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Working Group new members

\D Industry representatives

Danelle Miller, J.D. (Global Regulatory Policy and Intelligence,
Roche Diagnostics)

Masaki Sakakibara (Regulatory Affairs Division, SYSMEX
Corporation)

Petra Kaars-Wiele (Independent Consultant, Germany)
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Weekly WG
Extended TConferences

deadline
for public (Aug 2020 — now)

comments

July 25
2020
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Public consultations

63 comments received

Comments compiled to the table — each comment
had it's discussion and resolution

Approved changes included in the text

Further discussion on the comments and
finalizing the wording.

Additional discussion still needed

More than 20 WG members participate in each weekly
TConference
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Plan and time schedule

WG discussion and finalizing the final draft

Adoption of the final version
January 2020 Teleconference
(upon MC approval)
or March 2021
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