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Preface 

The document herein was produced by the GlobaI Harmonization Task Force, a 
voluntary group of representatives from medical device regulatory authorities. and the 
reguIated industry. The document is intended to provide-non-binding guidance for use in the 
regulation of medical devices, and has been subject to consultation throughout its 
development 

There are no restrictions on the reproduction, distribution, transjation or use of this 
document. However, incorporation of this document, in pq% or in whole, into any other 
document does not convey or represent an endorsement of any kind by the Global 
Harmonization Task Force. 

This document supersedes the document’GHTF/SG1/N9:21)00 Labe&qJ6r h4edicuZ 
Devices of February 24, 2000 and includes added guidance on the.labelling tif medical 
devices for the in W&-O examination of specimens derived from the human body. 
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1.0 Introduction 

The objective of the Globat~Harmonization Task Force (GHTF) is to encourage 
convergence at the global level inthe evolution of regulatory systems for me&a1 devices in 
order to facilitate trade whilst preserving the right of participating members to address the 
protection of public health by regulatory means considered to be-most suitable. 

The primary way in which the GHTP achieves its goals is through+he production of a 
series of guidance documents that together describe a global regulatory model for medical 
devices. The purpose of such guidance is to harmonize the documentation and procedures 
that are used to assess whether a medica device conforms to the regulations that apply in 
each jurisdiction. Eliminating differences between jurisdictions decreases the cost ofgaining 
regulatory compliance and:aIlows patients ‘earlier access to new technologies and treatments. 

This document has been developed t-0 encourage and support globa convergence of 
regulatory systems. It is intended for use by Regulatory Authorities, Conformity Assessment 
Bodies and industry, and vi11 provide benefits in establishing, in a consistent way, an 
economic and effective approach $0 the control of medical,devices in the interest of public 
health. Tt seeks to strike a balance between the responsibilities of Regulatory Authorities to 
safeguard the health of their citizens and their obligations to avoid placing unfiecessary 
burdens upon the industry. Study Group ! of the GHTE suppofis and encoutiges regulatory 
harmonization but recognises that some Regulatory Authorities may have to reflect different 
local needs when they introduce new regulations on labelling. However, Regulatory 
Authorities that are developing regulatory requirements to aadress device labelling, or 
amending existing ones, are encouraged to consider the adoption ofthe recommendations 
described in this document, as this wiH help, to reduce the diversity of labellii-rg requirements 
worldwide and facilitate the process of harmonization. 

Labelhng serves to, communicate safety and performanoe related information to users 
of medical devices and/or patients as welf as to identify individual devices. Regulatory 
Authorities require and specify information that manufacturers are expected tb incorporate on 
the labelhng when the device is placed onto the market. The GHTF identified as a priority 
the need to harmonize requirements for labelling and has published guidance on the subject 
entitled Labding for Me&al DeviFes (SGVNOOP of February 24,’ 20$0) that applied to the 
majority of medical devices but n&to irs V&o diagnostiti devices. This revision includes 
added guidance on the labelling of medieai devices for the in vi&o ex~~~ati~n of specimens 
derived from the human body and supersedes the previaus vex&k. 

The regulatory requirements of some countries do not, at this time, align fully with 
this guidance. 

Study Group 1 of the Global Harmo,nization Task Force (GHTF) has prepared this 
guidance document. Comments or questions about it should be directed toeither the 
Chairman or Secretary of GHTF Study Group 1 whose contact details may be found on the 
GHTF web page’. 

’ www.ghtforg 
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2.0 Rationale, Pm-pose a-nd Scope 

2.1 Rationale 

Consistent warldwide labelfing requirements would offer significant benefits to the 
manufacturer, user and/or patient, and to Regulatory Authorities. Eliminathg or reducing 
differences between jurisdictions decreases the cost of gaining regulatory compliance and 
allows patients etilier access to new technologies and treqtments. 

2.2 Purpose 

To provide guidance:to manufacturers and Regulatory Authorities on medical device 
labelling that clearly informs the user of: 

l its identity and intended use/purpose; 
l how it should be .used, tiaintained and stored; 
0 any residual risks, warnings or contra-indications; 

whilst also promoting: 
l labelling commensurat6 with the technical knowledge, experience, education or 

training of intended users; 
0 use of symbols. 
l the avoidance of prescxiptive country-specific requirements for lab~ll~g text, 

content, or the format of labels or labelling that offer 110 user oy pat’ient benefit. 

