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Preface

This document was produced by the Globa Harmonization Task Force, avoluntary
consortium of representatives from medica device Regulatory Authorities and Trade
Associations from around the world. The document isintended to provide non-binding
guidance to Regulatory Authorities for use in the regulation of medical devices and has been
subject to consultation throughout its development and endorsement by the current Chair.
Endorsement by the Chair signifies acceptance by consensus amongst members of the GHTF
Steering Committee, as a document to be promoted by al members of the GHTF.

The primary way in which the Globa Harmonization Task Force (GHTF) achievesits
godsis through the production of harmonized guidance documents suitable for
implementation or adoption by member Regulatory Authorities or by nations with developing
regulatory programmes.

There are no redtrictions on the reproduction, distribution, trandation or use of this
document however, incorporation of this document, in part or in whole, into any other
document does not convey or represent an endorsement of any kind by the Global
Harmonization Task Force.
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1.0 Introduction

The objective of the Globa Harmonization Task Force (GHTF) isto encourage
convergence a the globd levd in the evolution of regulatory sysems for medicd devicesin
order to facilitate trade whilst preserving theright of participating members to address the
protection of public hedth by regulatory means considered to be mogt suitable. Thisis
achieved by identifying and developing areas of internationa co-operation in order to
facilitate progressve reduction of technica and regulatory differencesin systems established
to regulate medica devices.

The GHTF hasidentified as a priority the need to harmonize the documentation of
evidence of conformity to regulatory requirements. Differences in documentation
requirements necessitate additiona work for the same device in different jurisdictions,
increase costs and between countries pose barriers to the timely internationa access to
medical devices. The barriers dso have economic impact.

This guidance document has been prepared by Study Group 1 of the Globa
Harmonization Task Force (GHTF). Comments or questions about it should be directed to
either the Chairman or Secretary of GHTF Study Group 1 whose contact details may be
found on the GHTF web page.

2.0 Scope

This guidance document provides guidance on Summary Technical Documentation
(heresfter abbreviated to STED) for demongtrating conformity to the Essential Principles of
Safety and Performance of Medical Devices' (heresfter abbreviated to ‘ Essentia Principles).
It describes the format for a globaly harmonized STED (see Section 6.0 below) and provides
genera recommendation on the content of the formatted elements (see section 7.0 below).

This document appliesto &l products that fall within the definition of amedica device? and
to active implantable medica devices. In-vitro diagnostic medica devices are outsde the
scope of this document.

Annexes provide important supplementary information including a sample conformity
checkligt, and additiona recommendations for STEDs that must be submitted to ether a
Regulatory Authority or to a Conformity Assessment Body for review/vaidation/approva,
such asfor a cover page, an executive summary, a sample test report format, and a sample
table of contents.

This document does not recommend any new or additiond technical documents above
and beyond what should be created by the manufacturer to comply with existing requirements
to demonstrate conformity to the Essentia Principles, and to address any country-specific
requirements. Notwithstanding this, the STED is not any one of those documents referred to
varioudy in different jurisdictions as “device master record”, “device history record”,

! Refer to SGI/NO20 the Essential Princi ples of Safety and Performance of Medical Devices
2 Refer to SG1/N029 I nformation Concer ning the Definition of the Term“ Medical Device
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“quality system record”, “design history file, or “design dossier” (for definitions see Section
4.0).

The format of the STED recommended herein is based upon the god of both
regulators and manufacturers to drive for the least burdensome means to demondtrate
conformity to the Essentia Principlesfor dl classes of medica devices.

As an interim mesasure until full global harmonization of documentation requirements
is achieved, the precise content of the STED under each of the headingsin Section 6.0 will
need to be augmented by documentation required by country- specific regulations and
regulatory guidance.

