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Preface 

The document herein was iproduced by the Global Harmonization Task Force, a 
voluntary group of representatives from medical device regulatory authorities and the 
regulated industry. The documem 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, translation or use of this 
document however, incorporation of this document, in part or in whole, inte any other 
document does not convey or represent an endorsement afany kind by the Global 
Harmonization Task Force. : 
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1 Introduction 

The primary way in which the GHTF achieves its goals is through the production ofa 
series of guidance documents that together describe a global regulatory model for medical 
devices., The purpose of!such gpidance is to harmonize the documentation and procedures 
that are used to assess whether a medical device conforms to the regulations that apply in 
each jurisdiction. Eliminating differences between jurisdictions decreases the cost of gaining 
regulatory compliance and allo-s. patients earlier access to new technologies and treatments. 

This document has been. developed to encourage and support global convergence of 
regulatory systems. It is $intended: for use by Regulatory Authorities, Conformity Assessment 
Bodies and industry, and’wih provide benefits in establishing, in ‘a consistent way, an 
economic and effective approach to the control of medical devices in the interest of public 
health. It seeks to strike,a balance between the responsibilities of Regufatoiy Authorities to 
safeguard the health of their cit@ns and their obligations to avoid placing unnecessary 
burdens upon the industry. Study Group 1 of the CHTF supports and encourages regulatory 
harmonization but recognises that some Regulatory Authorities may have to reflect different 
local needs when they introduce new regulations on conform@ assessment, : However, 
Regulatory Authorities that are de~eloF~g.~o~fo~i~y ‘assessment schemes or amending 
existing ones are encouraged to bttnsider the adoption ofthe system desG6be.d in this 
document, as this will hefp to reduce the diversity of schemes worldwide and facilitate the 
process of harmonizationi 

The GHTF has identified as a priortiy the need to harmonize essential safety and 
performance criteria for a. medical device that allow the manufacturer to demonstrate its 
product is suitable for its mtendejd use. This goal was achieved though the publication of 
guidance on the subject entitled Egential Princ@ks of Safe&and Pt?~f~~ma~c& ofMkdica/ 
Devices (SGlNXO of June 30, 1999) that applied to the majority ofmedical devices but not 
to in vitro diagnostic devices. This currem& document supersed&%hat~ earilier one. The 
major difference between them is rhe.expanded scope; this document now includes medical 
devices fbr the in vitro examination of specimens derived Erom the human body. 

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

Study Group 1 of the Global Harmunization Task Force (GHTF) has Ijrepared this 
guidance document. Comments or questions about it should be directed to e$her the 
Chairman or Secretary of GHTF S&.tdy Group 1 whose contact details may be found on the 
GHTF web page’. 

’ www.ghtf org 
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2 Rationale, Purpose ati 

2.1 Rationale 

Consistent identification, selection and application of safety and performance 
principles to a medical device qff&s significant.b&efits ta the manufacturer? user, patient or 
consumer, and to ReguItitory Authorities since it allows its manufacturer to design, 
manufacture and demonstrates the device is suitable for its ,inteaded use. Moreover, 
eliminating differences betweeri jurisdictions decreases the cost of gaining ;egulatory 
compliance and alIows patients earlier access to new technologies and treatments. 

2.2 Purpose 

To describe six general +quirements of safety and performance that apply to &I 
medical devices. 

To provide a cornprehensive list ofdesign and ~a~~fa~t~~~g ~eq~ir~~ents of 
safety and performance, some of%hich are relevant to each medical dev,ice. ‘These are 
grouped as: 
0 Chemical, physical and bioiogical properties. 
l Infection and microbial contamination. 
0 Manufacturing and &vironinental properties. 
l Devices with a diagnostic ok measuring tinction. 
* Protection against radiation. 
l Requirements for medical devices corulected to or equipped with an e3nergy source. 
* Protection against mechani+;risks. 
l Protection against the risks posed to the patient by supplied energy or substances. 
l Protection against the risks @sed to the patient for devices for se&testing or se% 

administration. 
* Information supplied; by the manufacturer. 
l Performance evaluation in&ding, where appropriate, clinical evaluation. 

