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. Eunt:ept Paper « May: Virtual Meeting on E9 R » May: Virtual Meeting — Resolution
June: Concept Paper integration and technical specification of party feedback
endorsed in Kobe, JP * Informal party review . Flnall_z_ed t'he Technical
« November: Charlotte, « November: Virtual Meeting —E9(R1) Specificationv0.1
USA 15t EWG Meeting feedback + September: Step 1 Sign-off
+ Prep for Party Review Amsterdam

+ September: Steps 2a/2b
* October: Entered Step 3
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. The "Humble” Draft . Farty Review (Pre-Step 1) . Prepare for Step 3 Sign-off
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» Party Review of 1st draft design principles consultation results
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F2F) * November: Virtual template and technical
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- MHLW/PMDA - JPMA

- FDA * - PhRMA

. EMA * * . EFPIA

- Health Canada - BIO o
(Biotechnology Industry Organization)

- ANVISA (TS52)1) .- IFPMA

- National Center (A7 =245>) (International Federation of Pharmaceutical

Manufacturers & Associations)

- NMPA (FRE) - IGBA
- TFDA (&33) (X;Z%rcrln:tt:gr?)al Generic and Biosimilar Medicines
- HSA (2> HR—)L)

- CDSCO (1> R)

- SFDA (U275 E7) * Rapporteur

* * Regulatory Chair
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