immunogenicity Group -Adult):Version 2.0, Date:20210914
¢ (Immunogenicity Group -Adolescent):Version 2.0, Date:20210914
e (Safety Check Group -Adult):Version 2.0, Date:20210914
e (Safety Check Group -Adolescent):Version 2.0, Date:20210914
¢ (3rd Dose Immunogenicity Group -Adult):Version 1.0, Date:20210914
¢ (3rd Dose Immunogenicity Group -Adolescent):Version 1.0, Date:20210914
e (3rd Dose Safety Check Group -Adult):Version 1.0, Date:20210914
e (3rd Dose Safety Check Group -Adolescent):Version 1.0, Date:20210914
Case Report Forms:Version 4.0, Date: 20210906
Emergency Code Breaking Instruction : Version 1.2, Date:20210722
Note to File : Date: 20210324

The amendment of above study will be approve by the TMU-Joint Instituti%% %ﬁ‘él%\)\gﬁé)%%l%%
meeting #110-10-4(date:2021/10/21), duration of validity is from 2021/10/07; #AZR%%%% &1_%_ g4
o ] g

must be monitored by TMU-JIRB.
Taipei Medical University

Joint Institutional Review Board

ME BT A
The T™MU-Joint Institutional Review Board performs its functions according to written
operating procedures and complies with GCP and with the applicable regulatory requirements.
b1387e754a64a19473e19b3210d96511 TMU-JIRB Form072/20200317




TMU-JIRB Form(072/20200317
According to Ministry of Health and Welfare and the relevant regulations, follow-up procedures
and requirements are as below:
1. Continuing Report: Frequency of the report of this trial/study is every 6 month, and should be submitted
to TMU-JIRB for review 2 months prior to expiry date (2021-12-16) or the trial/study must be pending.
2. Final Report: The report should be submitted to TMU-JIRB for review once completed TMU-JIRB may
withdraw the approval of the trial/study if the report didn't submitted within 3 months from the date of
validity and will suspend PI from new application for 3 months per TMU-JIRB SOPs.
3. SAE: Serious Adverse Event(s) (SAE) Report: SAE report(s) should be submitted to related authorities
according to "Regulations for Good Clinical Practice" as well as "Procedures for Reporting Serious
Adverse Drug Reaction" by MOHW.

Chairman:

Loy Ctin,

FLBRAEEMAER
BEABRARRELA®
Taipei Medical University
Joint Institutional Review Board

AEEREFN T REGT RS
The T™MU-Joint Institutional Review Board performs its functions according to written
operating procedures and complies with GCP and with the applicable regulatory requirements.
b1387e754a64a19473e19b3210d96511 TMU-JIRB Form072/20200317
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Research Ethics Review Committee
Far Eastern Memorial Hospital
21, Sec. 2, Nanya S. Rd., Banciao Dist., New Taipei City 220, Taiwan (R.O.C.)
el : (02)7728-2152 Fax : (02)7728-1592
Email : irb@mail.femh.org.tw
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Permission of continuing review of Clinical Trial/ Research

FEMH No.: 110025-1 Protocol No.: V-205

Protocol Title: A Phase II, Placebo-controlled, Randomized, Observer-blind Study to Evaluate the
Immunogenicity, Safety and Tolerability of UB-612 Vaccine against COVID-19 in
Adolescent, Younger and Elderly Adult Volunteers

Trial/Research Institution: Far Eastern Memorial Hospital

Sponsor: United Biomedical, Inc., Asia

Principal investigator: Chun-Hsing Liao

Sub- investigator: Hong-An Chen, Chia-Jui Yang

Study Coordinator: Hsin-Sui Hsu, Man-Hsuan Chang

Number of subjects: 400

Trial period: February 23, 2021 to December 31, 2022

Continuing review frequency: Six months

The protocol is valid till February 22, 2022. (The investigator is required to apply for a continuing review

./ p ¥/ Approved date : 2021-11-10

AER ENEITD LR AEHERED 2 FiAp b ERT
The committee is organized under, and operates in accordance with, 2
the Good Clinical Practice guidelines and governmental laws and regulatjo;

