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Intfroduction and GMDN worldwide

GMDN terminology and categorisation structure
GMDN in UDI

Case-study: refrieval of UDI data for clinical use
GMDN Website

= Membership

= Term search and enquiries

= Term changes

GMDN in Hospitals

Questions




What does the GMDN do?¢

A DEVICE Is described by a GMDN Term which represents a GENERIC DEVICE GROUP

—_ GMDN Code: 35195 I - =riaa—
( \ Term Name: Electrocardiographic monitor |b! qr w- !. | ] :E;. ."‘“J :!

Term Definition: A mains electricity (AC-powered) z !
bedside device designed to continuously detect, ﬁ- i B -, n L.L ‘ !:-)
measure, and display a patient's =
electrocardiogram (ECG) through leads and , ' - !
sensors attached to the patient; it also typically : E.ilg- e .. -i'f
displays heart rate. The device is typically ! .|
equipped with audible and/or visual alarms that |F: . .ﬂ .l u U. ‘/ El

are triggered when the patient's parameters drop g . n [illl

below or exceed pre-set limits.
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Why GMDN?2

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

[0 A non-proprietary device name and definition that describes the device
clearly and succinctly

(CaLALEDLAA)
[0 A way to categorize the device at many levels G LG oo @O
\16/ &}éy@ﬁgé‘@)
S — =)
[0 A global solution: 7~ (4.
®m  Only one code needed worldwide N

B Regulators can spot trends and do powerful data analysis
B Device registries use data to do clinical research

B Hospitals manage their inventories/device lifecycle

B Consistent communication of data across boarders
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GMDN worldwide

[0 Used by 80+ national Medical Device Regulators e.g. US, UK, Germany, France, Italy,
Sweden, Australia, Czech Rep.

= 7500+ Manufacturers worldwide
[0 Recent adoptions: Russia, South Africa, Brazil, Colombia, Saudi Arabia
[0 US FDA implementation of UDI Rule
= Allmedical devices sold in the US need a GMDN code

0 European Commission uses the GMDN for their EUDAMED (market surveillance
database)

=  European UDI to become a reality soon

[0 Widely supported by device Trade Associations (Advamed, MedTech Europe, GMTA,
DITTA, etc)

OO0 The WHO use GMDN in their field guide for developing countries
[0 Website and Database translated into several languages
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GMDN: grouping of medical devices




GMDN: grouping of medical devices
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How do we define a generic group of devices i.e. a GMDN terme

The GMDN terms are non-proprietary groups written to outline:
[0 Intended use of the device

Technology on which the device functions

H
[0 The components that the device includes (if more than one)
H

A series of significant attributes, e.g.: — —
(NAAAESTAS

= Invasiveness 6 LH TP
= Sterility Vel Sl AA A =)
=  Use-frequency r :

=  Pharmaceutical inclusion
= Device power
=  Animal- or human-derived
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GMDN ferm

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 = Device group
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GMDN term = Device group

But all Electrocardiographic monitors have a different
DI (Device ldentifier)
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High-level grouping and categorisation: Collective Terms

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

B By clinical application (e.g., cardiovascular devices)
B By name (e.g., prostheses, scissors, catheters)

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

[1 CTs are a hierarchical categorisation tool




Advanced grouping and categorisation: Collective Terms

Explorer Find

4 By Use -
P CT996: Anaesthesia and respiratory devices
B CT997: Body fluid and tissue management devices
b CT1007: Body tissue manipulation and reparation devices
4 (CT145: Cardiovascular devices
CT1704: Angioscopes
CT1705: Arterioscopes
CT2590: Blood shunts
CT2467: Cardiac ablation systems and associated devices
CT520: Cardiac catheters and associated devices
CT1684: Cardiac pacemakers and associated devices
CT1010: Cardiac physiclogy/mapping devices
CT1910: Cardiac resuscitators
b CT195: Cardiopulmonary bypass systems and associated ¢
CT1403 Cardiothoracic surgical procedure Kits
P CT549: Cardiovascular cannulae and associated devices
b CTATT: Cardiovascular catheters
CT2510: Cardiovascular guidewires
| 4] CT1678: Cardiovascular monitors/monitoring systems and :
CT1618: Cardiovascular monitors/monitoring systems
CT752: Cardiovascular prosthetic devices
CT2495: Circulatory assist devices

CT1147: Defibrillators and associated devices
TAR2 Fmhnlizatinn imnlante and ascenciated devires
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Advanced grouping and categorisation: Collective Terms

Explorer Find

B By Use

b CT996: Anaesthesia and respiratory devices
b CTS97: Body fluid and tissue management devices
P CT1007: Body tissue manipulation and reparation devices

P CT145: Cardiovascular devices
CT1704: Angioscopes
CT1705: Arterioscopes

Hierarchical categorisation
Collective Terms

ssociated devices
H devices

iated devices
vices

CT1910: Cardiac resuscitators

P CT195: Cardiopulmonary bypass systems and associated de
CT1403: Cardiothoracic surgical procedure kits
b CT549: Cardiovascular cannulae and associated devices

b CTA477T: Cardiovascular catheters
CT2510: Cardiovascular guidewires

P CT1678: Cardiovascular monitors/monitoring systems and as
CT1618: Cardiovascular monitors/monitoring systems

