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| 1. Purpose of WHO Prequalification (PQ) Q

1) Vision & Mission

To work in close cooperation with national regulatory agencies and partner organizations to make
quality priority medicines available for those who urgently need them.

Working with
. lators t . Good
national and regulators to ’

& Inspection ) . register those ' medicines
capacity for monitoring

Building Regulation
Assessment

activities medicines » for everyone

manufacture of medicines quickhy

2) Strategic Action Plan (2025-2028)
« Strengthen regulatory systems and build resilient regulatory environments
* Ensure and expand access to quality-assured health products

« Promote innovation and product lifecycle management

« Strengthen partnerships and global governance

» Enhance accountability, transparency and performance monitoring
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1) WHO-Listed Authority

¥
(1)The WHO Listed Authority (WLA) is a global recognition system established by the World Health
Organization (WHO) to identify national regulatory authorities (NRAs) that demonstrate maturity,

Wi ._

reliability, and international compliance in regulating medical products. ] \
(2)It serves as a global benchmark for regulatory excellence, ensuring that listed authorities can per’]jdrm v
effective oversight on the safety, quality, and efficacy of medicines, vaccines, and other health |

technologies.

2) Requirements for WLA Designation

To be designated as WLA, a regulatory authority should undergo

(1) a formal assessment with the WHO-Global Benchmarking Tool (GBT) to demonstrate adequ
(ML3 as entry point) and :

(2) a performance evaluation (PE) process that complements the results of benchmarking, conf‘i’r-rfr)in
consistency of advanced performance against international standards and best practices. -\3
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3) MFDS WLA Designation and the WLA List

- Health Canada (Canada) - Medicines, Vaccines

¢ ETH= o5t AOFL]IO ed e - MHLW/PMDA (Japan) - Medicines

«  MFDS (Republic of Korea) — Medicines, Vaccines

1
>

e« 2021.11.1 WLA %XH )\l_ug 9|§k| WHOOH HI% « HAS (Singapore) — Medicines
« Swissmedic (Switzerland) — Medicines, Vaccines '
¢ 1 2022.11. { WHO GBT MAE IL=|7|» OIOFE HﬁHA‘—l _E_OF «  MHRA (United Kingdom of Great Britain and Northé‘rﬁ v
D& MLA(Z| D — ) 2AS(MA £X) Ireland) - Medicines, Vaccines K \‘
e ¢« 2023.11.1 WHOWLA _;EI % H « US FDA (United States of America) - Medicines, Q‘\
Vaccines ‘\“\,‘\\“ ‘\\
e« 2024.2. | WLA %XH 7| H |€ 'I HOO" HIE « DG SANTE / EMA / National Regulatory Auth,c‘bom' A"/ \
° ‘ 2025. 8. i [H°’DIE AIOFI.I lg _ﬂ 0|; (European Medicines Regulatory Network) - Medi
ﬁ7|'5 gr_H Ex“ Vaccines

©AEUN, @ HE- -’#-?:3%017}, ® THAA
U @ AR AL O YMAE, © 21BOHAY,
Y o z=s01 0 AmzA

only non-SRA country recognized for full reé’i!lat

functions across both the medicines and vaccines domain
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| 3. Overview of the WHO PQ Process

1) Current Evaluation Process flowchart

MEDS approval
(~ 1yr)

WHO PQ
Evaluation (~ 1yr)

Supply to public

Global

Harmonization
G H C Center

Around 2 yrs

MINISTRY OF FOOD AND DRUS SAF
National Institute

Q STRY OF FOOD AND DRUG SAFETY

of Food and Drug Safety Evalution
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2) MFDS NDA Review Process

Applicant

NDA submission to Biologics Division

Non-clinical Clinical data Registration

CMC Stability data status

'

If necessary Review by Biologics Division
Advisory

Committee

meeting

Review Additional Info or
Complete and ¢ Revisions Requested
Acceptable?

within 2 months

Labeling
Review

Yes GMP Inspection

v

Applicant
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| 2. Overview of WHO Prequalification G Q e o M -

3) WHO PQ Process

 Expression of Interest / Pre-submission meeting

e Dossier submission

 Screening (1 to 4 months)

« CTD evaluation / Testing / Site audit (up to 9 months)

o Letter to UNICEF etc. / Listing of PQ product

Nz ¢ Post-qualification including annual report
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1) Vaccines Prequalification Priority List 2024-2026

High-priority Vaccines Medin ________________Jw |

Cholera BCG Diphtheria-Tetanus for children (DT)

