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.ﬂ CPh I . International Networking Programme
oo |Ad[Pdl «stable API Supply for Stable Drug Supply”

The outline of the International Networking Program
This year’s International Networking Program at CPhl Japan 2015 was held with the title as above
9:20-15:35, on April 23 as per the program shown below:

Organized by: Japan Pharmaceutical Traders’ Association
Supported by: UBM Japan Co., Ltd. The Chemical Daily

Venue: Keynote & Special Seminar Room in West Hall 2 for Open Seminar, Tokyo Big Sight
Admission: Free of Charge / Pre-registration is required
Language: Simultaneous Interpretation, English, Chinese, Korean and Japanese.

The stable supply of APIs in Japan is now one of the most critical issues affecting the further expansion
of Japan’s generic drug market. It is now not only impacting the stable supply of generic drugs but also
new drugs and OTCs as well.

CPhl Japan 2015 once again hosted an international networking program to create an opportunity to
discuss the issue of APl supply face to face among industry and regulatory participants. This year the
program successfully brought together more than 500 professionals from all over the world inviting
representatives from government and industry organizations in Japan and overseas, and could ask
them to suggest how to manage the issue from different points of view. We expect this conference gave
an excellent opportunity for overseas API suppliers to learn how the Japanese inspection and DMF
systems run and increased the mutual understanding of the related procedures between the overseas
suppliers and Japanese importers and users.

The shared topics of the program were:

* A Practical Guide to Japan’s Pharmaceutical Affairs Law for Overseas API Suppliers

* Issues and problems for the Import APls from Overseas Suppliers

* Comparison between Japanese and overseas regulations on DMF and application procedure for
change control in terms of the GMP.

SPECIAL LECTURES

<Morning Session>

The lectures were presented as per the following order and moderated by Mr. Tamotsu Fujino, Advisor,

JAPTA.

“Opening Statement: Current APIs Trade Issues in Japan”

Speaker: Mr. Hideo Tsunoda, Chairman Japan Pharmaceutical Traders’ Association

“Currently APIs import to Japan is increasing and that increases dependency of stable supply
of the pharmaceutical products on the stable supply of APIs from foreign manufacturers. He
pointed out that the situation presents a big issue of security and quality assurance to the
pharmaceutical industry as well as health care authorities for the protection of the patient and
expected useful information and opinions from speakers of different countries.”

HZEREESHE 9



EUROPE “Post approval change of Japanese
registration dossiers and impact on market supply
Speaker: Dr. Marie-Claire Dupont-Cayron,
Co-Chair, Japan RA Subgroup,
Active Pharmaceutical Ingredients Committee (APIC),
CEFIC
“When any API is imported into Japan and if
its trade secret is to be protected, it is required
to register with DMF with Japan specific

requirements. When any production change is
made, change control measures must be taken.
Since the regulatory guidance of the Japanese
change control is not well defined, many EU API
manufacturers are not so sure about the measures
to be taken. It is desired a clear guidance with
detailed standards and conditions in writing should
be issued”

KOREA “Korean GMP”
Speaker: Mr. Oh Hyun Kwon
Vice Director, Planning & Export Promotion Korea Pharmaceutical Traders Association

“An explanation of the current GMP in Korea was given. It was informed the DMF system which
requires pre-approval would be changing to a new system whose data would be reviewed together
with a drug approval application.”

<Afternoon Session>
CHINA “Bilateral Cooperation between China and Japan in Healthcare
Area: Enhance Cooperation, Moving Forward Together”
Speaker: Ms. Meng Dongping
Vice President, China Chamber of Commerce for Import & Export of Medicines & Health Products
(CCCMHPIE)
“The state of the Chinese pharmaceutical market was introduced and new regulatory rules for
quality control. It was explained that the health authorities are making much effort to improve
the quality control and assurance with new increased measures.”

JAPAN “Drug Regulatory Review System in Japan,with Focus on Generic Review System and

DMF System”

Speaker: Ms. Keiko Yamamoto

Reviewer Pharmacist, Office of Generic Drugs, Pharmaceutical and Medical Devices Agency (PMDA)
“All the responsibilities of a newly created “Office of Generic Drugs” were explained.
Explanation was also made on DMF and full use of CTD dossiers for DMF and generic
medicines applications.”

“Closing Remarks for Afternoon Session and all the lectures.”
Speaker: Mr. Ichiro Fujikawa, Vice President
Japan Pharmaceutical Traders’ Association

10 AZXEEESH=



“He summarized the lectures and thanked the speakers, supporting organizations and
proposed a similar meeting next year.

ROUND TABLE MEETING (A closed meeting, not open for general audience)

As a new procedure, this closed session was given inviting all the speakers and some key members
such as Mr. K. Mikami of PMDA and Mr. Hideo Tsunoda and Mr. Ichiro Fujikawa.

Attendees: Speakers and Representatives from following organizations:

Moderator: Mr. Tamotsu Fujino, Advisor, JAPTA

H PMDA

Mr. Kenichi Mikami Office Director, Office of Generic Drugs

Ms. Keiko Yamamoto Reviewer Pharmacist, Office of Generic Drugs

l CCCMHPIE

Ms. Meng Dongping Vice President

H KPTA

Mr. Oh Hyun Kwon Deputy Director,Planning & Export Promotion
H APIC

Dr. Marie-Claire Dupont-Cayron, Co-chair Japan RA Subgroup, APIC, CEFIC
M JAPTA

Mr. Hideo Tsunoda, Chairman

Mr. Ichiro Fujikawa, Vice Chairman

Audience:

Chosen members of each participating organization

SPEAKERS' AND VIPS DINNER

All the speakers and designated VIPs of the participating associations and government bodies were
invited to relax after hard work and enjoy networking among top-notch representatives.
Venue: Al Porto, Conference Hall 8th Floor, Tokyo Big Sight

® EBR Networking Event
o CPhljapan SEAERRAS,

(o4 Aa e B R 254 & DU 1E % 44 CPhl Japan2015 ¥ [# Fx Networking Event, ¥4 A 23 H
9:30-15:35 #47, # LU T#E %4,
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New International Expo Centre (SNIEC)
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* 7 L < 1& See more at: http://www.cphi.com/china/networking/2015-conferences#f1
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F7z. [Japanese GMP Inspection Forum] (HZA®D GMP @& A ICEE S 5 EHRASHR) 20
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This event is organized inviting global regulatory speakers by CCCMHPIE and additionally
supported by JAPTA by inviting Mr. Masatoshi Morisue, Director of GMP Inspection, Office of
Quality Management, PMDA who speaks on Updates on Japanese Drug and Device Law and
GMP Inspection for 10:20-11:10 as one of the speakers.

In addition, Japanese GMP Inspection Forum will be also held from 15:00 to 17:00 on the
same day, in addition to Mr. Morisue, inviting Mr. Kazuhito Takahashi, Pharma-Planning, Japan
and Dr.Tao,Changzhou Yabang Pharmaceutical Co.,Ltd. an APl manufacturer to provide their
experience on GMP inspection and preparation made to meet the requirements.

By the latter event, a further detailed Q & A session will be held between the speakers and the
audience. It is recommended that you should register for participation as soon as possible at the
JAPTA booth if you need good advice and understanding on Japanese GMP Inspection.

€016 (816S) €0 :Xed 1016 (816S) €0 :PL

* Forgive us if you cannot have a seat as the afternoon’s event has limited capacity of only 60.