CT2495: Circulatory assist devices

TV

CT752: Cardiovascular prosthetic devices

CT1147: Defibrillators and associated devices

T ORD Crabhaliatinn irmslante and acoaciatod doocicoe

»

1-25 of 31 term(s)
Bedside heart rate monitor

Blood glucose/blood pressure monitoring system, home-use
Blood glucose/blood pressure monitoring system, point-of-care

Cardiac arrhythmia monitoring system

Cardiac catheterization monitoring system

Cardiac stress exercise monitoring system Nomean}TU re
Cardiopulmonary bypass system pressure mo GMDN Terms

Cardiopulmonary stress exercise monitoring system
Electrocardiographic monitor

Electrocardiography telemetric monitoring system
Emergency heart rate monitor

Extracorporeal blood gas/pH monitor

Foetal cardiac monitor

Implantable cardiac monitor

IG
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GMDN - Advanced grouping

[0 Each GMDN Term is linked to a number of Collective terms
[0 This allows for broader grouping in many different ways

CT314 Electrically CT1618 Cardiovascular
powered/operated monitors/monitoring sys’rems

g ./-.l!..‘-l..‘ L
q.ﬂ..- A . ’m'li

Some CTs group hundreds of terms (and subsequently may
group millions of devices), some just a few terms
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CT relationships

Collective
Term

GMDN
Term

GMDN
Term

GMDN
Term
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Collective
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Collective
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Advanced grouping and categorisation: Collective Terms

Explorer Find

By Name

By Use

Clinical Specialties

Device Attribute Assortment
Device Invasiveness
Device Materials

Device Power/Operation
Device Sterility

Device Use Frequency

Vv v v T v v v v v




Advanced grouping and categorisation: Collective Terms

Explorer Find 1-5 of 5 term(s)
N Skin-approximation adhesive

4 By Name
b CT1450: Absorbents and associated devices Surgical adhesive/sealant, animal-derived
b CT2296: Actuators and associated devices ] . ,
b CT494: Adaptors/Connectors and associated devices Surgical adhesive/sealant, human-derived
b CT2172: Adhesive strips : : . .

Surgical adhesive/sealant, microbe-derived

b CT495: Adhesive tapes and associated devices g ’
A

4 CT367: Adhesives

CT1163: Denture adhesives
4 CT2415: Tissue adhesives/sealants o - 2|
CT2414: Surgical adhesivesisealants
CT2240: Surgical adhesive/sealant applicators

[GIMD/N]




Advanced grouping and categorisation: Collective Terms

Explorer Find 1-6 of 6 term(s)

N Cryolipolysis body contouring system
P By Name
4 By Use Multi-modality skin contouring system

b CT996: Anaesthesia and respiratory devices

P CT997: Body fluid and tissue management devices

P CT1007: Body tissue manipulation and reparation devices
P CT124: Dressings and associated devices

Pressure-wave skin contouring system

Radio-frequency skin contouring system

b CT2318: Extracorporeal shock wave therapy systems and : Ultrasonic body contouring system
b CT397: Grafts and associated devices

P CT2197: Skin surface treatment systems and associated d¢ Ultrasonic skin contouring system
4 CT662: Skin/Body contouring systems and associated devi

CT2161: Fat liquefaction systems
CT1538: Skin/Body contouring systems | o - |,
CT362: Staples and associated devices

-
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Advanced grouping and categorisation: Collective Terms

Explorer Find

By Name

By Use

Clinical Specialties

Device Attribute Assortment

Device Invasiveness

4 CT984: Non-surgical invasive
CT322: Long-term non-surgical invasive
CT318: Short-term non-surgical invasive
CT323: Transient non-surgical invasive

4 CT983: Surgical invasive
CT321: Long-term surgical invasive
CT319: Short-term surgical invasive
CT320: Transient surgical invasive

k Vv VvV VY

1-25 of 2771 term(s)
Abdominal aorta endovascular stent-graft

Abdominal fluid shunt system

Abdominal hernia surgical mesh, collagen, antimicrobial
Abdominal hernia surgical mesh, composite-polymer

Abdominal hernia surgical mesh, synthetic polymer

Abdominal hernia surgical mesh, synthetic polymer, antimicrobial

Abdominal paracentesis needle, reprocessed




Advanced grouping and categorisation: Collective Terms

Explorer Find

A VvV VvV VvV Vv VT

By Name
By Use
Clinical Specialties
Device Attribute Assortment
Device Invasiveness
Device Materials
CT207: Antimicrobial materials
b CT979: Inorganic materials
4 CT208: Organic materials
b CT210: Animal-derived materials
CT209: Human-denved matenals
CT2344: Microbe-denved materials
b CT211: Vegetal-derived materials
CT205: Radioactive materials
CT185: Textile materials
CTB09: Wax materials