Requirements for post-market vigilance or adverse event reporting are outside the
scope of this document™

This document has been developed to encourage and support globa convergence of
regulatory systems and the means of achievement. It isintended for use by medical devices
Regulatory Authorities, Conformity Assessment Bodies and the regulated Industry, and will
provide benefitsin establishing, in a consstent way, an economic and effective gpproach to
the control of medica devicesin the interest of public hedth. Regulatory Authorities that are
developing new regulatory systems or amending existing ones are encouraged to consider the
adoption of this guidance, as thiswill help to reduce the diversity of syslems world-wide and
facilitate the process of harmonization.

NOTE: The regulatory requirements of some countries may not, at present, reflect the
contents of this document. Regulatory Authorities with existing sysems are aso
encouraged to consider adopting this system. It isthe god of the GHTF that country-
specific divergences will ultimately be reduced to a minimum.

3.0 References

Final documents

SG1/NO09 Labeling for Medical Devices

Final documentsthat have been or arelikey to be super seded
SG1/NO012 Role of Standards in the Assessment of Medical Devices.
SG1/N020 Essential Principles of Safety and Performance of Medical Devices
Documents available for public comment at 5 October 2002

SG1/N015 Medical Devices Classification.

3 Guidance on these subjectsis provided by Study Group 2 of the Global Harmonization Task Force.

October 25, 2002 Page 5 of 19



Summary Technical Documentation for Demonstrating Conformity to the Essential Principles of Safety and
Performance of Medical Devices (STED)
Study Group 1 Proposed Document SG1/NO11R17

SG1/N029 I nformation Document Concer ning the Definition of the Term ‘Medical Device'.

SG1/N041 Essential Principles of Safety and Performance of Medical Devices (including In
Vitro Diagnostic Devices).

SG1/N043 Labeling for Medical Devices (including In Vitro Diagnostic Devices).

Documents being prepared for public comment

SG1/N040 Premarket Conformity Assessment for Medical Devices.

4.0 Definitions

Design Dossier: documentation the manufacturer is required to submit to a Conformity
Assessment Body to demonstrate corformity of:
a) certain high risk medica devices with reguirements specified in Annex 11 of the
European Directive Concerning Medical Devices', or
b) activeimplantable medica devices with requirements specified in Annex 11 of the
Europesan Directive Concerning Active Implantable Medica Devices.

Design History File (DHF): acompilation of records which describes the design history of
afinished device. (Source - US Code of Federa Regulations #21 Part 820.3(€))

Device History Record (DHR): acompilation of records containing the complete
production history of afinished device. (Source - US Code of Federal Regulations
#21 Part 820(h))

Device Master Record (DMR): acompilation of records containing the design,

formulation, specifications, complete manufacturing procedures, qudity assurance
requirements, and labdling of afinished device (Source - US Code of Federal
Regulations #21 Part 820(j))

Product File: under EN46001 and EN46002, the European.. . .€tc.
Quality System Record: under 21 CFR Part 820....€tc.

Summary Technical Documentation: asummary of technica documentation held for
conformity assessment purposes.

Technical File/Technical Documentation: documentation required to assess conformity of
the medica device with the regulations.

NOTE: Other termsused in this Summary Technica File Guidance are derived from 10
8402 — Vocabulary.

4 ref. 93/42/EEC of 14 June 1993.
5 ref. 90/385/EEC of 20 June 1990.
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5.0 Intended use of the STED and its preparation

The STED isintended for conformity assessment purposes. The manufacturer creates
the STED to demondtrate to a Regulatory Authority that the subject medical deviceisin
conformity with the Essentid Principles. The STED can beared or virtud set of documents,
at the discretion of the manufacturer.

For dl devices, the manufacturer is required to conduct conformity assessment
according to the Essentid Principles before placing the device on the market. In certain cases
(mostly determined by the risk class of the device), the STED may need to be reviewed/
gpproved by the Regulatory Authority or a Conformity Assessment Body before the
gpplicable deviceis placed on the market.

Study Group 1 of the Global Harmonization Task Force is proposing a et of rulesto
establish the “class’ of adevice®. It isaso proposing harmonized guidance on the link
between device classification and conformity assessment to the Essentid Principles’.