Note: the manufacturer sebcts which ofthe designand ~ufa~turin~ requirements 
are relevant to a particulti medioalldevice, documenting the reasons for excbding the others. 
The Regulatory Authority and/o? Conformity Assessment Bodymay ve#y this decision 
during the conformity ass&me+ process. 

2.3 Scope 

This document applies to all products that fall within the definition of a medical 
device that appears within! the GHTF doqument Information Document Concerning the 
Definition of the Term “h&dic$ $&vice “, including those,used for the in vitro examination 
of specimens derived from the human body. 
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3 References 

GHTF final documents 

SG UN009 Labellingfor Medica/ Devices 

SG 104012 Role of Standards in the Assessment of Medical Devices. 

SGUN020 Essential Pritzc@lesloj,Yafety and Perform.qnce ofMedical Devices 

GHTF documents ayailabke for public comment 

SGl(PD)@lOI 1 Summary Tech&al DocurPteqationfar Demonstrating Cor$ormity to the 
Essential Princip fes #Safety and Performance of Medical Devices. 

SGI(PD)/NO29 I f n ormation D&zament Concerning the De$nition of the Term ‘Medical 
Device ‘. 

SG 1 (PD)/N043 Label&g for Medical Devices (revised). 

GHTF document being p~paired r public commenrt 

SG 1 (PD)/N040 Principles of C&z$ormity Assessment for Medical Devices. 

International standard 

IS0 1497 I:200 1 Medical’devices - Application of risk management to medical devices. 

ISO/TR 16142:2004 Medical Deljices -.Guidance on the Selection o;FStaFzdards in Support 
of the Recognized Essential Prin&les of Sa$ety and Performance of Medical 

4 Definitions 

Clinical evaluation: The review ,ofrelevant- scientific literature and/or the review and 
assessment of data collected through clinical investigation. 

Cbical investigation: Any designed and planned systematic study in human subjects 
undertaken to verify the safety and/o~ performance of a specific device, (Source - 
1s0iD1s 14155-l) 

Device for self-testing/se&admix+-ation: Any device intended by the manufacturer to be 
able to be used by lay persons in a non-clinical environment. (Source - based on 
European Directive 98/79&C) 

Harm: Physical injury or damage to the health of people or damage to property or the 
environment. (Source - ISO/IEC Guide 5 1: 1999) 
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Hazard: Potential source of harrh. (Source - ISWIEC Guide 5 I : 1999) 

Intended use / purpose: The objective intent of the manufacturer regarding the use of a 
product, process or servic+ as reflected in the specificakns, instructions and 
information provided by the manufacturer. (Source - 2 I CFR 80 I .4) 

Medical device: Refer &I GHTF guidance document: lnform.atian Covrceming the Definition 
of the Term ‘i2rledical R&ice ” (SG 1 LNO29). 

Performance evaluation: Review of the perfarmance of a medical device based upon data 
already available, scientific literature and, where appropriatete, laboratory, animal or 
clinical investigations. 

Regulatory Authority (I&A): Au government agency or other entity tha: exercises a legal 
right to control the use or sale of medical devices within its, jurisdiction, and may take 
enforcement action to en$ure that medical products marketed within its jurisdiction 
comply with legal requirements. (Source - EU-Canada MRA) 

Risk: Combination of the probability 6f occurrence of harm and the severity of that harm. 
(Source - ISOLIEC Guide 51: 1999) 

Specimen: The discrete portioniofa body fluid or tissue or other sample astiociated with the 
body taken for examination, study, or analysis of one or more quantity or 
characteristic to d&em&e the character of the whole. 