1-25 of 134 term(s)
Abdominal hernia surgical mesh, collagen, antimicrobial

Angiographic x-ray phantom, anthropomorphic
Animal-skin bed mattress overlay

Animal-skin chair pad

Antimicrobial glove/mitten

Antimicrobial head garment

Antimicrobial infant garment

Aortic arch branch vessel endovascular stent-graft

Aortic bi-leaflet mechanical heart valve prosthesis/biologic-polymer
aorta graft
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Advanced grouping and categorisation: Collective Terms

4 Device Power/Operation
b CT314: Electrnically powered/operated

CT316: Hydraulically powered/operated
CT326: Manually powered/operated
CT327: Pneumatically (Gas) powered/operated
CT256: Vacuum powered/operated

4 Device Stenlity
CT329: Non-sterile
CT336: Sterile
CT337: Sterilizable
CT143: Stenlization/Disinfection

4 Device Use Frequency
CT697: Refurbished
CTE96: Reprocessed
CT982: Reusable
CT981: Single use




GMDN in Unigue Device ldentification (UDI) systems




GMDN code: a mandatory element in UDI

Unique Device Identification (UDI) — US FDA

[0 The Unique Device Identification (UDI)
System assigns a Unique Device ldentifier to

each medical device from any supplier CompuHyper GlobalMed®

Ultra Implantable ™

ccccccccccccccccccccccc

O  Uses a globally unique number, in a barcode

0 When read by a machine identification
errors are reduced

0 Enhances electronic tracking

[0 Once scanned dll pertinent data is retrieved
from a database

0 This is The same data entered to the FDA
GUDID

G M DN




UDI — Unigue Device ldentification

A UDI ISSUING THE A UNIQUE

AGENCY orovides ~ MANUFACTURER  with NUMBER tobe putin - g A\RCODE
THE DEVICE A
for DEVICE allowing accurate  RETRIEVAL  of DATA from DATABASE




UDI — Unigue Device ldentification

0 US FDA UDI
[0 UDI Database = GUDID

B GMDN code is a mandatory field on device record subbmission

B hitps://accessgudid.nim.nih.gov/



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

Access GUDID

Global Unique Device Identifier Database

NIH )} E

GUDID

IDENTIFY YOUR MEDICAL DEVICE

ABOUT AccessGUDID

The Global Unique Device Identification Database (GUDID) contains

key device identification information submitted to the FDA about
medical devices that have Unique Device Identifiers (UDI).

The FDA is establishing the unique device identification system to
adequately identify devices sold in the U.S- from manufacturing
through distribution to patient use. You can use AccessGUDID to
search for specific medical devices or download all the GUDID data at
once. AccessGUDID also offers RSS feeds and APIs to connect you
directly to the data.

MORE INFO
ABOUT UDI

fnter Device ldentifier, Name, or Company v

TOOLS AND RESOURCES W

YL
et

n
----- Sa (2

Il
i

Download Data

Download the latest full releases and update files provided
e £0 the NLM by the FDA.

APl Documentation

’ Resources for application developers to get the most out of
AccessGUDID.

G M
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ACCESS

GUDID

IDENTIFY YOUR MEDICAL DEVICE

"aortic stent”

SEﬁRCH RES“LTS FOR: "aortic stent” (176 resulrs}

1= FILTERS

Company Name

Brand Name

GMDN Term

FDA Product Code Name
FDA Product Code

Device Packaged As Sterile
Sterilization Prior To Use
Issuing Agency

Device Size Type

Device Class

Implantable

W W W W Yy

(0 I
i

QTR
A

il

A
i !

|rl.;'

e [ saour | vews [ w1 | comion [ s

1l SORT BY

CP Stent™ - 04046964899096

MCPO17 Mounted CP Stent 3.9 14 4 8F
Company Name: B BRAUN INTERVENTIONAL SYSTEMS, INC