Examples: In the European Community a manufacturer determines the class of a
generic type of device from a set of classfication rules. Those in the highest risk
class (i.e. Class |11 devices) require pre-market conformity assessment by a
Conformity Assessment Body. In the United States a regulation establishes the class
for ageneric type of device. Class| and I, nonexempt and Class |11 devicesrequire
pre-market conformity assessment by the Regulatory Authority.

The class of the device will affect the necessary format and content of the STED and
as0 whether or not the STED needs to be submitted to a Regulatory Authority or Conformity
Assessment Body for review and approva or vaidation before placing the device on the
market. The extent of that conformity assessment and the required resulting documentation
vary according to device class, increasing with higher class.

The manufacturer determines the type and detall of the total technical documentation
they believe are needed to demonstrate conformity to the Essentid Principles, and to any
relevant country-specific requirements. The manufacturer holds this documentation.

AsFigure 1 illugtrates, the manufacturer derives the content of an STED from the
tota technical documentation which it has dready prepared and is holding to confirm and
record that the medical device isin conformity with the Essentid Principles. Asaninterim
measure until full globa harmonization of documentation requirements is achieved, the
manufacturer must aso consider any country-specific requirements, such as product specific
guidance, or legd forms, or legd statements. These country-pecific requirements will have
a bearing on the type and amount of total documentation that a manufacturer should compile.

6 Refer to SG1/N015 Medical Devices Classification (adraft document awaiting public comment)
7 Document in work and not available for comment at the present time.
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Further information is given in Appendix A2 and Appendix C.
AsFigure 1 further illugtrates, the assessment of conformity to the Essentia
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FIGURE 1: SOURCE AND APPLICATION OF THE STED
Principles by a Regulatory Authority may be required before amedica device is marketed
(“pre-market™), or conformity may be audited after the medical device has been marketed
(“ post-market”).

Medica devicesthat typicaly have ahigh degree of risk are those that require pre-
market conformity assessment in dl jurisdictions. In such cases, documentation is frequently
required to be provided to either a Regulatory Authority or Conformity Assessment Body for
review/approval. It isintended that the STED be such documentation. For further
information on STEDs provided to Regulatory Authorities for review/approva, see Annex C.

6.0 Format for Summary Technical Documentation

6.1 BadgcFormat

For ease of usein agloba Stuation, it is recommended that the STED be formatted as
shown in the left-hand column of the table below. The right hand column indicates where
expanded guidance on each recommended section can be found elsewhere in this document.

Summary Technical Documentation L ocation in thisdocument of expanded
guidance
Essentia Principles and evidence of conformity Section 7.1
Device description Section 7.2
Summary documents of pre-dinica design Section 7.3
verification and vdidation
Labdling Section 7.4

® The documentation provided may be called a “dossier”, “application”, or “notification” depending on the
Regulatory Authority or Conformity Assessment Body receiving it, and the regulatory class of the device.
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Risk andyss Section 7.5

Manufacturing information Section 7.6

6.2 How to Apply the Basic Format when a Pre-market Submission isnot Required

The respective sections of the STED may bein any of the forms shown below, & the
discretion of the manufacturer.

In consderation of the least burdensome means to demondtrate post- market
conformity, the manufacturer has the following options for the STED.:

Option 1: STED based on tota documentation. When the tota technica
documentation isheld in acentrd location and it is contained in a concise file or volume of a
raively few number of pages, then the manufacturer may choose to designate this record as
aso the STED for post-market assessment purposes. Idedlly, thisfile or volume should bein
the harmonized format as described in Section 6.0.

Option 2: STED based on summary documentation. The manufacturer may choose
to create the STED as a summary of source documents and formatted as described in Section
6.0.

Option 3: Abbreviated STED. The manufacturer may choose to use the Table of
Conformity to the Essentid Principles (see Appendix B) as the primary method to document
conformity for post-market assessment purposes. When completed, this table will point to or
reference the identity of the documents used to demonstrate conformity of each relevant
Essentia Principle. This method may be useful if the source documents consst of many
pages and if they are held in more than one location.