5 -Essential Principles af Safety asd Performance 6f Medical Devices 

5.1 Medical devices should be designed and manufactured in such a way that, when used 
under the conditions and for the purposes intended land, where. applicable, by virtue of 
the technical knowledge, experience, education or training of intended risers, they will 
not compromise the clinical condition or the safety of patients, or the safety and health 
ofusers or, where appIicabIe, other persons, provided that any risks which may be 
associated with their use’ constitute acceptable risks when weighed against the benefits 
to the patient and are compatible with a high level of protection of heahh and safety. 

5.2 The solutions adopted by the manufacturer for the design and manufacture of the 
devices should conform to; safety principles, taking account of the.gencraIly 
acknowledged state of the art. When risk reduction is required, the manufacturer 
should control the risk(s) so, that the residual risk(s) associated with each hazard is 
judged acceptable. The manufacturer should apply the fohowing principles in the 
priority order listed: 

e identify known or foreseeable hazards and estimate the associated risks 
arising front the intended use and foreseeable misuse, 
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5.3 

5.4 

5.5 

5.6 

5.7 

5.7.1 

5.7.2 

e eliminate risks as far as reasonably practicable through inherently safe 
design and manufacture, 

0 re,@ce as: &r as is riasonably practicable the remaining risks by taking 
adequate protection measures, including alarms, 

a inform uiers of any residual risks. 

Devices should achieve the performance intended by the manufacturer and be 
designed, manufabtured and packaged ~II such a way that they we suitable for one or 
more of the functions within the scope of the defmtiion of-a medical device applicable 
in each jurisdictitin. 

The characteristics and performances referred to in Clauses 5.1, 5.2 and 5.3 should not 
be adversely affeQed to such a degree that the,heaIth or safety of the patient or the 
user and, where applicable, of other persons are compromised duringthe lifetime of 
the device, as indicated hy the. manufa&rer, when the device is subjected to the 
stresses which cati occur :&ring normal conditions of use and ‘h& be+ properly 
maintained in ace&-dance; with the manufacturer’s’~st~ct~ns. 

The devices should be designed, manufactured and packed in such a way that their 
characteristics and perfotiances during their intefided USC will not be adversely 
affected under tranisport a@ storage cond$ions (for exampje, fluctuations of 
temperature and htimidity) taking account of the instructions and information 
provided by the m@nufactDrer. 

The benefits must be dete&ined.to outweigh any undesirable. side effects for the 
performances intended. 

Design and Manufbcturing Reqchments 

Chemical, physic+l and bidlogical properties 

The devices should be designed and tnanufactured in such a way a5 to ensure the 
characteristics and fierfor&ance referred to in Clauses 5.1, to 56 of the.‘General 
Requirements”. Particular attention should be paid to: 

. the chaice ofimateriats used, particularly as regards toxicity and, where 
appropriate, fl&mability, 

0 the co@patibiliCy between the materials used and biological,tissues, 
cells, body fl&cls, and specimens, taking account of the iutended purpose 
of the device., 

l the choice of @ateriais used should reflect, where appropriate, matters 
such as hardness, wear and fatigue strength. 

The devices should be desi&ed, manufactured and packed in such a way as to 
minimize the risk posed bylc~ntamin$nts and residues to the persons in;volved in the 
transport, storage a& use df’the devices and to patients, -taking account of the 
intended purpose of the product. Particular attention should be paid to tissues 
exposed and to the duratiolt: @d tiequency of exposure. 
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5.7.3 

5.7.4 

5.7.5 

5.7.6 

5.8 

5.8.1 

5.8.2 

5.8.3 

The devices should be designed aljd manufactured in such a way that they can be used 
safely with the materials, substances and gases with which they enter into contact 
during their normal use or, during i*outine procedures; if the devices are intended to 
administer medicinal products they should be designed a~d;man~factured in such a 
way as to be compatibieiw,ith the medicinal products concerned according to the 
provisions and restrictions governing these products and that their~performance is 
maintained in accordance with the intended use. 

