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Guidelines for Standardizing Product Codes & Barcodes for 
Medical/Surgical Materials in Japan

by JFMDA (The Japan Federation of Medical Devices Associations)

1999 Released

2000 Manual for the Guidelines (ver. 1)

2002         Manual for the Guidelines (ver. 4)

2005 Manual for the Guidelines (ver. 5)
２００６Ｎｏｖ, ＪＡＭＤＩ ｉｓｓｕｅｄ Guideline for the 

indication of
two dimensional (2D) symbol on steel instruments 

2007 Sept. MHLW invited public comments on the draft Notification.
Oct. GS1 HUG and GS1 Japan submitted comments.

2008 Mar. MHLW  issued Notification
for Bar Coding on Medical Devices 
MHLW (Ministry of Health, Labour and Welfare)

2008 Apr,  Manual for the Guidelines (NEW )

Manual 

History of standardization for Barcode Marking

2006 Nov.  JAMDI issued Guideline for the indication of
two dimensional (2D) symbol on steel instruments
JAMDI: Japan Association of Devices Industries



2-D Direct Part Marking on Steel instruments

Guideline for the indication of two dimensional (2D) 
symbol on steel instruments 
Guideline issued November 2006 by JAMDI

Objectives: Patient safety, Traceability/Recall &
Asset Management

Metal Apparatus:                                                       
Made of stainless, aluminum, copper alloy, titanium,    
ceramics, etc.                                                
Used for operation, medical treatment, etc.

Symbol: Data Matrix (ISO/IEC 16023)  ECC 200
or QR Code (ISO/IEC 18004)

Data : AI (01) 14 digits  GTIN
AI (21)   8 digits  Serial No.

Two symbols !



Guideline for the indication of two dimensional 
(2D) symbol on steel instruments （DataMatrix）

(a)3mm square or larger 
space can be secured for 
indication
DataMatrix ECC200
26byte, 3mm
18×18、 0.166mm/cell

(b) Steel instruments in 
bar shape on which 3mm 
square indicator cannot 
be affixed.
DataMatrix ECC200
26byte,
12×36、 0.1mm/cell

3-5mm

3～5mm
3.6-4.5mm

1.2-1.5mm

X-module=0.166mm X-module=0.10mm



Note 1: Standard specifications of manufacturer  
code and item code

●A. In case of  5 digit manufacturer code

0 1 0 4 9 1 2 3 4 5 6 7 8 9 # 0 2 1 1 2 3 4 5 6 7 8
Pkg CDAI

2-digit

26- digit

Serial Number
2-digit         5-digit 5-digit1-digit 2-digit 8-digit

Country Code Manufacturer Code Item Code AI
1-digit

● B. In case of 7 digit manufacturer code

0 1 0 4 5 1 2 3 4 5 6 7 1 2 3 0 2 1 1 2 3 4 5 6 7 8
Pkg CD
1-digit 1-digit 8-digit

AI
2-digit

26- digit

Manufacturer Code Item Code
2-digit 2-digit7-digit 3-digit

Country Code AI Serial Number

1 2 3 4 5 6 7 8

8-digit Serial Number 

MonthWestern
Calendar Sequential Number

Note 2: Recommended specification of serial number 



Academic-industrial alliance between
Meijo University and JAMDI

TESTING 1
・symbol quality
・reading performance

QR Ｃｏｄ
ｅ



Technical guidelines for 2D symbol marking

*Barcode reader should have continuous 
readability for 2mm to 5mm symbols.

*Symbols should be made by white pattern 
marking.

*Cells should be made by dot pattern  
marking.

*DPM quality should be secured over B level 
on quality guidelines provided by ＡＩＭ

ISO16022:Information technology -- Automatic identification and data capture techniques
– Data Matrix bar code symbology specification



Japan Association of Medical 
Equipment Industries 

Marking Method recommended by 
JAMEI

White pattern marking (laser marking
by melting the surface of metal)

４×４dot makes one sell



Why we need testing?
*The UDI carrier should be 

readable at useful life.
*or It should be a permanent UDI

・How many scratches on the surface?
・How is the depth of the scratch?
・Which part of the instrument has

many scratches?

We are testing used steel instruments.
Testing 2

TIP

END

CENTER



Laser Microscope
Laser Microscope (VK-9700 KEYENCE)
3D Color Analyzer (VK-Analyzer KEYENCE)



Surface of the steel instruments

magnifying power of a microscope ：400
Image of 506×675 μm （1.7mm２）

TIP CENTER END



Findings

*Most of the width of scratches are 10μm or less.  
As X-module of 2D symbol is 166μm,  most 
scratches are enough small compared with X-
module.  (less than 1/16) 

*Lots of scratches  are concentrated in the 
center of instruments.  Researchers think this 
shows the scratches are caused mainly by 
cleanings.

*The depth of marking (hole) should be 10 μm or 
deeper.



We are ready to start marking 

on steel instruments !!



Akio Murata
Muranaka Medical Instruments Co., Ltd.

akio_murata@muranaka.co.jp
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