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Preface

50°8

The document herein was produced by the Global Harmonization Task Force, a voluntary group
of representatives from medical device regulatory agencies and the regulated 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.

AXEIEREBROBEMLYE - ERFAEHLORBRENLDEREIN—T THLHER
AR S b2 (GHTF) (24 - TIER &/, AEFRERBSORHICHB,
THEAT L, BEYRICREDORWEHERET L2 ZLE2ERL, £D/FERB
BTH&EEZIT >,

There are no restrictions on the reproduction, distribution or use of this document; however,
incorporation of this document, in part or in whole, into any other document, or its translation
into languages other than English, does not convey or represent an endorsement of any kind by
the Global Harmonization Task Force.

ANEOHEE, BEAXIIERIZOVWTORHIBRZRVDS, AXELHSHTHIL, 2
Thil, OV RBELEBOF~DEA, H5WITEEBLSAOMOEE~OHRIL, E
SR HEERESLESBII L AR ERA, AT HO TR,
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1.0 Introduction
FEUHIZ

At its October 2002 meeting, the GHTF Steering Committee adopted the goal that the GHTF
would seek to evolve beyond convergence of regulatory requirements to embrace mutual
acceptance of common data submissions, pre-market conformity assessment processes, quality
systems, quality systems auditing results, and a broad sharing of post-marketing experience. The
objective was to allow presentation of data that are acceptable in principle to relevant authorities
as the basis for meeting regulatory requirements.

2002 10 A DRFITB T, EFERSAHEERESLSE (HTF) OEEZBRE
GHTF © BREZ#EIR Lz, TOHE, GHIF BBRHIEROINER‘ DA 6T, Hi@E7—
% (common data) . LAl (FHBEARD OBESHFHMEEE, RE AT A @
B AT LAOBEEBREUTRE (MHEAR) BROLHELRILFCHTIHEZ AN
PAECELLOREFELBETLOTHY, EORMIL, RAIEREZWHZTESRL L
TRFEYRBERE LTRITANRDZ LN TELTFT —FORFETREETHILE Th-
7

Following preliminary work undertaken by the GHTF Steering Committee’s ad hoc working
group on “common data” and subsequent work by another ad koc working group on “clinical
evidence”, the Steering Committee asked that a new Study Group for clinical evidence (Study
Group 5) be formed. The broad goal for Study Group 5 is to promote the convergence of the
regulatory requirements for the generation and presentation of evidence of the clinical safety and
performance of medical devices. Study Group 5 recognises that, in order to progress
convergence of regulatory requirements and acceptance of common data, it is necessary to have
a common understanding and application of terminology, concepts and principles.

[F@ET 4] (common data) \ZBi3 % GHIF DEEEZEBESORSRTFEHSITo -8
{EiE%. 0% 0 TEERASEM] (Clinical evidence) T2 % 5 —>DEEFRFRFTEE
iC keI R E . EEEZRSIEBRAGIINE RE S FRASTEE (58 5 BF5RED
DOFERE RO, BRI HEED BIZL, EEREBROBK EOZSH RO
BEIZPBE 3 HRERLOINE R U B S IR ER O FALHEETH S, F 5 PRI,
HREFERONFALR CHEBT — 4 OZF ANEHET Z2FERE LT, HiE, 2087 MR
CRANCET 2HEOEREOCEAPLETHD Z L AWHL TV A,

It is anticipated that convergence of requirements for clinical evidence, including common data
submissions, will lead to better understanding of medical device safety and performance by all
stakeholders, more efficient use of resources of the clinical community, medical device
regulators and industry, and increased transparency and confidence in the global regulatory
model. Ultimately, there should be more efficient, predictable and timely access to safe and
effective medical technology by patients and society worldwide.

FEARAOGERL O BRI T AN RIE., HdmTFT—FREEZE D, 2 TOREFEBFFRFICL
HERMEOLZ S LRI T AL L WEBRLE LI, BEEEGRE. HE YRR
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EEROAPNEBROLVEDRERE L6 L, 7Fo— ULREEF LOERME L {EHE
MO0 A 2 LS %TFRIANR D, BHEMIZE, HRPOBRE R RS R
ERPHOBHNLEEEM SRR, PRHAEE T, HOBEFICFATE L LT RE
Thd,

Clinical evidence and the Essential Principles of safety and performance of medical devices

R DR 2K UMEREIZ B 5 BRARRIGER DN E AR R

The GHTF Essential Principles of Safety and Performance of Medical Devices (the Essential
Principles) set out the requirements relating to the safety and performance of medical devices. Of
these, Essential Principles 1, 3, 4 and 6 in particular require that a medical device achieve its
intended performance during normal conditions of use and that the known, and foreseeable risks,
and any undesirable side-effects, are minimised and acceptable when weighed against the
benefits of the intended performance.

GHTF @ [ER#BROTZEMERUMEREOEAEM] (FBAEM) 13, ERESOLTEN
RUMERBICHEETIERFELZED TS, TNLERERHOD I 6, HICEREH 1,
3. 4RU6 T, ERESHICT. ETERLRERRUT CER LERROEEITET
DEBRDBONTEY, REBEHARVTFRARZRY AZETEHLPLFELI RN
RIER B/ PRBICINZ A Z &5, ELICER LIRS b oTFHEL ML LIZBEE
DYRIBFHETEHIENRDLENTND,

The diversity of medical devices and the technologies on which they are based pose special
challenges for manufacturers, conformity assessment bodies and regulators alike when trying to
identify what should constitute evidence sufficient to demonstrate compliance with the Essential
Principles. Some technologies have been available for many years and are well characterised
from a clinical safety and performance viewpoint. On the other hand, many devices utilise new,
state-of-the-art technology that has had little prior application in the treatment of humans.
Furthermore, their intended purpose and clinical application can vary widely with end results
influenced by a wide range of different and differently experienced end-users.

ERHISR L OEA L2 DR RO ZRIEIL, EARGEESHELZERT DI T0/25TE
WEERTD2LORMTHLPOREEZRAADICHTZ - T, REXREE, EE VLB
Bzt LT HRHI M Rt LT LRI G 12 69, BRI W < 203 HREF]
AFRETHY, BRLOZEERTCHREDEH AL L+ HEMFIToNTND, T,
£ < ODEFBBRIT LWERRTEZB T . AROBE~OBEHRBROAFIA LV,
Ehin, FOLOREREEBOERLAERENEUCERERIILAHICRT, €OK#KE
EENSSFETHVELFERBRRLELEBRTL Y Fo—F—ORELZ T 5 FTREEDL
H D

Given the complexity of the medical devices milieu, the assessment of what is acceptable clinical
evidence for the purpose of demonstrating compliance with the Essential Principles must be
undertaken on a case-by-case basis. To this end, it is important to have an understanding of how
medical devices are brought to market and of the role that clinical data and its evaluation plays in
this process.

April 26, 2006 Page 5of 12
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EEESRTr LV ESBEOERSZE L L, EREAESHOIRY B E +T5%
MATRE AR ER R AIREHLAMA] T 2 &V 5 Z & DML, 7 — AL = ADE ZITED
WTiTbn it niE 2 by, ZOEMEERT A0, BRSO LHaRo®E
BRI TN, BRE T — 2 RO QRS R THRSIOBENEECTH D,

2.0 Scope
168 I e B

This document is the first produced by Study Group 5 and is intended to:
AXEZ. E5PRECIVROBERIZESEREIMNAERIND DO TH S,

» introduce the concepts of clinical evaluation and clinical evidence;

« examine the relationship between clinical investigation, clinical data, clinical evaluation and
clinical evidence; and

 serve as guidance to ali those involved in the generation, compilation and review of clinical
evidence sufficient to support the marketing of medical devices (regulatory authorities,
conformity assessment bodies, manufacturers of medical devices and their associated
industry groups).

o BEHREHMER OERARHFERLD =2 27 F OEA

o FREERBR. BREET —4 . BERHEMN AR ORGRADGERLO BEVEICRE T 2 SR, T

o EFMmErTIRICHT I E2+FII T HSBRRGERONE, EFE SV Ea—
KEFRT A2 TOE (RHYR, B HEEREROCERESREOBEETESL TN
ZFNROOEBEEE) OLDOHA L ALeBZ b

The definitions and concepts contained within this document are intended to apply to the
establishment and maintenance of conformity with the relevant Essential Principles for medical
devices generally. Specific guidance will be developed in other documents in relation to in vitro
diagnostic devices. Similarly, guidance about how to generate, compile and present clinical
evidence for the purpose of demonstrating compliance with the Essential Principles for safety
and performance of a medical device will be addressed in future documents.

AXEBLEGSENTVWAEERT2 27 M, EEESICEDNTEA T ERELOB
EBHEONTIEE O DI —BRRICEA IS LD TH D, VDI bLENTET A5
YA, BOXELELTREINSITHA H, Rk, EFEEHROESERUMERECE
FT HEAEROBEMN AT 2 B CEREKRAMGEMZINE, EEEUPRRT HFEI
BT ANAFX L RO TH, JFROXFBCBWTREINDITHA S,

3.0 References

BRIE

GHTF final documents
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GHTF B (&

SG1/N041:2005 Essential Principles of Safety and Performance of Medical Devices
SGI/N041:2005 [EFRHE D2 & HRICE T D AR S

GHTF documents proposed for public comment

GHTF X7V w7 « 22 MM LTRATRERBETE

SG1(PD)/N040 Principles of Conformity Assessment for Medical Devices
SG1(PD)/N040 EEFe 25 O & M FHE O 7 R

International standards

EPREE

[SO 14155-1: 2003 Clinical investigation of medical devices for human subjects — Part 1
General requirements

ISO 14155-1: 2003 AR ROEEMIOBEFEAR F 158
0

ISO 14155-2: 2003 Clinical investigation of medical devices for human subjects — Part 2
Clinical investigation plans

ISO 14155-2: 2003 AWM RO EFREIROEKAER 5 25
R AR ETEE

4.0 Definitions and Concepts
ERER IS

4.1 Clinical investigation
He AR BRER

Definition:  Any systematic investigation or study in or on one or more human subjects,
undertaken to assess the safety and/or performance of a medical device.

E# EREEEOTEER O i 2 M+ 57201207 3 BE T ER
D AFERETBT B RN AT SRR

Explanation: This term is synonymous with ‘clinical trial’ and “clinical study’.
21 ER = OB clinical trial’ & UM clinical study’ & RIZBETH 5,

Clinical investigations include feasibility studies and those conducted for the
purpose of gaining market approval, as well as investigations conducted following
marketing approval.

April 26, 2006 Page 7 of 12
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ARERIT, RENHBREOCRERTEARDEZ BN E LIZABROARL
THROER AR B R IITON 53R L &0,

Routine post market surveillance and investigation of individual problem reports
does not constitute a clinical investigation.

HEMIZINEEINDTERET — &7 ROHEERE DO SHTIT, BRRRER K
THHDOTIARVY,

4.2 Clinical data

Birk 7 — 5
Definition:
[k

Explanation:

B

Safety and/or performance information that are generated from the clinical use of
a medical device.

