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Overview 



A DEVICE is described by a GMDN Term 

a DATABASE within 

which represents a GENERIC DEVICE GROUP 

and allows for HARMONIZED NAMING 

What does the GMDN do? 

GMDN Code: 35195 
Term Name: Electrocardiographic monitor 
Term Definition: A mains electricity (AC-powered) 
bedside device designed to continuously detect, 
measure, and display a patient's 
electrocardiogram (ECG) through leads and 
sensors attached to the patient; it also typically 
displays heart rate. The device is typically 
equipped with audible and/or visual alarms that 
are triggered when the patient's parameters drop 
below or exceed pre-set limits. 



The GMDN data gives the user i.e. a Regulator, Registry, Hospital, Manufacturer: 

 A non-proprietary device name and definition that describes the device 

clearly and succinctly 

 A way to categorize the device at many levels  

 A global solution: 

 Only one code needed worldwide 

 Regulators can spot trends and do powerful data analysis 

 Device registries use data to do clinical research 

 Hospitals manage their inventories/device lifecycle 

 Consistent communication of data across boarders 

Why GMDN? 



 Used by 80+ national Medical Device Regulators e.g. US, UK, Germany, France, Italy, 

Sweden, Australia, Czech Rep. 

 7500+ Manufacturers worldwide 

 Recent adoptions: Russia, South Africa, Brazil, Colombia, Saudi Arabia  

 US FDA implementation of UDI Rule 

 All medical devices sold in the US need a GMDN code 

 European Commission uses the GMDN for their EUDAMED (market surveillance 

database) 

 European UDI to become a reality soon 

 Widely supported by device Trade Associations (Advamed, MedTech Europe, GMTA, 

DITTA, etc) 

 The WHO use GMDN in their field guide for developing countries 

 Website and Database translated into several languages 

 

GMDN worldwide  



GMDN: grouping of medical devices  



GMDN: grouping of medical devices  



How do we define a generic group of devices i.e. a GMDN term? 

The GMDN terms are non-proprietary groups written to outline: 

 Intended use of the device 

 Technology on which the device functions 

 The components that the device includes (if more than one) 

 A series of significant attributes, e.g.: 

 Invasiveness 

 Sterility 

 Use-frequency 

 Pharmaceutical inclusion 

 Device power 

 Animal- or human-derived 

 

 

 

 

 

 



GMDN Code: 35195 

 

Term Name: Electrocardiographic monitor 

 

Term Definition: A mains electricity (AC-powered) bedside 

device designed to continuously detect, measure, and 

display a patient's electrocardiogram (ECG) through leads 

and sensors attached to the patient; it also typically displays 

heart rate. The device is typically equipped with audible 

and/or visual alarms that are triggered when the patient's 

parameters drop below or exceed pre-set limits. 

GMDN term 



GMDN term = Device group 



But all Electrocardiographic monitors have a different 

DI (Device Identifier) 

GMDN term = Device group 



 GMDN uses Collective Terms (CTs) to organize related GMDN terms: 

 By clinical application (e.g., cardiovascular devices) 

 By name (e.g., prostheses, scissors, catheters) 

 By attribute (e.g., material, invasiveness, sterility, use-frequency) 

 

 CTs are a hierarchical categorisation tool 

High-level grouping and categorisation: Collective Terms 



Advanced grouping and categorisation: Collective Terms 



Advanced grouping and categorisation: Collective Terms 

Hierarchical categorisation 

Collective Terms 

Nomenclature 

GMDN Terms 



 Each GMDN Term is linked to a number of Collective terms 

 This allows for broader grouping in many different ways  

 
CT1618 Cardiovascular 

monitors/monitoring systems 

CT314 Electrically 
powered/operated 

Some CTs group hundreds of terms (and subsequently may 

group millions of devices), some just a few terms 

GMDN - Advanced grouping 
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Advanced grouping and categorisation: Collective Terms 



Advanced grouping and categorisation: Collective Terms 



Advanced grouping and categorisation: Collective Terms 



Advanced grouping and categorisation: Collective Terms 



Advanced grouping and categorisation: Collective Terms 



Advanced grouping and categorisation: Collective Terms 



GMDN in Unique Device Identification (UDI) systems 

. 

GMDN 



Unique Device Identification (UDI) – US FDA  

 The Unique Device Identification (UDI) 

System assigns a Unique Device Identifier to 
each medical device from any supplier 

 Uses a globally unique number, in a barcode 

 When read by a machine identification 
errors are reduced 

 Enhances electronic tracking 

 Once scanned all pertinent data is retrieved 

from a database 

 This is the same data entered to the FDA 

GUDID 

 

GMDN code: a mandatory element in UDI 



for 

to be put in 
A UDI ISSUING 

AGENCY provides 

THE 

DEVICE 

with 

THE 

MANUFACTURER 

A 

BARCODE 

A UNIQUE 

NUMBER 

A 

DATABASE allowing accurate 

DEVICE 

DATA from RETRIEVAL of 

UDI – Unique Device Identification 



 US FDA UDI 

 UDI Database = GUDID 

 GMDN code is a mandatory field on device record submission 

 https://accessgudid.nlm.nih.gov/  

 

