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Phase-2 study V-205 IRB approval letters 











 ᆵ北ᙴᏢ大Ꮲ

ᆵ北ᙴᏢ大Ꮲᄤ附ឦᙴ院ᖄ合人ᡏ研究倫理委員཮

TMU-Joint Institutional Review Board
೯ၸ᛾明函 – 修正案(ᙁ易ቩ查-ჴ፦ᡂ更)

 

TMU-JIRB Form072/20200317

໒立日ය：民國110年10月07日

本཮ጓဦ：N202102039
計ฝ名ᆀ：一個ຑ估UB-612疫苗ჹ於ཥ型冠狀病毒於青少年、成年和老年健康受၂者的免疫原性

、安全性ᆶ耐受性的第二ය、安ኃᏊ控制、ᒿᐒ分派、ᢀჸ者盲性ᖏ床၂ᡍ

計ฝ主持人：李垣ክ

共同主持人：ቅ明哲、邱仲㩺、張君ྣ、මႨඁ、೚信ቺ、吳建志、李欣倫、໳姚Ꮒ、周百ᖰ、

ᗛ啟ᘶ、徐上൤、ᑵ世欣、林哲玄、໳宇᎒、侯甚光、ഋඦ卿、ಷ涵⃋、ᛥ၃修、ഋ偉ണ、ቅ欣

怡

研究人員：周ስሺ、李盈⣬、余჏ಹ、໳金ᐪ、王昌弘、丁充೹、李心平、໳珮妤、ጰ家ᄭ、ጰ

宛均、ቅ家ᇬ、ᎄᒸᓪ、ഋ美ഓ、ླྀ純弦、王ഩ立、巫怡ጪ、ೱ◖ᇬ、林ᑉ、張玟ඁ、王ཱ君、

ᄃ჏ᅩ、ഋ᝶書、張家ᆝ、ጰ宛玲、ᖴ俊宇、ṅហᆺ、ᒘ珍伶、ᖴ清心、徐珮娟、方敏晏

၂ᡍ/研究ᐒᄬ：ᆵ北ᙴᏢ大Ꮲ附೛ᙴ院

申ፎ書版本/日ය：Version 3.2 Date:20210930
計ฝ書版本/日ය：Version 3.0, Date: 20210906
中文ᄔ要：Version 3.0, Date: 20210906
受၂者同ཀ書版本/日ය：

˙(成年免疫ಔ)：Version 2.0, Date:20210914
˙(青少年免疫ಔ)：Version 2.0, Date:20210914
˙(成年安全ዴᇡಔ)：Version 2.0, Date:20210914
˙(青少年安全ዴᇡಔ)：Version 2.0, Date:20210914
˙(成年免疫第三Ꮚಔ)：Version 1.0, Date:20210914
˙(青少年免疫第三Ꮚಔ)：Version 1.0, Date:20210914
˙(成年安全ዴᇡ第三Ꮚಔ)：Version 1.0, Date:20210914
˙(青少年安全ዴᇡ第三Ꮚಔ)：Version 1.0, Date:20210914
個案ൔ告表版本/日ය：Version 4.0, Date: 20210906
ᆙ急ှ盲指引：Version 1.2, Date:20210722
Note to File：Date: 20210324

　

上述計ฝ之修正，將於第110-10-4次཮ය核ഢ(཮᝼日ය：110年10月21日)，特此᛾明。有效ය限

自民國110年10月07日至民國111年02月16日。၂ᡍ/研究ය໔ᔈ接受本཮之ᅱ࿎。
　

b1387e754a64a19473e19b3210d96511

本཮ಔᙃᆶ執行皆಄合፾用法ೕ
The TMU-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
依Ᏽፁ生ᅽ利೽ᆶ相ᜢೕ定， 後ុ追ᙫำ序及要求如下：

1. ය中ൔ告：本計ฝය中ᛦ交ᓎ率為每6個月，ᔈ於有效ය限到ය前二個月（民國110年12月16日）ᛦ交ය

中ൔ告。有效ය限屆ᅈ時若尚未೯ၸය中ൔ告ᆶ效ය展延ቩ查者，၂ᡍ/研究不得ᝩុ執行。

2. ่案ൔ告：၂ᡍ/研究完成後，ᔈ將執行情形及่果依่案ൔ告表要求送至本཮ቩ查。核准ය໔到ය三個

月仍未ᛦ交者，本཮得ᄖᎍ本೯ၸ᛾明函，亦即ᄖᎍ本၂ᡍ/研究之核准，亦將依本཮作཰ำ序ኩ停主持

人(含任何參ᆶ形式)申ፎཥ၂ᡍ/研究案之ቩ查三個月。

3. ᝄ重不良事件(SAE)ൔ告：執行人ᡏ၂ᡍ或ᖏ床၂ᡍ之主持人ᔈ根Ᏽፁ生ᅽ利೽「ᛰ品ᓬ良ᖏ床၂ᡍྗ

則」和「ᝄ重ᛰ物不良反ᔈ೯ൔᒤ法」ೕ定，ᒤ理相ᜢ事宜。

　

