FEETY 39
R QA RER

CMC/GMP D E#ENA :ICH Q12 DEHELYE—FER

ICH Q12 HARS A4 HY 2019 ££ 11 A(Z Step4 IZEEL. ERICH VW THLREDEFBHHE
T, SR ERICEDCPACMP O ERGERICET HEBHAARE 6 AICHKHEINT-, F'aﬁ
K QAZBERTRK. FARIMTIREBRETORGKDSIAMITHAVILOEKBEERIEAT- ICH
QI2AMRZAVDEBEDEYAITOVTEREED TS,

F7=. COVID19 D F LR REEILKEZI(T. BFEE-TIRE D CMC/GMP O EELIEE
D—DOTHANBEBFEEICOVTEH,. CNFEFTOFILGEETHERADIHMICKDREIZ
A= —avITIER AL HY . EE@HANIEN—F v ILEFERICRRICESHEHLYDOH
5,50, ARERTIE VE—FEBEDEHLTDOA) Y- TA) v EERLIZ,

Newer trends in CMC/GMP: ICH Q12 implementation and remote audits

As ICH Q12 guideline reached to Step 4 in November 2019, and as the implementation
readiness has been progressing in Japan, a notification to formally implement PACMP
corresponding to a part of the revised PMD Act was issued by MHLW in June this year. We
the development—QA committee have been discussing how the product lifecycle
managements entirely from the development to the post—approval stages would/should look
like after ICH Q12 implementation.

In response to the global spread of COVID19, in terms of the external audit as a crucial
function for the developmental and post—approval CMC/GMP activities, the ways of the
communication in person we had before where a site visit is involved must have been limited
and have rapidly been replaced by virtual ways of communication, e.g., remote
documentation check and video meetings. We the development—-QA committee discussed
advantages and disadvantages of carrying out the remote audits.

The outcomes from the discussions will be shared.
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Points and considerations in the utilization of ICH Q12 with a view to the product lifecycle.

Kazunobu Oyama (Keio University Hospital)
Sadamu Tsugumi(Kyowa Kirin Co., Ltd)
Saeko Hayashi(Rohto Pharmaceutical Co., Ltd.)

As ICH Q12 guideline reached to Step 4 in November 2019, and as the implementation
readiness has been progressing in Japan, a notification to formally implement PACMP
corresponding to a part of the revised PMD Act was issued by MHLW in June this year. We
the development—QA committee have been discussing how the product lifecycle
managements entirely from the development to the post—approval stages would/should look
like after ICH Q12 implementation. An appropriate and effective use of ICH Q12 guideline
will be the key because ensuring to take an appropriate regulatory action is inevitable
together with being able to implement the change in a timely manner. As such, we discussed
the points and the considerations in the utilization of PLCM and PACMP as part of
understanding and practice of the ICH Q12 guideline considering the Japanese regulatory
system. We also discussed how the ICH Q12 implementation can be underpinned by the

Pharmaceutical Quality System. The outcomes from the discussions will be shared.
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Points of successfully conducting external audits under the Global Covid—19 pandemic: How

the remote audits should look like and how to effectively use them.

Kazuhisa Kamikawa (Takeda Pharmaceutical Company Limited)

In response to the global spread of COVID19, in terms of the external audit as a crucial
function for the developmental and post—approval CMC/GMP activities, the ways of the
communication in person we had before where a site visit is involved must have been limited
and have rapidly been replaced by virtual ways of communication, e.g., remote
documentation check and video meetings (including a virtual tour as necessary). In
particular, virtual audits for the contract development manufacturing organization where no
site visit is involved draw attention from the viewpoints of convenience and substantial
effects. We the development—QA committee discussed advantages and disadvantages of

carrying out the remote audits. The outcomes from the discussions will be shared.