2021-04-26



not less than two months prior to approval expiration date.)
Shu-Wen Chang M.D., Professor of Ophthalmology
Chairman

Research Ethics Review Committee %7

BEp F/%E 2 Reason for Amendment/Version:

3+ 4 2 5% & Protocol Version: Version 3.0, Date: 20210906
e 'ﬁ WP 2 % 2 %K A& Informed Consent Form:
(1) § > # % # %= Immno young : Version 2.0, Date: 20211021
(2) F °#% 2#riie non-Immno young : Version 2.0, Date: 20211021
(3.) = & ¢ % % Immno adult : Version 2.0, Date: 20211021
(4.) = &% >Fx:2% non-Immno adult : Version 2.0, Date: 20211021
? < 4§ & Chinese synopsis: Version 3.0, Date: 20210906
# <~ i & English synopsis: Version 3.0, Date: 20210906
# % 3F £ 4 Case report form: Version 4.0, Date: 20210906
ATH R EE P 2 % % %%~ Add Informed Consent Form:
(1) > # &% % = A = Immno young 3rd dose : Version 3rd dose 1.0, Date: 20211013
Q) §r&x }_EL‘FM % = | % non-Immno young 3rd dose : Version 3rd dose 1.0, Date: 20211013
(3.) =& &% % = A% Immno adult 3rd dose : Version 3rd dose 1.0, Date: 20211013
4) ~ &% %_Ei;& % = A % non-Immno adult 3rd dose : Version 3rd dose 1.0, Date: 20211013

AR T ERF 623052 RERHIARAFTEFR 27 ~ §

The protocol fits the criteria for Expedited Review and do not need to be discussed in this meeting.

FHPFF N ARAMBRFRLIAET L PR A MBRFER

The protocol has been approved by the Research Ethics Review Committee of the Far Eastern Memorial

Hospital.

./ p ¥/ Approved date : 2021-11-10

AER ENEITD LR AEHERED 2 FiAp b ERT
The committee is organized under, and operates in accordance with, 2
the Good Clinical Practice guidelines and governmental laws and regulatjo;

2021-04-26



X 455 - 8800-4-07-002

Institutional Review Board IR REBREEM R B IR Al119(3)
National Cheng Kung University Hospital B AMARGREESLE &

138 Sheng-Li Rd, Tainan 704, Taiwan R.O.C. £78.& & A8 13855
TEL:886-6-2353535 ext.3635 FAX:886-6-2388190 E-mail:em73635 @mail.hosp.ncku.edu.tw

A&t EHERAE
R ELME T — R UB-612 R HNHMABHREENFVE RENLEREE SRS
B RIRRME ~ REMHAAT M E 8~ BN AR BREE
M BE BRI B
HESH®R/REHE: V-205/AB-CR-110-011