Option 4: Combination STED. The manufacturer may choose to creste the STED
containing a combination of the above options, i.e. (1) some complete source documents, (2)
summaries of some source documents, and/or (3) references to source documents.

6.3 How to Apply the Basic Format when a Pre-market Submission is Required

Where (for a particular higher risk class) the STED is provided to the Regulatory
Authority for conformity assessment before placing the device on the market, it is
recommended that the above sections be preceded by a cover page and an executive summary
(see Appendix C).
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7.0 Guidance on the Elements of the STED
7.1 Relevant Essential Principlesand Method Used to Demonstrate Confor mity

711 General

The STED should identify the Essentid Principles of Safety and Performance of
Medica Devicesthat are applicable to the device.

The STED should identify the generd method used to demongtrate conformity to each
gpplicable Essentid Principle. The methods that may be used include compliance with
recognized or other standards’, state of the art or internal industry methods, comparisons to
other smilar marketed devices, eic.

The STED should identify the specific documents related to the method used to
demondrate conformity to the Essentiad Principles. For example, when the manufacturer
usesinternationa or other sandards to demonstrate conformity with the Essentia Principles,
the STED should identify the full title of the Sandard, identifying numbers, date of the
standard, and the organization that created the standard. When the manufacturer uses other
means, such asinterna standards, the STED should describe the means.

7.1.2 Essential Principlesand Evidence of Conformity

For ease of usein agloba Stuation, it is recommended that the evidence of
conformity be provided in tabular form with supporting documentation available for review
asrequired. A sampletableisincluded in Appendix B.

7.2 Device Description

The STED should summarize or reference or contain (according to the option selected
by the manufacturer in Section 6.2) the following device description data, to the extent
gppropriate to the complexity and risk class of the device:

7.2.1 General Information

the functiona purpose of the device (intended use);

the intended patient population(s) and medical condition(s) to be diagnosed and/or treated
by the device (indications for use) and other considerations such as patient selection
criterig;

the reasonably foreseeable medica conditions for which the device is not to be used
(contraindications);

agenerd description of the device including its principles of operation, (cgpabilities, the
Inputs to the device and outputs);

an explanation of any nove features,

the accessories, and other devices or equipment which are intended to be used in

9 Refer to SG1/N012 on the Role of Standards in the Assessment of Medical Devices.
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combination with the device;

the variants of the device to be marketed including, if the STED isto be provided for
regulatory review, the parameters of the range of variants;

agenerd description of each of the functiond parts’components of the device with
labelled pictorid representations of the device (e.g. diagrams, photograph, drawing(s)),
clearly indicating each part, including sufficient explanation to understand the drawings
and diagrams,

other information as needed to provide a description of the device, eg., for animplant, a
description of the anatomical location of the device in the body, attachment mechanisms
for the device, including diagrams or illustrations of the implant in Situ;

comparisons to other devices to establish conformity to the Essentid Principles. This
could include, for example, information on previous designs of the same type of device or
comparisons to other related devices.

NOTE: For smple, low risk devices, the above information will typicaly be contained in
aready exigting sdles brochures, ingtructions for use, etc.

7.2.2 Materials

adescription of the materias of the device and their physical properties to the extent necessary to
demonstrate conformity with the relevant Essential Principles.

7.2.3 Specifications

the functiona characterigtics and technica performance specifications for the device
including, as relevant, accuracy, sensitivity, specificity of measuring and diagnostic

devices, reiability and other factors;

other specifications including chemica, physica, eectrica, mechanicd, biologica,
software, stexility, stability, storage and trangport, and packaging to the extent necessary to
demondrate conformity with the relevant Essentia Principles.

7.2.4 Other Descriptive Information

other important descriptive characteristics not detailed above, to the extent necessary to
demonstrate conformity with the relevant Essential Principles (for example, the biocompatibility
category for the finished device).

