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An update on the bar code

guideline for medical dev

Japan
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~ Ministry of Health, Labour and Welfare (MHLW)

* Secure &
Improve
people’s life

* Develop
economy

» Cope with
changes

o

mprove & Promote
( Public Health )

( Social-Security )

( Social Welfare )

\\ /

Promote Integrally & Comprehensively \

Maintain
‘ ( Work environment ) '

Secure &
Train people

( Profession )

_/

Changes

Aging with fewer
children

(  Gender equality )

/ Promotion \

Comprehensive

(Social security

policy

Economic structure )
"/

N\

\( Labor policy )/

O
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Ministry of Heakth, Labour and Welfare

MHLW Organization

As of April 1,2013 Minister’s Secretariat
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Statistics and Information
Department

Health Policy Bureau

Health Service Bureau
Pharmaceutical and Food
Safety Bureau

Department of Food Safety
Labour Standards Bureau

Occupational Safety and
Health Department
Workers’ Compensation

Department

Employment Security
Bureau

Employment Measures for the Dispatched

and Fixed-term Workers Department

Employment Measures for the Elderly and

Persons with Disabilities Department

Human Resources
Development Bureau

Equal Employment, Children

and Families Bureau

Social Welfare and War
Victims’ Relief Bureau

Department of Health and Welfare
for Persons with Disabilities

Health and Welfare Bureau

for the Elderl

Health Insurance Bureau
Pension Bureau

Director-General for Policy

Planning and Evaluation

(Approx. 32k personnel: Dec. 2012) 2 EEE%{@J %

Ministry of Health, Labour and Welfars

Personnel Division, General Coordination Division, Finance Division, Regional Bureau
Administration Division, International Affairs Division, Health Sciences Division

Policy Planning Division, Vital, Health and Social Statistics Division, Employment, Wage and
Labour Welfare Statistics Division, Information System Division

General Affairs Division, Guidance of Medical Service Division, Medical Professions Division, Dental Health Division,
Nursing Division|Economic Affairs Division JResearch and Development Division, National Hospital Division

General Affairs Division, Cancer Measures and Health Promotion Division, Specific Disease Control Division,
Tuberculosis and Infectious Diseases Control Division, Environmental Health Division, Water Supply Division

General Affairs Division, Evaluation and Licensing Division, Safety Division, Compliance
and Narcotics Division, Blood and Blood Products Division

Policy Planning and Communication Division, Standards and Evaluation Division, Inspection
and Safety Division

General Affairs Division, Working Conditions Policy Division, Inspection Division, Workers’
Life Division

Policy Planning Division, Safety Division, Industrial Health Division, Chemical Hazards
Control Division

Workers' Compensation Administration Division, Labour Insurance Contribution Levy
Division, Compensation Division, Compensation Operation Division

General Affairs Division, Employment Policy Division, Employment Development Division,
Employment Insurance Division, Labour Market Center Operation Office

Policy Planning Division, Demand and Supply Adjustment Division, Foreign Workers’ Affairs
Division

Employment Measures for the Elderly Division, Employment Measures for the Persons

with Disabilities Division

General Affairs Division, Human Resources Development Division, Vocational Training
Promotion Division, Vocational Ability Evaluation Division, Overseas Cooperation Division

General Affairs Division, Equal Employment Policy Division, Work and Family Harmonization Division, Part-time Work and Home
Work Division, Family's Welfare Division, Child-rearing Promotion Division, Day Care Division, Maternal and Child Health Division

General Affairs Division, Public Assistance Division, Community Welfare and Services Division,
Welfare Promotion Division, Planning Division of War Victims' Relief, Relief Division, Record Division

Policy Planning Division, Welfare Division for Persons with Disabilities, Mental Health and
Disability Health Division

General Affairs Division, Long-term Care Insurance Planning Division, Division of the
Support for the Elderly, Promotion Division, Division of the Health for the Elderly