EFHEEROBK EOER D CINE S B2 FERE T/ OIEEE R

Sources of clinical data may include:

FREET — 4 OIFRFEIITRO L BY

(i)  Results of pre- and postmarket clinical investigation(s) of the device
concerned

(i) Results of pre- and postmarket clinical investigation(s) or other studies
reported in the scientific literature of a justifiably comparable device

(iii) published and/or unpublished reports on other clinical experience of either
the device in question or a justifiably comparable device

(i) HEEREEEOTRETR k& ORRRASR

(i) FFEXMICRE N -HRRATR T ARE ORI S L <IX£ O
O (BRER) BFREDO S L (MEERES L) LEESESICHATE
LIEFHESCETS LD

(i) RS LITHBE SN TV niE LEO 9 b YRIERES
XITFN ELHER E S ICHATE DERMSRIZET 560

4.3 Clinical evaluation

E AR R

Definition:

E#E

Explanation:

The assessment and analysis of clinical data pertaining to a medical device to
verify the clinical safety and performance of the device when used as intended by
the manufacturer.
EEMEROMEEEENER LBV IERALIZGEICRT D HEKER
AR OB EORSMEROMEEEZMRIET 52 L 2 BRI E Lo YBIEFES
WY SRR T — & O R O

This is a process undertaken by manufacturers of medical devices to help establish
compliance with the relevant Essential Principles for safety and performance. The

April 26, 2006
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result of this process is a report that can be reviewed by conformity assessment
bodies and regulators and which details the extent of available data and its quality
and demonstrates how the compliance with the Essential Principles is satisfied by
the clinical data. Clinical evaluation is an ongoing process - information about
clinical safety and performance (e.g. adverse event reports, results from any
further clinical investigations, published literature etc) should be monitored
routinely by the manufacturer once the device is available on the market and the
benefits and risks reassessed in light of this additional information.

ZhEA BRIEET L. (EFE#SRD) eIk 5 EREHFE SO
AEFEHTAIEEZENE LT, EEESBOMBEERFILL-TIThbnS
TutvAThb, AFut20RFRIT, BEMFMEEEOCHEBY/ICL
DEHEINEBIBEETHY, TOREFIIRA TR T —F O,
B, FLTEOEIC LTERET —F Il Lo TEAEHAE -INTZD
MEBEHIZRET B, BRIEMIT., MENR T ATHE, Thbb,
Ve U EEBSRN TR H%iT, ZOBRKEOLE2ER TR (I
z2IT. BEESHRE, 20HOHLOIBERBROKEE, AR Xz 3k
7 ), BIEREEZICIIYEROICERIN, FOREERCY R T7EED
X5 AR BMERICEATHMENERETH D,

The inputs for clinical evaluation are primarily clinical data in the form of clinical
investigation reports, literature reports/reviews and clinical experience. The data
required to establish the initial evidence of compliance with the Essential
Principles may vary according to the characteristics of the device, its intended use,
the claims made by the manufacturer, the existence and adequacy of warnings and
other restrictions, and the extent of experience with its use. A key goal of the
clinical evaluation is to establish that any risks associated with the use of the
device are acceptable when weighed against the benefits to the patient and are
compatible with a high level of protection of health and safety. The clinical
evaluation will, therefore, also need to cross-reference risk management
documents.

ERRFHED A > 7y ME, & LTEHRERBBEEDO L LTOBRKT —7,
XR#EE Ve ROERRBRTH D, EAEMHEGEDE! DD
TeHIBBELTHT 51k, SRERBROME, BRISHER, RE
$EZILHEBFER, BELOMORBEEOFEDL L IRRME. %
LTHARBROBEICIVREDZ LB VED, BRFMOEELZBER
3, BEFEEROERCHETSHLPE Y A7 BBEICLLLTHEOR
ELHBLBECHFELBLIBETHY. (BED) BERUREZOR
WL L DRBICHEICHRETH DL Z AT HI L THD, TV,

EREREEAIL, VA EEXEFLOMAEZBEZ LUELTHLTHA I,

4.4 Clinical evidence

e PR O REHL
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Definition:
TE#

Explanation:

A

The clinical data and the clinical evaluation report pertaining to a medical device.

EFRER ST SRR — 4 RUBKEMRE S

Clinical evidence is an important component of the technical documentation of a
medical device, which along with other design verification and validation
documentation, device description, labelling, risk analysis and manufacturing
information, is needed to allow a manufacturer to demonstrate conformity with
the Essential Principles. It should be cross-referenced to other relevant parts of
the technical documentation that impact on its interpretation.

FREERGEHLIZ, EREBROT /=N X a X T — a3 Y OBEERER
BERTH D, BARIIEERIT, TOMOBREOKIEER I ANY F— 3 DX
E. ERESEORARE, 2R, VAV OWRUVREZETHHERE & bR
WEEENEABG~DOBEEHLHERT DL ETH S, BRARAIGERL
TEORIRIH L TEEBLEZLT 7=V KRF2 AT —2aDED
DRy LAREBRE NS ETH D,

In accordance with applicable local regulations, clinical evidence, in part or in
total, may be submitted to and reviewed by conformity assessment bodies and
regulatory authorities. The clinical evidence is used to support the marketing of
the device, including any claims made about the clinical safety and performance
of the device, and the iabelling of the device. Figure 1 shows how the need for
clinical evidence drives the processes of data generation and clinical evaluation,
which produce clinical data and clinical evidence, respectively.

FRAKRIGESLIY, EA S D HIRORHNIZE, TO—Fb L <32 THE
SHEFHO#E R ORGSR ICRH ENEESNLBEENH D, BRI
XERESRAZTBICNT L2 XFTLHEDICAVGIL. £ OIERHRIC
i, EFEEHROBRK LEOZEERUEREIZET 55 5w SBEBEERLUR
AREENZEND, B1E, RANFEROLESE, T -FNET A
AR RIRERL 2 & < BRAFHIZ DWW T EN TR LT,

Clinical evidence should be reviewed and updated throughout the product life
cycle by the manufacturer as new information relating to clinical safety and
performance is obtained from clinical experience during marketing (e.g. adverse
event reports, results from any further clinical investigations, formal post market
surveillance studies) of the device in question and/or comparable devices.

AL O TR L Y ERBISR RO I & B Al e a [E e B
TAHWE EOEEMEROMERICEET 25 2BR (FlAIXIFEERRE.
FTOEOHLPIEEARBROBER, EROTRERE) KNE LRI,
FEARBUSERLIIRLE L H LI LV YR ERMB ORI T A 71 7 L 24%
BLTLUE2—SNEFINHERETHD,
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Figure 1 Overview of process for data generation and clinical evaluation
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Preface

FF3C

The document herein was produced by the Global Harmonization Task Force, a voluntary group
of representatives from medical device regulatory agencies and the regulated 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.
AXFFERESRFYL R & EZREEONRTE NS B EENTER SN 5 EREREEE
BRES{ESHGHTRIC LV IER SN, EFREREZHRATT 5 ETHEAT S, AENH%
bloaWisH iRt 2 22 2BRL, FREERZR L THREZR/-bOTH D,

There are no restrictions on the reproduction, distribution or use of this document; however,
incorporation of this document, in part or in whole, into any other document, or its translation
into languages other than English, does not convey or represent an endorsement of any kind by
the Global Harmonization Task Force.

AXFrOEEL, BAAUIERIC W T—UIHIRIL 2223, A ELEITFO—E % i
DOXEBZRALELO, HOLVERIEZRFUAOSTEICHR L L0, ERE
BRI EEESEHI LI AREZEOERSWVI—EIEE 20,
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1 Introduction
XU HIZ

What is clinical evaluation?

BRER LM & iRz

Clinical evaluation is the assessment and analysis of clinical data pertaining to a medical device
in order to verify the clinical safety and performance of the device.

EPREEM & 1. ®2EREROTEME T RIET 2 B TEE T D, YEZERES
BT AR T — ¥ OFER U Th D,

When is clinical evaluation undertaken?

ED L5 R BEIC BRI E EmT 55

Clinical evaluation is an ongoing process conducted throughout the life cycle of a medical device.
It is first performed during the conformity assessment process leading to the marketing of a
medical device and then repeated periodically as new clinical safety and performance

information about the device is obtained during its use. This information is fed into the ongoing
risk analysis and may result in changes to the Instructions for Use.

BRIREEAT L, ERSIBORMDOT A 71 742K hl o TER S SR 7 1
TATHD, T, BBOTTHR~DOBEANICE D 72D OFE SR O B M TR OHEKRFT
s T, EO#k, HROBER CERMNZSMECHREICET SH LWERSGELND
VS CCEMBIICRHEAS RV ESN D, ORISR U A7 ZITICER D A,
FEHEOEEOERIZESBEE LD D,

Why is clinical evaluation important?

TR RS EE RO

When placing a medical device on the market the manufacturer must have demonstrated through
the use of appropriate conformity assessment procedures that the device complies with the
Essential Principles of Safety and Performance of Medical Devices (the Essential Principles).
Generally, from a clinical perspective, it is expected that the manufacturer has demonstrated the
device achieves its intended performance during normal conditions of use and that the known,
and foreseeable risks, and any adverse events, are minimised and acceptable when weighed
against the benefits of the intended performance, and that any claims made about the device’s
performance and safety (e.g. product labelling and instructions for use) are supported by suitable
evidence.

EEEERES FTTT50hlco T, BEREFI, BULECHEFMFIEZHCLZ L
L0 BEREREERD [EREBISROTEME L HEICET 2 EAEHE) (LUF TEAREMS) )
CEALTWAZ AN L AT hER bRy, T aBRAORA O T D L, B
HBEEFECL, SREREBSRS, BEOERAGETICTER T IEELEETED L,
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BEHSUITFRAERY 27, RUHLWOLAEFRP T A TRAORICIMZ B, BT
HURBICLAER L HBER L THFEARTH D L, T L THRBOERERUERMET
M3 2 EBFEELRFPEN LOTESP T THEYRILIC L > TEAT RS
ek oNnD,

With regard to post market activities, manufacturers are expected to implement and maintain
surveillance programs that routinely monitor the clinical performance and safety of the device as
part of their Quality Management System. The scope and nature of such post market
surveillance should be appropriate to the device and its intended use. Using data generated from
such programs (e.g. safety reports, including adverse event reports; results from published
literature, any further clinical investigations and formal post market surveillance studies; etc), a
manufacturer should periodically review performance, safety and the benefit-risk assessment for
the device through a clinical evaluation, and update the clinical evidence accordingly. This
ongoing clinical evaluation process should allow manufacturers to communicate with conformity
assessment bodies and regulatory authorities in accordance with local reporting requirements any
information that has an important bearing on the benefit-risk assessment of the device or that
would indicate a need for labelling changes regarding contraindications, warnings, precautions or
instructions for use etc.

BIEEEST REEHEVATLAO—RE LTOTREOR Y EHIBWT, YEER
HWEROMRLEEMEZBENICE=F—T BRI /7 65FET - 5 L8R
Hoind, MRERECHERUHE I IARERBSLUCLOEM T HERBRICEL
TWERETHD, MEEEZT, 0L Rl hiiloTRELET—4

B FEERRESOLLETEFRBES. ARIMORBRBER. TOROEKRAR
ROEXfiREFREOREE) 2 AV BRFMEIC & > T, YRERKFOME, &
2, FIEL VR OARZF U AEEHNICRE L, LEIG U TRKMIERE )2 &
FIREThD, 20X RGN REEREMO 7 o Ak, REEEFSENZHEHIED
PWEERIZ LN T, YEEFBEOLLOT I RAINRT 4 v Ml EERRER
HLSIE, R B FHEOEES I VIBVHRVEHOMEEREEETINLE
WAL T A ER P ESETEEESH VI YRBICEET AL RERL LY DS
RETHD,

What is the process?