7.3 Summary of Design Verification and Validation Documents

7.3.1 General

The STED should summarize or reference or contain (as determined by need for a
submission and the option sdlected by the manufacturer in Section 6.2) design verification
and design validation data to the extent gppropriate to the complexity and risk class of the
device:

Such documentation should typicdly include:
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» declarationg/certificates of conformity to the “recognized” standards listed as
goplied by the manufacturer™®; and/or

» summaries or reports of tests and evaluations based on other standards,
manufacturer methods and tets, or dternative ways of demonstrating
compliance*™.

NOTE: Regulatory Authorities presently differ on whet they expect interms of a
“summary”’. Asan interim measure until full globa harmonization of documentation
requirements is achieved, the manufacturer should research available sources of
information, e.g. country-pecific information, to help determine the type of summary
that is acceptable.

EXAMPLE: The completed Table of Conformity to the Essentia Principlesthat a
recognized test gandard was used as part of the method to demonstrate conformity to
one Essentid Principle. Section 7.0 of the STED would then include a declaration of
conformity to the standard, or other certification permitted by the Regulatory
Authority, and asummary of the test data, if the Sandard does not include
performance requirements.

The data summaries or tests reports and eva uations would typicaly cover, as
gppropriate to the complexity and risk class of the device:

» aligting of and conclusons drawn from published reports that concern the safety
and performance of aspects of the device with reference to the Essentid
Principles,
enginesring tests,
laboratory tedts;
biocompatibility tests;
anima tests
smulated use;
software vaidation.

VVVYVVY

A recommended test report format and content is shown in Appendix C4.
7.3.2 Clinical Evidence

The STED should indicate how any gpplicable requirements of the Essentid
Principlesfor clinical evauation of the device have been met. Where gpplicable, this
evauaion may take the form of asystemétic review of existing bibliography, dinicd
experience with the same or amilar devices, or by clinicd invedtigation. Clinicd
investigation is most likely to be needed for higher risk class devices, or for devices where
thereislittle or no dlinical experience®.

7.4 Labdling

The STED should summarize or reference or contain (as determined by need for a

10" Refer to SG1/N012 Role of Standards in the Assessment of Medical Devices.

12 See Appendix C4 for a recommended format and content of a test report.
12 Refer to SG1/N036 Global Approach to Premarket Conformity Assessment for Medical Devices
(document in work and not available for public comment at the present time).
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submission and the option selected by the manufacturer in Section 6.2) the following
labelling data to the extent appropriate to the complexity and risk class of the device, which is
generdly conddered as “labelling’:
|abel's on the device and its packaging;
ingtructions for use;
other literature or training materids;
instructions for installation and maintenance™;
Any information and ingructions given to the patient, including ingtructions for any
procedure the patient is expected to perform.

7.5 Risk Analysis

The STED should summarize or reference or contain (as determined by need for a
submission and the option selected by the manufacturer in Section 6.2) the results of the risk
andyss. Thisrisk anayss should be based upon internationd or other recognized standards,
and be appropriate to the complexity and risk class of the device.

7.6 Manufacturer Information

The STED should summarize or reference or contain (e.g. whether submitted or
according to the option selected by the manufacturer in Section 6.2) documentation related to
the manufacturing processes, including quality assurance measures, which is gppropriate to
the complexity and risk class of the device.

13 Refer to SG1/N009 Labelling for Medical Devices
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Appendices
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Appendix Al: The Reationship of the STED to the Work of GHTF Study
Groups2,3& 4

The GHTF Study Group 3 guidance on qudity systems provides harmonized
information and recommendations on qudity systems subjects, including guidance on design
control requirements. Harmonization of qudity systems requirementsis a building block for
harmonization of documentation held by the manufacturer for conformity assessment
purposes. The STED providesinformation related principaly to the format of documentation
for demongtrating conformity to the Essentid Principles by Regulatory Authorities. G HTF
Study Group 4 addresses auditing of manufacturer quality systems. Such audits may include
the examination of the STED and source documents.