General Affairs Division, Employees' Health Insurance Division, National Health Insurance Division, Division
of the Health Services System for the Elderly, Medical Economics Division, Actuarial Research Division

General Affairs Division, Pension Division, International Pension Division, Corporate Pension and National Pension
Fund Division, Actuarial Affairs Division, Pension Service Planning Division, Pension Service Management Division

Counsellor, Counsellor for Policy Evaluation 3
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Economic Affairs Div., Health Policy Bureau

For both Pharmaceutical & Medical Device Industries
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Collaborations for Med

Healthcare Service

Providers

Implement administrative measures

Bureau

Pharmaceutical and Food
Safety Bureau - Safety Div.

=
o
(5]
=
©
“
<
e
E
o
o
o
o
L]

=
o
=
2k
=
=
@
)
a

Cilizens

Survey on safeness & effectiveness of
Medical Devices effectively, safely & promptly.

PMDA

Review, Approve & conduct Post Market
Scientific judgment
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JFMDA

Madical Devices Associations

date med
Secure further safeness of Medical Devices
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The lapan Federstion of

JFMDA

to the market
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Strengthen International competence
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- Administrative efforts on Medical Device cording

26 Dec. 2001 | Ground design aiming at information revolution
in Health Science field _
2(53(2Every . Statisticg survey on Medical Device /;2;
iInformatization progress ®- ‘
31 Mar. 2003 | Medical devices industrial vision —
19 Sep. 2008 | New medical devices and a medical
technology industrial vision
26 Jun. 2013 | Medical devices industrial vision
22 Jun. 2007 | Three-year deregulation program
28 Mar. 2008 | Guidelines for Placing Standard Codes (Barcode
Marking) on Medical Devices
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Guideline from MHLW

{Guidelines for Placing Standard Codes (Barcode Marking) on Medical Devices

A

EER%EE 0328001 &

T2 O0E3H 28 H Guidelines for Placing Standard Codes (Barcode Marking) on Medical Devices

Guidelines for placing standard codes (barcode marking) on medical devices have been established as
below to promote efficient and sophisticated distribution systems, efficient medical administration, and
securing traceability as well as prevention of medical accidents by refining distribution management from
AREREEEEEGSSR B licensed marketing approval holders and manufacturers to medical institutions.

As these guidelines are standards to be promoted cooperatively by the medical devices industry and the
administration, barcode marking should be promoted to this effect

1. Marking Subjects and Data to be Placed

i . TS 1) Medical Devices, etc
AR M E R E }

Marking subjects are medical devices and in vitro diagnostics (*1). Depending on the type of product,
the product code, expiration date (*2) and lot number or serial number should be placed as shown in
the following table. (*3)

(D Marking on individual package (*4)

Lot number or

ERBEIRE ~ D/ — a2 — FFRROEREIZ DN T

Type of medical device Product code Expiration date serial number
Specially controlled medical device, etc (*5)
(including specially designated maintenance © © ©
EREES 0/~ a— FRRIESV TR, ThE CRRERSICHT 5 B E02H gementtequired medical device)
Designated insured medical material © © ©
DIRBAREARL LT, FOURAHELCX L 5T Medical devices other than the above © ®] O
In vitro diagnostics © © ©
A, TRBSEHEED 0O 3 2FFE (P 1 946 5 2 2 HRESRIE) 1k
(2) Marking on inside box (*6) and outside box (*7)
VT ERM ORI - PSR RHHEET S Z b b SR D LR BEE R ERE Type of medical device Product code Expiration date I;:;:Fxl:ﬁ;g
BEOWBEODFLROTEN, b L—F )7 1 O, EFEHOPILL N ER Specially controlled medical device, ctc
(including specially designated maintenance © © ©
2 oy Ao s = a5 — KA N T required medical device)
FHEODHFEOBMRNE, EREFS~OME=— PG (S—a— FRR) ORMEE Designated insured medical material © © ©
HARAD LB VMY & & DT, FUERTRE S P REEBFIC I HEIC S~ Medical devices other than the shove o o o
In vitro diagnostics [©] [©] [©)
A= FRFET) L9, BRSBeECRHT SEAMBMEEL LA LB LET.
ok, AEREET, A0 ERBEFS2—F -GS 1—1 28/ —a— FfEif 2) Consumable Supplies other than Medical Devices (*8)
. 5 _ Pt 5 < Marking subjects are consumable supplies other than medical devices which are repeatedly used
(LEAEE~v=2T V) OERGFHEKBL GRELZLOTHY . £ REKMLER entirely at medical institutions. Product code, expiration date and lot number should be placed on the
N inside box and outside box as shown in the following table.
Ch ot BROERLS B2 LALLBEVLET,
| Packaging unit | Product code | Expiration date | Lot number |
| Inside box and outside box | © | ©] | O