CP Stent™ - 04046964899089
MCPO16 Mounted CP Stent 3.4 22 3.5 OF

Company Name: B BRAUN INTERVENTIONAL SYSTEMS, INC

CP Stent™ - 04046964899058
MCPO13 Mounted CP Stent 3.4 16 3.5 OF

Company Name: B BRAUN INTERVENTIONAL SYSTEMS, INC

CP Stent™ - 04046964899027
MCPO10 Mounted CP Stent 2.8 18 3 9F

Company Name: B BRAUN INTERVENTIONAL SYSTEMS, INC

CP Stent™ - 04046964899010
MCPOO09 Mounted CP Stent 2.8 16 3 9F

Company Name: B BRAUN INTERVENTIONAL SYSTEMS, INC

10 RESULTS PER PAGE

Version or Model: 614328

Version or Model: 614327

Version or Model: 614324

Version or Model: 614321

Version or Model: 614320

PaGE

1

EXPORT RESULTS &=

I
|



ACCESS il ||||m||||llm||||||l| Il |Il||||

GUDID |||| Il

IDENTIFY YOUR MEDICAL DEVICE

l-\-__
“;_—_

SEﬁRGH R[SULTS FOR: "aortic stent” (176 resuts) EXPORT RESULTS [
= FILTERS I SORT BY 10 RESULTS PER PAGE PAGE 1 =
MCPO17 Mounted CP Stent 3.9 14 4 8F
Brand Name ?  Company Name: B BRAUN INTERVENTIONAL SYSTEMS. INC Version or Model: 614328
GMDM Term .
CP Stent™ - 04046964899089 4+
General aorta endovascular stent-graft (89) MCEO16 Mounted CP Stent 3.4 22 3.5 OF
Bare-metal aortic stent (87) Company Name: B BRAUN INTERVENTIONAL SYSTEMS, INC Version or Model: 614327
A Broduct Code i N CP Stent™ - 04046964899058 L+
roductbode Hame MCP013 Mounted CP Stent 3.4 16 3.5 OF
FDA Product Code b Company Name: B BRAUN INTERVENTIONAL SYSTEMS, INC Version or Model: 614324
Device PEICKEIQE‘d As Sterile > [:p StE“tm _ Uﬂuﬂﬁgﬁﬂagguz}l o
Sterilization Prior To Use > MCPO010 Mounted CP Stent 2.8 18 3 9F
. Company Name: B BRAUN INTERVENTIONAL SYSTEMS, INC Version or Model: 514321
Issuing Agency »
Device Size Type »  CPStent™ - 04046964899010 L+
) MCPO09 Mounted CP Stent 2.8 16 3 9F
Device Class > .
Company Name: B BRAUN INTERVENTIONAL SYSTEMS, INC Version or Model: 614320
Implantable >
CP Stent™ - 04046964899003 4+

MCPO0E Mounted CP Stent 2.8 14 3 8F
Company Name: B BRAUN INTERVENTIOMNAL SYSTEMS, INC Version or Model: 614319




ACCESS T ||l||||

GUDID T

IDENTIFY YOUR MEDICAL DEVICE

AT
|

.'

.-h.;'

SEARCH R[SULTS FOR: "aortic stent” (176 results} EXPORT RESULTS 2
= FILTERS 1 SORT BY 10 RESULTS PER PAGE PAGE 1 =
MCPO17 Mounted CP Stent 3.9 14 4 8F
Brand Name ? | company Name: B BRAUN INTERVENTIONAL SYSTEMS, INC Version or Model: 614328
GMDMN Term v Device IDs: GMDN Terms:
= 04046964890096 (Primary) = Bare-metal aortic stent

General aorta endovascular stent-graft (89)

Device Sizes:
Bare-metal aortic stent (87)
* Diameter (mm) : 14.000 MM

FDA Product Code Name > * Length - 39.000 MM
FOA Product Code > (P Stent™ - 04046964899089 ©
Device Packaged As Sterile > MCP016 Mounted CP Stent 3.4 22 3.5 9F
sterilization Prior To Lise > Company Name: B BRAUN INTERVENTIONAL SYSTEMS, INC Version or Model: 614327
Issuing Agency > CP Stent™ - 04046964899058 (4]

) ) MCP013 Mounted CP Stent 3.4 16 3.5 OF
Device Size Type > .

Company Mame: B BRAUN INTERVENTIONAL SYSTEMS, INC Version or Model: 614324
Device Class p
™ _

mplantable s CP Stent™ - 04046964899027 (+]

MCP010 Mounted CP Stent 2.8 18 3 9F
Company Name: B BRAUN INTERVENTIONAL SYSTEMS, INC Version or Model: 514321




GUDID August 2017

Dl records: 1,895,416
Unigue GMDN codes: 8187
GMDN term : Dlrecord ratio = 1 ; 232

0 Active implantable device records: .
7813 X Data retrieved

O Non-active implantable device records: = | Using GMDN
524,094 9rouping

0 VD device records:
24,817




Shared data — an important element of your device

Information
For a a
Users (IFU)

Document

The device itself Product documentation Publicly shared data
in the box (inc. GMDN term)




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

B A clinical study was undertaken to find all peripheral artery stents sold
in the US

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

records

?E‘\ Decreased Stent

B Without the GMDN results rely heavily on manufacturer names and plood flow

descriptions of their device e.g., |

O Self-Expanding Stent System f)
Self-Expanding Peripheral Stent System
STENT COMPLETE SE LONG US | 'A

Self-Expanding Stent ’d’i‘.

“Trade name” Stent System

OO0 0 0O

No description

B Need for a standardized name everyone can use

G M DN




Example of GMDN in action
Finding peripheral artery stents

Collective terms:

| Device Applications | %
-- Anaesthesia and respiratory devices

-- Body fluid and tissue management devices

-- Body tissue manipulation and reparation devices
&+ [Cardiovascular devices |

--Angioscopes

- Arterioscopes

- Cardiac catheters and associated devices
[#-Cardiac pacemakers and associated devices
[#-Cardiac physiology/mapping devices

- Cardiac resuscitators

--Cardiovascular guidewires

- Cardiovascular monitors/monitoring systems and associated devices =
& Cardiovascular prostheses and associated devices|

--Hear‘t valve prostheses and associated devices

%-----Hear*[ ventricle spatial modification implants

EVasclr stents ]

