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BADEZRE & H#E
Japanese Drug distribution

« EERITZEDEO1t(UJPWAMEE)
91 Drug Wholesalers affiliated with JPWA

(Japan Pharmaceutical Wholesalers Association)

- EERAEXREMHNS TLE8JkH
The sales of Rx drugs : 8 trillion yen.

« EERHFGEEEZZHDIRTENI7%
97% of Rx drugs are sold through Drug Wholesalers.

. EEEANS 5SHA =
The number of employees are 55,000. :::::
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Japan
Market size™: JPY 7.1 trillion

Pharmaceutical
companies

Upstream distribution
(contract storage/transportation)
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Five functions of pharmaceutical wholesalers

Distribution function Order processing and handling v
Procurement v N v
Packing and shipping v v’ L
Delivery v v v’

Egigﬁf; fmugﬁgggment) Price negotiations L v v
S e ol v v v

Promotion function Promotion to pharmacies v
Promotion to prescribers .

FHCTIE QR TLIRCHOR ggfgrg?\néf safety information v v A
Fhlspiidl o sl o V7 W
Operation of order/ v v Vi

imnventory management system

* Crisis management function was added as the 5" function to respond
to disasters, pandemics, and terrorism



Pharmaceutical products wholesale association 1894~
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AIREEFRME 19024353 Osaka Pharmaceutical

Osaka Pharmaceutical Trade ..
o , Wholesalers Association
Association founded in 1902 .
founded in 1894
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HAD mtE D
The feature of Japanese drug distribution

@ EMmER ksl distribution system like capillaries
gtwmanzs many distribution centers.
ERERE--- 230
the number of medical institutions is 230,000
k71 TLDES variety of items.
(M saAR AU B A B - - - 1500084 B
Rx drugs --- 15,000 items
T AT LE- - 4500051
the numbers of items include medical supplies etc* = = 45000items

@ MS(MARKETING SPECIALIST) DD TE7E - * - 20000 A A& |

Existence of MARKETING SPECIALIST->20000
BESEMEDEXK - --VPELHEREDERE
Pursuit of the economic rationality
- = = frequent delivery with small quantity

@ JGSPICHLEHE LS DEHAEE- - - 2000 A &l
Wholesalers employ 2,000 Pharmacists who are
in charge of the drug distribution

JGSP:Japanese Good Supplying Practice:

Industry norms and voluntary standards

ERRERMOMIGEREERICEHTONARS/ O TEEFERERELLIC
BRAEERHFXESESNREL-BEEERE



MSEZFDHERE The function of MS

* T—HTA4H AR RN (== 20000 )
20000 MARKETING SPECIALIST

* EERLHFTERDEFRIBSBETERMEL®
EBEZEELERLDRTEEFICHKS
MS who sells Rx drugs to hospital, clinic, and pharmacy.

x HRFEEEZMEICTAH=H.BHELTLS
EEEECERN, BEELTLSEDI(E
AhERBEGEEL. ——X([ZE&21-1 D%
FEEICRE-RELTIKMIESE

The role of MS;

to know what the customer want quickly
*to deriver and sell



EERHAEOERMAREINERE
Pharmacists’ roles in pharmaceutical wholesalers
Wholesalers employ 2,000 Pharmacists

EEXELRABICEITATEMRIEL FMEDHER
Ensuring stable supply and expertise in drug distribution

HEOHRLREHEREBNDRIE
Ensuring quality and security

JGSP D EHE A
JGSP’s activities

-

EXESHSEDOEFENETS

Pharmacists’ activities in pharmaceutical wholesalers
ZiFLESEL

Diversification and sophistication




JGSPOiE DT

JGSP’s positioning

Good Distribution Practice

EER/E

MERE. BEE. BIEMLE s

Pharmaceutical Affairs Law ! G D P
Drug approval, re-examination, and re-evaluation Law

GCP Good Clinical Practice
GLP Good Laboratory Practice

GVP Good Vigilance Practice * =

BES
Government and
ministry ordinance

BETT# AU

Enforcement regulations

RREH

Director notification

BEE. BMER
JGSP
Re-examination and re-evaluation results Manager notification
Guideline
. e
RN -BEHEEE
Industry norms and voluntary standards
BIEEREHFIRE

Proper management operating procedures



GDP in Japan

Pharmaceutical Affairs
Law
(Obligations of
wholesalers to comply
with )
Paragraph 2 of Article 36

