WHLHOERETRESHZEGICHRIUTH I EMNREINE, #EZEEICHD, 3
M7 EEREERT D EEDHIZ. MAPG DfE5 & CEN BT DIREICBETAF L EL#T S
XHORDENS, ZHNIIBRMEBERSICE > THHEEI N,

ZDXSIZLTGMDNIZE. [GMDN Agency) & U TERICEL E N, BEFS &L T05392271
MEND YT 5N, GMDN Agency . FEDEBEZEITTAIETHSN TS HRELE
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* GMDN DERHTRRICHERF TN 5 & 5 . 8 YU)72 AT GMDN DMEFFB K URITEIT D

* GMDN IZX T 2H5WEEHDREEZITHIT5.

« GMDN OHFIZEL, 1—H—IZ=Za—AL¥—2HWLWTHEZITI,

« MA (MAPG) AXN—%IUHETHRMRE & OHBAZMEEHMRFT S,

* CEN JEMBEEIZDWTIX CEN/CS BX N ISO/CS Elakd 5 2. £ DD EEBID
BE % T, CEN JEMBES GMDN O EHEMEERTELELIICTH. Z5L
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GMDN, MAPG
(Global Medical Device Nomenclature, Maintenance Agency Policy Group)
KBRS
2007.7.20
GMDN 7rft& %
eH T A

H#E

2007 7H 9 H 11:00 - 17:00
200747 H 10 B 9:30 - 16:00
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‘The Stable’ Sugworth Lane, Radley, Oxford, United Kingdom, OX14 2HX

BmE

Maurice F Freeman  Chairman, MAPG of GMDN
Jacob W. Nordan Trustee, MAPG of GMDN

Alan Fields European Expert to GMDN
Larry G. Kessler Director, Office of Science and Engineering Laboratories, FDA
Brockton Hefflin Medical Officer, Office of Surveillance and Biometrics, FDA
Leighton Hansel RA Director, Abbott Laboratories
David Graham National Manager, Therapeutic Goods Administration, TGA
Paolo Catalani Assistant, Cosmetics and Medical Devices, EC
Bjorn Fahgren Technical Officer, Devices and Clinical Technology, WHO
r i 138 JFMDA
(LA L 10 1)
1. PARERRES K UPREE
+  JFMDA ORI EL THIR A B MUI-FE LV &,
Fr=HHIEAKD GMDN (I3 5 RAEDEBRIZH L T Maurice LNBMOFERR~6h, 2810
MFICLDERMO BRSNS,
2. GMDN K& a#
3. Eurosoft B E(E 1)
© BRI RELIT MAPG DEBERTHD, A/ 3i—i
» 3 Trustees (Maurice, Alan & Jacob)
»  Philippe Verdonck (Baxter, Europe)
»  Brockton Hefflin
»  Leighton Hansel
GMDN =7 H A O E 1 IHEE D Eurosoft ~FEFEL TWA(HH Y H 1L John&Tanya Brightwell #
),
GMDN DiE M- HIER7Z2E OIEZEIXZDHERTRFD AL /=0T Bef B Alan 257K3R 35 FIE
LRSIV,
4. FEREFIH
AR 2, 3)

Aurri— T o= LAFRBMBIZ L DU AL 2005 £ 163,500 L—1a, 2006 4 289,330 =—T
Hot-,
2007 fEEE1349 500,000 22— AsififEEinL s,
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BS EN SO & #HE&IZFHV VT GMDN 73 Collective term(CTIL~_ATHEHAEZNTWAHELREITX
 gbyed

«  CT &i2 GMDN B 2IcBWTH T - A7) —EL TH#RL TWb O Thd, E#)iE 100 ETH
S7=A%, BIEIL 590 LTV,
FEHF—arDEBETHIRABTHY., DO PT () 27LTW5E, BAANRZZTWEIF4
FULEBESLLTRES,
CT B &% Preferred Term(PT)& Rk, DA TIV—(Z) 7L T,