Dengue Tetravalent Ebola Diphtheria-Tetanus for adults (Td)

Hexavalent (DTwP — HepB — Hib — IPV) Hepatitis A DTwP-based tetravalent combination fully liquid (DTwp — Hep B — Hib)

Human Papilloma Virus (HPV) Hepatitis B Dtap-Hepatitis B-Hib-IPV

Malaria Hepatitis E Influenza seasonal NH & SH*

Measles-Rubella (MR) Measles Japanese encephalitis

Measles-Mumps-Rubella (MMR) Polio (bivalent live, oral type 1,3) (bOPV 1,3)* Meningococcal A containing conjugate

Meningococcal ACWY containing Polio (monovalent live oral type 1) (mOPV1) Pneumococcal Polysaccharide

conjugate Rabies Polio (inactivated) (IPV)

Meningococcal ACWYX conjugate Varicella Polio (inactivated-Sabin) (sIPV) \.\ |
Pneumococcal conjugate Chikungunya Polio (monovalent live oral type 2) (mOPV?2) R
Novel Oral Polio type 2 (nOPV2) Polio (monovalent live oral type 3) (mOPV3)

Rotavirus *For production from seeds Polio (trivalent live oral) (tOPV)

Respiratory Syncytial Virus (RSV)

Typhoid conjugate *Priority could be upgraded to medium, if vaccine is produced using a

Yellow Fever different platform representing faster supply availability.

Potential candidate vaccines to be considered during the biennium if development is completed and address Public Health need

-

Covid-19

Novel OPV1, 3 and combinations with type 2
Mpox

Tuberculosis (TB)

Shigella

Group B strep

S19-1PV

Influenza H5N1 for stockpile
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2) Collaboration

@@v World Health ##; RIGHT
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3) EuBiologics' Vaccines

Euvichol® Euvichol®-Plus Euvichol®-S

2012 Phase 1 in Korea 2017 License Approval(for 2021 Phase 3 in Nepal 2019 Phase 1 i

2013 Phase 3 in Philippines  export) by KFMDS 2023 License Approval (for 2020 Phase 2/:
2015 License Approval (for 2017 WHO PQ Variation export) by KFMDS Philippines |
export) by KFMDS (Addition of a plastic tube 2024 WHO Prequalification 2022 Phase 3 in
2015 WHO presentation manufactured (Kenya & Senega
Prequalification in new facility for 2025 Licens:

formulation, filling and export) by KFN
packaging) 2025 WHO P(

2023 Change on Approval @)
Conditions (for military and
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4) WHO Prequalification of Euvichol®-S

¢\, World Health
/¥ Organization

————

20, aveNUE APPia— CH-1211 GeEneva 27 — SWiTZERLAND — TEL CENTRAL +41 22 791 2111 — Fax cenTRaL +41 22 791 3111 —www wWHOUNT

Tel direct:  +4122 791 4362 Mr Young Jin Choi

E-mail: rodriguezhemnandezc@who int Managing Director of Clinical Development
Department
In reply please 18-370-43 WPRO EuBiologics Co_, Ltd.
refer to: PQT-RD/rs (2024-062) 8F Seongdo Building, 207 Dosan-daero
. Gangnam-gu, Seoul
Your reference: République de Corée
12 April 2024

Dear Mr Young Jin Choz,

Acceptability, in principle, of Euvichol®-S (Inactivated Oral Cholera Vaccine),
produced by EuBiologics Co., Ltd., Republic of Korea, for purchase
by United Nations agencies

We are pleased to inform you of the positive decision on the acceptability, in principle, of
Euvichol®-S (Inactivated Oral Cholera Vaccine), based on a formalin inactivated cholera bacteria ¥,
cholerae serogroup O1, produced by EuBiologics Co., Ltd., Republic of Korea, for purchase by
United Nations (UN) agencies. This product was assessed using a standard approach, as described
in the procedure for assessing the acceptability, in principle, of vaccines for purchase by UN
agencies, published in the World Health Organization (WHO) technical report series (TRS) 978,
Annex 6.