GHTF Study Group 2 work covers activities by manufacturers and regulatorsin
response to a post-market adverse evert. Such activities may include the examination of the
STED and source documents.
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Appendix A2: Decison Process to Deter mine Whether to Usethe STED

A person intending to introduce a new device should first determine if documentation
must be provided for regulatory conformity assessment purposes before placing on the
market. If so, then the person should contact the Regulatory Authority for the country/iesin
which marketing is planned, to determine first whether the globally harmonized approach
described in this document may be used for the proposed device and then, if there are any
country-specific device guidance or regulations that should be used as supplementary
guidance to this GHTF STED document.

NOTE: Asan interim measure until full globa harmonization of documentation
requirementsis achieved, a Regulatory Authority may permit use of an STED for only
afew specified devices.

Even when provison to a Regulatory Authority isnot required for conformity
assessment purposes prior to the marketing of the device, the STED can be used for
conformity assessment
post-market.

See Figure 2 below for aflow chart of this process.

Prepare STED &

hold for possible

sample-audit or
post-market inspection

Is a premarket
submission
required?

Contact Regulatory
Authority or CAB Prepare & submit
- NO
YESbysﬁgtF;Lirzfnted P YES to ask whether .| documentation
documentation STED may b(_a u_sed following national
as the submission procedures
document
YES
______________________ s
1
A y \ 4
Prepare & submit STED Prepare & YES - but the manufacturer
plus any specific submit STED has the option to prepare
national guidance alone & submit documentation
following
national procedures

FIGURE 2: DECISION MAKING PROCESS
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Appendix B: Example of an Essential Principles Conformity Checklist

COMPLETE THE TABLE TWICE: FOR A LOW CLASS AND A HIGH CLASS DEVICE

Essential Principle Applicableto| Method of | Identity of Specific Documents
the device? | Conformity"*
1. Medical devicesshould bedesigned and manufactured in such away that, when used Yes

under the conditionsand for the purposesintended and, whereapplicable, by virtueof the
technical knowledge, experience, education or training of intended users, they will not
compromisetheclinical conditionor the safety of patients, or the safety and heal th of
usersor, whereapplicabl e, other persons, providedthat any riskswhich may beassociated
withtheir use constitute acceptabl eriskswhen wei ghed against the benefitsto the patient
and are compatible with a high level of protection of health and safety.

2. Thesolutionsadopted by the manufacturer for the design and construction of the Yes
devicesshould conformto safety principles, taking account of thegenerally acknowledged

stateof theart. In sel ecting themost appropriate sol utions, themanufacturer should apply
the foIIowmg principlesin the following order:
identify hazardsand theassociated risksarising fromtheintended use
and foreseeable misuse,
eliminateor reducerisksasfar aspossible(inherently safedesignand
construction),
where appropriate take adequate protecti onmessuresindudingdams
if necessary, inrelation to risks that cannot be eliminated,
inform users of theresidual risks dueto any shortcomings of the
protection measures adopted.

3. Devicesshould achievethe performanceintended by the manufacturer and be Yes
designed, manufactured and packaged in such away that they aresuitablefor oneor more
of thefunctionswithin the scope of the definition of amedical deviceapplicableineach
jurisdiction.

4. Thecharacteristicsand performances referredtoin Clauses 1, 2 and 3 should not be Yes
adversely affected to such adegreethat theclinical conditionsand safety of the patients
and, whereapplicable, of other personsarecompromised during thelifetimeof thedevice,
asindicated by themanufacturer, whenthedeviceissubjected tothestresseswhich can
occur during normal conditionsof useand hasbeen properly maintainedin accordance
with the manufacturer’s instructions.

' select from: recognised standard/other international standard/national standard/company standard/validated test/ etc.
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5. Thedevices should be designed, manufactured and packedin such away that their Yes
characteristicsand performancesduring their intended usewill not beadversely affected

during transport and storagetaking account of theinstructionsand information provided
by the manufacturer.

6. Thebenefits must b edetermined to outweigh any undesirabl e side-effects for the Yes
performances intended.

7.1. Thedevicesshould be designed and manufacturedin such away asto ensurethe
characteristicsand performancereferredtoin Section | of the'General Requirements.
Particular attention should be paid to:
- the choice of materialsused, particularly asregardstoxicity and,
where appropriate, flammability,
the compatibility between the material sused and biol ogical tissues,
cellsand body fluids, taking account of theintended purpose of the
device.
the choi ce of material sused should reflect, whereappropriate, matters
such as hardness, wear and fatigue strength.