F— B = ZDIRB,
> 15OKSE
> 20,000 D4 FR(10,000 @ PT + 10,000 synonyms/templates)
» 590D CT
K 4y¥ 16 £L T Laboratory Equipment [ BERGR (R FR) | B ESN =, FOH872E VD BEH
|/BAYTITEY., IMTE 252 D TP/templates 3V Z7EZNTWA,
Larry X0, GMDN @ XEH~DH A IS TaBARH -7,
» GMDN iZHIZEIERCBMARET 0, ERHEL TRYERD2W,
» Manufacturer 23907 code ZiRA TVWV2ITHIL, GMP Ol 4275 FDA DNEIER S5,
{EE1T GMDN 736 MAPG D A3 —~EEEND,
» - BAD JMDN (ZEBWTH, TNOERMESELLEDLHD,

5. FARRROR I E

KEEAE
EEMBEOEAEDLH EFRBROHEITERINSAE(intended use)Z HVWYTHRFED code ~V
YIESHETND,

mDRAGKM IR D /S —a— R A (L3 A 40E8)
R4 —FRIZ GMDN 2EHT5FETHA,

ISO
[SO15225 (Nomenclature. Specification for a nomenclature system for medical devices for the
purpose of regulatory data exchange)iZ CD(Committee Draft; B R )N HI TS,

FDA

FDA iZi% 350 & DFE B AW 575, pro—code (product code'-- KEHD—AxBI4 )2 BMT25)

SLLT I BETHALTNS,

>  BEIIABRIO T O AT pro—code #i%XET 5 gatekeeper Thd, 510k) Th->THHFHL
VY pro-code #{ERTHUERHIHANHY, BFEBE LR TIIW DL, BEICZD) Y/
WNLRY AT T BLITID,

» 2008 FLDAEFRED GMDN DRRFE - AL T F U ADHEREITIRIZLD,

FDA X pro-code % regulation ML~/ {ZLTWely, THILFEESR 22N HTHY,

nomenclature (XD XH72tEEDLOTIEAV - BARRERIZH 5 Leighton MFE R, BTE,

WA KEITIITD GMDN DAL TF AR LTS,

FDA #3 GMDN %# A42—FDO BT Post-market vigilance information (233175 Device

identifier L TOEEITHS,

— 5., Healthcare provider organization:iZ Supply chain ~@OF|HIZBBKEZFF> TV 5,

HHEEAEE

GMDA DFE D Al gL 72> TVA,
http://search.mdco.gov.hk/english/sd/sd_gmdn/sd_gmdn.php
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EU AT 21 D EEHHS,
BERIZ PT L2MToTU MLy,

»  Synonym HiR T EHBHDD TV I ERE LA, £HUT dangerous T, h<ETH
BIE— DO THAELOHETH-TI-,

Bjorn & D HIEROMEAMEESNALE RA T,

»  XAbOEWDSRICHESSESBIRICZ-TLED,

» BARLD[Transducer, pressure, catheter tip: Wb 7 AT 2a— BT —F 4 | OFRIZH
WTRRAZ L7, BEBIING VAT 2—H%—THDHA, E#(A catheter containing a micro-
miniature pressure transducer incorporated into the distal end of the catheter)Z e & BHGH
AT —TNThHD, BEATIIAT—FTAELT, TNEFIRLI-bERIC o7, ZDY
—ATRAT—TABEYTHLEREmSh, EET3F RSN,

> ZOFIREY, EU A TORR TLRBROBBENREETIFEIBEEINT, bLAZUTORR
D, ZOFIZK[NTHARLERRICEHRIZBWTEZ-LL T, FAY NXEREICRTH
(27254 EU N THAIEOEVA TR TLED, —» /iR,

FERORMEIL A MR TRAL , ZHUKEIZB O THHIA TIARV(RALA38),

GSU(Z a—/3 2 i o [E PR AR HE{ b4 6 D S RR)
Larry KV &7, Health users group 2339, M H O FA{ER A8 2 A K E THTVLA,
» M HE® Classification system DA% --GPC (Global Product Classification)

Sophisticated system

Unique identify system

FERELLTRBRE~OWMERFL TS

J&] BFEDAR A —ThHD

Infrastructure DFFE LI B AL DO ER)