----- Aortic stents

- Bioabsorbable vascular stents

----- Caratid artery stents

[#-Coronary artery stents

- Drug-eluting vascular stents

--Endovascular stent-grafts

- Intracranial vascular stents

Lotz o]

[#-Cardiovascular surgical devices

- Circulatory assist devices

H#1-Defibrillators and associated devices o

m




Example of GMDN in action
Finding peripheral artery stents

Collective terms:

GMDN terms: 800

BB
.. B

=l Device Applications

--Anaesthesia and respiratory devices

ody fluid and tissue management devices
ody tissue manipulation and reparation devices

£

E

£

E
B

ardiovascular devices |

----- Angioscopes

- Arterioscopes

H- Cardiac catheters and associated devices

H- Cardiac pacemakers and associated devices

H- Cardiac physiology/mapping devices

- Cardiac resuscitators

--Cardiovascular guidewires

- Cardiovascular monitors/monitoring systems and associated devices

4 Cardiovascular prostheses and associated devices|

- Heart valve prostheses and associated devices

----- Heart ventricle spatial modification implants

f(VascuIar stents |

- Aortic stents

--Bioabsorbable vascular stents
--Carotid artery stents
[+-Caronary artery stents
¥-Drug-eluting vascular stents
- Endovascular stent-grafts
--Intracranial vascular stents

[ Peripheral artery stents
H- Cardiovascular surgical devices
H- Circulatory assist devices

E

- Defibrillators and associated devices

m

rug-eluting Temaral artery sten
Drug-eluting infrapopliteal artery stent
Drug-eluting renal artery stent

lliac artery stent, bare-metal

liofemoral artery endovascular stent-graft
Multiple peripheral artery stent, bare-metal
ﬁultiple peripheral artery stent, bioabsorbable

A sterile non-bioabsorbable tubular device intended to be
implanted in a renal artery to maintain arterial patency and
improve luminal diameter in patients with symptomatic
atherosclerotic disease It is made of metal [e.g,, stainless steel,
cobalt-chrome (Co-Cr), nickel-titanium alloy (Nitinol)] typically in
atubular mesh structure, sometimes bifurcation (Y-shaped)
design, and is typically delivered to the site of implantation with a
balloon catheter which will expand the device upon balloen
inflation. It is available in a variety of lengths and diameters,

G M DN




Example of GMDN in action
Finding peripheral artery stents

Collective terms:

BB
.. B

=l Device Applications

--Anaesthesia and respiratory devices

ody fluid and tissue management devices
ody tissue manipulation and reparation devices

£

E

£

E
B

ardiovascular devices |

--Angioscopes

- Arterioscopes

- Cardiac catheters and associated devices

H- Cardiac pacemakers and associated devices

- Cardiac physiology/mapping devices

- Cardiac resuscitators

--Cardiovascular guidewires

- Cardiovascular monitors/monitoring systems and associated devices

4 Cardiovascular prostheses and associated devices|

- Heart valve prostheses and associated devices

----- Heart ventricle spatial modification implants

f(VascuIar stents]

- Aortic stents
--Bioabsorbable vascular stents
--Carotid artery stents
[=-Coronary artery stents
¥-Drug-eluting vascular stents
- Endovascular stent-grafts
--Intracranial vascular stents

m

) Peripheral artery stents
H- Cardiovascular surgical devices
- Circulatory assist devices

E

- Defibrillators and associated devices

GMDN terms: 800

rug-eluting Temoral artery sien VT LR oo CpTes> U Ttlaly Dilaty DUSTUTY \ URFRSTIOIT R |

Drug-eluting infrapopliteal artery stent 0671472948437 Express® SD Renal/Biiary BOSTON SCENTIFIC CORPORATION
Drug-eluting renal artery stent (8714729484820 Express® 5D Renalr’B!I!ary BOSTON SCIENTIFIC CORPORATION
. (8714729390527 Express® 5D Renal/Biliary BOSTON SCIENTIFIC CORPORATION
liac artery stent, bare-metal 08714729390510  Express® SD Renal/Biliary BOSTON SCENTIFIC CORPORATION
liofemoral artery endovascular stent-graft 0871472930480 | Express® SD Renal/Biliary BOSTON SCENTIFIC CORPORATION
Multiple peripheral artery stent, bare-metal 08714729300473 | Express® SD Renal/Biliary BOSTON SCIENTIFIC CORPORATION
Multiple peripheral artery stent, bioabsorbable 08714729390466  Express® SO Renal/Biliary BOSTON SCIENTIFIC CORPORATION
- (8714729390459 Express® SO Renal/Biliary BOSTON SCIENTIFIC CORPORATION
(8714729390442 Express® SD Renal/Biliary BOSTON SCIENTIFIC CORPORATION
(8714729390435 Express® 5D Renal/Biliary BOSTON SCIENTIFIC CORPORATION
(8714729390404 Express® 5D Renal/Biliary BOSTON SCIENTIFIC CORPORATION
(8714729390398 Express® SO Renal/Biliary BOSTON SCIENTIFIC CORPORATION
_ (8714729390381 Express® SO Renal/Biliary BOSTON SCIENTIFIC CORPORATION
(8714729390374 Express® 5D Renal/Biliary BOSTON SCIENTIFIC CORPORATION