主任委員：

b1387e754a64a19473e19b3210d96511

本཮ಔᙃᆶ執行皆಄合፾用法ೕ
The TMU-Joint Institutional Review Board performs its functions according to written
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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
˙(Safety Check Group -Adult):Version 2.0, Date:20210914
˙(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
˙(3rd Dose Safety Check Group -Adult):Version 1.0, Date:20210914
˙(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 Institutional Review Board in
meeting #110-10-4(date:2021/10/21), duration of validity is from 2021/10/07 to 2022/02/16, and
must be monitored by TMU-JIRB.
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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:
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ਡ঑Вය/ Approved dateǺ2021-11-10 
 
ҁہ঩཮ޑၮբ಄ӝᓬؼᖏ׉၂ᡍྗ߾Ϸ࣬۬ࡹᜢࡓݤೕക 
The committee is organized under, and operates in accordance with,  
the Good Clinical Practice guidelines and governmental laws and regulations 

P10003-02-010-03  2021-04-26 

ᙴᕍ଄იݤΓ৪ϡඵӃғᙴᛰ୷ߎ཮ 
٥ܿइۺᙴଣΓᡏ၂ᡍቩ᝼ہ঩཮ 

Research Ethics Review Committee 
Far Eastern Memorial Hospital 

21, Sec. 2, Nanya S. Rd., Banciao Dist., New Taipei City 220, Taiwan (R.O.C.) 
TelǺ(02)7728-2152  FaxǺ(02)7728-1592 

EmailǺirb@mail.femh.org.tw 

၂ᡍ/ࣴزᡂ׳೚ёਜ 
ਢҹጓဦǺ110025-I             ीฝጓဦǺV-205 
ीฝӜᆀǺ΋ঁຑ՗ UB-612 ࣝभჹܭཥࠠ߷ߙܭࢥੰރϿԃǵԋԃکԴԃ଼நڙ၂ޑޣխࣝচ܄ǵ

Ӽӄ܄ᆶऐޑ܄ڙಃΒයǵӼኃᏊ௓ڋǵᒿᐒϩࢴǵᢀჸ܄ޓޣᖏ׉၂ᡍ 
၂ᡍ/ࣴزᐒᄬǺᙴᕍ଄იݤΓ৪ϡඵӃғᙴᛰ୷ߎ཮٥ܿइۺᙴଣ 
၂ᡍ/ࣴޣૼہزǺᖄ٥ғמ໒วިҽԖज़Ϧљ 
ीฝЬ࡭ΓǺᄃࢃߪ 
 ৱǵླྀৎྷݥΓǺഋ࡭ӕЬڐ
 ԋ঩Ǻ৪Јᕞǵ஭➌ဖزࣴ
၂ᡍ/ࣴزΓኧǺ400 
၂ᡍ/ࣴزයज़Ǻ2021 ԃ 2 Д 23 ВԿ 2022 ԃ 12 Д 31 В 
ଓᙫቩࢗᓎ౗ǺϤঁД 
 

Ԗਏයज़ԿΒżΒΒԃΒДΒΜΒВǶ(ፎܭԖਏයज़ډයΒঁД߻ᛦҬុ࡭ቩࢗൔ֋аճҁ཮຾Չ

ቩࢗ) 

ЬҺہ঩ ஭ల໥ 

 

Permission of continuing review of Clinical Trial/ Research 

FEMH No.: 110025-I             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 



ਡ঑Вය/ Approved dateǺ2021-11-10 
 
ҁہ঩཮ޑၮբ಄ӝᓬؼᖏ׉၂ᡍྗ߾Ϸ࣬۬ࡹᜢࡓݤೕക 
The committee is organized under, and operates in accordance with,  
the Good Clinical Practice guidelines and governmental laws and regulations 

P10003-02-010-03  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 
 
অ҅ϣ৒/ހҁ Reason for Amendment/Version:  
• ीฝਜހҁ Protocol Version: Version 3.0, Date: 20210906 
 :ҁ Informed Consent FormހᇥܴϷӕཀਜޣ၂ڙ •