YV VVVY

WHO
s FREDBAUTDOVTRBEDHY , £D P T GMDN IZ W T HR— 5L THD
1. Medical Device Nomenclature
— GMDN Code
2. Inventory Management System
— National procure:--Nomenclature 7>fE{# 4%
3. Standardized Glossary
= Clinical procedure
- GHTF TIEREL7=H D% duplicate T UL R
ZN6IZ-2V VT Lunch-time seminar in WHO 23 5048585,
F7-. Centralized drug monitoring (vigilance) center O H§48%, 4%,

GHTF
Chairman @ Larry L0 EH -7,
»  HBTED GMDN OFE M (Governance) iz xf L TES D35,
»  BE&EYBudget) iZX L TR ENHS,
TNHIZXL T Maurice LERBAM SN,
» GMDN (2 EFIAKETHS,
> BFEST 30,000 = —n% Eurosoft ~F$h-T 5,
> KA Audit AAERII, 4-5 BB ICHERHS,
EEWCHLT GHTF X0 IERA B R (formal questions)® 4,
»  SC 239/30-10/2 \ZhDD T, ORI TEALINCL TRRL,

EDMA
TGA/Canada & —#51Z IVD @ term, CT fEREICH A L TUN5,
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Brockton £V CT D@ EDIERIZOVVTRADH T,
590 CTs + IVD ®#J 1,000 2&& 500-600 Template terms IZ DWW TIEHZED TS,
LU FOAREEOREBHE ERE 2-3 » A RTDDiad TEY, iy A T ERDTFETH S,
»  Clinical Specialties
» Device Attributes
» General Technologies
» Device Applications
H#91L Search mechanism THY, Sy HEFR TITV,

7. TDAh
«  CT330 izVrZEZnTWA PT i3V,
HEIZ 35115 Plastics DFHIT synthetic polymer & TRV ERARLVIREL, ZiITANLNI,
{E FA4 2¥E3EHS American & British A AENL TV,
TGA 11V -27® Template Term % registration (ZfE I L TV 5, 42418, 37790 72&
Template Term # CT (BT 2L EAH D,

8. KEIZSHETE
2007 4F 12 A ¥[E Washington DC, /W V—T 25k
2008 &= 1 A #[H Washington DC

9. @ﬁ
3 4,0 trustee(EINITHE 2 4. /NVT=—1 L THY, RMOEHBEELNDE X E2F>TV D,
— 5 KEMS 3 LBBMLTEY, X512 FDA @ Larry A5 GHTF @ Chairman THEEN LG,
BoFENIKE PR OOHLIENRRELNT,
X5 ICEEIC BT FROB AL — (LA EDZEENFEE THY, THHO classification 73
de-facto standard I=72 583535, FDA (T EFEEERD registration 33V T GMDN ## A 45D
DFER T DL EN DD,
GMDN I BWTHEDBMEFIL 2 4/ BO_R—ATHY, EEMEELFICRAELTVD,
BRINIZ 35V THEEIT BSI BR—A T2 TS, KETIZERD Leighton 2B 72> TR ADL,
FEROE DT 2008 ENSIEFDAICBNTHHEEFEZELS FETH 5,
HIREEND RO EE LS5, B AN GMDN ORIREMIEL A5 IMDN DAV T F A%
TAIREEENLETHIEBbhi:,
GMDN (235115 Category. CT t% PT # characterize L. Hierarchy (#2765, H ATHE
ifb\élﬂﬁ?ﬁ@iof;%ﬁﬁt‘ﬂi MBS BIEDLSIC—RORZHSL T — 5 FICHHEVOIBE
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GMDN (LI B A FEHEOBE LD TS, —H . IMDN X ENAEREOR A TERICZE
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HiH : Jacob Nordan
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Janet Trunzo
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Alan Fields
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Bjérn Fahlgren
Larry Kessler
Paolo Catalani
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BEZUTOLSICRIRT 5.

