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BT : 201645 23 H OGMTAP 2 - e THERS S U7 IEENEE — 5

Topic Action item Responsible Status
GMTA GMTA members are requested to provide GMTA
meeting feedback on the venue and timing of the meeting
GMTA Ralph to circulate draft GMTA collaboration plan Ralph lves
Secretariat 2015-2017 in electronic form to GMTA
Ralph to also circulate scorecard on GMTA Ralph lves
participation in WHO events
Updated version should be sent to Adriana within GMTA

next couple of weeks.

GMTA Faye Sumner (MTANZ) to issue a first draft of the | Faye Sumner
regulatory GMTA regulatory paper.
paper Strong message at IMDRF level in fall session. GMTA at
(example of stricter requirements in Brazil - risk IMDRF
classes). meeting
IMDREF - GMTA to seek for a meeting with the leaders of GMTA
Registries IMDREF registries — if no feedback then write letter
to state GMTA concerns. Start with an email and
write letter; Janet will contact FDA / Chair of
IMDREF registries working group
AdvaMed paper on registries to be recirculated AdvaMed
and GMTA to review by end June. AdvaMed
paper could be used as a basis for GMTA paper.
IMDRF JT (Chair of GMTA regulatory committee) to share | Janet Trunzo
list of representatives with JFMDA.
Write a letter to ANVISA with regards to a GDA
workshop within the framework of IMDRF.
Transparency of clinical trial data: develop high GMTA
level paper based on AdvaMed paper (to be
circulated to GMTA once approved internally)
WHO Pre- GMTA to make a statement during IMDRF GMTA at
qualification Management Committee observer and stakeholder | [MDRF
financing session: avoid regulatory redundancy. meeting
model

WHO proposal
on regulatory
model

Comments are expected by 7 June - Janet to draft
paper based on combined comments

Janet Trunzo

WHO / GMDN | Janet to write down key bullet points on GMDN. Janet Trunzo
US-China Ralph to circulate AdvaMed study on CFDA Ralph Ives
JCCT talks performance metrics.
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7!5% i N H/lzf'z 3'5 Iz TIEEI% é ﬂ EI 5% international standards in Japan)

Dr. Katsuhisa IDE (Director, Office of Standards and Guidelines

- < T A ’
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