Ͽԃխࣝಔߙ (.1) Immno youngǺVersion 2.0, Date: 20211021 

ϿԃӼӄዴᇡಔߙ (.2) non-Immno youngǺVersion 2.0, Date: 20211021 

(3.) ԋԃխࣝಔ Immno adultǺVersion 2.0, Date: 20211021 
(4.) ԋԃӼӄዴᇡಔ non-Immno adultǺVersion 2.0, Date: 20211021 

• ύЎᄔा Chinese synopsis: Version 3.0, Date: 20210906 
• मЎᄔा English synopsis: Version 3.0, Date: 20210906 
• ঁਢൔ֋߄ Case report form: Version 4.0, Date: 20210906 
• ཥቚڙ၂ޣᇥܴϷӕཀਜހҁ Add Informed Consent Form: 

ϿԃխࣝಃΟᏊಔߙ (.1) Immno young 3rd doseǺVersion 3rd dose 1.0, Date: 20211013 

ϿԃӼӄዴᇡಃΟᏊಔߙ (.2) non-Immno young 3rd doseǺVersion 3rd dose 1.0, Date: 20211013 

(3.) ԋԃխࣝಃΟᏊಔ Immno adult 3rd doseǺVersion 3rd dose 1.0, Date: 20211013 
(4.) ԋԃӼӄዴᇡಃΟᏊಔ non-Immno adult 3rd doseǺVersion 3rd dose 1.0, Date: 20211013 

 
ς೯ၸځѬӝݤቩࢗ཮ϐቩࢗਢҹǴ಄ӝளᙁܰำׇቩࢗጄൎǴόϒΕ཮ 
The protocol fits the criteria for Expedited Review and do not need to be discussed in this meeting. 
 
΢ॊीฝςܭҁଣΓᡏ၂ᡍቩ᝼ہ঩཮ቩࢗǴӕཀΓᡏ၂ᡍ/ࣴز຾Չ 
The protocol has been approved by the Research Ethics Review Committee of the Far Eastern Memorial 
Hospital. 
 







長庚醫療財團法人人體試驗倫理委員會

臨床試驗/研究同意證明書

本次核准執行期間：2021年10月12日~2022年2月19日

計畫文件版本日期：

地      址：105台北市敦化北路199號

傳      真：03-3494549

聯絡人及電話：薛育婷(03)3196200#3703

電子郵件信箱：sally6869@cgmh.org.tw

計畫名稱： 一個評估UB-612疫苗對於新型冠狀病毒於青少年、成年和老年健康受
試者的免疫原性、安全性與耐受性的第二期、安慰劑控制、隨機分派
、觀察者盲性臨床試驗

計畫編號： V-205

本院案號： 202100188A4C602

試驗期間： 2021年2月20日~2023年1月5日

總主持人： 感染醫學科 黃景泰 學術組教授級主治醫師

主持人： 感染醫學科 李禎祥 學術組教授級主治醫師

協同主持人： 葉峻甫,李允吉,張鵬浩,黃文琦,黃柏諺,蘇庭儀,劉仲淇,鄭鈞文
,陳怡君,謝顯森,吳彥穆,蔡青晏,郭泓頡

研究助理： 温鵬毅,王筠婷,李兆芸,洪慧雯,孫秀琪,莊惠姍,張芳瑋,莊培瑜
,黃惠琳,莊淑婷,王儀鳳,郭筱音,王思怡,陳立君,陳品蓁,康瑋庭
,吳珮嘉,丁秋煥,陳美真,趙潔欣,劉靜芬,林奕臻,許淑慧,劉清華
,林奕君

試驗/研究機構： 林口長庚醫院,高雄長庚醫院

(1)計畫書： Version 3.0, Date: 06 September, 2021

(2)中文摘要： Version 3.0, Date: 2021-09-06

(3)英文摘要： Version 3.0, Date: 06 September, 2021

(4)受試者同意書： 受試者同意書(成年安全確認第三劑組林口院區
)：2021/09/16 Version 3rd dose 1.0
受試者同意書(成年安全確認第三劑組高雄院區
)：2021/09/16 Version 3rd dose 1.0
受試者同意書(成年免疫第三劑組林口院區)：2021/09/16
Version 3rd dose 1.0
受試者同意書(青少年安全確認第三劑組高雄院區
)：2021/09/16 Version 3rd dose 1.0
受試者同意書(青少年安全確認第三劑組林口院區
)：2021/09/18 Version 3rd dose 1.0
受試者同意書(青少年免疫第三劑組林口院區)：2021/09/18
Version 3rd dose 1.0
受試者同意書(成年安全確認組林口院區)：2021/09/16
Version 2.0
受試者同意書(成年免疫組林口院區)：2021/09/16 Version
2.0
受試者同意書(青少年安全確認組林口院區)：2021/09/18
Version 2.0
受試者同意書(青少年免疫組林口院區)：2021/09/18