Engllish available
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History: BarCode Implementation

1980s

|
1999
2000
2001
2002

|
2005

2006
2007
2008
2009
2010
2011
2012

.

Guideline Manual (JFMDA)

mrasgiulﬂ
Standutd ¢ (o

:%WM[ Database for All Healthcare Products (MEDIS-DC) ]
S
T

s { Revised Pharmaceutical Affairs Law effectuated ]

Wn s e e e )

Logistics & Usage report became mandatory.
\/ Manufacturers & Wholesalers implemented GS1-128 traceability.

Revised Guideline Manual (JFMDA)

= v v
Followed by Dental Direct Marking
Trade Association Guideline (3 EE%@J gé
Guideline (MHLW) ~ G ERE e

(Issued in March 2008)

=
=

&

Implementation required (time limit)
(Step-by-step by March 2009 / March 2010 / March 2011)
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MHLW Barcode Gundelme Outlines
*  Objective

Promote

Efficient Efficient medical
supply chain office works

- Implementation

Prevent

« Applied to
— Medical Devices, in Vitro Diagnostics & Consumable Supplies
«  Contents
—  Product code, Expiry Date & Lot or Serial #
Product Codes
—  GTIN recommended @/
PN
«  Symbol R

—  GS1-128 recommended

Database
—  Open source DB opened to public fy

Implement by
— 1 to 3 years after the issuance of the guideline
http://www.gs1jp.org/pdf/006.pdf |o
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- MHLW Barcode Guideline: Key points

Not a legal regulation

* An administrative notification (no legal penalty) 2 :*‘
o “‘*',.
Following JFMDA Guideline Manual AN
* First edition issued in 1999 ~

Package level marking on the Medical Device packages
« Direct Part Marking (DPM) is not yet required

Harmonized with GS1 standards

®
1 The global language
of business

Promote registration to the Data Base opened to public
- Making manufacturers aware of the Data Base for registration

Mses

10
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~ MHLW Barcode Guideline: Practical

MHLW:<Individual Package> < Inside Box > < Outside box >
~GS1: < Primary Packaging > < Secondary Packaging > < Shipping Container >
GS1-128 GS1-128 GS1-128
[ 2D Barcode ]
standardized by ISO

T ——

Al (01) GTIN
(Partly required) Al (17) Expiry Date

(Partly required) Al (10) Lot No. or Al (21) Serial No.




=% BarCode Marking: Example
(Individual Package = “Primary Packaging” by GS1)

5« AR S TILBERT « 7

CHART

NaBs 01K
T AR— FTILEER T T

=
i
<T
—
——
—
J

-
|

INVEN

HNEss 01K
AR —S TILEEBRT 7

Company OT Company OT Company OT

CHARGE CONTROL

PATIENT

NITES 01K

T
el I T~

Al (01) GTIN Al (17) Expiration Date Al (10) Batch/Lot No.




)= BarCode Marking: Example
(Inside Box = “Secondary Packaging” by GS1)

FPES TRERRS EOGHE A
ity R
T F%yb (REER)

1.
2,
3.
4,
5.
6.
7.
8
9.
1
1
|
1

1556 B

ERHR 20
S #vb
\ BWTTFEL
', RAERLI

ne T
mn zmmmnm& L RN O

Manufacturing Distribution by:

ellin -
I Company A Company B

Al (01) GTIN Al (17) Expiration Date Al (10) Batch/Lot No.