2.3 Scope 

This document applies to am1 products that fall within the definition of a medical 
device that appears within the GIiTF document In#wmatiun Document Concelrlzing the 
Definition of the Term ’ ‘Afediqal Device ‘: including those used for the irz vitro examination 
of specimens derived f?om the human body. 

Note: In some regulatory schemes promo$onal d~cum~~tatio~mate~ials may be 
considered labelling. Such materials are outside the scope of this document. 

3.0 References 

GHTF final documents 

GHTFISG I/N 12:2000 Role ofS&tndards in the Assessment ofMedical Devices. 

GHTF/SGl/N29:2005 Informatkm Document CoracerrMg the DefMtiofi of the Term 
‘Medical Device ” 

GHTF/SGl/N41;2005 EssentMI Principles of Safety and Performance of Medical Devices 

4.0 Definitions 
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Clinical investigation: Ariy designed and planned systematic study in human subjects 
undertaken to verify! the safiety and/or performance of a ~pecifiic device. (Source - 
ISO/DIS 141ss-1) 

Label: Written, printed or graphic information provided upon the medical-device itselE 
Where physical constraints prevent this happening, this term inctudes infbrmation 
provided on the packaging crf6achwnit or on the packaging of multiple devices. 

Labelling / information supplied by the manufacturer: Written, printed OX graphic matter 
* affixed to a medical de&e or any of its containers or wrappers, or, 
e accompanying ti medical device, 
related to identification, technical descripiion, and use of the medical device, but 
excluding shipping docum&ts. 

Note: Some regional and n&ma1 ?egul#ions refer to ‘Labell’ing’ as ‘Information 
supplied by ihe manufacture? (Source - IS0 13485) 

Lay person : individual that does not have .formal training in a specific field or discipline. 
(Source IS0 18113-I) 

Instructions for use: Information provided by the manufacturer to inform the device user of 
the product’s proper use and of any precautions to be taken. 

Iatended use / purpose: The objective intent of the rn~~fact~e~re~~din~ the use of a 
product, process or service ias reflec&d in the specifications,. instructions and 
information provided by the manu,fa&rer (Source - 2 1 CFR 801.4) 

Medical device: Refer to GI-ITF ,guidaqce document: ~~~~~~.~~~~~~f Concerning the 
DeJlinition af the Term “‘MkdicaE Dtrvice” (SGVN029). 

Performance evaluation: Revjem of the performance of a medicaldeviee based upon data 
already available, scientific literature and, where appropriates laboratory, animal or 
clinical investigations. 

Reprocessing: Reprocessing includes all the steps performed to make a ~o~~~~ated 
reusable device or’a single-use device ready for use with a patient. The steps may 
include cleaning, &ncti&aI testing, repackaging, reIabel&q, disinfection or 
sterilisation. (Source -FDA) 

Reprocessor: Any entity that performs reprocessing activities. (Source - FDA) 

5.0 Labelling Requireupts 

5.1 General Principles 

Labelling serves to comqmnicate safety and performance re!a+ed idxmation to users 
of medical devices and/or patients as welI as to ident@ individual devices. Such information 
may appear on the device itself, bn packaging (or as a packaging insert), or as instructions for 
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use. Consistent worldwide labelling requirements woukl ofGer significant benefits to the 
manufacturer, user and/or patient; and to Regulatory Authorities. To achieve this purpose, 
the following principles are recommended: 

l As far as it is Ijractical and appropriate, the information needed to identify and 
use the devicesafely should be provided on the devi&itself, and /or on the 
packaging for each ur,rit, and / or on the packaging of multiply devices. If 
individual packaging:ofeach unit is not practicabIe, the information should be set 
out in the leaflet, packaging insert or other media supp’fied with, or applicable to, 
one or multiple devices. 

* Where the ,manufacturer supplies multiple devices to d single user and/or location, 
it may be sufficient and appropriate to provide with them only a single copy of 
the instructions for use. In these circumstances the device user should have 
access to further copies”upon request. 

