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Three buffers: pH 1.2,
pH 4.5, and pH 6.8.
Pharmacopoeial buffers
should be employed.
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Pharmacopoeias
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Action date status

Adoption of the topic by Approval of June 2016 Adopted/Finalised.
ICH Assembly

Agreement of Concept Paper and Aug. 2016 Agreement/Finalised.
Business Plan by Informal WG

Adoption of Concept Paper and Business | Sept. 2016 Adopted/Finalised.
Plan by MC

First EWG meeting (Osaka, Japan) Nov. 2016 SERY

TC; update of progress Feb. 2017 SRk

TC; update of progress and preparation March/April 2017 | SER%

second EWG meeting

Second EWG meeting (Montreal, May 2017 5EK.

Canada)

TC (update progress; aiming to finalise SRk

draft guidance during the third EWG

meeting)

Third EWG meeting (Switzerland) Nov. 2017 SERK

Adoption of Step 2 a/b Document 1-2Q2018 SrEf

Adoption of Step 4 Document 2Q 2019 SrEf
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EIgFRBEE (Delegates)

BEfr /BZR &
ANVISA, Brazil Mr. Gustavo Mendes Lima Santos
CFDA, China Mr. Jinbo Yang > Ms. Ning Zhang
EC, Europe Dr. Jan Welink ° Dr. Henrike Potthast
EFPIA Dr. Horst-Dieter Friedel > Dr. Talia
Flanagan
FDA, US Dr. Paul Seo > Dr. Mehul Mehta -

Dr.

Ethan Stier

Health Canada,Canada

Dr.

Shereeni Veerasingham »

IGBA

Dr.

Susana Almeida

JPMA

Mr.
Dr.
Mr.
Dr.
Mr.

Yutaka Takahashi -
Ryuji Kubota -
Kazuhiro Okochi -
Katsuhiko Yamamoto »
Tsuyoshi Kobayashi

MEDS, Republic of Korea Ms. Jooyeon Jung
MHLW/PMDA, Japan Dr. Yukiko Komori
Dr. Ryosuke Kuribayashi
Dr. Hiroyuki Yoshida
PhRMA Mr. Roger Nosal

Sebastian Haertter

Swissmedic, Switzerland

Dr.

Arno Nolting

WSMI

Mr.

Bruno Paillard

WHO

Dr.

John Gordon

HSA, Singapore

Dr.

Clare Rodrigues

TFDA, Chinese Taipei

Ms .

Shianging (Shirley) Pan

[FPMA

Dr.

Nagesh Bandi
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