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This Agreement consists of three parts:
Part | - Institutional Profile
Part Il - General Scope

Part Il — Workplan

The agreament togather with the Terms and conditions for WHO Collaborating Centres (WHO CCs) will serve as the
agreament betwean the proposed nstitution and WHO

CC Refereance Number:
KOR-118

Name of the University, Hospital, Research Institute, Academy or Ministry:
Mational Institute of Food and Drug Safety Evaluation, Ministry of Food and Drug safety

Name of the Division, Department, Unit, Section or Area:
The Global Harmonization Center

Title:
WHO Collaborative Center on health products regulatory system strentheming and trainmg

City:
Cheongju-si

Agreement period;
30 July 2026 - To be defined
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WHO expands global regulatory capacity o gh new callat Ing centre in Repubiic of Kanea

WHO expands global regulatory
capacity through new
collaborating centre in Republic
of Korea

27 August 2026 | Departmental update |Reading time: 1 min (400 words)

The World Health Organization (WHO) has designated the Global Harmomzation Centre (GHC) in the Republic
of Korea as a WHO collaborating centre for health products regulatory system strengthening and training.

Hosted by the National Instirute of Food and Drug Safery Evaluation (NIFDS) under the Minisory of Food and
Drug Safety (MFDS), the centre will help expand global regulatory capacity by supporting countries in building
the expertise needed 10 ensure access (o safe, effective and guality-assured health products

Effective requilatory systems are fundamental to protecting public healtth and advancing unhversal health
coverage, yet around 70% of WHO Member States still lack well-functioning regulatary systems. Shortages of
skalled requlatory professionals remain a critical challenge, particularly in low. and middle-ingome countries,

At the-same time, rapid scientific and technofogical innovation, Increasingly globalized supply chains and
growing demands on reqguiatory asthorithes are making continuous workfarce development moré important
than sver

The new collaborating centre will help WHC address these challenges by expanding access to structured,
compelency-based regulatory training and strengthening the requlatory workforce for medicines and
VacCines JCross Countrnes,

“Strong reguiatory systems ultimabely translate into greater confidence that the medicines and vaccines
reaching people are safe, effective and quality-assured,” sabd Hiit SHo, WHO Unit Head, Regulation and Safety,
Regulation and Prequalification Department. "This new collaborating centre wall allow ws to bulld on the
Republic of Korea's considerable régulatory expertise and training experience to expand support 1o countries
and strengihen requiatory capacity whare it (s most needed ™

The GHC operates under MEDS, a WHO-Listed Authority, reflecting the Republic of Koreas internationally
recognized regulatory system and its leadership in regulatory excellence.

The designation of the new collaborating centre builds on nearly two decades of collaboration between WHO
and MFDS, spanning requlatory training programmes. support o ndrmative work and interpational requlatory
CONVErgence initiatves,

This long-standing partnership now entars a new phase, providing a mechanism to ranslate established
regulatory expertise into sustained capacity building for countries

By combining WHO's global mandate. standards and uvnderstanding of country needs with the expertise and
training infrastructure of MFDS/NIFDS and the GHC, the partnecship will help more requlatory professionals
develop the skills needed to keep pace with evolving scence and Increasingly compléx health products.

Ulimately, sronger regulatory capacity means stronger pratection for people - helping countries ensure that
the medicines and vaccines reaching their populations are guality-assured, safe and effective, while
Supporting more resllient haalth systems and progress [owards universal health coverage.
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