1) ISO/TC 210/I MM THBHITHL . WG 312X D HET S N/ZISO/CD 15223-2.2% EFR B %
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LLFOHBO, ISO/TC 21013WG 3D H AR 2 #4124 LGMDNRIZ L 5 B DM & &
KEL T3,
o MEPBSFHDELE
o IS0 152254 GMDNE DERDOMRBIZHT ST
o WGIMBLEMBELEITARTOBECHEER ICHT SEE
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AESICHEOFIREEREITERT 5L EZREL =,
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Definition

Active implantable
devices

Devices that operate with an integral power source (i.e.,
independent of energy from the human body or gravity),
that are totally or partially introduced, surgically or
medically, into the human body or body-orifice, where they
are intended to remain temporarily or permanently.
Examples of devices in this category include cochlear
implants, implantable defibrillators, implantable infusion
pumps, implantable stimulators, pacemakers, and their
accessories.

Anaesthetic and
respiratory devices

Devices used to supply, condition, monitor, dispense, or
deliver respiratory or anaesthetic gases, vapours or other
substances to provide and/or control respiration and/or
anaesthesia. Examples of devices in this category include
airways, anaesthesia systems, breathing circuits,
humidifiers, tracheal tubes, ventilators, and their
accessories.

Dental devices

Devices used to diagnose, prevent, monitor, treat, or
alleviate oral, maxillo-facial, and dental disease/disorders.
Examples of devices in this category include dental
amalgam, dental cements, dental hand instruments, dental
implants, dental materials, dental tools/laboratory devices,
and their accessories.

Electro mechanical
medical devices

Devices that operate on electrical energy (electromedical)
and/or through some integrated physical mechanism or
machinery (mechanical). Examples of devices in this
category include specialized beds, defibrillators, dialysis
systems, electrocardiographs (ECG),
electroencephalographs (EEG), endoscopes, infusion
pumps, lasers, operation/examination tables/lights, suction
systems, and their accessories.

Hospital hardware

Treatment-related devices that typically are not directly or
actively involved in the diagnosis or treatment of patients,
but that support or facilitate such activities. Examples of
devices in this category include air cleaners, baths,
detergents, disinfectants, removable floor coverings/mats,
portable incinerators, patient beds, patient transfer
equipment, sterilizers, and their accessories.

In vitro diagnostic
devices

Devices used to examine clinical samples taken from the
human body to evaluate physiological or pathological
conditions. Examples of devices in this category include
analysers, blood glucose monitoring devices, in vitro
diagnostic (IVD) test kits/calibrators/controls, dedicated
laboratory equipment, microbial sensitivity systems, and
their accessories.
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Non-active implantable
devices

Devices without an integral power source that are totally or
partially introduced, surgically or medically, into the human
body or body-orifice, where they are intended to remain for
longer than 30 days. Examples of devices in this category
include cardiovascular clips, embolization implants,
orthopaedic fixation systems, intrauterine devices, heart
valves, bone prostheses, and their accessories.

Ophthalmic and optical
devices

Devices used to diagnose, prevent, monitor, treat, correct,
or alleviate diseases or disorders related to the eye.
Examples of devices in this category include contact lenses,
keratomes, intraocular lenses, slit lamps, ophthalmic test
instruments, phacoemulsification systems, tonometers, and
their accessories.

Reusable devices

Devices that can be used for more than one application
period, often involving cleaning and/or sterilization between
the periods. Examples of devices in this category include
drills, elastic bandages, haemostats, medicine
administration kits, saws, scar management garments,
reusable surgical instruments (chisels, scissors, retractors,
scalpels), and their accessories.

10

Single-use devices

Devices intended to be used only once, or for only one
patient during one medical procedure. Examples of devices
in this category include adhesive tapes, bandages, blood
collection devices, catheters, condoms, dressings,
electrodes, kits/sets (biopsy, intravenous infusion),
needles, single-use surgical instruments/products
(cannulae, scalpels, absorbents), and their accessories.

11

Assistive products for
persons with disability

Devices specially produced or adapted which compensate
for, relieve, prevent, or neutralize an impairment, disability,
or handicap. Examples of devices in this category include
artificial limbs, audiometers, crutches, hearing aids, lifts,
orientation aids, rehabilitation devices, wheelchairs, and
their accessories.