AEPATHR:RE 110 402 A238ZRE 111 $12 A 31 8
ARZAEHERE 110402 A23 8 2RE 111 4£02 22 8

BENERAK
1.3+ £ £ : Version 3.0, Date: 20210906
2. % X3 % : Version 3.0, Date: 20210906
3.3 4% &  Version 3.0, Date: 20210906
4. %3REE B E(RE %% 4) * Version 2.0, Date:20210916
5.2 F R EE(F DV F %7k #4)  Version 2.0, Date:20210916
6. %R F &L (R FR4#E?N4) : Version 2.0, Date:20210916
7.%RFER EE(FVE%2#E34) : Version 2.0, Date:20210916
8.18 £ 3R %4 % ' Version 4.0, Date: 20210906
9. M3 XA+ -
° ZREFEZTGRESIEE=#4) : Version 3" dose 1.0, Date: 20210916
* RREFELZ(FVFE4ES=44): Version 3 dose 1.0, Date: 20210916
* ZRERELZ(RELL2HBE =A%) Version 3" dose 1.0, Date: 20210916
c XRERELZ(FVERLMAMWE =) : Version 3 dose 1.0, Date: 20210916
10. SRWHEEHFA FFEZ BHRE > MW ITLEE
R AR EIR
ARFEEIHA BEFIEHERZERE FO)
R EFFA D ATSGREER ~ 5B B~ BINSBEF - BEARBE - F/ET0RE -
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BAEPIRED ~ T35 4 BEF  MMIE 0 B - ZEHBEF - BB -
WA B~ REY B - RFT B - TF LB
WEARIE R ¢ 26 EAS P KRB ~ SRR AT R BN EE ~ IR BNIE  BRB o R Bh I
EMH P REBHIE « £ Ehomt K BHIE
AEEFRAEAEETERMERBE > BRAPITEERES R EFRIRRE -
AMEEHTECRARBEA 110 10 A 27 BB ARABALAELE L LB ¢ ELEB G » ARA
PATHR 2 RE 11 F 02 A 22 B - 4L -
CRARLARENARBATHM KRB L A N ERRE BB RER 22 LBk
B A AEIM R B RF EPITHRA 2 RE M TR -
HEEFARREPMRAMAUIREL  JIANGHLE  REBFEAFREZ P /A
hi@sE AWML ERRACEECHERE  BCRABE  AGBYELELE L AG/H
ERFIMEFEFH LY BYURLIER G ETRE LR OB B THEANEEE P
EH/ERREFULTBUR  RETHFEEARABRALRAELZLEEGMOT s BE LK
R ¥R A 3E 2 A €48 B (http://nckuhirb.med.ncku.edu.tw/) F #,
AR ERNBEAARTYE EREE(SHARPATHRER) BN RIITHRI NG AR S
FATTARERAARPITHRARE LG P RIEER - FERBEERBERG AR 44
WRIR A% 7 56 B $hAT -
EEACGREZIARE  RARMLIITRRBEIITE > BB FF L/4&E o
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XA 445% ¢ 8800-4-07-002

Institutional Review Board SRR KRB Bk Al119(3)
National Cheng Kung University Hospital FoAMMEGERELE &

138 Sheng-Li Rd, Tainan 704, Taiwan R.O.C. &7 & WA 1383%
TEL:886-6-2353535 ext.3635 FAX:886-6-2388190 E-mail:em73635 @mail.hosp.ncku.edu.tw

Human Study Amendment Approval

Date:2021.10.28
Title: A Phase II, Placebo-controlled, Randomized, Observer-blind Study to Evaluate the

Immunogenicity, Safety and Tolerability of UB-612 Vaccine against COVID-19 in Adolescent
Younger and Elderly Adult Volunteers
Protocol No/ IRB No: V-205/ AB-CR-110-011
Period of Project: From 2021.02.23 to0 2022.12.31
Period of Approval: From 2021.02.23 to 2022.02.22
Content/Version:
Protocol: Version 3.0, Date: 20210906
Chinese synopsis: Version 3.0, Date: 20210906
English synopsis: Version 3.0, Date: 20210906
Informed Consent Form (Immunogenicity group -Adult): Version 2.0, Date:20210916
Informed Consent Form (Immunogenicity group -Adolescent): Version 2.0, Date:20210916
Informed Consent Form (Safety check group -Adult): Version 2.0, Date:20210916
Informed Consent Form (Safety check group -Adolescent): Version 2.0, Date:20210916
Case Report Form: Version 4.0, Date: 20210906
Add Submission Documents:
* Informed Consent Form (3" dose Immunogenicity group -Adult): Version 3" dose 1.0, Date: 20210916
* Informed Consent Form (3" dose Immunogenicity group -Adolescent): Version 3 dose 1.0, Date:
20210916
* Informed Consent Form (3" dose Safety check group -Adult): Version 3™ dose 1.0, Date: 20210916
* Informed Consent Form (3" dose Safety check group -Adolescent): Version 3™ dose 1.0, Date: 20210916
10. Amend Co-Investigator: Withdraw Dr. Cheng-Yen Kuo, Add Dr. Kuan-Yuan Wang