13
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* BarCode Marking: Example
(Outs:de box = “Shipping Container” by GS‘i)

—RHEH EAAR— FAEERIABR

2iES g’ﬁlﬁl‘ﬁgﬁﬁ HIEERMSE
ka ==
1. (BEARLE.
ikl Y
ﬁﬁﬁmﬂ 170131 4 IRBAICEEC mA. £1. BHE£ERITT
2 T | oot ERETSRAOMAFIC
31‘ I | oo
6 MEREATLSRANBECIBAT 5 &, |
f1-7" I
VH4 - I FHES
Selling Agency:
[(G8i=128 ] Company AA
- (17) 170131 (10) 2

“

Al (01) GTIN Al (17) Expiration Date Al (10) Batch/Lot No.

14
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- BarCode Marking: Progress
[Annual Survey by MHLW in Sep. 2012]

\ N . < Primary < Secondary
AN o

GTIN-13 Registered to
fy (JAN) MEDIS-DC
Acquired Database
Medical Devices 99.1% 81.1% 97.6% 80.0%
i Vi 100.0% | 92.5% 99.7% 65.7%
Diagnostics
Consumable 96.8% i 88.4% 65.0%
Supply

Companies answered: 581/756 = 84.4%

15
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60.0%
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~ GTIN-13 Acquiring Efforts on Individual Units

-

|
( Guiol_eline ]

annoulinced
in MAR

2005

2006 2007 2008 2009 2010 2011

2012

Medical Supplies
-=-Medical Devices
=~ Sub-Total (Supplies+MD)

-<In Vitro Diagnostics

16



~ Items registered in the Public Data Base
Registered Items (Total): 843,206

(674 Companies)
(as of 16 Aug. 2013

MEDIS-DG Medical Apparatus:
740,419

itro Diagnostics:
11,961

17
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- Healthcare Products Database

GTIN-13 Acquired Rate (September, 2012):
Medical Device - 99.1%

MHLW FPMAJ JFMDA
) EEBEE G EfE e —[ Manufacturer or Supplier ]
T A
© n X X
[4] Inquire-Search-Download o ® ORT ©
Ee oo ol
. S 2 T
Database Registration: _ o= a8 <=g, S
Medical Device: MEDIS-DE D =5 [ =5
843,206 items =0l | =°
674 C i
A i Database @ GS1Japan |
l [4] Inquire-Search-Download l
[ Distributors} [ Hospitals ]

FPMAJ :The Federation of Pharmaceutical Manufacturers' Associations of Japan .
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Next Step

- UDI Patio
- Talking how the BarCode labeling in Japan should be
— Discussion on issues about UDI
« Members

.
* i,

TESREEENSS °
(3 5585 Pnda e e NSRS @
I'.'e-.‘l- :a ﬂl?r\trrl:—sl :-'::::;::l: 5 Japan

.
Wmﬂmmmmmﬂmﬂm% . SR

%%%%%W&W

- DPM on Medical Devices
* Current : Not required in the Guideline

* Future : Study when to enact DPM provision watching followings,
» |nternational trends
» Technology development and its validation

- Expansion of the scope of marking data
- Current :Some data are left to the discretion of companies.

- Future : Shall be considered in the future by studying how
such data are actually displayed and used.




Thank you so much for your kind attention
and wish you a happy stay in San Francisco!

See us Next Time!



IS

Contact Details

Tomohiro INOUE

Economic Affairs Division,

Health Policy Bureau,

Ministry of Health, Labour and Welfare

1-2-2, Kasumigaseki, Chiyoda-ku, Tokyo, JAPAN 100-8916
T +81-3-3595-2421

E inoue-tomohiro@mhlw.go.jp