(EGEREEMM ) 2t A L

To conduct a clinical evaluation, a manufacturer needs to:

ERIKEHAE 2 T Hicdhich . REREFIIRDO L ZITILBERH D,

+ identify the Essential Principles that require support from relevant clinical data;

» identify available clinical data relevant to the device and its intended use;

« evaluate data in terms of its suitability for establishing the safety and performance of the
device;

» generate any clinical data needed to address outstanding issues;

» bring all the clinical data together to reach conclusions about the clinical safety and
performance of the device.

[EAEM) OFhb, BUTLBRT—FOEMITPVLELRDILDERET S,
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UHUEFREROEOENT M B RICHY T SR A TRERERT — % 2 8ET
'50

He D7 —F2 %, SUERBHROLSNEEMEREZ T 5 ETHETNE D D5
‘50

BRELHEOBRIIGLE LD LD HEIRT —F 2INET D,

ETOBRET—F 2L &, SRERBSEOREMN MR OV THREZEL],

The results of this process are documented in a clinical evaluation report. The clinical evaluation
report and the clinical data on which it is based serve as the clinical evidence that supports the
marketing of the device.

FRARFHN 7 2 B ADRRIXEL L THRERFMBEFICE L DD, ZOBKTHERESE

EXORIE R - BRT —F13, AEERESO L L ORYELEMT D ERIKEIFEHE

CALEMNITTON D,

The clinical evidence, along with other design verification and validation documentation, device
description, labelling, risk analysis and manufacturing information, is needed to allow a
manufacturer to demonstrate conformity with the Essential Principles and is part of the technical
documentation of a medical device.

ZOX D REREERBILY, MORFRIECRYMHERO LE, EEESORE, MLk
T, VR SFTRUOBLE T ABRE A CHSEEEENEREHE~OFES % AT
HETHERLOTHY, BEEEBROT 7oHN FFa ATy —3va rO—80 2Rk
T3,

How detailed should the clinical evaluation be?

EORREFMLERTMTH D& 2

A clinical evaluation should be thorough and objective (i.e it should consider both favourable
and unfavourable data), with the intention of demonstrating valid clinical evidence of the safety
and performance of the device. However, it is important to recognise that there is considerable
diversity in the types and history of technologies used in medical devices and the risks posed by
them. Many devices are developed or modified by incremental innovation, so they are not
completely novel. Thus, it is often possible to draw on the clinical experience and literature
reports of the safety and performance of comparable devices to establish the clinical evidence,
thereby reducing the need for clinical data generated through clinical investigation of the device
in question. Similarly, it may be possible to use compliance with recognised standards to satisfy
the clinical evidence requirements for devices based on technologies with well established safety
and performance characteristics.

BRIR AN IRUER L >FBRIER. AFImEF D7 —Z 2 RET5F)TH 0| HEHE0R
L EREL XIFT LR RERAERE R Z L EBERTRETH D, L, ERE
BE A SN DT OEBECRERR BB R Lo T U A7 MERICEHRTHDH I L

HRBT LSBT ETH D, < OEFESITMEN RREZETHAESE L IXHE

éhﬂ\ét&b\ FROHITRESTHFHER LD LITIWVRRN, ZDZ b, YiREES
25 & LEERTFTRE A HE RS OB R R B, B2 LA RE T 2 T2 FI A U TEERRIL
ASTEEL ., FIUT LD UEEEEIBOBHFERBRIC L BT — & INE O LB 2 8
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5B LI LEFEL LD, FRIC, Ket L EEN IS EshiT 7/ av—
M L BRI VT, BRRAVEIOBGEM T DIl AROEEA~DEE
MEFATLZEbAEEEZOND,

The depth and extent of the clinical evaluation should, therefore, be flexible and not unduly
burdensome, and appropriate to the nature, intended use and risks of the device in question.

IOEH s, BEBERMEMONTCEHBICIIFERE LB, RYITHEONARIZ
BT ke UERERESEORE., BT AERE. T LTHEEINRDVRI EERE
LTC#EWR b0 LT RETHD,

2 Scope
& A #a

The primary purpose of this document is to provide manufacturers with guidance on how to
conduct and document the clinical evaluation of a medical device as part of the conformity
assessment procedure prior to placing a medical device on the market as well as to support its
ongoing marketing.

BYEOELDEMIT, THEACEY >BEEHIMEO—RE L TERT 5 ERES
D EEFRFHE % VT ERE USIEE L Tz oW TRIBEE S0 s 2 R4 5 L 4t
W2, TOROBERTEFEHEZIET LI L TH D,

This document provides the following guidance:
AXFTIHUTO L ) st 2R L T 5
general principles of clinical evaluation;
how to identify relevant clinical data to be used in a clinical evaluation;
how to appraise and integrate clinical data into a summary; and
how to document a clinical evaluation in a clinical evaluation report.

o EARAIFEME O —AYRE

o BIRFEMICHAVD OIS T HBRT — 4 D/BEDFHE
o [BRT—F DB, BERVCEHOFIE

o [FERRFHMESHEE L L TOBRETMOLE LD FHIE

The guidance contained within this document is intended to apply to medical devices generally
and the device component of combination products. It is not intended to cover IVDDs.

AIZEE T HIEHIIERESR L OHES TR OERESRE L 25 EREIRIC—RE
BATa2Lt#BRLAELOTHD, i, AXEI inviro DWIHEEE (IVDD) (213
HUZu,
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Device”

SGI/N029:2005 EEHERL W BEOEEICETAHER

SG1/N041:2005  Essential Principles of Safety and Performance of Medical Devices
SGI/N041:2005  [ERHEROERMER UMD EAEH

SG2/N021:2000  Adverse Event Reporting Guidance for the Medical Device Manufacturer or
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EI PR
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ISO 14155-2:2003 AR ROEFMSROBEKRRAR F 28 BERHBRIHE
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E#&
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Adverse Event: Any untoward medical occurrence in a subject whether it is device related or

not.
FEHHR AR S OREMBROFTEZFARDL O T, #HERECAELEH LS FEL
CTRWEENESR

Clinical Data: Safety and/or performance information that are generated from the clinical use
of a medical device.

BERT—4F o [ERESROBRKRERNONE SN TE2ER O/ ITHEICET o 1F
#H

Clinical Evaluation: The assessment and analysis of clinical data pertaining to a medical device
to verify the clinical safety and performance of the device when used as
intended by the manufacturer.

HS PR RV EREBROREEFESEHIER L LB ICERL-BEITRBIT 2 4%
EFRESOBRE EOREERUHELZRIET I & BRE Lz 8
EREIRICBET DERKT — 2 Ol L o

Clinical Evidence: The clinical data and the clinical evaluation report pertaining to a medical
device.

ERARHARHL  : EFREESRICE T IEKT — 7 RUBRRFMHE &

Clinical Investigation: Any systematic investigation or study in or on one or more human
subjects, undertaken to assess the safety and/or performance of a medical
device.

R AR  BRESOZEMR T IIMEREF T 572 0IThh 2 BRI
BEOHEBRE BT 5 R LRE IR

Clinical Investigation Plan: Documents which include detailed information on the rationale,
aims and objectives, design and proposed analysis, methodology and conduct
of a clinical investigation.

FRARRBRHEE  BARBROMNEMN T, BERVEN, 7V Y RUEFMRESLE
fRfr. FESCCEREICET SFEMER TR L AXEF

Clinical investigator: The individual responsible for the conduct of a clinical investigation who
takes the clinical responsibility for the well-being of the subjects involved.

RBEREEM : 2MPEHRE OB T IR FOBEZRAVEERAREER T 58
BEeHETDHA

Clinical Performance: The ability of a medical device to achieve its intended use as claimed by
the manufacturer.

KPR RE BUERFEVPEE LI L IAOBERENER BN ZERT 5 ERRE
AFDEES
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Clinical Safety: The absence of unacceptable clinical risks, when using the device according to

ERRZ 2t

the manufacturer’s Instructions for Use.

G EELEOFER LOEEICHEWER SNBSS ICBWTHERTE R

WU R BRI L

Conformity Assessment: The systematic examination of evidence generated and procedures

B HEFEm

undertaken by the manufacturer, under requirements established by the
Regulatory Authority, to determine that a medical device is safe and performs
as intended by the manufacturer and, therefore, conforms to the Essential
Principles of Safety and Performance for Medical Devices (SG1/N041:2005).

 ERESEIEETHY, MEXEZOEMKEY ITEEL., ZOFER,

AR DO Z R MR UMERE DEAFESE (SGI/NO41:2005) (Z@#E LT
HBZEEROENMITHIH, REIYFHEEDERBIHIZES>T, &
EEZENER L BLER R VREEEENEE2E ) FIEOKR
MAEELTHIZ L

Investigation site: The location where a clinical investigation is conducted.

6B

: BRIRBR DS R HE = N D feak

Serious Adverse Event: An adverse event that

1.  led to a death;
2. led to a serious deterioration in health of a patient, user, or others that
a. results in a life threatening illness or injury;
b. results in a permanent impairment of a body structure or body
function;
c. requires inpatient hospitalisation or prolongation of existing
hospitalisation
d. results in medical or surgical intervention to prevent permanent
impairment to body structure or a body function;
e. led to foetal distress, foetal death or a congenital abnormality/ birth
defect.

HREZATER  LUTICHKETOREER

1. ECICELLD

2. DUTEYTARE, 22— —NixZ0MoEOREREDOE L
BiLiZELSHD

EamrErTRAEITBRELRHEL<

B AR T B R RE O KR R EE A IE <

ARSI AR OERESSLETH D

S {AREE T H RO X R EE A EET 5 - 0Iic#E

FOIABR T AR KLETEH S

e. MIRIRZE., BRIRFEDT, XIERREE AR KBEHL

oo op

Recognised Standards: Standards deemed to offer the presumption of conformity to specific

essential principles of safety and performance. (SG1/N012)

April 26, 2006
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INEREE  EEMEROEEM R OERICET AR EDEAEMICREET D & A0
LEHEYHE (SGI/NO0I12)

Technical Documentation: The documented evidence, normally an output of the quality
management system, that demonstrates compliance of a device to the Essential
Principles of Safety and Performance of Medical Devices (SG1/N041:2005).

FIZANRF2 AT =gl BREIGBEEHIATLADT 7Ty hTHY,
[ESERREEF DT PR OMERE DB A ZSF (SGI/N041:2005) ~DHIFOE S
B ATEET AT OCE

5 General principles of clinical evaluation
ER PR 3t > —fix [ R

What is the scope of a clinical evaluation?

e PR Rl o> a8 A EE R & 13

The clinical evaluation is based on a comprehensive analysis of available pre- and post market
clinical data relevant to the intended use of the device in question, including clinical performance
data and safety data. This includes data specific to the device in question as well as any data
relating to devices claimed as comparable by the manufacturer.