Institute: National Cheng Kung University Hospital
Investigator: Director Yi-Ching Yang (Community Healthcare Center)
Sub-Investigator: Dr. Wen-Chien Ko, Dr. Deng-Chi Yang, Dr. Chieh-Hsiu Liu, Dr. Yu-Tai Lo,

Dr. Yu-Tsung Chou, Dr. Hung-Yu Chen, Dr. Fei-Lin Su, Dr. I-Hsuan W,

Dr. Chieh-Ying Chou, Dr. Hsiang-Ju Cheng, Dr. Jiun-Ling Wang,

Dr. Shin-Ming Liao, Dr. Hsiao-Ju Lin, Dr Jin-Shang Wu, Dr. Chi-Chang Shieh,

Dr. Ching-Fen Shen, Dr.Meng-Che Tsai, Dr. Ting-Yu Lin, Dr. Kuan-Yuan Wang
Co-Researcher: Research Assistant Hui-Chin Shih, Research Assistant Hsiao-Wei Kuo,

Research Assistant Hung-Hua Lai, Research Assistant Yen-Ju Chen,
Research Assistant Tuan-Ling Wang, Research Assistant Mei-Ru Chiang

The Institutional Review Board of National Cheng Kung University Hosfpital (NCKUH) is

organized and operated according to the laws and regulations of ICH-GCP and of Central Competent
Authorities.

This project is reviewed and approved by NCKUH IRB in 2021.10.27. The period of approval is
granted until 2022.02.22.

Regarding completed Eproject, the Final Re%port shall be submitted within three months of its
approved expiry date. Except for the health of the participants, all the procedures of the project shall
be terminated on its approved stated deadline.

If PI does not submit the Interim/Final Report on time, he/she will be recorded in the overdue list
and received the susXension/ termination notice from NCKUH IRB. The overdue list will be
reported to the IRB. After the resolution of the board meeting, NCKUH IRB will suspend all the
new projects applied by PI until the Interim/Final Report is submitted.

Please submit the Interim/Final Report in written form and send to NCKUH IRB office. The lastest
application forms can be downloaded in its website (http://nckuhirb.med.ncku.edu.tw/)

Any changes or amendments to the project (including the project period), please submit an
amendment application to NCKUH IRB within its approved period. Any changes or amendments in
any other way will not be accepted. Before the approval of the amendment application, the project
1s carried out according to its previously approved plan.

For some reasons projects granted approval by NCKUH IRB couldn’t be implemented, PI shall
apply for suspension/termination.

During or after the project is completed, please report any unfavorable occurrence in a human study
participant according to GCP.

Yours sincerelgélng 5Ty ?2% @_ro

2

DRN Nk LI =

Ting-Tsung C
Chairman

“Institutional Réview B
National Cheng Kung Uhiversity Hospital
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Chang Gung Medical Foundation

| nstitutional Review Board
199, TUNG HWA NORTH ROAD,
TAIPEI, TAIWAN, 10507
REPUBLIC OF CHINA
Tel: (03) 3196200
Fax: (03) 3494549
Date 2021/10/12

Protocol Title: Phase II, Placebo-controlled, Randomized, Observer-
blind Study to Evaluate the Immunogenicity, Safety, and
Tolerability of UB-612 Vaccine against COVID-19 in
Adolescent, Younger and Elderly Adult Volunteers

Protocol No.: V-205

IRB No.: 202100188A4C602

Chief Investigator(s): HUANG, CHING-TAI
Principal Investigator(s): LEE-CHEN-HSIANG

Co-Investigator(s): YEH, CHUN-FU, LI-YUN-CHI, CHANG, PENG-HAO, WEN CHI
HUANG, HUANG, PO-YEN, SU, TING-YI, LAO CHONG
KEI, CHENG, CHUN-WEN, YI-CHUN CHEN, SHIE, SHIAN-SEN, WU
YEN-MU, TSAI, CHING-YEN, KUO, HONG-JIE