Where a device incorporates, as an integral part, a substance which, ifused separately, 
rnay be considered to be.a medicinal product/drug as defined in the relevant 
legislation that applies within that jurisdiction and which is Gable to ‘act upon the body 
with action ancil&ry to thlat of the.device, the safety, quality and,u’sefilness of the 
substance should be verified, taking account of the intended purpose of the device. 

The devices should be designed and manufactured in such a way as to reduce as fm as 
reasonably practicable arid~appropriate the risks posed by ~~bstanc~s,th~t.~y leach or 
leak Corn the device. 

Devices should be designed and manufactured in such a way as to reduce as far as 
reasonably practicable and appropriate risks posed by the u~~nte~t~o~l ingress or 
egress of substances into :or from t& device taking into account the device and the 
nature of the environment in which it is intended to be used. 

Infection and microbklicontanri~~tioa 

The devices and manufactt&ng processes should be designed in such a way as to 
eliminate or to reduce as far.as reasonably practicable and appropriate the risk of 
infection to patients, users and, where applicable, other persons. The design should: 

* allow easy handling, 
and, where necessary: 

0 reduce as far as reasonably practicable and appropriate any microbial 
leakage from the, device and/or microbiaii exposure durmg use, 

l prevent &crobil contamination of the device; or-specimen where 
applicable, by thepatient, user or other person. 

Where a device incorporates substances of biological origin, the risk of infection must 
be reduced as far as reasonably practicable and appropriate by selecting appropriate 
sources, donors and substances and by using, as’appropriate, validated inactivation, 
conservation, test and contrdl procedures. 

In some jurisdictions products incorporating tissues, eelIs and substances of non- 
human origin may be considered medical devices. in this case, such tissues, cells and 
substances should originate from animals that have been subjected to veterinary 
controls and surveillance adapted to the intended use of the tissues. N&ional 
regulations may require that the manufacturer and/or the Regulatory Authority retain 
information on the geographical origin of the animals. Processing, preservation, 
testing and handling of tissues, cells and substances of animal orig-in should be carried 
out so as to provide’optimal safety. hr particular, safety with regard to viruses and 
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5.8.4 

5.8.5 

5.8.6 

5.8.7 

5.8.8 

5.8.9 

other transmissib’le agents should be addressed by impI~me~tatio~ of validated 
methods of elimination or, inactivation in the conrse ofthe manufacturing process. 

In some jurisdictions pro&& incorporating human tissues, cells and substances may 
be considered medical devices, In this case, the selection af sources, donors,and/cr 
substances of human or&, the processing, preservation,.testing an4 handling of 
tissues, cells and substances of such origin should be carried out so as to provide 
optimal safety. In particular, safqty with regard to viruse$ and o$her transmissible 
agents should be addressed by implementation of validated metfiods of elimination or 
inactivation in the course of the manufacturing process. 

Devices labelled as having a special microbiological state should be.designed, 
manufactured and packed to ensure they remain so when placed on the market and 
remain so under the transport and:storage conditions specjtfied by the manufacturer, 

Devices delivered in a stp$e state should be designed, manufactu md packed h a 
non-reusable pack, and/& accor++ng to appropriate procedures, to ensure that they are 
sterile when placed on t& market ,and remain sterile, under the transport and storage 
conditions indicated by the manufacturer, until the protective pa+kag&g is damaged or 
opened. 

Devices labelled either ai $erib or as having,a special rni~rabio~~gi~a~ state should 
have been processed; manufactured and, if applicable, sterilized by appropriate, 
validated methods. 

Devices intended to be st+zed should be manufactured in appropriately controlled 
(e.g. environmental) conditions. 