UDI – Unique Device Identification 

https://accessgudid.nlm.nih.gov/


Access GUDID 
Global Unique Device Identifier Database 







 

 



 

 

GUDID August 2017 

 

 DI records: 1,895,416  

 Unique GMDN codes: 8187 

 GMDN term : DI record ratio = 1 : 232 

 
 Active implantable device records: 

 2813  

 Non-active implantable device records: 

 524,094 

 IVD device records: 

 24,817 

 

 

Data retrieved 

using GMDN 

grouping 



Publicly shared data  

(inc. GMDN term) 

Product documentation 

in the box 

The device itself 

Shared data – an important element of your device 

data Information 

For  

Users (IFU) 

Document 



 A clinical study was undertaken to find all peripheral artery stents sold 

in the US 

 Looking for a few hundred devices in a population of ~ 2 million 

records 

 Without the GMDN results rely heavily on manufacturer names and 

descriptions of their device e.g., 

 Self-Expanding Stent System 

 Self-Expanding Peripheral Stent System 

 STENT COMPLETE SE LONG US 

 Self-Expanding Stent 

 “Trade name” Stent System 

 No description 

 Need for a standardized name everyone can use 

Example of GMDN in action: GMDN Agency working with the FDA 



Example of GMDN in action  
Finding peripheral artery stents 



Example of GMDN in action  
Finding peripheral artery stents 



Example of GMDN in action  
Finding peripheral artery stents 

GMDN CTs GMDN Terms Devices 



GMDN website 



 Use the website www.gmdnagency.org 

 Password protected 

 Multi-user accounts (users can be setup with different permissions) 

 Multi-language 

 Advanced search tools 

 We monitor and inform on relevant GMDN changes 

 Free enquiry service – if we don’t have it we will make it 

 Annual fee – proportional to organisation size 

Membership for Manufacturers 

http://www.gmdnagency.org/
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The Process for Manufacturer members 

Logon to 

GMDN 

account 

Click – add to 

shortlist and 

purchase using 

code credit 
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GMDN Term Searching and Enquiry Procedure 



GMDN Term assignment – The Golden Rule 



 You can do a simple word or part-word search 

 The results appear in order of relevance 

 

GMDN Term Search – keyword search 



GMDN Term Search 



GMDN Term Search 



 Use the CT hierarchical tree to find related GMDN terms 

GMDN Term Search – using the CT Explorer 



GMDN Term Search – using the CT Explorer 



GMDN Term Search – using the CT Explorer 



Summary of terms in Shortlist 



My Terms 
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GMDN Term Searching and Enquiry Procedure 



Making an Enquiry 

 Making an Enquiry is the only way to get help from the GMDN Agency Experts for 

assigning GMDN terms to products  

 Free online application form  

 Select type of product: device, software or IVD 

 Fill in form to describe your device(s) 

 Attach product documentation (will be kept confidential) 

 We communicate with you during the process to provide: 

 An appropriate existing GMDN term 

 Modification of an existing GMDN term to include the device characteristics 

 A new GMDN term 

 

 

 



Modifications to GMDN terms 

 We only modify existing GMDN terms (approx. 2-3 per day) to increase 

the scope and improve the definitions 

 We sometimes obsolete Terms to remove ambiguity / Term overlap  

 GMDN is dynamic and current to keep up with device innovation 

 Members are notified about changes in real time 

 Email notification 

 Alert on your account 

 



Database updates 

 Dataset for regulators: 

o Monthly updates: 

 Full dataset 

 Delta 

 FTP 

 API in development 

 



GMDN in Hospitals 

 Asset Management 

 Support equipment commissioning 

 Help identify equipment location 

 Support maintenance programmes 

 Inventory Control 

 Reduce wastage 

 Translate product labels with poor descriptions 

 Improve stock control 

 Replaces existing inventory classification with an externally managed 

globally recognized nomenclature 



GMDN in Hospitals: UK 

 UK: Nottingham NUH Trust 

13215 
General-purpose 

infusion pump, 

line-powered 
A mains electricity (AC-powered) 

device designed to facilitate the 

accurate and consistent 

administration of drugs and solutions 

which can be delivered via 

intravenous, subcutaneous, arterial, 

epidural, and intracavital routes using 

a dedicated infusion set. It is used to 

supply higher pressures than those 

provided by manually clamped 

gravity infusion sets or infusion 

controllers. The device has a typical 
flow range of 1 to 999 ml/hour and 

delivers solutions from a standard 

infusion bag or bottle of fluid. It 

typically has internal batteries that 

enable operation for a short period 

when no mains electricity is available 

(e.g., during transportation or a power 

outage). 



 Central database of medical devices linked to GMDN Terms 

 Updated and fed into local Hospital databases across Sweden 

GMDN in Hospitals: Sweden 



GMDN is improving communication: a global language 



Thank you for listening 

Any questions now?  

 

 

or contact us at  

www.gmdnagency.org 
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