12

Diagnostic and
therapeutic radiation
devices

Devices that use radiation energy including in vivo isotopes,
excited particle energy, magnetic resonance imaging,
nuclear energy, ultrasound, and x-ray for the purpose of
providing diagnostic imaging and/or therapeutic radiation
treatment. Examples of devices in this category include
accelerator systems, bone absorptiometric systems,
accelerator systems, computed tomography (CT) systems,
magnetic resonance imaging (MRI) systems, positron
emission tomography (PET) system, X-ray systems, and

13

Complementary
therapy devices

Devices that use traditional or alternative methods to
diagnose or treat illness. These devices may be used alone
or to complement allopathic medicine. Commonly their use
is related to the body's innate energy system. Examples of
devices in this category include acupuncture
needles/devices, bio-energy mapping systems/software,
magnets, moxibustion devices, suction cups.
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Biologically-derived
devices

Devices incorporating human and/or animal tissues or cells,
or tissue-derived products (excluding in vitro diagnostic
products). Examples of devices in this category include
tissue heart valves, biological products for tissue
regeneration, and natural grafts.

15

Healthcare facility
products and
adaptations

Building-related products and furnishings for the function
and utilization of healthcare facilities, or for home
healthcare, which are not involved in patient diagnosis or
disease-related treatment. Examples of products in this
category include electrical outlets, safety systems (e.g.,
electrical fail-safe systems, personnel assistance warning
systems), fixed generators, sanitation products (e.g.,
special toilets and baths for routine hygiene), permanent
floor/wall coverings, goods transportation systems, adapted

16

Laboratory equipment

Devices used to contain, handle, process, measure,
examine, and identify clinical specimens or other
substances typically in the evaluation of physiological and
pathological conditions. Examples of devices in this
category include analysers, microscopes, microtomes,
centrifuges, scales and balances, test tubes, pipettes,
cabinets, containers, and the equipment necessary to
manage a laboratory.
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Code

Name

Definition

CTi01

Hearing aids/Hearing restoration/Assistive
listening devices

Devices to aid/restore hearing that are
used/worn by, or implanted (e.g., cochlear
implants) into the user and that are intended to
compensate for impaired hearing and that
typically operate through air- or bone

CT1i02

Beds for medical purposes and ancillary devices

Devices containing a mattress and/or support
platform used for sleeping/resting of an
occupant during a period of diagnosis,
monitoring, prevention, treatment, or
alleviation of disease, or compensation for an

CT103

Assistive products for personal mobility

Assistive devices used to provide a person with
a disability the ability to move, or be moved,
from one position to another, with or without
assistance from an attending person.

CT1i04

Radiological diagnostic systems and ancillary
devices

Devices that use x-rays and radioactive
materials in the diagnosis of disease.

CT105

Magnetic resonance imaging (MRI) systems and
ancillary devices

Devices that use strong magnetic fields and
computer-controlled pulsed radio-frequency
radiation to produce differences in magnetic
resonance properties of targeted nuclei found in
the body.

CT1i06

Nuclear medicine systems and ancillary devices

Devices using imaging and non-imaging
analogue or digital radiation detection used to
locate, record, quantify and analyse radioactive
emissions from the human body after the
injection or ingestion of a radioactive

CT107

Ultrasonic diagnostic systems and ancillary
devices

Devices that use ultrasound to reproduce
images of the internal body that are used in the
diagnosis of target area of interest.

CTi08

Protective radiation devices

Devices used to protect personnel, other
persons or devices that may be damaged from
unnecessary radiation exposure used in
medical/dental/research procedures and
provides a barrier from the source of primary

CT109

Radiotherapeutic systems and ancillary devices

Devices using alpha or beta particles emitted
from an implanted or ingested radioisotope,

radioisotope, or high-energy beam radiation

used for the treatment of disease, especially
cancer.

CT1i10

Stimulators/Stimulation systems, implantable
and ancillary devices

Implanted devices that are used to apply
electrical stimuli (e.g., direct current or pulses
of current) to a nerve, muscle, a discrete area
of the central nervous system (CNS), or other
tissue to give a diagnostic or a therapeutic

CcT1i11

Syringe pumps

Devices used for infusion when the solution
must be administered with a high degree of
volume accuracy and rate consistency due to
the low flow settings and flow resolution (e.g.,
0.1 ml/hr); used (e.qg., for neonatal, infant, and
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