Study Wen Pengyi, WANG, YUN-TING, LI CHAO-YUN, HUI-WEN

Coordinator(s): HUNG, HSIU CHIU SUN, HUI-SHAN CHUANG, CHANG FANG-
WEI, Pei-Yu Chuang, HUANG HUI-LING, CHUANG, SHU-
TING, Yi-Feng Wang, KUO, HSTAO-YING, WANG SZU YI, L1
Chun Chen, PIN-CHEN CHEN, KANG WEI-TING, PEI-JIA
WU, DING CIOU-HUAN, MEI-CHEN, CHEN,,, liu ching
fen, LIN, YI-JHEN, HSU, SHU-HUI, LIU CHING HUA, Yichun
Lin

Executing Institution: Linkou, Kaohsiung

Duration of Approval: From 2021/10/12 To 2022/2/19

Version/Date of documents:
(1)Protocol: Version 3.0, Date: 06 September, 2021

(2)Chinese Synopsis: Version 3.0, Date: 2021-09-06
(3)English Synopsis: Version 3.0, Date: 06 September, 2021

(4)Informed Consent Form: 2021/09/16 Version 3rd dose 1.0
2021/09/16 Version 3rd dose
2021/09/16 Version 3rd dose
2021/09/16 Version 3rd dose
2021/09/18 Version 3rd dose
2021/09/18 Version 3rd dose
2021/09/16 Version 2.0
2021/09/16 Version
2021/09/18 Version
2021/09/18 Version
2021/09/16 Version
2021/09/16 Version
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)) > VisMederi (443 st: VisMederi Srl, Strada del
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Date of Approval: 2021/10/12
DSMB/DSMP : Already Had DSMP, Already had other safety monit
Frequency of Continuing Report: Every 6 months

*The re-consent process shall be required

*The trial research has been reviewed and approved by Chang Gung
Medical Foundation Institutional Review Board, and the research has
already been approved by other legal Institutional Review Board shall
be recognized.

*Next Deadline of Continuing Report: 2022/02/19. To facilitate the
review, please submit the report two months before the deadline (or
one month before the expiration of the trial if a continuing report
shall be provided every three months) in order not to influence the
principal investigator’ s right to conduct the research. In the case
that failure or delay to submit a continuing report makes the IRB
unable to determine the next trial period by the deadline, the trial
shall not be continuously conducted. If the Principal Investigator
fails to submit a continuing report on time, rendering the
Institutional Review Board unable to issue the next trial execution
period before the previous trial execution period expires, all
research activities, including the intervention or interaction with
the participating trial subjects, must be suspended. Unless the
Institutional Review Board considers that the continuation of trial
intervention or trial participation is greatly beneficial to the trial
subject’ s safety or in the best interest of the trial subject from a
moral point of view, no new trial subject shall be included until the
continuing report 1s formally approved.



The IRB is organized and operates in accordance with Good Clinical
Practice and the applicable laws and regulations.

S el

Tsang-Tang Hsieh,MD
Chairman

Institutional Review Board
Chang Gung Medical Foundation
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3+ £ £ : Version 3.0, Date: 06 September, 2021

¥ X 4% &  Version 3.0, Date: 06 September, 2021

3304 & Version 3.0, Date: 06 September, 2021

18 £ 4 4 & : Version 4.0, Date: 06 September, 2021
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(1) A F4earE3 4 ¢ Version 2.0, Date: 20210917

(2) & Fge4sE304 ¢ Version 2.0, Date: 20210917
RRMBEIRA

FEBTRLREEL

(1) m 5425304 ¢ Version 3" dose 1.0, Date:20210917
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;f ‘; Kaohsiung Medical University Chung-Ho Memorial Hospital No. 100, Tzyou 1" Road, Kaohsiung 807, Taiwan

y / A Jgg —g_;h B %‘, 7);,_1 % ﬁ gﬁ- TEL - 886-7-3121101 ext.6646 ~ 886-7-3133525
s’ Institutional Review Board FAX ' 886-7-3221408

