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® Rapporteur: Sarah Yim, FDA, United States

® Regulatory Chair: Joao Tavares Neto, ANVISA, Brazil
® Number of experts: 32

® Parties involved in the Working Group: 26

> ANMAT, Argentina Health Canada, Canada > NPRA, Malaysia

> ANVISA, Brazil IFPMA > PPBHK, Hong Kong, China
> GECMED, Cuba IGBA > PhRMA

> GPPS, Uzbekistan JFDA, Jordan > SFDA, Saudi Arabia

> DINAVISA, Paraguay JPMA > Swissmedic, Switzerland
> EGC, Europe MFDS, Republic of Korea > TFDA, Chinese Taipei

> EDA, Egypt MHLW/PMDA, Japan > TITCK, Turkiye

> EFPIA MHRA, UK >

> FDA, United States NMPA, China
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Expected Completion date = Deliverable

December 2026 e Complete Draft Technical Document
January—February 2027 * Constituent Review

March—April 2027 * Editorial Review

May 2027 o Step 1 submission for sign off
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