BEARAHIL, BT —# RUREET — 7 2 80 SMSROE A BAICEE S 5
SRATR O RE DRREKR T — F ORI ES W TIThb s, Zhidid, HEER
WBBREOT—F, WCIREEESEP B REL 272 L ERERICEET 2H 00
L7 —FNEEND,

The evaluation must also address any clinical claims made about the device, the adequacy of
product labelling and product information (particularly contraindications, precautions/warnings),
and the suitability of instructions for use.

Eiz, FHE TR, YRERERCEL TIThhA T2 H 00 SRR EOESFIH, Bl
ZRRUHELER (i, £, ERLOTEEEE) OR4E, TCCHERFBEED
BEME LR DRI NI R B2,

Before a clinical evaluation is undertaken the manufacturer should define its scope, based on the
Essential Principles that need to be addressed from a clinical perspective. Considerations should
include:

HOEEERSIT. BAFMIZESYSL, BREOBANOR VLM ER S D U EAREH
WESE, TOEAGRALHAET ~ETHS. BRNFHRIZILUTEZILETHD

¢ whether there are any design features of the device or target treatment populations that
require specific attention.

o RBREOCEEARZETAIEFEMRBROMLNODT VA > EORKE I ITEE R HBEERN
FET B0 L H 0
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The clinical evaluation should cover any design features that pose special performance or
safety concerns (e.g. presence of medicinal, human or animal components), the intended
purpose and application of the device (e.g. target treatment group and disease, proposed
warnings, contraindications and method of application) and the specific claims made by the
manufacturer about the clinical performance and safety of the device. The scope of the
clinical evaluation will need to be informed by and cross referenced to the manufacturer’s
risk management documents. The risk management documents are expected to identify the
risks associated with the device and how such risks have been addressed. The clinical
evaluation is expected to address the significance of any risks that remain after design risk
mitigation strategies have been employed by the manufacturer;

ERAREEM Tid, R RER RS OBEREIR (EH. b b X hEms o
FES) 205500055 L0, YUERBRSOREOBMECEA Gt
FEEEE L —TROESR, BEE, HRRRUERFES) | TN LHERE
FBOWAMERTZEEIC DWW TRIEEESENEDBEOEFFTELR H> & T
b, UZRERESROBE LORIBRNREOY A7 % EEBZ & 2EE LT,
HRWIEE, BEEITANEZEESTHH, ZORIZBWT, BEEFMOBE AT
BEEEZD) A7 EHLEBIIGERL., ThiEZEB2OHA20ERD D, U R
JEBENFIL., YUMERBSRIIES VR Z 70 ) A7 ~ORAFiEEZHE TS
ZEMHEEANS, BEEESERHA L0 A /VBERBAYE U - RIIELH LD
AV AZOERMIT, BREMICBWTEBINS Z ERHFIND,

e  whether data from comparable devices can be used to support the safety and/or performance
of the device in question.

o YUBREREROLXSMRT,/ IIHELZEMITSHI1I0, YRERESE & LB
REFRESEPOB/BLNICT—-ZBPATELNE I 2

The devices should have the same intended use and will need to be compared with respect to
their technical and biological characteristics. These characteristics should be similar to such
an extent that there would be no clinically significant difference in the performance and
safety of the device. The infended use relates to the clinical condition being treated, the
severity and stage of disease, the site of application to/in the body and the patient
population; the technical characteristics relate to the design, specifications, physiochemical
properties including energy intensity, deployment methods, critical performance
requirements, principles of operation and conditions of use; and biological characteristics
relate to biocompatibility of materials in contact with body fluids/tissues. In such cases the
manufacturer is expected to include the supporting non clinical information within the
technical documentation for the device and cite its location within the clinical evaluation
report. (Note: the clinical evaluation is not intended to assess the technical and biological
characteristics per se); and

IO BRI EREERIT, ERBRD (UEERESEL) A -Thd w7
UyraRybizlis) ~NETHY ., ORI E CERFABEZ O W THTHEE
TTOMERDDS, ZboOREIL, BEOHRERUESMEO S THRR EHERZED
HHOURVEBEZFTHULTWINETHDS, FFAML, BREZT TV DIRE,
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EROBIEELEVHEH, R /(SAOEREN., TICBAEEMHICBEEL TW5,
AL, BREF, IR, XA F—iEA SemBE LR, ERFE, %
BRICEET A EE SR EIE, BMERET N ERSMGICEEL TW5, 48204
L, B ERICEMT I EOEFEAEICEE L TWD, oLk RBE,
RgREES Y YHEBRBRBRIIETAT /2L R AT —2a yOPICEE
W72 dERE R IR A &0, R EEICFORERRLR0&T 5 2 L08R En
5, (BEE : EREMCBOTH/CHTNBEEOCEDENBELT LEMmTs 2 L
FEMTDHLO TN

s the data source(s) and type(s) of data to be used in the clinical evaluation.

o FRIRFEICEEMT 27— OFRIEX R

Manufacturers are able to draw on any one or combination of data sources set out in Section
6.0. Factors that should be considered when choosing the type of data to be used in the
clinical evaluation include the design, intended use and risks of the device; the
developmental context of the technology on which the device is based (new vs established
technology); and, for established technology, the proposed clinical application of that
technology. Clinical evaluation of medical devices that are based on existing, well-
established technologies and intended for an established use of the technology is most likely
to rely on compliance with recognised standards and/or literature review and/or clinical
experience of comparable devices. High risk devices, those based on technologies where
there is little or no experience, and those that extend the intended purpose of an existing
technology (i.e. a new clinical use) are most likely to require clinical investigation data. The
manufacturer will need to give consideration to the advantages and limitations of each data
type.

BUEEEZIT, Section 6.0 IZFEDH BT —F OIFHIRZ B T IIMEA S O TRIA
THZERTES, BRFFEICERT 27— 2 O0BELZBIRT IBICRTREE
RiZiL, BBROTVA o, ERLEERABHRCY 227 | URERSSRESELT S
OB ILETEN vs BEFFEN) ; £/, BEFHINOBE I, TOEWOR
FEAENEEND, BFOHSICHEISNHINCESE, 20N ORI
TERZER L - BRSSO BKIEML. AREBE~OERR ), XITER L E -
— RO TS B E R LR AT RE AR E R AR ORI E SV TITbh D
ATREEREY, —F. YR OGVERES, BRIMIF LA EUTE LV
ESKERER. RUBFEHTOERROBHOLZILRT 5ERERE (Tbb, Hil
WERERGER) X, BRREBRT — 4RO LN LIRS EY, BIEEEIT, £ET
—Z OB EMREEZBRBTHLEND D,

How is a clinical evaluation performed?

BEFEMIEDO X S IZERT DD

Once the scope has been defined, there are three discrete stages in performing a clinical
evaluation (Figure 1):
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ER ARVl 0¥ FHESEA A E 4T, BRI A2 ERT 57200 3 >DOEBIO Stage (2L

(=1 .

e identification of pertinent standards and clinical data;

¢ appraisal of each individual data set, in terms of its relevance, applicability, quality and
clinical significance; and

e analysis of the individual data sets, whereby conclusions are reached about the performance,
safety and presentational aspects (labelling, patient information and instructions for use) of
the device.

o HERT—F LEAEEEDORKTE

o BEMME., HAWERMKE., MERUVERRNERICETISENT -5y FOBK

o UHERBROMERE. BeMRUERFNAR (#aRF, BE~ORBERE UM
AEOER) CMT28RmEB[IDOMEA 0T —F &y FORERTEN

Each of these stages is covered in separate sections later in this document.

LN HDOFERIC OV TR, FEFETHRET DEBIOERTTER 5.

At the end of the clinical evaluation a report is prepared and combined with the relevant clinical
data to form the clinical evidence for the device. If the manufacturer concludes there is
insufficient clinical evidence to be able to declare conformity with the Essential Principles, the
manufacturer will need to generate additional data (e.g. conduct a clinical investigation, broaden
the scope of literature searching) to address the deficiency. In this respect clinical evaluation can
be an iterative process.

B RS TR, BRRFMEREZSAER L, BETIHBRT — ¥ L b TREBED
FRERROGTEHL & 9 5, BUSEFSIL, WERMGELSR+DTH Y, SREFAEH~OES
HERHAETERVWERRE T LIEHE,. TOMRISHLT 587 —F ZINET HLE
BdHd B, BRRBRLERT S, URBRROHEAZLTLSF) . ZORIZKEWNT,
B PR FEAM (2l LAESRITD 2L D38 Do

Who should perform the clinical evaluation?

R PR AR L 2N SR S~ X

The clinical evaluation should be conducted by a suitably qualified individual or individuals. A
manufacturer must be able to justify the choice of the evaluator(s) through reference to
qualifications and documented experience.

ERRAFMIL, YR EREE T 5 ERUIBRORYERERT & THDLH, REXE
. FHERNEOBERE ZOEBRUXE LS BRICESESESR LTS e hign
BIRY,

As a general principle, evaluators should possess knowledge of the following:

« the device technology and its application;

« research methodology (clinical investigation design and biostatistics); and

» diagnosis and management of the conditions intended to be treated or diagnosed by the
device.

—REERIE UC, FHMERSEIIUTOMME R T 5 & TH D,
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Figure 1 Stages of a Clinical Evaluation

Stage 1* Stage 2
Identify clinical data from Appraisal of individual data sets
- literature searching &/or - suitability
- clinical experience &/or - contribution of results to
- clinical investigation demonstration of
performance and safety

Generate new or additional
clinical data

Il

Stage 3
" Is clinical evidence ™. Analysis of relevant data
sufficient to be " - strength of overall
able to declare P evidence
conformity with T gr—— - conclusions about
relevant EPs? .~ ’ performance and safety

Produce clinical evaluation report

EPs = Essential Principles of safety and performance of medical devices
* - Conformance to performance standards may be sufficient to demonstrate compliance to relevant Essential Principles

April 26, 2006 Page 16 of 47




Clinical Evaluation

Study Group 5 Proposed Document SGS{PD)N2R7

€ 1 B PR A 0D Ex i

BpE 1

¥E LTOBERT—F006
SCERE R and/or
ERAEAREE  and/or
W R AR

- fe X diB o
BT — & Ve

Al PR

© ERIRRITHLIE
TS TEARE
] oESE+5
THETELM?