※本案須重新簽署受試者同意書

通過日期：2021年10月12日

DSMB/DSMP：已有DSMP,已有其他安全監測

期中報告繳交頻率：半年繳交一次

※本試驗計劃案業經本院人體試驗倫理委員會審核通過，同意追認其他合法審查

會通過之研究計畫之核可。

※下次期中報告繳交截止日期：2022年2月19日，為免影響主持人執行研究之權

益，請於截止日前六至八週繳交報告(期中報告繳交頻率為三個月者，得於試驗

到期前一個月繳交報告)，以利審查作業進行。若主持人未繳交或延遲繳交期中

報告，以致本會無法於核准執行期間到期前，核發下次試驗執行期間，所有的研

究活動必須停止，包括：對已參與受試者之介入或各項互動，除非本會認為受試

者繼續接受試驗介入或參與試驗顯有益於受試者安全或倫理上符合受試者最佳利

益之情形，亦不得再納入新個案，直到期中報告核准為止。

本委員會組織與運作皆遵守GCP規定

 

長庚醫療財團法人

人體試驗倫理委員會謝燦堂主席

Version 2.0
受試者同意書(成年安全確認組高雄院區)：2021/09/16
Version 2.0
受試者同意書(青少年安全確認組高雄院區)：2021/09/16
Version 2.0

(5)其他文件： 人體試驗申請表
19A 檢體資訊
檢體外送及儲存: 新增外送及儲存機構 NEXELIS (機構地址:
525 Boul. Cartier Ouest Laval, Qulbec, Canada, H7V 3S8
(加拿大))，Vaccinology and Immunology Infection,
Immunity & Inflammation Dept UCL GOS Institute of
Childe Health (機構地址: UCL Great Ormond Street
Institute of Child Health 30 Guilford Street London
WC1N 1EH, England (英國))，VisMederi (機構地址:
VisMederi Srl, Strada del Petriccio e Belriguardo, 35,
53100 Siena, Italy (義大利))
研究助理-許美秀退出

2021 　年　 10　 月　 12 　日



Chang Gung Medical Foundation

Institutional Review Board
199, TUNG HWA NORTH ROAD,

TAIPEI, TAIWAN, 10507

REPUBLIC OF CHINA

Tel: (03) 3196200

Fax: (03) 3494549

Date 2021/10/12

Version/Date of documents:

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
Coordinator(s):

Wen Pengyi,WANG,YUN-TING,LI CHAO-YUN,HUI-WEN
HUNG,HSIU CHIU SUN,HUI-SHAN CHUANG,CHANG FANG-
WEI,Pei-Yu Chuang,HUANG HUI-LING,CHUANG, SHU-
TING,Yi-Feng Wang,KUO,HSIAO-YING,WANG SZU YI,Li
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

(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 1.0
2021/09/16 Version 3rd dose 1.0
2021/09/16 Version 3rd dose 1.0
2021/09/18 Version 3rd dose 1.0
2021/09/18 Version 3rd dose 1.0
2021/09/16 Version 2.0
2021/09/16 Version 2.0
2021/09/18 Version 2.0
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※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 is formally approved.

(5)Others: 人體試驗申請表
19A 檢體資訊
檢體外送及儲存: 新增外送及儲存機構 NEXELIS (機構地址: 525
Boul. Cartier Ouest Laval, Qulbec, Canada, H7V 3S8 (加拿大
))，Vaccinology and Immunology Infection, Immunity &
Inflammation Dept UCL GOS Institute of Childe Health (機構
地址: UCL Great Ormond Street Institute of Child Health 30
Guilford Street London WC1N 1EH, England (英國
))，VisMederi (機構地址: VisMederi Srl, Strada del
Petriccio e Belriguardo, 35, 53100 Siena, Italy (義大利))
研究助理-許美秀退出

Date of Approval: 2021/10/12

DSMB/DSMP: Already Had DSMP,Already had other safety monit

Frequency of Continuing Report: Every 6 months



The IRB is organized and operates in accordance with Good Clinical

Practice and the applicable laws and regulations.

Tsang-Tang Hsieh,MD
Chairman
Institutional Review Board
Chang Gung Medical Foundation
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