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GMDN — A Requirement for UDI
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What is the GMDN?

Global Medical Device Nomenclature (GMDN)

The international standard (ISO 15225) for
naming Medical Devices

Used by 70 national Medical Device
Regulators - Backed by IMDRF

Over 4000 Manufacturers worldwide
Translated into 25 languages

22,000+ Preferred Terms (product groups)
Controlled distribution and updating
International acceptance
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GMDN and UDI Relationship

Pack / Device -
Unique Device Identifier
(e.g. 12345678909874)
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GMDN and UDI Relationship

Pack / Device - Generic Device Group -

Unique Device Identifier GMDN Term

(e.g. 12345678909874) (e.g. GMDN Code 47071)
E Hudson
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GMDN Term Structure

Each GMDN Term consists of 3 parts:

[

[

Term Name: General-purpose syringe

Definition: A sterile device that consists of a
calibrated hollow barrel (cylinder) and a moveable
plunger intended to be used to inject fluids (e.g.,
medication) into, and/or withdraw fluids/gas from, the
body or a medical device for various medical

Code: 47017
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How can you find GMDN Codes”?

www.gmadnagency.org

G About GMDN  Membership FAQ Contact Us  Login English v |[Selectl |

G-M-D-N
AGENCY

News (click on a link below) I am a GMDN member
GHTF endarses GMOM for global use Lagin | |
US FDA outlines recommendations for UDT Password | |
Mewr GMDN Terms for Complementary Therapy R —
European Regulators are using GMDOM
GMDN Agency Service Actions

Services provided by the GMDN Agency are: " I would like to become a member of GMDN Continue
Access to the GMDN data file and codes via this Internet # I would like to submit a proposal for a Continue
site through a licence agreement and/or by direct credit GMDN term
card purchase.
& link from the GMDN database to the user’s in-house " I would like to learn about the GMDN Continue
data systern through a licence agreement and a
specialized software lirk, " I would like to contact the GMDN Agency Continue
Application form for new terms or modification of existing
terms/definitions for the identification of the user’'s " I would like a free copy of the GMDN User Continue
product, Guidance
Access o GMDM terminology and information, } i )

® I would like to bookmark this page. Continue

Guidance on how to use the GMDM.
Access to Collective Terms and codes.

GMDN translation software tool.
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Search using product description

Show results with one or more options

r— Search text : syringe general |
For: (®) All the words ) GMDN Code(s)
Any of the words Original Source Code(s)
() The exact phrase () Translation Code(s)

) None of these words

In : | Words only in term v

Search Terms

Records 1-1 from 1

Term Type GMDN Definition
Code

I -purpose ST

Categories: 10 Single-use devices

> E -purpose : e dile device that consists of a calibrated hollow barrel (cyli

) medication) into, and/or withdraw fluids/gas from, the |
of the barrel is a male connector (typically a Luer-lock typ
eedle or an administration set. It is typically made of plastic
(internally precoated with compatible substances) allowing s
is a single-use device.
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FDA GUDID Inputs

Two methods of entering

data into the FDA Global
UDI Database:

. FDA GUDID web
interface

2. HL7 SPL submission

Global Unique Device
Identification Database

Search ~

GUDID Login

‘Eﬁtmeﬁ—_l
Password:

Forgot Usermame/ Passward

Password must be 8-32 characters with at least
one upper case lefter, one lower case letter, one
number and one of the following special

characters [T, '@, #, ', %', &’

| agree to System User Agreement
Le

(@ search function is temporarily disabled and will be enabled at a future date when the database is populated

- - - WARHNING - - WARNING - - WARNING - - WARNING - - WARNING - - -
This information system is provided for U.S. Government-authorized use only.
System User Agreement

You are accessing a U.S. Government information system, the Global Unique Device Identification
Database. The information system includes (1) this computer, (2) this computer network, (3) all
computers connected to this network, and (4) all devices and storage media attached to this network
orto a computer on this network.

Any unauthorized or improper usage of this information system is prohibited and may resultin
disciplinary action as well as civil and criminal penalties

By using this information system, you understand and consent to the following

- Anyone who makes a materially false, fictitious, or tatement to the U.S. Gi is
subject to criminal penalties. See Title 18 U.S.C. 1001.

- Any information system usage may be monitored, recorded, and subject to audit Anyone using this
information system expressly consents to monitoring and is advised that if such monitoring reveals
possible criminal activity, system personnel may provide the evidence of such monitoring to law
enforcement officials.

- You have no reasonable expectation of privacy regarding any communications of data transiting or
stored on this information system. At any time, and for any lawful government purpose, the
government may monitor, intercept, and search and seize any communication or data transiting or
stored on this information system.

- Any communications or data transiting or stored in this information system may be disclosed or
used for any lawful government purpose.

up to 500 records per

time
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GMDN Code & FDA PT Code?

To overcome the need to be a GMDN Member the FDA
have a facility to assign a GMDN term to your Device
record, within the GUDID Website:

1. Users can use the ‘Find FDA PT Codes’ module to
search GMDN terms

2. The related FDA PT Code can be used to assign the
GMDN term name to a device within the Device
record.

This is not needed if you already have your GMDN
Code.

GMDN Codes or FDA PT Codes will be needed in
advance if using the HL7 SPL submission.
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GMDN Term Structure - Reminder

Each GMDN Term consists of 3 parts:

[1 Term Name: General-purpose syringe
[1 Definition: A sterile device...

1 GMDN Code: 47017

[1 GMDN Code is equivalent to FDA PT Code (WXYZ)

‘FDA PT Codes’ will only work in the US FDA GUDID

If your product is not found when using use the ‘Find
FDA PT Codes’ module you will be directed by the
FDA to obtain one from the GMDN Agency

1 O
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When you can't find a Term?

If you can’t find a GMDN Term for your product:
Ask us for assistance
Apply for a new Term:

1.
2.

On-line Request Application

Attach your product datasheet / pictures
We discuss the draft Term with you
Two week public comment period
Database updated daily
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Modifying or Obsoleting Terms?

1 We modify existing Terms
B To increase the scope
B Improve the definitions
[1 Make Terms Obsolete
B Toremove inadequate Terms
B Reducing over time

[1 GMDN Members are kept up-to-date with email
notifications
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Thank you for listening

Any questions?

enquiries@gmdnagency.org

mark.wasmuth@gmdnagency.org

G*M-*D-N

13