BR PR ATAMi$R 5 & & 1RAK

)

BpE 2

Bk (UATFICRET DML O
F—4)
- EAM
- MRRUERESMESIEL
TERER~DESE

N

[EAEN) = ERBRORSM EMECHETOEFREN
CMEREEE~OBESIZL o THATOEAESETHIMETERELH D,

B 3
St (BET L7 —#)
- GEHLORERIRE
- MRERUCEEMICETS
Waa

April 26, 2006

Page 17 of 47




Clinical Evaluation
Study Group 5 Proposed Document SG3(PD)N2R7

What about in vitro diagnostic devices (I1VDDs)?
FEAREEBAIVD)DOBREILE 55

Clinical evaluation should be performed for in vitro diagnostic devices as part of conformity
assessment to the Essential Principles in a manner similar to other devices. The basic principles
of objective review of clinical data will apply as described in this guidance document.
However, IVDDs offer some unique challenges which will be addressed in a future document.
RN W RS O BRI I fth DR & EHRICEABE M~ OE S HEFBO—F & LT
EiT~ExThHD, BET—YOFRBAL L 2—DERKFHR-OT A & AXERN
BREND, LnLasb, 1VDDs ((BAREEEE) BV < OrORFORELH
L. ENSITFRROXFIZERLNDLTHAS I,

6 Sources of data/documentation used in a clinical evaluation (Stage 1)
BREREE I (ER S 547 — ¥ /3 E(Stage 1)

Data relevant to the clinical evaluation may be held by the manufacturer (e.g. manufacturer
sponsored pre and post market investigation reports and adverse event reports for the device in
question) or in the scientific literature (e.g. published articles of clinical investigations and
adverse event reports for the device in question or for comparable devices).

BRSO BTN T 55— i, BUEEES (FlXI3. YREREBO K% D
BRARE AEOBRERVCAEFERELEFTOREEES) LI TRESATY
BEERHL, BB, BHFEXE (FIZITUZERBSE I END LA ER
HROBABRBROB IR CEEERREE) OWBLR2BELH D,

The manufacturer is responsible for identifying data relevant to the device and determining the
types and amount of data needed for the clinical evaluation.

Where data are used from a combination of sources, the principles applicable to each source
apply to that data component within the clinical evaluation.

TORBEEEZY, YHEFRERIIBEEL T —ZE2HEL. TOBRKTFMICLERT
—Z O L BNEHEL T S EORENH D,

T2 BEEOBRE»COELEGLEE LTHERA SN LISEIT. SHFRIRICEM TEE
RN EERFE OB T —F B S D,

6.1 Data generated through literature searching
XEBEIZ Lo TIEESNDT —F

Literature searching can be used to identify published clinical data that is not in the possession of
the manufacturer that may assist the manufacturer to establish acceptable performance and safety
of a medical device. The data generated through literature searching may relate directly to the
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device in question (e.g. reports of clinical investigations of the device in question that have been
performed by third parties, adverse event reports) or to comparable devices.

EkFR TR, BEEEENRTE L TWRWARINWFERT — 7 2B ET H7DI0HE B
I, EFREEOFEMREESMDNIEEZXFTTIFRTHD, XEBEHErEL TH
LT — 2 IEEEFBRGIZT, BZFIC L > TER SN BRABREECH

%?%ﬁi%)ﬂiéﬁﬁﬁﬁ%kmﬁT BrRERERICEERRT LN B S,

For some devices, clinical data generated through literature searching will represent the greater
part (if not all) of the clinical evidence. Thus, when conducting a literature review reasonable
efforts should be made to conduct a comprehensive search.

ERFHEIC L - T, XBBRIZL > TINE SNTBRET — 2 (2B EBEELO KE 5
(BT TIEARVZUANTHEYT A Z L2 D, fE- T, QIR CEBRELITO ok
FHISOENEIH _EThHDH,

Published data will need to be assessed with respect to its possible contribution and weighting in
establishing both the performance of the device in question and its safety. Papers considered
unsuitable for demonstration of performance because of poor study design or inadequate analysis
may still contain data suitable for assessing the safety of the device.

BRINET—FZFEOERRMEL L TOREEME L LI OEFBIBFORE L Z2ME2 T
HETHEWOIBRICEZEZBEE RV OFESNILENH D, FET V1 ROEITHER
F 2T OITHRONIEICIITEY L 2R SN TH - ThH, B0 EiziE
T — A REEZTENTHDIHEERH D,

The key elements of literature searching

XRRDOEELER

The search strategy should be based on carefully constructed review questions. A protocol
should be developed to identify, select and collate relevant publications to address these
questions. This should be developed and executed by persons with expertise tn information
retrieval, having due regard to the scope of the clinical evaluation set out by the manufacturer.
The involvement of information retrieval experts will help to maximise data retrieval.
XEBFEOREIIFEENBE AL SEMEEROEERBRICESIIAAETHD,
XBBEHEZIL., CROOEMEBHEICEZX DT-OOARIMEFEE. BREVRERET
L EMTERT & THD, NERRFEFIL. BUEEREFNRET 5 BRRFHED O #EH
KESSET, FRMRENOHIFMEICL>TRESN, EREINDSETH D,
BHRERICETIEMROBEIL, BERROT —IRROTDICHM L RS,

The literature search protocol should include:

iﬁﬁﬁﬁﬁé T OEHZEH_ETHS:
the sources of data that will be used and a justification for their choice;
the extent of any searches of scientific literature databases (the database search strategy);
the selection/criteria to be applied to published literature and justification for their choice;
and

. strategies for addressing the potential for duplication of data across multiple publications;
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o (FHINABHRIELFILOOFEROELSME

o BEHIELT — X R— X ORBEHB(T —F N — 2B EDOFE)
. INFR NI RO BIRGR M AER UNEBIROIE S

o BEOTUTHMIIBITAT—4BEEDREIEZE I T-DDFER

Once the literature search has been executed, a report should be compiled to present the results
of the search. A copy of the protocol should be included and any deviations noted. A possible
format for the literature search report is located at Appendix A,

BB ZOELVEBLLL, TORBRBEREBEFIIELDLETHS, O
HEEITIL, XMREHEEOE LRUARTEDOETHEENLIETHD, NEIE
RAEDDOEBEINF/OLHEALMEE AITTFT,

It is important that the literature search is documented to such a degree that the methods can be
appraised critically, the results can be verified, and the search reproduced if necessary. A
possible methodology is presented in Appendix B.

LightwFE (0O7etR) 1, BREFEFHEMIZSEL, EROBENTE, LEBIZG
CTRENHR CEABREIIXEBTI I ENEETHD, TORDOWELEALFIE
REMBEBIZRT,

What data/documentation from the literature search should be included in the clinical
evaluation?

MERBEN D YD K D27 —F /NELERFEIZBNTED D&M

The following documentation should be used in the clinical evaluation by the clinical evaluator:

LT O X E LI EERFHIE AT 5 RARFHECER SN 5 ~& Th 5!

» the literature search protocol;

» the literature search report; and

« copies of published articles and other references identified as being relevant to the device in
question and suitable for evaluation.

o BRREHEE

« XEBEREE

s ARINREFPLIAZEFRBRFIZAMLH VFMICET S EOMOSHEILEDOE
L

The literature search protocol, the literature search report and copies of relevant references
become part of the clinical evidence and, in turn, the technical documentation for the medical
device. With respect to the clinical evaluation, it is important that the clinical evaluator be able
to assess the degree to which the selected papers reflect the intended application/use of the
device, etc.

MR R EE., R RREERURYE T 5B ENT. BRARGERO—ER2 Y, &
HICEERERBEDOT 7 =NV FX a2 AT —a ks, BRFEMCBVTE, B
PREFAGE 3R L - TR Ui E R B OBRR L - ER/ER BN R LINETH
LNEHMT DI LEANFETHLILPEETH D,
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Copies of the actual papers and references are necessary to allow the evaluator to review the

methodology employed (potential sources of bias in the data), the reporting of results and the
validity of conclusions drawn from the investigation or report. Abstracts may lack sufficient
detail to allow these issues to be assessed thoroughly and independently.

BubniflErhE (FO7 2B 206 LELIER) RUHEES S W IEHED
HEX T IXNIREROFLMEICOWTEFHEE N U E 2 — T 27010, EEOR LEE
XEROF-ULBMNEL 2D, RBENLOERNNL, FHMEE A2 b ORREE R <M
BIZEM T - 0ic o iEESRE R<IBERH S,

6.2 Data generated through clinical experience
WHRBRIZL > TRESN T —F

These types of clinical data are generated through clinical use that is outside the conduct of
clinical investigations and may relate to either the device in question or comparable devices.
Such types of data may include:

ZOEORKT —Z it BRRBRUACEBRFERICBVWTIREINT- LD T, YRER
B SUT(E R E RS OO B RERERESRO VT ANICEET 2B 8 H D, Z0
MOT—F L LTIEUTOLOREENS:

. manufacturer-generated post market surveillance reports, registries or cohort studies
(which may contain unpublished long term safety and performance data);

. adverse events databases (held by either the manufacturer or regulatory authorities);

. data for the device in question generated from individual patients under compassionate
usage programs prior to marketing of the device;

. details of clinically relevant field corrective actions (e.g. recalls, notifications, hazard
alerts); and

e HUEEFZICILIWREBEFEREE. LUA M) —XiFar— MK CRERO
REOBZEMEROERICET 2T —F 2805615 5)

o FEERT—FA—R (BEFEFEFIAFERIZLHEREETHE)

. Lz =R ORERFEARIMOMMNER 7 7 Z Aic I VERENEA DA
BrLoREsnI =T 5

o K LERETSMIBIIRIIRERECHM (B, B, EEYE DA,
wE) . ETNT

The value of clinical experience data is that it provides real world experience obtained in larger,
heterogeneous and more complex populations, with a broader {(and potentially less experienced)
range of end-users than is usually the case with clinical investigations'. The data are most useful

' In contrast, clinical investigations involve the use of specific inclusion criteria to create a homogenous population
to reduce sources of variation and, therefore, increase confidence that the outcomes observed in the investigation are
due to intervention with the device in question. Also, investigators participating in the investigation are chosen on
the basis of their expertise and competence and often undergo training over and above that available to other end-
users of the device.
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for identifying less common but serious device-related adverse events; providing long term
information about safety and performance, including durability data and information about
failure modes; and elucidating the end-user “learning curve”. It is also a particularly useful
source of clinical data for low risk devices that are based on long standing, well-characterized
technology and, therefore, unlikely to be the subject of either reporting in the scientific literature
or clinical investigation.

BERRBROTFT—# OMMEIZ, LV RELEHRTLIEMLRBERTEMA I, BRRAR
TOFERIY EHIZEVEHBEOEENCREFNIEFRBREBE TLRWVWELED)T v P
—HF-RERTAREMRCBIOIRBRPRMET 2ACHD |, ZOBOTF—FiE, —
I T WA EEREEEREEOREERE/ET H 2 IR L&D ; Fil A T
AT — Z T — FICETA2FEHRE2SOCERMICE ST 2 S HRICET SRR
a2 Z LTy Fa—Ho (T—=2Fh—7) 2BATIZLENRFETLND,
FEEBICOE D ERTAERICL > THoBEA T N T 7 /oo —Z &S0 K
VR 7 EFRBEDOERT — 21BN Tk, Z20EOFT—FZRL0hbITHERTHY., bik
B SCER OB OR B L1272 DIz vy,

How may clinical experience data/documentation be used in the clinical evaluation?