Packaging systems for non+terile dovices should keep the .product without 
deterioration at thy level of +x4iness stipulated and, if the devices are to be 
sterilized prior to use, minix$ze the risk of microbial, contiimination; the packaging 
system should be spitable: taking account of the method of sterilization indicated by 
the manufacturer. 

5.8. IO The packaging and/or lab&l ,of the device should distiurguish between gentical or 
similar products placed ori the market in both sterile and non-&rile condition. 

5.9 Manufacturing and enviimmental properties 

5.9.1 If the device is intended for use in combination with other devices dr equipment, the 
whole combination; incluc&g the connection system.should be safe and should-not 
impair the specified performance ofthe devices. Any restrictions on&z& applying to 
such combinations shou+d ‘bk indicated on the fabel antior in the instructions for use. 

5.9.2 Devices should be designqd and mariufactured in such a way as.to remove or reduce 
as far as reasonably practicable and appropriate: 

* the risk of injury, in connecfion with theirqhysical features, including 
the volume/pressure ratio, dimensional and where appropriate ergonomic 
features; 

l risks cbnnected with reasonably foreseeable external influences or 
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environmental conditions, such as magnetic fields, external electrical and 
eledtramagnetic effects, electrostatic discharge, pressure, humidity, 
temperature or variations in pressure and accelera&ion; 

0 the risks connected to their use in conjunction with materials, substances 
and gases with which they may come into contact dur~g normal 
conditions ‘of use; 

0 the risks ofaccidental penetration of substances into the device; 
the risk of mncorrect identification of specimens; 0 

0 the risks ofreciprocal interference with other devices normally used in 
the investigations or for the treatment given; 

* risks arismg where maintenance or calibration are not possible (as with 
implants), from ageing of materials used or loss of accuracy of any 
measuring or control mechanism. 

5.9.3 Devices should be design@ and manufactured in such a way as to minimize the risks 
of fne or explosion durmg ;normal use and in single fault condition. Particular 
attention should be paid to, devices-whose intended use includes exposure to or use in 
association with f lamm&e substances or substances which could cause combustion. 

5.9.4 Devices must be designed and manufactured in such a way as to facilitate the safe 
disposal of any waste substances. 

5.10 Devices with a d&gnostic or measuring fun&m 

5.10.1 Devices with a measuring fimction,’ where inaccuracy could have a significant adverse 
effect on the patient, should be desi&ed and man@acturedin such a way as to 
provide sufficient accu~ac!y, precision and stability for their ~tended 
device. The~limits. of accuracy should be indicated by the manu$,&utier. 

5.10.2 Diagnostic devices should be designed and manufactured, in such a way as to provide 
sufficient accuracy, precision and stability for their intended use, based on appropriate 
scientific and technical methods. In particular the design should address sensitivity, 
specificity, truene.ss, repeAtability, reproducibifity, control o.fknown relevant 
interference and hmits ofaetection, as appropriate. 

5.10.3 Where the perform+nce of devices depends on the use of calibrators .andlor control 
materials, the traceability bfvalues assigned to suoh calibrators an&or control 
materials should b6 assured through a quality management system. 

5.10.4 Any measurement, ,monitoring or display scale should 4e designed in fme with 
ergonomic principles, takmg. account of the intended purpose of the device. 

5.10.5 Wherever possible values expressed~numerically should be in commonly accepted, 
standardised units, and understood.by the users of the device. 

Note: While SGl generally supports convergence, on the global use of internationally 
standardised measurement .units, considerations of safety, user familiarity, and 
established clinical practice may justify the use of other recognised measurement 
units. 
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5.11 Protection against radjation 

5.11.1 General 

5.11.1.1 Devices should be &Signed and manufactured &d packaged in such a way that 
exposure of patients, users and other persons to afiy emitted radiation should be 
reduced as far as pra&cable and appropriate, compa~ibfe with the intended 
purpose, whilst not iegtricting-the a&liGation of appropriate specified levels for 
therapeutic and dia$&stic purposes. 