Regulations for Buildings Pharmaceutical Affair
and Facilities of Law
Pharmacies, etc. Enforcement Regulations

(Buildings and facilities of (Ensuring Proper Control

wholesalers’ sales offices) of pharmaceuticals)

Article 3 Article 155




Requirements for drug distribution under the

Pharmaceutical Affairs Law

Proper Control

1. Development of guidelines for the
performance of the services,

2. Providing training programs for
employees,

3. Establishment of a framework for
accident report,

4. Preparation and application of
Standard Operating Procedures, and,

5. Gathering information on Proper
Control and response with
Improvement measures

JGSP

Japanese
Good

Supplying
Practice

Industry
norms and
Voluntary
standards




What is JGSP?

-

~N

JGSP is a non-legally binding code of management developed voluntary by JPWA

\_

JAPANESE GOOD SUPPLYING PRACTICE
“A practical standard for drug distribution and quality control”

_/

. JGSP is established under the fundamental philosophy to put quality maintenance in

distribution above commercialism, which pharmaceutical wholesalers easily
autocratic

. JGSP is placed as a requirement that pharmaceutical wholesalers need to comply with
in distribution and quality control



JGSP(JAPANESE GOOD SUPPLYING PRACTICE)
EXROHBICEI AR EERLTLERICEHT SERRE

B1E JGSPOERL®EE
Chapter 1. Significance and role of JGSP
B2E BT JESP
Chapter 2. Organization and mission e P
B3E EXRoftifenEER
Chapter 3. Supply and quality control of
pharmaceuticals
BA4E REWRES
Chapter 4. Safety assurance
B5E HEIMW
#HEEA BFEELHEESS
Chapter 5. Education and Training i35



Chapter 1 Significance and role of JGSP

. Basic philosophy

Stable supply

B2 8 EHRobust quality control

Ensuring compliance



Chapter 2 Organization and mission

% Establish an organization that is appropriate to be in charge
of accurate distribution service, proper quality control, and
safety management in line with relevant laws and regulations,
and assign personnel to carry out the missions thereof

% An organizational structure that equipped with check-and-
balance system

A function to supervise and prevent commercialism and
efficiency




Chapter 3 Supply and quality control of pharmaceuticals
Section 1 Environment for drug distribution

% The Pharmaceutical Affairs Law sets forth the regulations for buildings and
facilities
< JGSP provides specific requirements

The building and facilities of wholesalers must meet the requirements listed below,
in order to ensure quality, efficacy and safety of pharmaceuticals and proper
distribution thereof

1.Space

2.Ventilation

3.Separation from the living quarters

4.Lighting

5.Facilities for storing in a cooled condition
6.Storage facilities that can be locked with locks



Section 2 Distribution (service) and quality
management

Pharmaceuticals should be supplied on a stable manner, placing top priority on quality control and safety assurance.
Also, distribution and sales operations of pharmaceuticals should be conducted in an appropriate and fair manner
in accordance with the relevant laws and regulations.

These are economic activities, but pharmaceuticals require special treatment.

% To ensure safety, all operations involved in distribution must satisfy the conditions that ensure
traceability of the products, i.e. what medicine were sold to which medical institution

. Shipping/ receiving of products

. Delivery

. Work involving the handling of raw materials used to make narcotics, psychotropic substances or stimulants

. Controlled substances/voluntary controlled substances... Ritalin, thalidomide, etc.

. Disposal of pharmaceuticals

. Documenting business operation

O 01 WN P



Government Required “Statement of Delivery’ ensures safety

Customer address/
The name of customer/
Delivery course

traceability and accountability

Date of issue/Date of statement/
Method of statement/
Contact person/Slip number

Company name/
Address/
Phone number

i
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Prescription drugs Tt o w1 T '

| : BB @ &

| Note /Remarks Refrigerated goods etc
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Chapter 4 Safety Assurance
Section 1 Collection and provision of safety information

* Roles of wholesalers in safety assurance

Wholesalers are responsible for implementing necessary measures based on safety information collected as well
as examination results to make contributions in developing partnership between manufacturers and
medical institutions. In parallel, wholesalers shall establish a system capable of accepting a contract
work that relates to safety management.