AR, —Z/XBIEO X ST L TERARMMCHERTLIZ LA TELIOD

If a manufacturer chooses to use clinical experience data it is important that any reports or
collations of data contain sufficient information to be able to undertake a rational and objective
assessment of the information and make a conclusion about its significance with respect to the
performance and safety of the device in question. Reports of clinical experience that are not
adequately supported by data, such as anecdotal reports or opinion, should not be used.
BLEEECHRERRT — ¥ OFERLZBIRT 288, YOLIRBEELT-FHAT
HoTh, BMERCEEMFTMEIZ L > TUHRERBEROME L ZEMIINTLERLRE
WMOTDCADRERESOILAEETH D, BFTOZLORECERE, +52
T —ZIC L DIFORVERICE S BRRBRMESTIIER T2 & Tidv,

Post market surveillance reports are compiled by the manufacturer and often include details of
the device’s regulatory status (countries in which the device is marketed and date of
commencement of supply), regulatory actions undertaken during the reporting period (e.g. recalls,
notifications), a tabulation of adverse events (particularly serious events and deaths, stratified

into whether the manufacturer considers them to be device-related or not) and estimates of the
incidence of adverse events. Post-marketing data about adverse events are generally more
meaningful when related to usage but caution is needed because the extent of reporting may vary
considerably between countries. The analyses of data within these reports may, for some devices,
provide reasonable assurance of both clinical safety and performance.

VHICE O CHRARHEBRIL. HEORRBERELHV T RBEEM ARV BT I LIV EDERY
B L., Thit, tOBEARRCIBVWTER SN OIMENYREFBEONEC LV LERLLOT
HHIEOBEELET, ERBARRIENT IHESENIEOFMMRUENCESTREIN,
A UELIEISE R, FOLETHOT Yy PP -RNBEITHIENRTED,
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BUSERESERT SRR EEERMESTCIE. LI LITERESROARRL ()T
ShTW3EARUCERZERGE) | KERBHFPICHONEE (FE, B, &
B oMM | AEBRO BEE (RCEEREEARVGIECHICHL TRERESESY
RERSS L ORREROFEZSELIZLO) RUOFEBROBETROFMIE £
nNTn5, —MPUCTERKFOAFEERICET HTIRERRERT —#13, EHAFELE
ETLEE, FVEERLOERD, LLEREL, @5 LRTHRIERLRVEIRNE
ETrRr)RESBEVHDLD, EEELET D, HOBEOERERICEN TR, Zh
LOMEEFOT - 25T 5 288D, BRLEOTEMROHEEON &5 HH)
ICRAETE BB 6 H 5,

It may be helpful to provide a table summarizing device-related adverse events, paying particular
attention to serious adverse events, with comments on whether observed device-related adverse
events are predictable on the basis of the mode of action of the device. Comment specifically on
any clinical data that identifies hazards not previously considered in the risk management
documentation, outlining any additional mitigation required (e.g. design modification,
amendment of product literature such as inclusion of contraindications etc).
HERAEBSRICRMRERZAV., BEINT-EFREFEETEESR) YiZERES
DEBTFEDE SN L THIFATEE TCH oo T2 2 A v it L ERMBEES
EEROEH—EROBRENEIOBEGN H D, B A L MI¥Z, VRAIZEHE
ERWTIHBESNRD TP —FEHET 5HLP KT —F RULE 2B
REEEOBE (B, RIALEE, #2RFEHOEBMELSLRMACEORET) CET
HEREEL,

6.3 Data from clinical investigations

BERRRBICLDT—#

The guidance included within this section applies to clinical investigations carried out by or on
behalf of a manufacturer specifically for the purposes of conformity assessment in accordance
with applicable regulations. Such clinical investigations are generally expected to be designed,
conducted and reported in accordance with ISO 14155, Parts 1 and 2, Clinical Investigations of
Medical Devices for Human Subjects, or to a comparable standard, and in compliance with local
regulations.

IO Section iTHFFENDAIHTAF LRI, FOBBINIHEFNME, (MEKEREROE
BEE~DYESHEOFEL BEE LT, MEEFLENITORBACI > TERSN
LEARBICERIND, —RICZOEOERFARIL. 1SO14155 O Partsl & 2 (FFE
DI D DFE SR O A ), IS RERE S OHFLOERR UEERRNIZE N,
A, Efi, BEINDZEBEELY,

It is recognised that where manufacturers source clinical investigation data reported in the
scientific literature (i.e. investigations of either the device in question or comparable devices that
are undertaken by a third party), the documentation readily available to the manufacturer for
inclusion in the clinical evaluation is likely to be no more than the published paper itself.
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AEEF SRR PRXBREZFIC LV ElR I N UBREEMIRUITN & R e
EREBROBRRBICBEIN T I2BERRBR T — 420002 FHEL LT, BEH
\CEEAR A ISR A TR XIS LB S, FOBERT — X I3E 25 AR IR TIC
BERNTHAI EORBET S,

What clinical investigation documentation/data should be used in the clinical evaluation?

ED X5 REERBRBRCE T — 7 e BARFEMICER TR & 2

Where a clinical investigation has been carried out by or on behalf of a manufacturer, it is
expected that all documentation relating to the design, ethical and regulatory approvals, conduct,
results and conclusions of the investigation needed for the clinical evaluation will be available
for consideration, as appropriate. These may include:

BREEELIEORTERNER LLBFRARIIEBNT, RBROTFA >, mBELEE
BH LA, FEE, BRREURRICED D TRROT T OMERITERES KD
BRICETNICEESNFIATRE TS D Z EMNEE L,

. the clinical investigation plan;

. clinical investigation plan amendments and the rationale for these changes;

. the relevant Ethics Committee documentation, opinion(s) and comments for each
investigation site, including a copy of the approved informed consent form(s) and patient
information documents;

. case report forms, monitoring and audit records;

° Regulatory Authority approvals and associated correspondence as required by applicable
regulations; and

. the signed and dated final report.

o RARRABRGEEF

o BEARBRFEEOWFERERTINLOREEHE

« FIEREBREREROMBERLOHEE., BEREAURME

(ZnHizik, AR SN ERAEXERARVCREVRAXEO Y —%2F12)

o JEFIHREE, T=F V7  BEEORR

o HAYROFIARLERARAUTERINIEEXE

e EXLAMAVOERKBREZFRERESE)

The clinical investigation plan sets out how the study was intended to be conducted. It contains
important information about the study design such as the selection and assignment of participants
to treatment, masking (blinding of participants and investigators) and measurement of responses
to treatment, which may be important sources of bias that can be assessed and discounted when
trying to determine the actual performance of the device. In addition the clinical investigation
plan sets out the intended participant follow-up, approaches to statistical analyses and methods
for recording outcomes, which may impact on the quality, completeness and significance of
results obtained for performance and safety outcomes.

ARBHEEIT. BRVPEDOLOZANTITbha ek L, ABRT VA &L
THEBREOBIREFIMN, =AX 27 HBRELRUVERRE TS8R RUARDE
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DOEESOEEFRZFERT D, T bid, YEERESOEOMRERZHELLS &7
HET, Tl - BT A ERYOFEELRER L ARVESL, X6, BERBHEECT
FETOHIYZEREO 74+ —7T v, MEFEMFEFTOFEE, R BEROBEHFER
RETH, Fhoid, HRERESHII SV TE LN AER RO REPm 2o E M
WEEARITT I LIRS,

Also, by having the clinical investigation plan, its amendments and the final report available, the
evaluator will be able to assess the extent to which the investigation was conducted as planned
and, where deviations of from the original plan have occurred, the impact those deviations had
on the veracity of the data generated and the inferences that can be drawn about the performance
and safety of the device from the investigation.

EEARRSHE, € OBEFTHREURKRBEEE (RERES) zRANRCTL L
WC ko T, ERERFHEEIL, HEERARBRHEM Y [CEE S AR E T 5,
HLLEPORBRETENLRE LZHSIIEWVTH, 4FBEBRARICBNTRONTZT
— 4 DEEHER ERERBEOMEE L TEMIZET S HROEERICSF 2 L5 E O
A3 elRE & 72 B,

The final report should be signed by its author and appropriate reviewers to provide assurance
that the final report is an accurate reflection of the conduct and results of the clinical
investigation.

BRBREE REREE) 13, FEFRVEYLEETICLVER SN, RERBESH
FBHREBDERTHY ., BURBEFERBROEER MHRLERICKILTWS Z &8
RiESNDHRETH D,

Another important consideration of the evaluation will be to assess whether the conduct of the
investigation was in accordance with the current applicable ethical standards that have their

origin in the Declaration of Helsinki and in accordance with applicable regulations. Clinical
investigations not in compliance with applicable ethical standards or regulations should be
rejected. The reasons for rejection of the investigation should be noted in the report.
FMIZONWTERTREL ) —DOHEBELR AL, RBROERSE~ NV FEHEIZERY
RLAEEAIN I HEEERVER SN SRA~DOFEEHEFMT 5L VW5 2 & Th
5, HHINAMEBEERVEHN SLORANES LRWEREBIIERT &S THD,
ZOBE, R LEHHZREFECIRETRETH S,

7 Appraisal of clinical data (Stage 2)
BRER 7 — & OIS H(Stage 2)

The purpose of undertaking appraisal of the data is to understand the merits and limitations of the
clinical data. Each piece of data is appraised to determine its suitability to address questions
about the device, and its contribution to demonstrating the safety and performance of the device
(including any specific claims about safety or performance).
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F—FOWBEAIT) BRI, BERT—2ORMEBRLZEMI Z_LTHD, T —F
I, UHERSEIC AT 2R AR 2T, R, YHERMESORZSNR
Uﬁmﬁéi@ia BT AT OEEFEIEZSINORICBITAFSOEREDEH A
TSR TNZHE SN D,

What should the appraisal cover?

ISR RIT EDOFHE & T RE

The data needs to be suitable for appraisal. It should be assessed for its quality and for its
relevance to the device in question (i.e. the data must be either generated for the device in
question or for a comparable device) and its intended use. In addition, any reports or collations
of data should contain sufficient information for the evaluator to be able to undertake a rational
and objective assessment of the information and make a conclusion about its significance with
respect to the performance and/or safety of the device in question.
?—&i ISR & - TEEITRiThiER 620y, £ORERUHZIERBERSRIIST
BUM(TRL BT — Z I HRERSS, T HRERE & BT BRSO
lz\'é‘a"b?ﬁ)@ﬁ_&')ffﬁ TR LRWMERVTEOERERNCBTH SN ERETH D,
Mz T, w#&éﬁm%béwmrw&®%A BV TH, FRLIE, FEEFERD
SHNTEBENZTMATE L L), E-HZERERICETIERMERETLT/X
FEEECEL TERa T 2 &ﬂf%éio TR REREBELETHD,

Further appraisal needs to be undertaken to determine the contribution of each data subset to
establishing the safety and performance of the device. The evaluator should examine the
methods used to generate/collect the data and assess the extent to which the observed effect
(performance or safety outcome(s})) can be considered to be due to intervention with the device
or due to confounding influences (e.g. natural course of the underiying medical condition,
concomitant treatment(s)) or bias’.

S EREOESER UM ED IR B T 3E T — 47y FOEBRERHET S
twm‘é6ﬁé%%%ﬁ5zﬁﬁ%éoﬁﬁ%i F—ZERIRED HFiEE RSB L,
BEINTHRE (EEHIVEIESEICETIFR) BEORELYEEFEIBONIE
BEETHIREL2ON, KERT L LTORE (B2 L2TERRE, HEL-LERH
BMOAEFOaA—R) 2OH, b LRV RO EERTETHE L

There is no single, well established method for appraising clinical data. Therefore, the evaluator
should identify, in advance, the appropriate criteria to be applied for a specific circumstance.
These criteria should be applied consistently. Some examples to assist with the formulation of
criteria are given in Appendix C.