S-11.2 Intended radiation 

5.11.2.1 Where devices are designed to emit hazardous;or,po$entially hazardous, Ievels of 
visible and/or invisible radiation necessary for a specific medical purpose the 
benefit of which is coqsidered to outweigh the risks inherent in the emission, it 
should be possible f&r $he user to control the emissions. Such devices should be 
designed and manuf+$ured+o en&e reproducibility of relevant variable 
parameters within an acceptable tolerance. 

5.11.2.2 Where devices are intended to emit potentially hazardous, visible and/or invisible 
radiation, they shoulfl be fit&d, where pra&icabie, with visual displays and/or 
audible warnings of such emissions. 

5.11.3 Unintended radiation 

5.11.3.1 Devices should be designed and manufactured in such a way that& exposure of 
patients, usersland @tier persons to the emission, of unintended, stray or scattered 
radiation is reduced & far as l&actic&ble and appropriate. 

5.11.4 Instructions for use 

5.11.4.1 The operating instructions for devices emitting radiation sho&j g&e detailed 
information as‘to the nature oft&e emitted radiation, means ofprotecting the 
patient and the user afld on ways of avoiding misuse-and of eliminating the risks 
inherent in installatioh. 

5.11.5 Ionizing radiation 

5.11.5.1 Devices intended to e&t ionizing radiation shauld be designed and manufactured 
in such a way as to e&&e that, where practicable, the qu&ntit;y, geometry and 
energy distribution (oi quality) of radiation emitted can be varied and controlled 
taking into account: the intended use. 

5.11.5.2 Devices emitting ioniitig radiation intended for diagnostic ra#ology should be 
designed and manufactured in such a way as to achieve appropriate image and/or 
output quality for the ir@nded medical purpose whilst m~imising radiation 
exposure of the patient and user. 

5.11 S.3 Devices emitting ionizjng radiation, intended for therapeutic radiology should be 
designed and manufactured in such a way as to enable,r&iable motlitoring and 
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control af the delivered dose, the beam type and energy and where appropriate the 
energy distribution of the radiation beam. 

5.12 Requirements for medical devices connected to or equipped with aa energy 
source 

5.12.1 Devices incorporating electron& programmable systems, including software, should 
be designed to ensure thh repeatab@ty, reliability and performance of these systems 
according to the intended use, In the event of a single fautt condition in the system, 
appropriate means should be adopted to eliminate or reduce as fw as practicable and 
appropriate consequent risks. 

5.12.2 Devices where the safety of the patients depends on an internal power supply should 
be equipped with a mean$ of determining the state of the power supply. 

5.12.3 Devices where the safety of the patients depends on an external power supply should 
include an alarm system to signal shy power failure. 

5.12.4 Devices intended to mon&or one or.moie clinical parameters of a patient should be 
equipped with appropriate alarm systems to alert the user of situations which could 
lead to death or severe dete$oration ofthe patient’s state ofheakh 

5.12.5 Devices should be:designecl and manufactured in such a way as to reduce as fw as 
practicable and appropriate the risks of creating electromagnetic inter&rence which 
could impair the of>eration of this or other devices or equi$nent in the usual 
environment. 

5.12.6 Devices should be ,designed: and manufactured in such a way as to provide an 
adequate level of intrinsic: immunity to electromagnetic disturbance ta enable them to 
operate as intended. 

5.12.7 Protection against electric@-risks 

Devices should be designkd and manufactured in such a way as to avoid, as far as 
possible, the-risk ofaccidontal ebctric shocks during normal use and in single fault 
condition, provided the de$ces are installed and maintiined~as indicati by the 
manufacturer. 

5.13 Protection aga‘inst: mech&W rislcs 

5.13.1 Devices should be designed and manufactured in such a way as to protect; the patient 
and user against mc;chani&isks connected with, for example, resistance to 
movement, instability and moving parts. 