Approval of Clinical Trial/Research
Protocol Title: A Phase I, Placebo-controlled, Randomized, Observer-blind Study to Evaluate the Immunogenicity,
Safety, and Tolerability of UB-612 Vaccine against COVID-19 in Adolescent, Younger and Elderly
Adult Volunteers

Principal Investigator: Po-Liang Lu

Co_Investigator(s): Ming-Ju Tsai, Yen-Hsu Chen, Chun-Yu Lin, Shang-Yi Lin, Chung-Hao Huang, Ya-Ting Chang,
Shih-Hao Lo, Chun-Yuan Lee, Chun-Ying Lee, Chai-Ja Chang, Chau-Chyun Sheu, Jen-Yu Hung,
Meng-Hsuan Cheng, Chia-Min Chen, Tun-Chieh Chen, Min-Sheng Lee, Chao-Ju Chen,
Yu-Te Tsai, Chieh-Ming Lee

Study Coordinator: Yan-Zhen Hsu, Wen-Ching Jiang, Ru-Ping Jiang, Chien-Hao Huang, Chia-Kuei Hu, Yi-Hong Li,
Mo-Hua Li

Institution: Kaohsiung Medical University Chung-Ho Memorial Hospital

Source of Funding: United Biomedical, Inc., Asia

IRB Number: KMUHIRB-F(II)-20210029

Protocol Number: V-205

Approval Date: 2021/10/15

Duration of Approval: 2021/2/19- 2022/12/31

Expiration Date of Approval: 2022/2/18

Amendment:

Protocol: Version 3.0, Date: 06 September, 2021

Chinese Protocol Synopsis: Version 3.0, Date: 06 September, 2021

English Protocol Synopsis: Version 3.0, Date: 06 September, 2021

Informed Consent Form:

(1) Informed Consent Form (Safety check group -Adult): Version 2.0, Date: 20210917

(2) Informed Consent Form (Safety check group -Adolescent): Version 2.0, Date: 20210917

Case Report Form: Version 4.0, Date: 06 September, 2021

Add:

Informed Consent Form (3™ dose):

(1) Informed Consent Form 3" dose (Safety check group —Adult ): Version 3" dose 1.0, Date:20210917

(2) Informed Consent Form 3" dose (Safety check group —Adolescent: Version 3 dose 1.0, Date:20210917

See the back of this page for the procedures for reporting unanticipated problems, or drug serious adverse
reactions, or interim, and other important notes.

Fouel-Wei Yen

Hsueh-Wei Yen, MD
Chairman

Institutional Review Board- 1
Kaohsiung Medical University
Chung-Ho Memorial Hospital
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Letter of Approval
TSGHIRB No. : C202101005
Protocol No. : V-205
Protocol title : A Phase II, Placebo-controlled, Randomized, Observer-blind Study to Evaluate the Immunogenicity, Safety,
and Tolerability of UB-612 Vaccine against COVID-19 in Adolescent, Younger and Elderly Adult Volunteers
Research institution : Tri-Service General Hospital
Principle investigator : Dr. Feng-Yee Chang
Co-investigator : Dr. Hsiang-Cheng Chen
Sub investigator : Dr. Fu-Chiang Yeh ; Wen-Hui Fang ; Wei-Liang Chen ; Wei-Hsiu Liu ; Fung-Wei Chang
Type of Approval :  Amendment
Date of Approval : 2021/10/19
Duration of Approval : 2021/9/5~2022/3/4
Frequency of Continuing Report : follow-up review 6 months (medium risk)
$The project may not be implemented until the approval is granted by the Ministry of Health and Welfare.
$Re-consent process is required.
% Next Deadline of Continuing Report : 2022/3/4. If the study is completed prior to the approved expiration date, provide the
Final Report.
The investigator is required to report any Serious Adverse Events and Unanticipated Problems in accordance with the
governmental laws and regulations requirements
The organization and operation of the IRB is in accordance with Good Clinical Practice (GCP) and the applicable laws and
regulations.

