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 Used by: 

 70 national Medical Device Regulators 

 4000+ Manufacturers worldwide 

 US FDA implementation of UDI Rule 

 All medical devices sold in the US will need a GMDN 
code 

 European Commission only uses GMDN 

 New MD regulation due 2017 (UDI Europe) 

 Regional Trade Associations (EUCOMED/ EDMA/ 

ADVAMED/ GMTA) recommend GMDN  

 Complies with ISO15225 

GMDN Uses 





Get from this: 



To this ? 



Device Group 



What is it? 

 

How do we define the group? 



GMDN Code: 35195 

GMDN Term Name: Electrocardiographic monitor 

GMDN Term Definition:  

A mains electricity (AC-powered) bedside device 

designed to continuously detect, measure, and 

display a patient's electrocardiogram (ECG)… 

GMDN Term 



GMDN Term Name: Electrocardiographic monitor 

 

GMDN 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. 

 

Give the group a name 



GMDN 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. 

Define the group 



Intended use 

Technology 

Important attributes  
   e.g., 

   Sterility 
   Use frequency 

   Power source 



GMDN Code: 35195 

GMDN Term Name: Electrocardiographic monitor 

GMDN 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. 

 

Give the group a code 



Device group = GMDN Term 



But all Electrocardiographic monitors have a different DI 



Collective Terms 

 GMDN uses Collective Terms (CT’s) to 

group/organize related Preferred terms: 

 By clinical application (e.g., cardiovascular 

devices) 

 By name (e.g., prosthesis, scissors, catheter) 

 By attribute (e.g., Material, Invasiveness, 

sterility, Use frequency) 

 

 A hierarchical categorisation … 



Nomenclature 

GMDN terms 
Hierarchical classification 

Collective Terms 

Collective Term 

Collective Term 
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Collective Term 





GUDID 

 US FDA UDI 

 Deadline for Class II medical devices 

was September 2016 

 Database = GUDID 

 Mandatory field on record submission 







 
UDI November 2016 

 

 DI records: 1,140,006 

 Unique GMDN codes:   7,114 
 (Active GMDN = 7,035) 

 Therefore ratio = 1:160 

 

 Active implantable device records: 
 2813  

 Non-active implantable device records: 

 524,094 

 IVD device records: 
 24,817 

 

 



GMDN Agency working with the FDA 

 Device registries are using UDI data to their maximum 

advantage 

 Started with “RAPID project” (Pilot study MDEpiNet) 

 Trial project for peripheral vascular intervention 

(PVI) registry 

 Focus on peripheral stents 

 FDA have now created a “Learning UDI Community” 

initiative with a focus on GMDN led device 

categorisation 

 
Helping to improve GMDN definitions and user assignment of terms. 





GMDN Website 

  

 Membership 

 Search 

 Explorer 

 My Shortlist 

 My Terms 

 Enquiry 
 

 



GMDN Website – Membership 



GMDN Website – User Management 



The Process for Manufacturer members 

Choose device 

(SKU/DI) to be 

GMDN coded 

Logon to 

GMDN 

account 

Search 

GMDN for 

a term that 

describes 

accurately 

the device 

Can you 

find a 

term? 

Click – add to 

shortlist and 

purchase from 

shortlist 

Make an 

Enquiry using 

the Enquiry 

wizard 

Communicate 

with GMDN 

team until 

enquiry finalized 

Yes 

No 



The Process for Manufacturer members 

Choose device 

(SKU/DI) to be 
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GMDN 

account 

Search 

GMDN for 
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purchase from 

shortlist 

Make an 

Enquiry using 

the Enquiry 

wizard 

Communicate 

with GMDN 

team until 
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GMDN Website – Search 1 



GMDN Website – Search 2 



GMDN Website – Explorer 



GMDN Website – Shortlist 



GMDN Website – My Terms 



GMDN Website - Enquiry 

  
 Search first – if cant find suitable term use Enquiry. 