0 The medium, format, ,content, readability and iocatiorr of iabelling should be 
appropriate to the particular .device, its intended purpose .and the teohnical 
knowledge, experience, education or training ofthk intended user(s), In 
particular, instructions for use should be written inter&s readily understood by 
the intended user and, where expropriate, supplemented with drawings and 
diagrams. Some devlees may:require separate i~fo.rmation for the healthcare 
professional and the lay user. 

* Instructions may not be needed or may be abbreviated for devices of low or 
moderate risk if they can be used safely and as intended by the manufacturer 
without any such ins@trctions: 

0 Labelliug may be provided to the user in various media and by several means 
such as printed documents, through a display screen incarporated into the device, 
downloaded from the manufacturer’s Web Site using the Internet, magnetic or 
optical media: What&ver the media or the means, Mornration should be targeted 
to the anticipated user population. 
Note: Some jurisdi&ivns may provide conditions for the p~cwision of electronic 
labelling, e.g.‘paper versions must be avail&b& to users as welI as eltectronic ones. 

0 Any residual risk identified in the risk analysis should be reflected as contra- 
indications or, warnings within 4he Idbelling. 

l Country-specific requirements for labelling should be kept to the minimum and, 
where they currently exist, eliminated as the ~p~~~y arises. 

* The use of internationally recognised (i.e. standsrdised) symbolsshould be 
encouraged provided that device safety is not cclmpromised,by a Iaek of 
understanding on the part of the patient or user. Whore the meaning of the symbol 
is not obvious to thefdevice user, e.g. for a lay-user or for a newly introduced 
symbol, an explanation should be .provided. 

Provided that safe and correct use of the device is ensured, a Regulatory Authority 
may authorise labelling to be in brie or more language(s) other than its national language(s). 

5.2 Content of Labellhg 

The labelling should bear the following particulars. 

a) The name or trade name and address of the manufacturer and, if appropriate, a phone 
number and/or fax number and/or website address to obtain technical assistance. 
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For imported devices, inform&ion may be required to don&in in addition, the name and 
address of either the importer established within the importing ~ount~/re~ion or of an 
authorized representative of the manufa@urer established within the importing 
country/region. 

b) 

cl 

4 

e) 

g> 

h) 

k) 

n-9 

SufXcient details for the user to identify the device and, ,where these are not obvious, its 
intended purpose, user and patient population of the device; also, where relevant, the 
contents of any packaging. 

An indication of either the batch code/lot number (e.g. on single-use disposable devices 
or reagents) or the ser.ial number (eg. on electrically-pow~ed~m~ic~l.d~vices~ where 
relevant, to allow appropriate actions to trace and recall the devices. 

An unambiguous indication ofthe date until when the device may be used safely, 
expressed at least as &year and month (e.g. on devices supplied sterile, singleuse 
disposable devices or reagents), where this is relevant. Where relevant, the storage 
conditions and shelf life following the fist opening ofthe,priniary container, together 
with the storage conditions and stability ofworking solutions:- 

For devices other than those,covered,by (d) above, and as appropriate to the type of 
device, an indication of the date of manufacture. 
batch code/lot number or serkl number. 

This indication may be inciuded in the 

The information needed to verify whether the device is properly installed and can operate 
correctly and safely, plus details of the nature; and ~eque~cy”ofpr~ve~t~tive and regular 
maintenance, where relevant any qua&y control, replacement o~~o~~~~ble 
components, and calibratioti needed to ensure that the device operates properly and 
safely during its intended life* 

Any warnings, precautions, limitations or contraindications. 

The performance intended by the mzmufacturor and, where relevant, any undesirable side 
effects. 

An indication on the external packaging of any special storage and /or handling 
conditions that apply. 

Details of any further treatment orhandling needed before the de&e ,earn be used (e.g. 
sterilization, final assembly; -eaIibration, preparation of reagents and/or control materials, 
etc.) where relevant. 

If the device is sterile, an indication of that condition and necessary instructions in the 
event of damage to sterile pafkagmg and, where appropriate, description of methods of 
re-sterilization. 

If the device has beeg specified by the manufacturer as intended for single-use only, an 
indication of that state. 