2 Bias is a systematic deviation of an outcome measure from its true value, leading to either an overestimation or
underestimation of a treatment’s effect. It can originate from, for example, the way patients are allocated to
treatment, the way treatment outcomes are measured and interpreted, and the recording and reporting of data.
R0, BERROEMN L ORMMRRLE TH Y | IWFEHR BRI LTS/ LR L6 T, R
Dk, BEOREE~OBIMTFE, BEERNELXVEROFIE. ERCT 7 ORERCHREDH
ENCERLED,
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R T — B BRICEI L T, M- D X< BESL SN FERAETE LAV, BV ES 1.
BRI L CEAT R X EYI2BkE#EL | ERMICRETRETHD, ZhbHD
SHREEII—B L CHEBTRETHH, BHREEIBT LIV 21 0FEEHEFBEC
VR,

For many lower risk devices and devices based on long standing technology, the available data
may be qualitative rather than quantitative in nature, so the evaluation criteria should be adjusted
accordingly. The criteria adopted for the appraisal should be justified by the evaluator.

ZLDENY R BERESEUOREOT 7 /0 o—il &S ERESCE L T, FIA
FIRER T — FIIEEN TH L L WD LV LAEMRRBERH D120, (HikEFRE
BIZBT DRMAERUBKEET, ThLISLTHAEINLG~ETHD, BASH
FRSUREHE T, FMEHEICL > TEMLEN DX TH D,

Although there will be some overlap of safety and performance data, the data should be
categorized to allow for separate analysis. Additional categories may also be needed, depending
on the nature and intended use of the device to address additional claims. The data should also be
weighted according to its relative contribution. An example of a method of data appraisal is
shown in Appendix D.

HOERT —Z BV TIHE2ERHEEZRFET2HEELH DI, £OEOT—FI1C
BLTHEMEIZOT T L AFREE T5 L H BRI+ & TH D,

Eio, BERBROEFEELENT 56, ENYSZERBHFOEERCEOERT S
HERBEMICL > Tk (BRT—F0) BMHARAKSBHLBELRLBENRHDL, ZOLD
e, BT —ZRERECLCTERAMITIONE~ETHD, BEER) 7—FI5%K
DHFEFZMFRED IR,

8 Analysis of the clinical data (Stage 3)
BREE 5 — & D 4347 (Stage 3)

The goal of the analysis stage is to determine if the appraised data sets available for a medical
device collectively demonstrate the clinical performance and safety of the device in relation to its
intended use.

SIMT Stage O BARIL, EFESHICF AR EINLT —F Y b8, ERTLSEH
HAYIZHEE U7 YR ERMS ORKR LSRR 2L —E L THHRAL TWh 5050
HHET DL THD,

The methods available for analysis of clinical data generally are either quantitative or qualitative.
Given the context within which most medical devices are developed (i.e. limited need for clinical
investigations because of incremental changes in device design and therefore high use of
literature and experience data), it is most likely that qualitative (i.e. descriptive) methods will
need to be used.

—RRIZ, BRERT — ¥ OFEICFIAFRER HEIL, EBMITEERNR LD THD, K
BoDOERERICEIT OEREROERF (Tabh, ERRSROBMENEERTZ
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HIZHE D Z2< OXBME TERKRRRET — & OIERICER T 2 BRRBROLEEOIRE)
rEBTLHE, EMR (bbb, TR8)) FEOCRBO/VELRIBENRELE VL
Zzohd,

Any evaluation criteria developed and assigned during the appraisal stage can be used to identify
those sets of data which may be considered to be “pivotal” to the demonstration of the
performance and safety of the device, respectively. It may be useful to explore the results of the
pivotal datasets, looking for consistency of results across particular device performance
characteristics and identified risks. If the different datasets report similar outcomes, certainty
about the performance increases. If different results are observed across the datasets, it will be
helpful to determine the reason for such differences. Regardless, all data sets should be included.

IGERAT —VIZRBWTHE IR, AVLOIIBEROdH b D FMERET, EREROMN
%&w%%&wﬁﬁﬂkof%ﬂ%ﬂriﬁjT@%ﬁ&ﬁ&éhé?*??y%%%
EVHBICHRATE D, FHERT—F by MIRENEEREZHEEL, BEREEBICRE
@ﬁ?%ﬁ&U%méﬂt)Zﬁ%%Eth%W BEMta R Z EAFRREEN
HD, bLLRRSTT =y b (FERT—F Ly bd) BEULEEREZ LD

TRL, ERICEY SHEESIBNTS, bLLRLR-TFERT— 2y FOBTH
RENBEIR, TOMEOCEBAOEANFER LD, TR L, 2THO7F—%

By hEFHLERETHD,

As a final step the evaluator should consider the basis on which it can be demonstrated that the

combined data show:

RERIREREE LT, FEEIIEE L el 72N TROEBEZEHATES

CEWTELDPENOBRALERETRETHS:

e the device performs as intended by the manufacturer;

+ the device does not pose any undue safety concerns to either the recipient or end-user; and

« any risks associated with the use of the device are acceptable when weighed against the
benefits to the patient.

« YUEEREBRIMEETFEOBER L LBV ICEMETS

o HBERESE. BT v Ra—F-—0n TRy LTy, —ORY2%e%
roRMEZ VL SRy RUP

o URERBFOFERCEETLIE2TOV A7, BECLEOTRROESL & LK
LtEA’¢@T%5

Such considerations should take into account the number of patients exposed to the device, the
type and adequacy of patient monitoring, the number and severity of adverse events, the
adequacy of the estimation of associated risk for each identified hazard and the severity and
natural history of the condition being diagnosed or treated.

VMEFERIERINIBER BECHI2BEROBERUTEREMYE, AESTROMH
BEVEEE, BRESKBELONF—FICEET L) 27 ORETRIOREME, WU

P XAEE SN EEOERERUVBEAEEEICHL TS, BESRSNERET
Hod,

April 26, 2006 Page 28 of 47




Clinical Evaluation
Study Group 5 Proposed Document SG5(PD)N2R7

The product literature and instructions for use should be reviewed to ensure they are consistent
with the data and that all the hazards and other clinically relevant information have been
identified appropriately.

HOOBRMXEELVERLOEEE, FFMMROBRT ~F LBEL, £2TOH—
FRUZDMOBR EICZET L EEN TN OO XETICENICEH SN TVEZ L&
RIETHLDICERT X TH D,

9 The Clinical Evaluation Report
B PR A At 4 o5 3

At the completion of the clinical evaluation process a report should be compiled that outlines the
scope and context of the evaluation; the inputs (clinical data); the appraisal and analysis stages;

and conclusions about the safety and performance of the device in question.

BT 7 2 258 TR LC. #MEICHT S @ER O, GEED) (> v b
LTORKT —4& . BHEEOSHTO Stage, N HXERBIROREVE L PERIZEY
DEERIZOWVTER T 2|MEEN RSN LGS TH D,

The clinical evaluation report should contain sufficient information to be read as a stand alone
document by an independent party (e.g. regulatory authority or notified body). It is important
that the report outline:

ERARFRMEEE F L, Mz Lot (B2, SRAsESH 2 WIIRHER) kb GFE
Di=HO) BFCHTHEMOXEL LTHIREREEZLETH L, BAHERE
EVBLUTZOWTHBRT D2 Z LIIERTH D,

« the technology on which the medical device is based, the intended use of the device and any
claims made about the device’s clinical performance or safety;

» the nature and extent of the clinical data that has been evaluated; and

+ how the referenced information (recognised standards and/or clinical data) demonstrate the
clinical performance and safety of the device in question.

o UHERBENAESWTWELET 7/ nd— BRTIHEHBIM. RUBEMEGEXIT
oMY A 2 COEREEE

o FREEMNIEEERT —F OMH & ; TN

o BHER (ONREERC/ XIIEEKET—4) PEDOLIHIIZ L THUEERBIROBEIR
PERE & M A4 5 O

The clinical evaluation report should be signed and dated by the evaluator(s) and accompanied
by the manufacturer’s justification of the choice of evaluator.

BRI EE L. EMEIC L - TEL, A2 Eh, MEEES 3 Fxcamss
ETHOINO R K — R BRI EE LB omEsEs) (L L AEMEREDEHULELED
_RETHD,
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A suggested format for the clinical evaluation report is located at Appendix E. Again, it should
be noted that the level of detail in the report content can vary according to the scope of the
clinical evaluation. For example, where a manufacturer relies on clinical data for a comparable
device which has been the subject of an earlier clinical evaluation (for which the manufacturer

holds the evaluation report), it may be possible to cross-reference the data summary and analysis

sections to the earlier clinical evaluation report, which also becomes part of the clinical evidence
for the device in question.

BRI E SO HORE SN, FBRFEICTT., 2k, BEFHEOEH
WHEWBEEOTENEDFMIDO L~V EEETHZENARETHDLZ EE2MET S,
i 11, BOEEESDRFMAR Th o - DiLZERHEER & LR TR E RSB 58
KT — % CiREDBEFEMIZE L2 0 (RIEEESRERIMBESLERFTI L
D) & (YUZEFEEISEOBRITMD) LRE T 2546, YUZEFRESRIIRBT LT —#
DERHR U OS2 BEOEKFMBES LIHESR L, YREFEIBOEFRGE
o8 ELT5Z ERTFERBENRD D,
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Appendix A: A Possible Format for the Literature Search Report

HREA  HRBRERSEOHRLEIHEN

1. Device name/model

MasaRr A

2. Scope of the literature search [should be consistent with scope of clinical evaluation]

SCHRBR R O#IF (B O & — T R&E TH D]

3. Methods
Fik

()

(i)
(iii)
(iv)

™)

(vi)

(i)

(if)
(iii)
(iv)

Date of search

Name of person(s) undertaking the literature search

Period covered by search

Literature sources used to identify data

- scientific databases — bibliographic (e.g. MEDLINE, EMBASE),
specialised databases (e.g. MEDION)

- systematic review databases (e.g. Cochrane Collaboration)

- clinical trial registers (e.g. CENTRAL),

- adverse event report databases (e.g. MAUDE, IRIS)

- reference texts

[Include justification for choice of sources and describe any supplemental
strategies (eg checking bibliography of articles retrieved, hand searching of
literature) used to enhance the sensitivity of the search]

Database search details
- search terms (key words, indexing headings) and their relationships
(Boolean logic)

- medium used (e.g. online, CD-ROM (incl publication date and edition))
[Attach copy of downloaded, unedited search strategy]

Selection criteria used to choose articles

R H

XRFRE 21T 9 EDOKA

R R e R A ]

7 — 7 ORI SR Y — R

- BT —F R— 2 FET —FX—RZ (fl MEDLINE., EMBASE)
B —4~—2 (il MEDION)

CVATFTF 4w I L a— F—H— 2 (] 27T FEEE)

- ERARAEB S & (B CENTRAL)
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- BEREHET —F~—2X (#l MAUDE, IRIS)
-BETFXFA |
EREOBROESH L SOFTHRBERSHAEREST (B R
Ltuﬂgﬁélmﬁﬁﬂw)ﬁ%w@jiﬁ@/\‘/ B —F) o |