 Enquiry is the only way to get help from the GMDN Agency 

for assigning Terms to products. The outcome will be:  

 

 An appropriate existing Term.  

 Modification of an existing Term to include the new product‟s 

characteristics.  

 A new GMDN Term is created.  

 



Enquiry - list 



Enquiry - step 1 



Enquiry - choice 



Enquiry - software 



Enquiry - IVD 



Enquiry – similar term  



Enquiry - details 



Enquiry - end 



Enquiry – purchase new term 



Golden rule 

Every device (that is placed on the market separately) 

should be assigned to a single GMDN term that 

represents that device explicitly 



Common mistake 1 

A GMDN term for a system term applied to a component of the system 

47487 
Medical device 
electrical cable, 
reusable 

60784 
Cardiac radio-
frequency ablation 
system 

Complete system  

System 

electrical 

cable  

Example: 



Common mistake 2 

Multiple terms assigned to a device ( often with kits, systems or implant sets) 

Example (in GUDID): 



Common mistake 2 

56284 

Drug-eluting coronary artery 

stent, non-bioabsorbable-

polymer-coated 
A sterile non-bioabsorbable metal tubular mesh 
structure covered with a non-bioabsorbable polymer 
and a drug coating that is designed to be implanted, 
via a delivery catheter, into a coronary artery (or 
saphenous vein graft) to maintain its patency typically 
in a patient with symptomatic atherosclerotic heart 
disease. The drug coating is slowly released and 
intended to inhibit restenosis by reducing vessel 

smooth muscle cell proliferation. Disposable 

devices associated with 

implantation may be included. 

Multiple terms assigned to a device ( often with kits, systems or implant sets) 



Common mistake 3 

Judging the term by the name without review of the definition 

Ophthalmic use 

33961 

General surgical procedure kit, 

non-medicated, single-use 
A general-purpose collection of various sterile surgical 

instruments, dressings, and materials intended to 

be used to assist a range of 

surgical procedures across 

multiple clinical specialities. It does 

not contain pharmaceuticals. This is a single-use device. 

Is this term more appropriate? 

Ophthalmic surgical procedure kit, non-

medicated, single-use 



Changes to GMDN data 

 Develop new terms (average 2-3 days) 

 We only modify existing Terms (average 2-3 

days) 

 To increase the scope / improve the 

definitions 
 We obsolete Terms (average 10/m or 0.5% per 

year) 

 To remove ambiguity / term overlap 
 GMDN is dynamic and current to keep up with 

innovation 

 Members are notified about changes 



Term details - amendments 



Term details - amendments 



My term has been made obsolete 

Again from your „Alerts‟ page open „Term Details‟ 

Use the „Explorer Groups‟ (aka 

Collective Terms) to help you find 

the term you need 



How should you manage GMDN Term changes? 

 Who needs to receive notifications? (update your 

account) 

 How is this communicated internally? 

 GMDN is a data element in the DI record that 

can be edited after the Grace Period.   

 Labellers are required (per UDI Rule) to keep their 

device information current and correct with any 

data that may have changed. 

 

 

 

 



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 

 Replace your existing inventory classification with an 
externally managed globally recognized nomenclature 



Nottingham University Hospitals NHS Trust 

Equipment Commissioning 



 UDI database 

 GMDN 

 Electronic medical record 

 Snomed 

 Linkage table 

GMDN – Snomed link 



Key Updates 

 Europe: Eudamed Adverse Incidents 

Reporting 

 China: Will be using the GMDN in their 

UDI database 

 Russia: GMDN is a regulatory 

requirement 

 Complete Russian translation of the 

GMDN data set 



GMDN is improving communication 

 GMDN is now the global language 



Thank you for listening 

Any questions now?  

 

Website: www.gmdnagency.org 

 Enquiry – product/term 

 

 Contact us – anything else 

мшф сщтефсе гы зфпу щт еру цуиышеую 

 

 

 

 


