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Ethic Committee Partnership

- NN Board of Foundation for Human Research Promotion in Thailand
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Daily new confirmed COVID-19 cases per million people

7-day rolling average. Due to limited testing, the number of confirmed cases is lower than the true number of infections.
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Vaccine trials

e Establish 3 clinical trials —Core team 1,2,3

* Core team 1:
* RCT 1320 participants

* Previously vaccinated with 2 doses of Sinovac -> booster with 1 Full dose/Half dose of AZ
vs 1 Full dose/Half dose of PF in adults -> TVTN 001

* Core team 2:
* Prospective 660 participants
* 1 dose of Sinovac + 1 Full dose of AZ in adult
* Core team 3:
* RCT 700 non-vaccinated 5-11 years old children
* 1 full dose/half dose of Sinovac + 1 Full dose/half dose of PF in children



Timeline of TVTN-001

15 July 2021 6 Aug. 2021 17 Aug. 2021 25 Aug. 2021 5 Sep. 2021
Call NCRN for CREC submission 1st CREC meeting Resubmitted Approval
Emergency Meeting Protocol
All documents
First draft of TVTN include Local EC CREC review
001 Protocol activation communication letter 2nd CREC meeting

22 July 2021 12 Aug. 2021 18 Aug. 2021 27 Aug. 2021



Timeline of TVTN-001

IP Shipping to site
Budget, CTA, MTA and Site Initiation Last patients in Accepted for
approval visit the trial Database locked Publication

9 Sep. 2021

Investigators’ First Screening Last subject last Journal
Meeting visit Submission

18 Sep. 2021



International Journal of Infectious Diseases 129 (2023) 19-31

International Journal of Infectious Diseases .

journal homepage: www.elsevier.com/locate/ijid

Immunogenicity of a fractional or full third dose of AZD1222 vaccin ,
or BNT162b2 messenger RNA vaccine after two doses of CoronaVac .
vaccines against the Delta and Omicron variants

Suvimol Niyomnaitham '*, Anan Jongkaewwattana?”, Atibordee Meesing?,

Nawamin Pinpathomrat? Sira Nanthapisal®, Nattiya Hirankarn®,

Sarawut Siwamogsatham’, Suppachok Kirdlarp®, Romanee Chaiwarith®, .
Saranath Lawpoolsri 'Y, Supranee Phanthanawiboon'!, Arunee Thitithanyanont '?,

Pokrath Hansasuta '®, Sansanee Chaiyaroj 4, Punnee Pitisuttithum >

1 Department of Pharmacology, Faculty of Medicine Siriraj Hospital, Mahidol University, Bangkok, Thailand
2 National Center for Genetic Engineering and Biotechnology, National Science and Technology Development Agency, Pathumthani, Thailand

Contents lists available at ScienceDirect TVTN -001 Fmdmg

No safety concerns were detected.
Noninferior immunogenicity between full
doses and half doses.

Full-dose vaccines and/or longer 120-
180-day intervals substantially improved
the Key Massages:

immunogenicity.

Immunogenicity waned more quickly
with half doses than full doses but
remained high against the Ancestral or
Delta strains.

Against Omicron, the day 28
immunogenicity increased with longer
intervals than shorter intervals for full-
dose vaccines.

3 Division of Infectious Diseases and Tropical Medicine, Department of Medicine, Faculty of Medicine, Khon Kaen University, Khon Kaen, Thailand .
LT B 5 d o . Key Massages:

4 Clinical Research Center, Faculty of Medicine, Prince of Songkla University, Songkhla, Thailand

5 Clinical Research Center, Faculty of Medicine, Thammasat University, Pathumthani, Thailand °
6 Department of Microbiology, Faculty of Medicine, Chulalongkorn University, Bangkok, Thailand

7"Maha Chakri Sirindhorn Clinical Research Center, Faculty of Medicine, Chulalongkorn University, Bangkok, Thailand

8 Chakri Naruebodindra Medical Institute, Faculty of Medicine Ramathibodi Hospital, Mahidol University, Samut Prakarn, Thailand

9 Division of Infectious Diseases and Tropical Medicine, Department of Internal Medicine, Faculty of Medicine, Chiang Mai University, Chiang Mai, Thc

10 Faculty of Tropical Medicine, Mahidol University, Bangkok, Thailand

1 Department of Microbiology, Faculty of Medicine, Khon Kaen University, Khon Kaen, Thailand b
12 Faculty of Science, Mahidol University, Bangkok, Thailand

13 Division of Virology, Department of Microbiology, Faculty of Medicine, Chulalongkorn University, Bangkok, Thailand

14 Department of Microbiology, Faculty of Science, Mahidol University, Bangkok, Thailand

15 Vaccine Trial Centre, Faculty of Tropical Medicine, Mahidol University, Bangkok, Thailand

Startup timeline since protocol
development until first patient in could be
as short as 2 months.