10827002185286 Formula William Cook Europe ApS

10827002185279 Formula William Cook Europe ApS

10827002185262 Formula William Cook Europe Ap5

10827002185255 Formula William Cook Europe ApS

10827002185248 Formula William Cook Europe ApS

10827002185231 Formula William Cook Europe ApS

10827002569758 Formula William Cook Europe Ap5

10827002569741 Formula William Cook Europe ApS

10827002569734 Formula William Cook Europe ApS

10827002569727 Formula William Cook Europe ApS

10827002569710 Formula William Cook Europe Ap5

10827002569703 Formula William Cook Europe ApS

10827002569557 Formula William Cook Europe ApS il

A sterile non-bicabserbable tubular device intended to be
implanted in a renal artery to maintain arterial patency and
improve luminal diameter in patients with symptomatic
atherosclerotic disease, It is made of metal [e.g,, stainless steel,
cobalt-chrome (Ca-Cr), nickel-titanium alloy (Nitinel)] typically in
a tubular mesh structure, sometimes bifurcation (Y-shaped)
design, and is typically delivered to the site of implantation with a
balloon catheter which will expand the device upon balloen
inflation. It is available in a variety of lengths and diameters.

( Company (BOSTON SCIENTIFIC CORPORATION

Brand name |Express® 5D Renal/Biliary

Version/Model H74937912618900

\.

Device |Premounted Stent System

description

GMDN CTs

GMDN Terms —— Devices



GMDN website

@ English Register Log in

GMDN Agency  About -  Help ~

GMDN Agen@ Vo |

The GMDN Agency is responsible for the Global Medical Device Nomenclature (GMDN) used to identify
medical devices.

A
£

News Login

Maurice Freeman Email
13 Feb 2018 - It is with sadness that we report that Maurice Freeman one of the founders

of the GMDN Agency has recently passed away. Maurice Freeman spent over 50 years Usemame or Email address
b
GMDN Agency to support the UDI Conference 24 & 25 April 2018 in
Baltimore, USA Forgot your password?
08 Feb 2018 - The UDI Conference is the annual industry gathering for medical device
manufacturers, distributors, and hospitals to convene to learn about, and understand,

Remember me?
the...
Medical Device Meeting. A RAPS Roadshow in the UK & Germany Login
November 2017
03 Nov 2017 - The GMDN Agency is again promofing best practice in medical device
regulation with RAPS. Join the Regulatory Affairs Professionals Society (RAPS) and
industry e...

Password

Register as a member
Why Register?
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Membership for Manufacturers

Use the website www.amdnagency.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

O O0O00000

Annual fee — proportional to organisation size



http://www.gmdnagency.org/

The Process for Manufacturer members

Logon to
GMDN
account

Search for a
GMDN term
that accurately
describes your
device

Can you
find the
term?

1No

Make an
Enquiry using
the Enquiry
wizard

Yes

Click — add to
shortlist and
purchase using
code credit

T

Communicate
with GMDN
team until
enquiry is

finalized
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GMDN Term Searching and Enquiry Procedure

Search for a —
ick — add to
Logon to GMDN term Can you Yes | choricary
GMDN —— | that accurately | — . —_—
i find the urchase usin
account describes your term? P using
device erm: code credit

1No T

Communicate
Make an with GMDN
Enquiry wsing | team until
th.e Enquiry enquiry is
wizard finalized
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GMDN Term assignment — The Golden Rule

ery device (placed ¢
market separately) should be

assigned a single GMDN term

that accurately represents that

¢
. a




GMDN Term Search — keyword search

Search

[0 You can do a simple word or part-word search
[0 The results appear in order of relevance

Search o
Find device definitions by keyword(s).

monitor electrocardio

Advanced Reset Help My Shortlist

Examples: stent ; aorta OR stent ; aorta stent ; "aortic stent” ; catheter -catheterization ; 45678 ; " stent "
MNote: Translations may not be available for some terms.

1-25 of 53 term(s)
electrocardiographic monitor

electrocardiography telemetric monitoring system
electrocardiography telemetric monitoring system receiver

electrocardiography telemetric monitoring system transmitter

English

-

Details

Details

Details

Details

Shortlist

Shortlist

Shortlist

Shortlist

G M DN




GMDN Term Search Search

Term Details

Name Electrocardiographic monitor

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.

Code

Status Active
Created Date 26 Jan 2007

Modified Date 13 Mar 2010

Add To Enguiry Add to My Shortlist Move to My Archive Return to My Terms

Mote: Terms in "My Archive" do not generate Alerts.