5.13.2 Devices should be designed and manufactured in such a way as to reduce to the 
lowest practicable level the risks arising f?om vibratjan generated by the devices, 
taking account of technical progress and of the means available for l im&ng 
vibrations, particul$rly at source, unk&s the vibrations are part of the specified 
performance. 
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5.13.3 Devices should be designed and manufactured in such a way as to reduce to the 
lowest practicable level the risks arising from the noise emitted, taking account of 
technical progress and ofthe means available to reduce noise, particularfy at source, 
unless the noise emitted: is part of the specified performance. 

5.13.4 Terminals and connectorsto the electricity, gas or hydrauhc and pneumatic energy 
supplies which the user has to handIe should be designed and constructed in such a 
way as to minimize all possible risks. 

5.13.5 Accessible parts of the devices (exciuding the parts or areas intended to supply heat 
or reach given temperatures) and their surroundings should not attain potentially 
dangerous temperatures under normal use. 

5.14 Protection against the rk&s pos to the patient by supplied eneG or substances 

5.14. I Devices for supp&ing the @aGent with energy or substances should be designed and 
constructed in such a way that the delivered amount C&-I be set and, maintained 
accurately enough to gua$antee the safety of the patient and of the user. 

5.14.2 Devices should be fitted with the means of preventing and/or indicating any 
inadequacies in the delivered amount which could pose,a danger, Devices shouid 
incorporate suitable means to prevent, as far as possible, the accidental release of 
dangerous levels of energy&om an energy and/or substance source. 

5.14.3 The function of the contr$s and indicators should be clearly speciEed on the devices. 
Where a device be& instructions required, for its operation or indicates operating or 
adjustment parameters by means ‘ofa visual system, such information. should be 
understandable to the user and, as appropriate, the patient. 

5.15 Protection against the risks pose! to the patient for devices for self-testing or 
se&administratioa 

5.15.1 Such devices should be designed and manufa$ured in such~a way that tbey perform 
appropriately for their inten#ed purpose taking into account. the skills and the means 
available to users &d the influence resulting from variation that can reasonably be 
anticipated in user’s technique and environment. The information and instructions 
provided by the manufacturer should be easy for the user to understand and apply, 

5.15 2 Such devices sbouki be designed and manufactured in such a way-as to reduce as far 
as practicable the risk of use’erroi in the handling of the device and, ifapplicabb, the 
specimen, and also in the interpretation ofresults. 

5.15.3 Such devices should, wherereasonably possibie, include a procedure by which the 
user can verify that, at the time ofuse, that the product will perform asintended by 
the manufacturer.. 

5.16 Information supplied by the manufacturer 
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5.16.1 Users should be provided with the information needed $0 identify the manufwturer, to 
use the device safely and $0 ensure the intended petiormance, taking account of their 
training and knowledge.- This information should be easily understaod. 

Note: Further inform&m is provided h SGI/NOO9 LabelhXg$w Medical Devices 
and in SG 1 /NO43 .Labe&gfh- h@dicul Devices frevised). 

5.17 Performance evaluatiog ~~el~dj~, wbem appropriate, clinical evaluaticm 

5.17.1 All data generated in support of performance evaluation should be obtained in 
accordance with the relevant requirements applicable in~eaeb jurisdiction. 

5.17.2 Clinical investigations on human stibjects should be carried ovt in accordance with 
the spirit of the H+lsinki Declaratidn. This includes every step in the dinical 
investigation from fEst c&+deraiion of the need and justi$ication of the study to 
publication of the results. Zn addition, some countries may have specific regulatory 
requirements for pre-study protocol review or informed cons&t. 

Note: Refer to SC1 (PD)&&40 P&r&&s of Con$mni& Assessmen$fir MedicaZ 
Devices and the work of@$TF S&~dy Group 5 for &-ther ~fo~atio~ on the use of 
clinical evaluation to demonstrate compliance with these Essential Principles. 
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