7.2. Thedevicesshould be designed, manufactured and packed in such away asto
minimiseth erisk posed by contaminants and residuesto the personsinvolvedinthe
transport, storageand use of thedevicesand to the patients, taking account of theintended
purposeof theproduct. Particul ar attention shoul d bepaidtothetissuesexposed andto the
duration and frequency of exposure.

7.3. Etc.

8. Etc.

9. Etc.
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Appendix C: Additional Recommendations for STEDs provided to regulatory
authoritiesfor review/approval

Cl Geed

If amanufacturer must provide a STED for review/approva by a Regulatory Authority,
the STED mugt address the Authority’ s country-spedific requirements, which— asan interim
meesure until full globa harmonization of documentation requirementsis achieved - may bein
addition to the recommendations given in this guidance document.

For example, if nationd regulations require spedific forms or legal Satements, then these
mugt beinduded in the STED

When conformity assessment by a Regulatory Authority to the Essentid Principlesis
required before a device is marketed (* pre-market”), then the manufecturer should provide the
STED in theformat described in Section 6.0 (see dso Annex A2 for deciding when to usethe
STED).

Even when conformity assessment by a Regulatory Authority to the Essentid Principles
is not required before adevice is marketed, the Regulatory Authority may Hill request thet the
manufacturer demondrate conformity after it is marketed (“post-market”). Post-market
assessment may be carried out by means of providing the STED to the Regulatory Authority or
by audit of the STED by a Regulatory Authority a the manufecturer’ sfecilities. Specid
crcumstances may necessitate the examination of documentation supporting the STED.

EXAMPLE: For aClass| device in Europe and Canada, and aClass | nonexempt devicein
the United States, as currently defined by country-specific dassfication regulations, the
Regulaory Authority may request that the manufacturer provide documentation

demongtrating conformity to the Essentid Principles after the deviceis marketed. The
manufacturer may provide documentation in any one of the four forms described as Options
1 —4in Section 6.0 unless the Regulatory Authority sipulates the need for a specific form or
documents.

C.2 Cover Page

A covering letter should be at the beginning of a STED provided to Regulaory
Authoritiesfor review/gpprova. The covering letter will explain the purpose of the STED.
Country-specific requirements may detail informetion to include in the Cover Page.

C.3  The Executive Summary

An executive summary provides an overview of the medica device and helpsto orient the
reviewer. Wherethe STED is provided to regulatory authorities for review/approvd, the
executive summary may be incduded in a cover page or it may be a separate section of the STED.
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Country-specific requirements or guidance may indicate whet the complete summary should
indude.

The GHTF recommends that the executive summary indude a leest the following
information:

- anoveview of the STED, eg., introductory descriptive information on the medica device,
the intended uses and indications for use of the medicd device, any nove featuresand a
synopsis of the content of the STED; and
acommerda marketing history of the device induding, for example, the countriesin which
the deviceis s0ld, the intended uses and indicationsin labdling, status of any pending
requests for market dearance, important safety or performance related information such as
recals and adverse effects encountered.

C.4 Recommended Test Report Format

A test report should include, as gpplicable:

i) Report title and other identifying information.

i) Name and address of fadility performing the test.

iif) Name of the respongble person involved.

iv) Datesthat testing wasinitiated and completed.

V) Sudy plan, results, and conclusions, including, for example:

the study objective and test hypothes's,

adescription of the test sysem used induding reevant specifications (adiagram may be
hdpful);

adescription of the differences between the tes samples and find specifications, if any;,
deviaions from te plan, if any;

acomprehendve summary of the datain the form and manner specified by the
Regulatory Authorities which will dlow an independent assessment;

datidicd evadudion of the test results, where gppropriate;

bibliography of dl references pertinent to the report.
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