This decision 1s based on the review of the information submitted to WHO by EuBiologics
Co., Ltd., which included assessment reports and positive opinions from the Ministry of Food and
Drug Safety of the Republic of Korea. The prequalification applicant also provided a WHO
Certificate of Pharmaceutical Product and the certification supporting the acceptable level of
compliance with current Good Manufacturing Practices (cGMP) of the facilities where Euvichol®-S
1s manufactured. The Ministry of Food and Drug Safety of the Republic of Korea approved
Euvichol®-S for export.

g Global MINISTRY OF FOOD AND DRUG SAFETY -
Harmonization National Institute
G Center of\Food and Drug Safety Evalution

World Health
Organization

20, aveNUE APPia— CH-1211 Geneva 27 — SwiTzeRLAND — TeL centRAL +41 22 791 2111 - Fax cenTraL +41 22 791 3111 — v wHoUNT

Tel. direct: ~ +41 22 701 4362 Dr Leila Pakkala
E-mail: rodriguezhernandezc@who int Director
Supply Division

In reply please I8-370-43 WPRO UNICEF Oceanvej 10-12

refer to: PQT-RD/1s (2024-068) 2150 Nordhavn
Vour et : Danemark
12 April 2024
Dear Dr Pakkala,

Acceptability, in principle, of Euvichol®-S (Inactivated Oral Cholera Vaccine),
produced by EuBiologics Co., Ltd., Republic of Korea, for purchase
by United Nations agencies

We are pleased to inform you of the positive decision on the acceptability, in principle, of
Euvichol®-S (Inactivated Oral Cholera Vaccine), based on a formalin inactivated cholera bacteria 7.
cholerae serogroup O1, produced by EuBiologics Co._, Ltd., Republic of Korea, for purchase by
United Nations (UN) agencies. This product was assessed using a standard approach, as described
in the procedure for assessing the acceptability, in principle, of vaccines for purchase by UN
agencies, published in the World Health Organization (WHO) technical report series (TRS) 978,
Annex 6.

This decision 1s based on the review of the information submitted to WHO by EuBiologics
Co., Ltd., which included assessment reports and positive opinions from the Ministry of Food and
Drug Safety of the Republic of Korea. The prequalification applicant also provided a WHO
Certificate of Pharmaceutical Product and the certification supporting the acceptable level of
compliance with current Good Manufacturing Practices (¢cGMP) of the facilities where Euvichol®-S
is manufactured. The Ministry of Food and Drug Safety of the Republic of Korea approved
Euvichol®-8 for export.
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| 4. EuBiologics’ WHO PQed Vaccine W Q...

5) EuBiologics Vaccines in WHO PQ Vaccine List

Y
L] L]
Prequalified Vaccines
Displaying: 1-3 of 3 & Download list as CSV file
Vaccine type Commercial Name Responsible NRA Manufacturer
-Any - v - Any - w EuBiologics Co., Ltd. v
Pharmaceutical Form Number of Doses Route of Administration Preservative
- Any - v - Any - v - Any - v
Presentation Diluent Shelf Life Vaccine Vial Monitor
- Any - v - Any - v - Any - ~ Apply
Date of Prequalification Vaccine Type Commercial Name Presentation No. of doses Manufacturer Responsible NRA
231272015 cholera: inactivated oral Euvichol Vial 1 EuBiologics Co., Lid. Ministry of Food and Drug Safety
11/08/2017 cholera: inactivated oral Euvichol-Plus Plastic Tube 1 EuBiologics Co., Ltd. Ministry of Food and Drug Safety
12/04/2024 cholera: inactivated oral Euvichol®-5 Plastic Tube 1 EuBiologics Co., Ltd. Ministry of Food and Drug Safety

7z
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1) Cholera Outbreak
-

UN News
Global perspective Human stories

4) World Health Organization (WHO) ¢ J&‘:V gnited
~2 Nations

v
s

Millions at risk from cholera due to lack of clean water, soap

and toilets, and shortage of cholera vaccine WHO reportsr 71 per cent rise 1.n cholera deaths last year

Immediate action is needed to stem an unprecedented multi-year upsurge in cholera
cases worldwide, according to the International...

Cholera vaccine stocks 'empty' as cases
surge

on Africanews ‘ '

- >
W

Y A

© UNICEF/Omar Tarig | Children in Gedaref, Sudan learn about the dangers and symptoms of cholera

Cholera vaccine stocks run out as Africa battles outbreaks

Medical charity Doctors Without Borders said that the vaccine shortage has slowed its
teams trying to respond to outbreaks in more than 16...