Institutional Review Board

fys‘%%i‘ P i

Chairman
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3~ 23 A& p ¥ Version/Date of documents
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1. % 2 Protocol : Version 3.0 06 September 2021
2. ¢ < i & Chinese Synopsis : Version 3.0_06 September 2021
3. ® <~ 4f & English Synopsis : Version 3.0_06 September 2021
4, = ;i&—*ﬁ F % % Informed Consent Form :
(1) 7 > #% »Fr:2le Safety Check Group -Adolescent : v2.0/2021-09-17
(2) = &% >Fxidle Safety Check Group -Adult : v2.0/2021-09-17
(3) # &% 2xE:n% = A Safety Check Group 3™ dose -Adolescent : v1.0/2021-09-17
(4) & &% >rin$ = A %2 Safety Check Group 3™ dose -Adult : v1.0/2021-09-17
5. B %32 % CRF : Version 4.0 06 September 2021
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TAIPEI VETERANS GENERAL HOSPITAL
201 SHIH-PAI ROAD. SEC.2
TAIPEI, TAIWAN 11217

REPUBLIC OF CHINA
TEL:(886)-2-2871-2121

Chinical Irial/Research Approval Letter

Nov 05, 2021

IRB-TPEVGH No.: 2021-04-003AU#4
Protocol No:V-205
Protocol Title: A Phase II, Placebo-controlled, Randomized, Observer-blind Study to Evaluate the
Immunogenicity, Safety and Tolerability of UB-612 Vaccine against COVID-19 in Adolescent,
Younger and Elderly Adult Volunteers
Department/Principal Investigator: Division of Infectious Disease/ Fu-Der Wang, M.D.
Sub-Investigator: Yi-Tsung Lin, M.D., Shinn-Jang Hwang, M.D., Miao-Chiu Hung, M.D.,
Tzeng-Ji Chen, M.D_, Hsiao-Ting Chang, M.D_, Jui-Yao Liu, M.D., Yu-Chun Chen, M.D._,
Bo-ren Cheng, M.D., Su-Jung Chen, M.D., Yi-Tsong Lin, M.D., Yuh-Min Chen, M.D.,
Wei-Chih Chen, M.D., Kang-Cheng Su, M.D., Sheng-Wei Pan, M.D., Kuang-Yao Yang, M.D., Wen-
Kuang Yu, M.D., Hsin-Kuo Ko, M.D., Hui-Chun Huang, M.D_, Ling-Ju Huang, M.D., Ying-Ying Yang,
M.D.
Version date of Amendment documents:
Subject Protection Guidance: Version 1.2, Date: 20210902
Protocol : Version 3.0, Date: 20210906
Chinese Synopsis : Version 3.0, Date: 20210906
English Synopsis : Version 3.0, Date: 20210906
Informed Consent Form :

Informed Consent Form (Safety check group -Adult) : Version 2.0, Date: 20211008

Informed Consent Form (Safety check group -Adolescent) : Version 2.0, Date: 20211008
Informed Consent Form for 3rd dose :
» Informed Consent Form (Safety check group - Adult 3rd dose) : Version 1.0, Date: 20211008
» Informed Consent Form (Safety check group - Adolescent 3rd dose) : Version 1.0, Date: 20211008
7. Case Report Form : Version 4.0, Date: 20210906
According to the written operating procedures, GCP, and the applicable regulatory requirements, this
Amendment study project is reviewed by the143™ meeting of the Institutional Review Board (1) of
Taipei Veterans General Hospital on Nov 01, 2021, and approved on Nov 01, 2021. This approval is
valid till Mar 14, 2022. The board is organized under, and operates according to International
Conference on Harmonisation (ICH) / WHO Good Clinical Practice (GCP) and the applicable laws and
regulations. The principal investigator is required to report Serious Adverse Events and Unanticipated
Problems in accordance with the governmental laws and regulations and TPEVGH requirements. The
principal investigator is required to submit the application for extension before the expiration date of 6
weeks to 3 months (at least 6 weeks). (If indicated by the regulations and laws, this project should be
taken after the approval of Ministry of Health and Welfare, R.O.C.)