[GMDIN




Q
GMDN Term Search Search

Term Details

Translations

Language Russian Y | View
Name MOHKTOP 3NEKTPOKAPAMOrPaMME

Definition YCTpORCTED, KoTopoe 00pabaThlBAET U OTOSPAKAET INEKTPOKAPOUOTPAMMY (3K naumenTa. OTAENbHbIE IKT MOHUTOPSI TAKKe OTODPAKAT YACToTy
cepaua. OHO MOKET NPOAYLUMPOBaTE BU3YANkHLIE M/WMMKW 3BYKOBLIX CUTHAMNBITDEBOKHBIE, KOTOA PETWCTPUPYIOTCA HEGNArONPUATHLIE YCNOBWA.

Translated Date 01 Mar 2016

Explorer Groups
By Mame | Electrodes/Leads and associated devices
By Mame / Patient monitors/monitaring systems and associated devices | Patient monitors/monitoring systems |/ Cardiovascular monitors/monitoring systems

By Use ' Cardiovascular devices | Cardiac physiology/mapping devices | Cardiographs and associated devices

By Use | Cardiovascular devices | Cardiovascular monitors/monitoring systems and associated devices | Cardiovascular monitors/monitoring systems

G M DN




GMDN Term Search — using the CT Explorer

[0 Use the CT hierarchical tree to find related GMDN terms

Search

Explorer ©

Browse device definitions by group.

Advanced Reset My Shortlist

Explorer Find

skin grafts

5 matches

CT1175: Bioartificial skin grafts

CT1174: Biological skin grafts

CT1173: Skin grafts

CT1173: Skin grafts

CT428: Skin grafts and associated devices




GMDN Term Search — using the CT Explorer

Search

Explorer

Browse device definitions by group.

Advanced Reset My Shortlist

Explorer Find

P By Name
b By lUse
b CTY996: Anaesthesia and respiratory devices
b CT997: Body fluid and tissue management devices
b CT1007: Body fissue manipulation and reparation devices
b CT124: Dressings and associated devices
b CT2318: Extracorporeal shock wave therapy systems and &
b CT397: Grafts and associated devices
b CT1176; Bone grafts and associated devices
b CT2068: Grafts
b CT428: Skin grafts and associated devices
b CT1173: Skin grafts
CT1175: Bioartificial skin grafts
CT1174: Biological skin grafts
b CT2333: Tissue matrix implants
b CT1457: Vascular grafts and associated devices

1-4 of 4 term(s)
Cultured skin autograft/xenograft

Skin allograft
Skin autograft

Skin xenograft

{ i -}} 3

Details

Details

Details

Details

Shortlist

Shortlist

Shortlist

Shortlist




GMDN Term Search — using the CT Explorer Search

Explorer

Browse device definitions by group.

Advanced Reset My Shortlist

Explorer Find

P By Name
b By lUse
b CTY996: Anaesthesia and respiratory devices
b CT997: Body fluid and tissue management devices
b CT1007: Body fissue manipulation and reparation devices
b CT124: Dressings and associated devices
b CT2318: Extracorporeal shock wave therapy systems and &
b CT397: Grafts and associated devices
b CT1176; Bone grafts and associated devices
b CT2068: Grafts
b CT428: Skin grafts and associated devices
b CT1173: Skin grafts
CT1175: Bioartificial skin grafts
CT1174: Biological skin grafts
b CT2333: Tissue matrix implants
b CT1457: Vascular grafts and associated devices

1-4 of 4 term(s)

Cultured skin autograft/xenograft Detalls | Shortlist
Skin allograft Details | Shortlist
Skin autograft Details | Shortlist
Skin xenograft Details | Shortlist

Skin tissue intended for transplantation that is harvested from an animal donor (e.q., porcine source) and implanted in a
human recipient. The tissue is used to temporarily replace skin (for a few days) typically lost due to extensive wounds and
bums, when sufficient tissue from the patient or skin banks is not available, to cover and protect the lesions and reduce

fluid loss. This is a single-use device.




Summary of terms in Shortlist

My Shortlist

Compare and review your chosen definitions before purchase.

You have 1 remaining code credits. Buy Code Credits

m Remave All Export

2 term(s)

Scalpel, single-use

Details | Buy | Remove

A sterile, hand-held, manual surgical instrument constructed as a one-piece handle and scalpel blade (not an exchangeable component) used by the operator to manually cut or dissect tissue. The blade is typically
made of high-grade stainless steel alloy or carbon steel and the handle is often made of plastic. This is a single-use device.

Skin xenograft

Details | Buy | Remove

Skin tissue intended for transplantation that is harvested from an animal donor {e.q., porcing source) and implanted in a human recipient. The tissue is used to temporarily replace skin (for a few days) typically lost
due to extensive wounds and burns, when sufficient tissue from the patient or skin banks is not available, to cover and protect the lesions and reduce fluid loss. This is a single-use device.
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My Terms

My Terms @

View your purchased GMDN Codes for your devices.

