EEHEE TB/N\FA—F 55T BE ARG - EEOME )

HEZAETHRNITTEATIOICERI RERETEETL-OICERLEITERLEERZ
CMO IZRFETAFRATXICH I AT 7—MZfERT b,
CMC-HECERFLETABEEDT UAIEDERRVFEREZRILIz. To2LEE
HEDI=ODIRITEAAVNY—ILERET S,

Tl SHBMBEOHY ARV ED EEEIRO DT EMBEADFRIZOVLTR
HLI-OTHRET 5,

Fusion of manufacturing and testing controls in development and in operation.

In order to sort out points to consider for effective use of contract manufacturers, a set of
questionnaire to pharmaceutical companies was developed and will be presented.

Focusing on CMC / manufacturing, we discussed about the significance and precautions of
utilizing digital technology to solve problems associated with knowledge management
including tacit knowledge. We will present a risk assessment tool for DX promotion, and data
/ knowledge utilization system.

We also report on an appropriate way of the analytical method transfer in the life cycle of
the analytical method and the utilization of Analytical Procedure Control Strategy to

analytical method transfer.
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Conduct a survey on contract manufacturing to understand current issues and establish

appropriate management system

Toshihiro Akachi(Taiho Pharmaceutical Co., Ltd.)
Hidetsugu Okamoto (Sawai Pharmaceutical Co., Ltd.)
Shumma Nakano (Kyowa Kirin Co., Ltd.)

Yoshihito Hashimoto (Chiyoda Corporation)

Tatsuya Miyazaki (Santen Pharmaceutical Co., Ltd.)
Ryuichi Yamasaki(Eisai Co., Ltd.)

In order to achieve the stable supply of pharmaceutical products to the markets, the
appropriate management/monitoring of contract manufacturers is essential as well as those
of own manufacturing sites. Therefore, we conduct a survey on contract manufacturers to
pharmaceutical companies in order to organize points to consider in use of contract
manufacturers. In this annual meeting, we will report the outline and expectation of the

questionnaire and the future plan for utilizing the questionnaire responses.



7E2
PHEDTATH AN EZELI-D MDD 5T

]
I

i

AHMHE #HEEFE - =#H%EAz)
L BT SREEKARMD)

SE4E . Analytical Quality by Design (AQbD) [Z&BE R DITEDHREDFEN LGS
wW-EAESN DO OHY. ICH QA TEDEFE) DERLEDH N TLVD, £, ICH Q12(E
BRDTATHADINIRDAVNICEWTIE,. B AED/INTA—T U Z0ZEDEE (R
THIYVENERBICEDNV-TTREOEREEHOZRHGRHEHHAFIN TS, ZO K4
BEREEZEL. ARSNOMAZEEES AN BYICBELEET IEOEZAOF
EERFOAARSAUOEEHDEGZELEITRA Lz, KRR T, DITEDSATH A
IIVIZHEFTERIEMBEOHY A RUHMBBEICEL -2 HTE0 BB OB 1L
[ZDOVWTHET S,

A Study on Analytical Method Transfer in its Lifecycle

Hiroki Owada (Daiichi Sankyo Co., Ltd.)
Hiroyuki Inoue (Santen Pharmaceutical Co., Ltd.)

In recent years, Analytical Quality by Design (AQbD) has been widely discussed and
understood, and is being discussed in ICH Q14 (Analytical Procedure Development). In
addition, ICH Q12 (Pharmaceutical Product Lifecycle Management) is expected to enable
the management of post—approval CMC changes in a more predictable and efficient manner
based on well understanding of analytical procedure performance and analytical procedure
control strategy. In consideration of this background, the way to transfer analytical
procedures from developing site to testing site was examined based on the latest guidelines
and actual examples of each company. In this presentation, we report on the ideal way of
analytical method transfer in its lifecycle and conversion to explicit knowledge of analytical

procedure control strategy suitable for knowledge transfer.
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Promotion of knowledge management renovation with DX.

Knowledge management has various issues including tacit knowledge. Focusing on CMC /
manufacturing, we are making discussion about the significance and precautions of utilizing
digital technology to solve this problem, risk assessment tool for DX promotion, and data /

knowledge utilization system.