If the device is for use by a:siugle individual and has been rn~nu~a~tur~ according to a 
written prescription or pattern (i.e. it is custom-made), an indication of that state. 
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If the device is intended fbr premarket clinical investigaGon or, for in vi&&agnostic 
medical devices, performance evaluation, only, an indication of that situation. 

If the device is intended for presentation or demonstration purposes only, an indication of 
that situation. 

If the device is to be installed with or connected to other medical devices or equipment, 
or with dedicated software, in order to operate as required for its intended use, sufficient 
details of its characteristics to identify the correct devices or equipment to use in order to 
obtain a safe combination. 

If the device is implantable, ~fo~ati~n regarding any particular risks inconnection with 
its implantation. 

Information regarding the risks of reciprocal interference posed by the reasonably 
foreseeabIe presence of the device during specific investigations, evaluations, treatment 
or use (e.g. electromagnetic interference from other equipment). 

If the device is reusable, information on the appropriate processes to allow reuse, 
including cfeaning, disinfection, packaging and, where appropriate, the method of re- 
sterilization and any restriction on the number of reuses. Where a devrce is supplied with 
the intention that it is steriIi$ed before use, the instructions forcbaning and sterilization 
should be such that, if correctly f%lbj%ed, the device will stilI perform as intended by the 
manslfacturer and comply with the Essentid Principles of Safety imd P@jiwrmance of 
Medical Devices. 

If the device is a reprocessed device, additionally the name ofthe reprocessor, and 
identification of the device as a reprocessed device. 

If the device emits radiation for medical purposes, detaiXs of the nature, type and where 
appropriate, the intensity and distribution of this radiation. 

Date of issue or latest revision of the instructions for use and, where appropriate, an 
identification number. 

The instructions for use, should @so i&ude, where ~~~~~~r~~te, d&&s infomring 
the users and/or patient and a&wing &&.medical stufl to ~~~~t~e~~~~t m my 
contra-indications9 warriiugs~ ar;td my precaut!ow to lit taken. T&m? detects &wld cuver 
in particqlar: 

w) Precautions and/or measures to be taken in the event of changes in the petiormance, or 
malfunction, of the device includmg a contact telephone number, if appropriate. 

x) Precautions and/or measures to be taken as regards exposure, in reasonably foreseeable 
environmental conditions, to magnetic fields, external electricaS influences, electrostatic 
discharge, pressure or variations in pressure, temperature, humidity, acceleration, thermal 
ignition sources, proximity to other devices, etc. 

y) If the device administers medicinal products, adequate ~orma~ion.r~gard~ng any 
medicinal product(s) which the device in question is designed tc administer, including 
any limitations in the choice of substinces to be delivered. 
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z) Any medicinal substances or, biological material incorporated into the device as an 
integral part of the device, 

aa) If the device has a measuring function, the degree of accumcy claimed for it. 

bb) Any requirement for special facilities, or special training, or particular quahfications of 
the device user and/or third &&es 

cc) Any precautions to be taken related to the disposal” of the device and/or its accessories 
(e.g. lancets), to any eonsumjtbles used with it (e.g. batteries or reagents) or to any 
potentially infectious substances of human or animal origin. 

dd) Where relevant, for devices intended for lay persons a statement clearly directing the 
user not to make any decision of medical relevance without Fist consulting his or her 
health care provider. 

. 

ee) Intended use J purpose (e.g. monitoring, screening or diagnostic) ~c~u~‘~g an 
indication that it is for in v&O diagnostic use. 

ff) Test principle. 

gg) Specimen type. 

hh) Conditions for collection, handling md preparation of the specimen, 

ii) Reagent description and any limitation (e.g. use with a dedicated instrument only). 

j.9 The metrological traceabihty of values assigned to calibrators and trueness-control 
materials, including identification of applicable reference materials and/or reference 
measurement procedures of higher &der. 

kk) Assay procedure including calculations and interpretation of results, 

11) Information on interfering substances that may affect the performance of the’assay. 

mm) Analytical performance &aracteristics, such as sensitivity, speei@ity, accuracy (which 
is a combination of trueness and precision). 

nn) Diagnostic performance characteristics, such as sensitivity and specificity. 

00) Reference intervals. 
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