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Purpose of 
WHO Prequalification 



To work in close cooperation with national regulatory agencies and partner organizations to make 

quality priority medicines available for those who urgently need them.     

1. Purpose of WHO Prequalification (PQ) l

1) Vision & Mission

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

Assessment 
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register those 
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quickly
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Introduction to the
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, 

reliability, and international compliance in regulating medical products.

(2)It serves as a global benchmark for regulatory excellence, ensuring that listed authorities can perform 

effective oversight on the safety, quality, and efficacy of medicines, vaccines, and other health 

technologies.

To be designated as WLA, a regulatory authority should undergo 

(1) a formal assessment with the WHO-Global Benchmarking Tool (GBT) to demonstrate adequate maturity 

(ML3 as entry point) and 

(2) a performance evaluation (PE) process that complements the results of benchmarking, confirming 

consistency of advanced performance against international standards and best practices.

2.  Introduction to the WHO-Listed Authority (WLA)l

1) WHO-Listed Authority 

2)  Requirements for WLA Designation



• Health Canada (Canada) – Medicines, Vaccines

• MHLW/PMDA (Japan) – Medicines

• MFDS (Republic of Korea) – Medicines, Vaccines

• HAS (Singapore) – Medicines

• Swissmedic (Switzerland) – Medicines, Vaccines

• MHRA (United Kingdom of Great Britain and Northern

Ireland) – Medicines, Vaccines

• US FDA (United States of America) – Medicines,

Vaccines

• DG SANTE / EMA / National Regulatory Authorities

(European Medicines Regulatory Network) – Medicines,

Vaccines

*As of now, a total of 39 countries are included in the WHO

Listed Authority (WLA) list, and Korea stands out as the

only non-SRA country recognized for full regulatory

functions across both the medicines and vaccines domains.

2.  Introduction to the WHO-Listed Authority (WLA)l

3)  MFDS WLA Designation and the WLA List 
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the WHO PQ Process 



3. Overview of the WHO PQ Processl

1)  Current Evaluation Process flowchart

MFDS approval 

(~ 1yr)

WHO PQ 

Evaluation (~ 1yr)

Supply to public

Around 2 yrs



2.  Titlel

2)  MFDS NDA Review Process



2.  Overview of WHO Prequalification l

3) WHO PQ Process

Submission

• Expression of Interest / Pre-submission meeting

• Dossier submission

Review

• Screening ( 1 to 4 months)

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

Approval

• Letter to UNICEF etc. / Listing of PQ product

• Post-qualification including annual report
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4. EuBiologics’ WHO PQed Vaccinel

1) Vaccines Prequalification Priority List 2024-2026

High-priority Vaccines Medium Low

Cholera
Dengue Tetravalent
Hexavalent (DTwP – HepB – Hib – IPV)
Human Papilloma Virus (HPV)
Malaria
Measles-Rubella (MR)
Measles-Mumps-Rubella (MMR)
Meningococcal ACWY containing 
conjugate
Meningococcal ACWYX conjugate
Pneumococcal conjugate
Novel Oral Polio type 2 (nOPV2)
Rotavirus
Respiratory Syncytial Virus (RSV)
Typhoid conjugate
Yellow Fever

BCG
Ebola
Hepatitis A
Hepatitis B
Hepatitis E
Measles
Polio (bivalent live, oral type 1,3) (bOPV 1,3)*
Polio (monovalent live oral type 1) (mOPV1)
Rabies
Varicella
Chikungunya

*For production from seeds

Diphtheria-Tetanus for children (DT)
Diphtheria-Tetanus for adults (Td)
DTwP-based tetravalent combination fully liquid (DTwp – Hep B – Hib)
Dtap-Hepatitis B-Hib-IPV
Influenza seasonal NH & SH*
Japanese encephalitis
Meningococcal A containing conjugate
Pneumococcal Polysaccharide
Polio (inactivated) (IPV)
Polio (inactivated-Sabin) (sIPV)
Polio (monovalent live oral type 2) (mOPV2)
Polio (monovalent live oral type 3) (mOPV3)
Polio (trivalent live oral) (tOPV)

*Priority could be upgraded to medium, if vaccine is produced using a 
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-IPV
Influenza H5N1 for stockpile



4. EuBiologics’ WHO PQed Vaccinel

2) Collaboration



4. EuBiologics’ WHO PQed Vaccinel

3) EuBiologics’ Vaccines

Euvichol® Euvichol®-Plus Euvichol®-S EuTYPH-C Inj. ®Multi-dose

2012 Phase 1 in Korea
2013 Phase 3 in Philippines
2015 License Approval (for 
export) by KFMDS
2015 WHO 
Prequalification

2017 License Approval(for 
export) by KFMDS
2017 WHO PQ Variation
(Addition of a plastic tube 
presentation manufactured 
in new facility for 
formulation, filling and 
packaging)
2023 Change on Approval 
Conditions (for military and 
government) by KFMDS

2021 Phase 3 in Nepal
2023 License Approval (for 
export) by KFMDS
2024 WHO Prequalification

2019 Phase 1 in Philippines
2020 Phase 2/3 in 
Philippines
2022 Phase 3 in Africa 
(Kenya & Senegal)
2025 License Approval (for 
export) by KFMDS
2025 WHO PQ submission



4. EuBiologics’ WHO PQed Vaccinel

4) WHO Prequalification of Euvichol®-S



4. EuBiologics’ WHO PQed Vaccinel

5) EuBiologics Vaccines in WHO PQ Vaccine List
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5. Experience with Expedited PQ Proceduresl

1) Cholera Outbreak



5. Experience with Expedited PQ Proceduresl

2) WHO Prequalification of Euvichol®-S

318 days

27 Apr 2023
Pre-submission 

meeting 30 May 2023
Application letter 

& Vaccine 
Prequalification 

Dossier
Submission

21 Sep 2023
Evaluation 
Acceptance 

Letter

12 Apr 2024
WHO

PrequalificationWHO PQT
Review

379 days

Apr. 2024

30 Mar 2023
MFDS NDA 
submission

19 Dec 2023
Approval by 

MFDS 

264 days

Apr.
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6.Industry Expectations and Opportunities Following WLA Designationl

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 

the review 

process

Faster supply to 

public

Contribution to 

public health



6.Industry Expectations and Opportunities Following WLA Designationl

1) Industry Expectations



6.Industry Expectations and Opportunities Following WLA Designationl



6.Industry Expectations and Opportunities Following WLA Designationl

2) Opportunities Following WLA Designation

(1) Minimized Duplication of Effort and Resources

(2) Faster Access to International Procurement Markets

(3) Favorable Approval Processes in Export Markets

(4) Expansion into Export Markets in Southeast Asian 

and Latin America

(5)Growth of the Domestic Biopharmaceutical Market

(6) Contribution to Global Public Health

Source: KoBIA, Domestic Biopharmaceutical Industry KeyData 2025
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