% Collecting safety information
1) Quality information, 2) Efficacy information, and 3) Adverse event information

* Provision/distribution of safety information

= = *Wholesalers shall distribute a document regarding safety information to medical institutions under
entrustment from manufacturers

* Provision/placement of safety information

= = *Wholesalers shall attach a document such as a revised package insert onto in-stock products



Chapter 4 Safety Assurance
Section 2 Recall

Recall
Upon the manufacturer’s recall determination, wholesalers shall
confirm the lot numbers of the product to be collected and collect
all recalled products from medical institutions quickly without any
fail. The collected products will then be sent to the manufacturer

along with an written report in a designated form.



FAE REWERXH F3Hi FL—HEYTa
Traceability

—HEVT1HDEREIL. The importance of traceability lies in
BUBRVERmEREFSIEICIBEL  managing pharmaceuticals using serial
mBEEEEEIEYTIIL numbers and

maintaining distribution history.

FNEVHERGICOVWTR., ECHERKEIC EONEBSOEERE
ENSSVRFTLEDRIEX—N—ICHRS

Y& Regarding biological products sales, medical institutions, amounts,
and serial numbers should be reported to pharmaceutical company.

INTHOERAESERICEE - 8LSHS - FAXHREZ/N—O—FICLDIRTFITIREHEHSN TS |
Identification and serial numbers and expiration dates would be displayed
using bar codes for all ethical drugs!



RecaII of drugs

201248 ~38 FEBICKDHEUNHEL
Number of recalls due to defects between April 2012 and March 2013

87 F

87 recalls/year

« EYIEA
 Contamination

* oo ﬁT,\ =
e Quality defects

%T FI/\

* False |nd|cation

s BB DAiE
e Container defects




Levofloxacin, LVFX

5% Al
WUEES
A EhEAR
ID
Serial number

Expiration date

RSS Code

JAN Code
=3
ID

Omeprazole

Nalidixic acid|
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100mg
182D &2
LiRZ0%4%> > 100mg
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AF|aIEE AL Prescription unit

ERAEFEMDIESE
Kind of the medicine

S ht B A
Enforcement

Emad—k
Product cord

AR
Expiration date

HERS

Serial number

BEEYBEFRR M

Product derived from blood

A

©

©

©

cy)=:P 3

Product derived from a creature

SESTE
Injection medicine

)iEES
Oral medication

| W >»| >

© 06| © ©

> D] © ©

> D>| ©f ©

VAYEE S

Medicine for external

application
© =78 Legal regulation A={EE Arbitrary notation
A =2008F9HFETIZERR 2008. 9~ Displayed by September 2008
B =3 %H Negotiations




BOEHFIIRCERMICEIBFINE)
Education and training by pharmacists

HER

Education and training

O HIGEERE;

Supply management

O SEEEES I k56 6 5 1 % R H

Quality management

0L BIEEE “Continued training”

Safety management

HENR R E
Staff members who receive education and training
OERMR

Directors of sales offices

OMS
MS

ORI LE

Persons in charge of distribution
KHEEHEID{ERE
Creation of implementation plan
KhieliE A
Implementation time Introduction
605 & #i¥: 2005M/F
60 hours/year continued: 20 hours/year
FHEEC|ROIERL

Preparation of training records




Concerning inflow of counterfeit medicine into Japan

No room for counterfeit medicines to be brought into the official
distribution channel managed by pharmaceutical wholesalers

Contributing factors

% Official distribution channel, which is managed in line with the JGSP,
is established as a robust foundation, and,

* Supply of pharmaceutical products exceeds demand under universal
healthcare system

Remaining issues

* Inflow of counterfeit medicines is still possible via private import
under the current condition where the Japanese Government permits
private import of pharmaceuticals for personal use

Countermeasures

In response to the online purchases of medicines encouraged by the
spread of private import and advancements in globalization, it is
necessary to further develop the relating regulations and to improve the
environment to standardize identification code, etc. internationally for
securing safety of such purchasing activities.




HAAAERIHTE
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Drug distribution in the stricken area of the Great East Japan
Earthquake

2011. 3. 11 HHAAXKEHLK

March 11,2011 the occurrence of the Great East
Japan Earthquake
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EIRE A E T Natori city, Miyagi prefecture

31



INZ )Ly MUE AR$L5F VN head office 5th floor




INMAILR YN KIREXE Ofunato branch




INMBAILR Y KIRESXE Ofunato branch




Thanks for all your support of the
Great East Japan Earthquake from all

parts of the world, especially
Indonesian.




G—:ﬁﬁ
HhESTETWVELE

Thank you for your attention.
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