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Based on ISO 15225 Nomenclature – Specification for a nomenclature 
system for medical devices for the purpose of regulatory data 

exchange

Nomenclature: 

System of terms which is elaborated according to pre-established 

naming rules.

The purpose of a medical device nomenclature system is to enable 

competent authorities, notified body, and manufacturers to meet the 
requirements of Council Directive on medical device; and facilitate 
co-operation and exchange of regulatory data on an international 
level between interested parties such as: regulatory authorities, 

manufacturers，，，， suppliers, healthcare providers, and end users. 

Definition and Objective
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Uses of Nomenclature 

Regulatory:

• Product Registration

• Vigilance

• Risk Assignment

• Data Exchange

• Data Element in UDI Data Base

Commercial: 

• Procurement

• Tender

• Supply Chain Management

• Medical Facility Inventory and Use Management

• Spend Analysis
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GMDN (Global Medical Device Nomenclature): 

• Sources: 

– Universal Medical Device Nomenclature System (UMDNS) ECRI

– Norwegian Nomenclature (NKKN)

– Classification Names for Medical Devices and In-Vitro Diagnostic 

Products (USFDA and Canada)

– Japanese Medical Device Nomenclature (JFMDA)

– European Diagnostic Manufacturers Association’s In-Vitro Diagnostic 

Product Classification (EDMA)

– International Standards Organization for Standardization’s Technical Aids 

for Disabled Persons (ISO 9999)

Current  Well-recognized Nomenclatures
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UMDN (Universal Medical Device Nomenclature)

Used long before medical device regulatory system is 

established, and widely in hospital and inventory 

management; 

Mintained by US. ECRI (Emergency Care Research 

Institute)

Current  Well-recognized Nomenclatures
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Some points from comparisons

1. Establish on different purpose. Purchase or Surveillance.

2. Different on hierarchical directory structure

3. Same words, but not same on the definition of terms base 

on risk 

4. Different on term code system 

5. Hundred-percent mapping between GMDN and UMDN is 

nearly impossible
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AHWP STG Nomenclature History

- Issues raised regarding GMDN by some AHWP 

members (HK, Singapore): license fees, 

transparency, copy right, and etc.   

- March 2008:

ECRI and GMND Agency invited to present UMDN and GMDN systems 

respectively during AHWP meetings at Kuala Lumpur. (GHTF, WHO 

participating)

- April 2008:

Participated in the GHTF Ad Hoc Working Group on GMDN Governance

– a model with 13 trustees including 2 AHWP representatives in an 

International Board of Trustees proposed

– comments from AHWP members consolidated including charging 

mechanism
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STG Nomenclature History  

• May 2008: 

AHWP Chair Dr. Pillay wrote to GMDN agency on behalf of 

AHWP, raising concerns about license fees and corporate 

governance structure 

• December 2008

New GMDN corporate governance structure proposed,              

with leadership from GHTF, and invite participation from AHWP

– Board of Trustee comprising the 2 existing trustee, 2 

GHTF, 1 AHWP, and I industry 

– Policy Advisory Group comprising 5 GHTF,5 AHWP, 5 

industry and 1 WHO  
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STG Nomenclature Progress

• Three telecoms and one face-to-face meeting : Feb, April, 

May, Sept, 2009

• Topics discussed at these meetings:

– Global views on nomenclature (BSI, WHO, HK, GHTF)

– Progress at GMDN since new governance model adoption 

(GMDN board of trustee)

– AHWP nomination to GMDN

– Discussing AHWP statement on nomenclature

• Progress so far: 

– Nomination of Alfred Kwek, Singapore HAS to Board of 

Trustee of GMDN representing AHWP 

– STG statement 
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GHTF Status 

• All the GHTF regulators and the industry members are strongly 

in support of the GMDN. 

• Australia is fully supportive of the GMDN and has embedded 

the requirement for GMDN terminology in their new device 

regulations. 

• GMDN is in the process of being adopted by both the USFDA 

and the EU. 

• Canada is also moving to adopt the GMDN through policy as 
this is a simpler process than putting the requirement in 

regulation.

• Japan: JMDN 
-
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News on the First Page of GMDN Website
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Next Step:

• Keep align with GHTF direction 

– Join GHTF efforts on GMDN

– Finalize nomination, participate GMDN governance and  

committee its continuous improvement

• At the same time: 

– In view of the urgency, AHWP members choice and 

implement nomenclature based on their own needs and 

judgment 

– Share experience with other AHWP members 

-
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1991 2001－－－－2004 2009

Keeping U MDN / No Change

Keeping U MDN / Starting G MDN

No Nomenclature   /     Start to Use G MDN

No Nomenclature   /     Start to Use U MDN

GHTF harmonizing for adopting GMDN, GHTF Never promoting UMDN

－－－－ Where will we go?  you take the decision 

�

�

�

�

GHTF Promoting GMDN

Adopting G MDN   /     Start to Use U MDN�

2012  ?
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Thank You
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