B prra—

Hsu Ma, M.D.
Chairman
Institutional Review Board

Taipei Veterans General Hospital
Taiwan, R.O.C.
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HEEXHA D BEEZE B (hetsail011@yahoo.com.tw ; 0975-581737)

BBEH  F23REH

HiGAH 20214510868

#HERE
1.3 ¥ & : Version 3.0, Date: 20210906

2. % X4 & : Version 3.0, Date: 20210906
3. £ X & : Version 3.0, Date: 20210906
4. 2 RXEREF -
(1) $REREEF (RFELLEHJ|A) : Version 2.0, Date: 20210915
Q) £REREET (FY FR&mRMA) : Version 2.0, Date: 20210915
SR =RALBRHAREE
1) 2RFRAEET (BRFXLHFERE=H@A) : Version 3rd dose 1.0, Date:
20210915
Q) 2REREE (FI 5L LmERE=M4): Version 3rd dose 1.0, Date:

20210915
6. 1B £ L % : Version 4.0, Date: 20210906

H A AR 2022428238
B aAEERAER

EERR REM
2021410468

¥HEEIHABETIREIFAL "L HAZBE | -

F Al s 84 ICH-GCP
IRB-KSVGH performs its functions according to written operating procedures and complies with GCP and with the
applicable regulatory requirements
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Certificate of Approval(2/2)

Protocol Title : A Phase II, Placebo-controlled, Randomized, Observer-blind Study

to Evaluate the Immunogenicity, Safety, and Tolerability of UB-612
Vaccine against COVID-19 in Adolescent, Younger and Elderly
Adult Volunteers

IRB No. : KSVGH21-CT3-05

Principal Investigator : Dr. Hung-Chin Tsai

( hetsail0l1@yahoo.com.tw ; 0975-581737)
Board Meeting : 213th
Approval Date : Oct. 6, 2021

Reason for Amendment :

1. Protocol : Version 3.0, Date: 20210906

2. Chinese Synopsis : Version 3.0, Date: 20210906

3. English Synopsis  Version 3.0, Date: 20210906

4. Informed Consent Form -
(1) Safety check group - Adult : Version 2.0, Date: 20210915
(2) Safety check group - Adolescent : Version 2.0, Date: 20210915

5. Informed Consent Form for 3rd dose :
(1) 3rd Dose Safety check group - Adult @ Version 3rd dose 1.0, Date:
20210915
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Immunogenicity, Safety, and Tolerability of UB-612 Vaccine against COVID-19 in
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Principal Investigator : Zhi-Yuan Shi
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Fang-Liang Huang
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1.Protocol Version & Date : Version 3.0, Date : 06 Sep, 2021
2.Protocol Synopsis Chinese Version & Date : Version 3.0, Date : 06 Sep, 2021
3.Protocol Synopsis English Version & Date : Version 3.0, Date : 06 Sep, 2021
4.Informed Consent Form Version & Date :
® Safety check group - Adult : Version 3.0, Date : 17 Sep, 2021
® 3" dose Safety check group - Adult : Version 1.0, Date : 17 Sep, 2021
® Safety check group - Adolescent : Version 3.0, Date : 17 Sep, 2021
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5.Case Report Form Version & Date : Version 4.0, Date : 06 Sep, 2021
Board Meeting : Institutional Review Board (1) 110-A-11 Board Meeting
Approval Effective Period : 11 March 2022

Frequency of Continuing Review : 6 months

* In accordance with Declaration of Helsinki and ICH-GCP guidelines, PI is responsible for submitting a progress report to IRB
two months prior to the expiry date for an annual review.

*  Serious adverse events or SUSAR involving risk to participants must be reported to Ministry of Health and Welfare (MOHW)
and IRB according to current regulation.

x  Application for protocol extension should be submitted to IRB two months before the expiry date of the Certificate of Approval.

*  Closing report should be submitted to IRB within three months after the expiry date of the Certificate of Approval.

* The IRB has authorization to suspend/terminate the protocol and to withdraw the Certificate of Approval.

Chih-Chien Lin, MD, MPH

Chair, Institutional Review Board (1), TC H
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