RCT of 1,243 patients with 3 months
follow-up could be finished within 4
months.




Vaccine 41 (2023) 5834-5840

Contents lists available at ScienceDirect

/accine
Vaccine
ELSE\ []:R journal homepage: www.elsevier.com/locate/vaccine —
L))
Immunogenicity and reactogenicity of fractional, heterologous primary i
COVID-19 vaccination schedules with BNT162b2 boosters in 5-11-year-old
Thai children: A multicenter, prospective, double-blind, randomized
control trial
Orasri Wittawatmongkol “, Pornumpa Bunjoungmanee ¢, Pope Kosalaraksa 9, Finding:

Kamolwish Laoprasopwattana Sophida Boonsathorn Napaporn Chantasrlsawad n

Tavitiya Sudjar1truk Suv1rnol Niyomnaitham “/, Sansnee Senawong ", - Standard and fractional thGfOlogOUS

Kanjana Srisutthisamphan ', Zheng Quan Toh ™ “, Supattra Rungmaitree °, Sira Nanthaplsal e regimens of CoronaVac-BNT162b2
Supranee Phanthanawiboon ”, Puttichart Khantee °, Chonnamet Techasaensiri ',

Nattiya Hirankarn 9, Sipang Pangprasertkul ", Kulkanya Chokephaibulkit induced similar or h Ig her humoral
2 Department of Pediatrics, Faculty of Medicine Siriraj Hospital, Mahidol University, Bangkok 10700, Thailand I m m U n I ty th an h O mO I Og O US B N Tl 62 b2 .

b Department of Pediatrics, Faculty of Medicine, Thammasat University, Pathum Thani 12120, Thailand

€ Clinical Research Center, Faculty of Medicine, Thammasat University, Pathum Thani 12120, Thailand

d Department of Pediatrics, Faculty of Medicine, Khon Kaen University, Khon Kaen 40002, Thailand

€ Department of Pediatrics, Faculty of Medicine, Prince of Songkla University, Songkhla 90110, Thailand

fDepartment of Pediatrics, Faculty of Medicine Ramathibodi Hospital, Mahidol University, Bangkok 10400, Thailand

& Center of Excellence for Pediatric Infectious Diseases and Vaccines, Faculty of Medicine, Chulalongkorn University, Bangkok 10330, Thailand
h Department of Pediatrics, Faculty of Medicine, Chiang Mai University, Chiang Mai 50200, Thailand

I Department of Pharmacology, Faculty of Medicine Siriraj Hospital, Mahidol University, Bangkok 10700, Thailand

1 Siriraj Institute of Clinical Research (SICRES), Faculty of Medicine Siriraj Hospital, Mahidol University, Bangkok 10700, Thailand
kDepartment of Immunology, Faculty of Medicine Siriraj Hospital, Mahidol University, Bangkok 10700, Thailand

! Virology and Cell Technology Research Team, National Center for Genetic Engineering and Biotechnology (BIOTEC), National Science and Technology Development
Agency (NSTDA), Pathum Thani 12120, Thailand

™ Department of Pediatrics, The University of Melbourne, Parkville, Victoria 3010, Australia

" Infection and Immunity, Murdoch Children’s Research Institute, Parkville, Victoria 3052, Australia

° Research Unit in Infectious and Immunology, Faculty of Medicine, Thammasat University, Pathum Thani 12120, Thailand

P Department of Microbiology, Faculty of Medicine, Khon Kaen University, Khon Kaen 40002, Thailand

9 Department of Microbiology, Faculty of Medicine, Chulalongkorn University, Bangkok 10330, Thailand
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Deloitte Touche Tohmatsu Services Inc.
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Clinixir Gap
Analysis

A Gap Analysis for Clinixir on
Thailand’s Prominent Academic Research Organizations

July 15, 2021

Clinical Trial
Gap Analysis

Divided team into 5 working
groups: Data platform;
Ethics; Regulatory; Funders;
Training.
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15 - 16 November 2023, 830 — 16 30 (GMT+7), Bangkok = [Oka10)
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=1E2%S DUE ON 5 NOV 2023
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