‘g@é@% Shortage of cholera vaccines
V&SV .
W)y leads to temporary suspension

World Health ©f two-dose strategy, as cases
Org an i Zat iO n r i S e WO I'| d W i d e 'T'l::lft':'g:’:;n‘;: ::?:::h;l::;;?:a I:A); :::eI:Z ;s on the rise, according to global cholera statistics for 2023 published by the World

4 September 2024 | Health

Y N
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2) WHO Prequalification of Euvichol®-S

30 Mar 2023 19 Dec 2023
MFDS NDA Approval by
submission MFDS

\A_A>
264 days
Apr. 2024

27 Apr 2023 21 Sep 2023
Pre-submission Evaluation
meeting 30 May 2023 Acceptance WHO PQT
Application letter ~ Letter Review
& Vaccine 318 days
Prequalification
Dossier

Submission
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1) Industry Expectations - Regulatory perspective

(1) Parallel Review of NDA and WHO PQ application
— using the WLA list to facilitate an abridged assessment process for prequalification
(2) Review the NRA inspection report
(3) Sharing and review NRA/NCL testing result
(4) Shortening of WHO PQ review timeline

Acceleration of ..
: Faster supply to Contribution to
the review

public public health

process
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1) Industry Expectations

How will the WLA list be used in the context of the prequalification process?

The WHO prequalification team will use the WLA list to facilitate abridged assessment for prequalification
and avoid duplication of efforts and repetition of assessment, where possible. The type of products and
requlatory functions listed for the WLA will be taken into consideration for the relevant abridged
assessment.

42 Streamlined procedure for vaccines with marketing
authorization/licensing granted by eligible NRAs

Once the collaboration agreement is formally established, depending on
its nature and scope, WHO may decide, on a product-by-product basis, to do one
or more of the following:

= review the NRA assessment reports instead of reviewing the PSF;

= review NRA/NCL testing results and their trending, it applicable,
instead of independently testing the final product characteristics;

= review the NRA inspection reports and supplement this with a
short audit focused on aspects related to United Nations tender
specifications, instead of conducting a full site audit.
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hy Harmonization National Institute
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GC=2IX, WHO GMP & A A{H CHA|... =LY Z|=

2025-08-01 220

P A2 PIC/S S21-WLA SH0| THE dat. = 817 122 S5 ¢ HJ
P AL AL LTS B AIZMHIE B O SR Mol H1 7|0l

GCSHAHLHE 512E)= WHO PQ(Prequalification, 2 21F) HIZ0| cel 3H0ICH A 5= H7| GMP(Good Manufacturing Practice) 345 AA7E AT HALZ CHHIS
ChD 1Y ct,

21 M 2FAL WHO GMP 2ALE HHSR T#EsH= 212 0o|#o| HSo(ck

O M HALE Sol GCs-HAE ST KJWER'SE S-FHM A Hi2| MaP| et GMP HEHd HES WECH SAE2 HA| 2R BE XSS s 3as UZ fu
Bt Bt ol EICk D S

ot = X|bt 20144 PIC/S{Pharmaceutical Inspection Co-operation Scheme)t| Zt2l6HH =8| GMP He|H/o| B158 1, 2023E0= WHOZt
|2FZ 35|7|2 BF S 2(WHO Listed Authority, WLA)1)0| STHSACE 0]of Ssfoll= M| 222 WA 2| 2Z-uiAl 2o H(E) 7152)0 0|22 22|06, 75| L=
GCSHA= OfH =2 AIZH S HIE B2t S AEH o™at £, ‘Hlo| = ¢ R2|0HMade in Korea)' 2|2Z2] 22 AM2|Tot B C ZHX| D7} 2|ciEIckD 2EEsict,

0|72 GC=HA Y 2REE "0 ME HAiks GCsHA2| WHO PQ 215 HIS oot MofHe] SHH ¢id 22t BgE Zaratd, "g= o2 30 7| o= 335
21 2|7t 2 270123 TR B>

1) WHO?t 2= H7| 28 S58 3= H

2) SR A, BIZ- LT, nHlEAL AFE-HAL YHAE, S7ESkE, ESE A
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2) Opportunities Following WLA Designation

(1) Minimized Duplication of Effort and Resources «3d * &

(2) Faster Access to International Procurement Markets 15~24 CAGR

(3) Favorable Approval Processes in Export Markets +15.5% 6.3=4

(4) Expansion into Export Markets in Southeast Asian ' '15~'24 CAGR

and Latin America #19.0%) 4.4z

(5)Growth of the Domestic Biopharmaceutical Market / } S

(6) Contribution to Global Public Health VA\
1.7z s

0.9z«

2015 2024 2015 2024

Source: KoBIA, Domestic Biopharmaceutical /ndusz‘/jf‘a
)
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