Export Sort Purchase Date

14 term(s)
Dental crown, ceramic (38594) 08 Jan 2018

Multichannel electrocardiograph, interpretive, professional (16231) 04 Jan 2018
Binocular vision test unit (37071) 19 Dec 2017

Abdominal aorta endovascular stent-graft deployment aid (56295) 19 Dec 2017
Intracardiac pacemaker (60789) 13 Oct 2017

Electrical-only medical device connection cable, reusable (47487) 30 Aug 2017

Details

Details

Details

Details

Details

Detailz
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GMDN Term Searching and Enquiry Procedure

Search for a —m—” "
ick — add to
Logon to GMDN term Can you Yes | ehoriot and
GMDN —— | that accurately | — . —_—
' find the urchase usin
account describes your term? P using
device erm: code credit

1No T

Communicate
Make an with GMDN
Enquiry sing - team until
th_e Enquiry enquiry is
wizard finalized
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Making an Enquiry

B Making an Enquiry is the only way to get help from the GMDN Agency Experts for
assigning GMDN terms to products

B Free online application form
[0 Select type of product: device, software or IVD
[0 Fillin form to describe your device(s)
[0 Aftach product documentation (will be kept confidential)
B We communicate with you during the process to provide:
[0 An appropriate existing GMDN term
[0 Modification of an existing GMDN term to include the device characteristics
[0 A new GMDN term




Modifications to GMDN terms

[0 We only modify existing GMDN terms (approx. 2-3 per day) to increase
the scope and improve the definitions

[0 We sometimes obsolete Terms to remove ambiguity / Term overlap

O]

GMDN is dynamic and current to keep up with device innovation

[0 Members are notified about changes in real time
B Email notification

B Alerf on your account




Database vpdates

[0 Dataset for regulators:
o Monthly updates:
=  Full dataset
= Delta
0 FTP

[0 APlin development




GMDN in Hospitals

[1 Asset Management
B Support equipment commissioning
B Help identify equipment location
B Support maintenance programmes
[0 Inventory Control
B Reduce wastage
B Translate product labels with poor descriptions
B |mprove stock control

[0 Replaces existing inventory classification with an externally managed

globally recognized nomenclature
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GMDN In Hospitals: UK

B UK: Nottingham NUH Trust

& Medusa X | G hetp:ffwww.gmdnagency.or... | | 1 321 5

'l\ | Medusa Service Delivery ¥|

1P General-purpose
| infusion pump,
line-powered

A mains electricity (AC-powered)
Sture | ~] device designed to facilitate the

Equipment
: , Equipment
#- Search Equipment

My Team'sEqupment ||| Eauipment info | [T [FSvStem

All Equipment

Equipment No Serial No. l11314814

LY New Equipment accurate and consistent
D Device Group General-purpose infusion p Code EPBE-0675-00918 | CE Team [MESU Electronics (QNC:_V_I administration of drugs and solutions
Mass Lipdate T S o — which can be delivered via
Make 500 Invento Clinical Engineerin v . .
; ry | Clini g L £ infravenous, subcutaneous, arterial,

Equipment Systems Owner |BSU (Library) - QMC; Clinical Engineering; Diagnostics and Clinical ﬂ Nickname | epidural, and infracavital routes using

- _ . — A T B | ﬂ T a dedicated infusion set. It is used to
Service Requests () Location IBSU (Library) - QMC; Clinical Engineering; Diagnostics and C inica Room/ Lal I supply higher pressures than those

AL 2 - - i ided by manually clamped
#- Search Service Requests ; ths M 1 ; 3 Delivery —-——rs provided by clan
Supplice |Smiths Medica : —l Date |14/02/2 gravity infusion sets or infusion

Service Requests confrollers. The device has a typical

Assigned to my Team = i
L] New Service Reqest N::: N Notes & New note [ Edit list columns Zoe\llivvre?? gciu?rifo]nlofrsgjz 2’] L/Tzzgro?g °
: : : infusion bag or bofttle of fluid. It
9 ' typically has internal batteries that
= Perfarmance | enable operation for a short period

when no mains electricity is available
(e.g.. during transportation or a power
outage).




GMDN in Hospitals: Sweden

B Central database of medical devices linked to GMDN Terms
B Updated and fed into local Hospital databases across Sweden

MTPReg
Background

At LfTMT Annual Meeting 2007 decided to draw up a national register for MTP are in use at Swedish hospitals. Register
shall replace SPRI registry, which once managed by SPRI - Healthcare Planning and rationalization Institute. Since spring
2008, a working group under the leadership LfMTs worked to bring the hospitals' databases to create a unified term
structure. Since GMDN-Names (Global Device Nomenclature) is being translated into all EU countries, we expect that
these will soon be made available. MTPReg is prepared to be synchronized with the GMDN and its future updates.

Purpose and Mission

The purpose of a common code registry is to obtain a unified code system of medical equipment to facilitate
communication between users, suppliers and authorities when exchanging information regarding medical devices.

The mission of the Management Group is to manage, develop and operate a national registry of medical devices
(MTPReg) and also provide MTPReg to stakeholders outside Sweden. The registry based on the name of the Global
Medical Device Nomenclature (GMDMN) in combination with the make and model.
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GMDN is improving communication: a global language

[GMDN]



Thank you for listening

Any guestions nowe

or contact us at

www.gmdnagency.org



http://www.gmdnagency.org/