(v) — Z = AR DT
*ﬁz\nn 3?‘ 7"—]‘ Glﬁz{ﬂ]« ) &U%@E’gﬁ& (7‘_‘]1/ EE)
- AR [ 71‘/7/( . CD-ROM (TR RUNRZETe) |
[F7ru—FLERREOCHRZERROE L2HMT 5]

(vi) EESBSEDIZAVWBIREE

4, OQutputs
TN b

(1) Attach copy of literature citations retrieved from each database search

(i)  Data selection process
[Attach flow chart and associated tables showing how all citations were
assessed for suitability for inclusion in the clinical evaluation (see Appendix

B)]
() BT FIX—AREPLBEALE SN XROSIBEROE L 2 AT
HT &,

(i) FT—FBEROToEX
[ TOR BESRPBERITMIZB T E S EWICF M SN ERT 7
H—F v — b RUBEEM T ShAeRERAT L, (HBE B %225
A

Notes:

EMBASE Excerpta Medica published by Elsevier

CENTRAL  The Cochrane Central Register of Controlled Trials

IRIS The TGA’s medical device Incident Report Investigation Scheme
MAUDE US FDA’s Manufacturer And User Facility Device Experience database
MEDION Database that indexes literature on diagnostic tests

MEDLINE  Published by US National Library of Medicine

&

EMBASE Excerpta Medica published by Elsevier

CENTRAL  The Cochrane Central Register of Controlled Trials

RIS The TGA’s medical device Incident Report Investigation Scheme
MAUDE US FDA’s Manufacturer And User Facility Device Experience database
MEDION Database that indexes literature on diagnostic tests

MEDLINE *EEMEFREERT
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Appendix B: A possible methodology for documenting the screening and selection of
literature within a literature search report’

fTREB: XEEZEREEBICRBTAIXEHOAZ Y —= v TR UNEBR
XET A OOEE LBL R

Potentially relevant literature
identified through the search
(copy of all literature citations)

i Literature excluded, with
rcasons

Literature retrieved for more
detailed assessment

.| Literature excluded from
clinical evaluation, with
reasons

Literature with relevant, usable
data included in the clinical
evaluation, by outcome:
Device Performance*;
Device Safety*;
Device Comparability
(if applicable)

* some literature will address issue of both performance and safety

* Adapted from Moher, D., Cook, D. J., Eastwood, S., Olkin, L, Rennie, D., & Stroup, D. F. Improving the quality

of reports of meta-analyses of randomised controlled trials: the QUORUM statement. Quality of Reporting of Meta-

analyses. Lancef 1999; 354: 1896-1900.

3H#E: E~AD., 7P DL, ARV RS, FAFUL LE—D. RUBRM—FDFIZL3
T ALEERBOA T H Y R LR— bOSHEEE : QUORUM A # 7+ U AHEDRHE
Lancet 1999 4= ; 354 : 1896-1900,
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BFEZALT, BHET LA
fEMO S D LI AT BIR
XMRETEIE—)

o BHICESE EERR
#h (F A)

h

L 9RO Hin
BRE R (K B)

o] FHICESE, EKAER
R A S BRI C)

Y

BERG CEET 2 FRART -4 20T
A E A BEEFEMICE D D

s OERE (] D)*

s DR 2N (KR B

RO LB RERE (R F) «HEEE L B M OFHOME RS 5 XL 55

FEETLHEE)
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Appendix C: Some Examples to Assist with the Formulation of Criteria

FBREC | BHROFRIULZET D0 2OhDF]

The following are examples of questions to ask to assist with the formulation of criteria for data
appraisal for different type of data sets. These examples are not meant to be comprehensive with
regards to study types or all potential questions.

UTOEMENL, BR2BEOT7T—F vy bOF—F LT 5 E8EED OFBIT
LRBLDTHD, ZHLOERFITEER (7R OEEHLIVEETOZEZRLERM
THEST D LD TR,

Randomised controlled trial Clinical investigation where subjects are randomized to receive

either a test or reference device or intervention and outcomes
and event rates are compared for the treatment groups.

BEVER LB ER HBRE L EIERLL T, HBREES, MEESE~ORE,

[ Ny o I i Y R WA

Oocoo0o 000 o0o0oO0Do0oOod

EFEHTADONTRIZRY ART, BBERRUESRE
% SLEREM THE D BRIRRER,

Were the inclusion and exclusion criteria specified?
BIREOBRAELETHATRIN TN D 2,

Was the assignment to the treatment groups really random?
FALEREA~DOEF T EARYBIZEBES TH - 7o,

Was the treatment allocation concealed from those responsible for recruiting subjects?
BALE DB TIZ, HREOFEREH RSN TVl

Was there sufficient description about the distribution of prognostic factors for the treatment
groups?

FUEHOTERETOSMBRTICELES N TN D,

Were the groups comparable at baseline for these factors?

I DETFIC T A5 EBORBANII T HHEIIFETH 2720,

Were outcome assessors blinded to the treatment allocation?

RBEROFME L. FLE~DOBTITFIZ OV TERIES TN,

Were the care providers blinded?

EREEF ISR I T,

Were the subjects blinded?

HREF I ERIL ST

Were all randomised participants included in the analysis?
BEAMELINZEHERBABFETICET TR TV D,

Was a point estimate and measure of variability reported for the primary outcome?

HEERUCEBRAEEIIEEFMGR L LTHRE S TWD,

Cohort study Data are obtained from groups who have and have not been exposed to the

device (e.g. historical control) and outcomes compared

ag— MR UHHBIRBINHLE BRIALVE B AR =

vha—i) T —FEEEL. ABERERET S,
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00

O00D0 o

(]

5y I Oy E [ 0

o

Were subjects selected prospectively or retrospectively?

WEREIL, TR ANT T 4 T IIL bE AR T 0 T OWTR—F I LD ISER
SIHTdn,

Was an explicit description of the intervention provided?

AT DN T OISR S0,

Was there sufficient description about how the subjects were selected for the new
intervention and comparison groups?

i 72 NBE R Ol B OB E OBINGIEIZ DWW T O RS R B - 7205,
Was there sufficient description about the distribution of prognostic factors for the new
intervention and comparison groups?

BB AR OB RO TERREFORMIT DN TORDZLED H - 7z,
Were the groups comparable for these factors?

T DOEFITHT 5B DO LEIIFETH o7,

Did the study adequately control for potential confounding factors in the design or analysis?
FORBRIIRBRT A L 3UIBTICBWITREROH 2 ZEEF2 ol Hmi#@ L
D3,

Was the measurement of outcomes unbiased (ie blinded to treatment group and comparable
across groups)?

RBEROREIL AL T AEDPho T (Thbb, LB IERILIN,
HRILB AR TH -0 .

Was follow-up long enough for outcomes to occur?

HRBERPEOLND £ TR BB ENT2D,

What proportion of the cohort was followed up and were there exclusions from the analysis?
T4 =T v 7 E NI LR BRI S R BH OBAIT DL B,
Were drop-out rates and reasons for drop-out similar across intervention and unexposed
groups?

ST AL FERER L ORBERR OMBERBIIERE L TW D,
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Case—control study Patients with a defined outcome and controls without the outcome are
selected and information is obtained about whether the subjects were
exposed to the device

G BESNEHRBGEONDIBERLPRBGE LRV B
L. EnoDOWREVPESFIZRESNLNE > DOBREED,

o Was there sufficient description about how subjects were defined and selected for the case
and control groups?
EFFHRUHBEOERENL EOL S TRESN, BRENLLIZOVTORSSZ
FLAR A3 & > T2 D,

Was the disease state of the cases reliably assessed and validated?

HRERE OBIR DOWRERIZ DUV TE IR O & 2 57 B DHRREED 22 S hfe A,

Were the controls randomly selected from the source of population of the cases?

XHRRRED BEIVEFIBE OBERD G EBESITER S,

Was there sufficient description about the distribution of prognostic factors for the case and
control groups?

* DIEBIBE R O BB O FREFOQHMIC OV TORDRICR B b o 72,

Were the groups comparable for these factors?

TN HDERFITHT HEREDLBIITEE Th o 7o dy,

Did the study adequately control for potential confounding factors in the design or analysis?
T ORBIIRRT VA TN IZ B W TR D b D e A 2 Bmic = b e
— LT,

Was the new intervention and other exposures assessed in the same way for cases and
controls and kept blinded to case/control status?

F et ARV O OB R X 0 EFIRE L SR L TEZROFET, »
2, BERL ST TRAE TR S TV o,

How was the response rate defined?

BRI LOE I CHES LD

Were the non-response rates and reasons for non-response the same in both groups?
FHRMBR OHERPOFEERIIEBEICBOTRI%E Th o 7d,

Was an appropriate statistical analysis used?

WY FIE S AV ST d,

If matching was used, is it possible that cases and controls were matched on factors related to
the intervention that would compromise the analysis due to over-matching?

T o F L TRIThIIRE. A== v F T OO R ST Th A D
FACEE L7ZRF O, EFEEENBEEO~ v F o TIEETH DM,

[ O O00Oo0o O00o0ao (=]

[ iy [ Y Y

(]

Case series The device has been used in a series of patients and the results reported, with no
control group for comparison

=AY —X HBEHAOHBEZAOTIC —EOBREICEENEDN T, TORE
PREINTZLO,
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Was the series based on a representative sample selected from a relevant population?
—EDBEFIL., BUREERD BRI AR - T MATE I Tz,
Were the criteria for inclusion and exclusion explicit?

BIR R OBRAEBEILIHE TH - T2,

Did all subjects enter the survey at a similar point in their disease progresston?
ETOHBRBFITERDSFR CREIZET U R THA AL L b,

Was follow-up long enough for important events to occur?
BEELRBERPFELET D E TR LGEFHRBPENIZA,

Were the techniques used adequately described?

Az FRIC-OWTEE 2 FRE S STV o,

Were outcomes assessed using objective criteria or was blinding used?
HRERBRIFENL2EELZRAOI0ERIEENTFHmEN TV,

1f comparisons of sub-series were made, was there sufficient description of the series and the
distribution of prognostic factors?

BRRHIEH OB {Thn-BE,. TOEFAOTFREAFOLSMBFRFICWBR ENT
W23,

{ N 0 IV W N 6 T 6 Dy iy I N Dy o Ry 0 8 | O6

(]

Adapted from: Guidelines for the assessment of diagnostic technologies. Medical Services Advisory Committee
2005
i [ZEEHEEEOLHDONA FF 4] (BERY—EX7T FALHF ) —FE 2 2005)
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Appendix D: A Possible Method of Appraisal
HBED  BBE LBLBIRGE

There are many methods that can be used to appraise and weight clinical data. An example of
possible appraisal criteria is given in Tables D1 and D2. The criteria may be worked through in
sequence and a weighting assigned for each dataset. The data suitability criteria can be
considered generic to all medical devices (Table D1), however the actual method used will vary
according to the device considered.

BRRT — &% OBRE CEMTTIZ O TIREL OFERH D, BX LILHBHRERED—
FlE=F DI RUFED2IZRT, ZOREEDL &7 —F &y bOMEMTRPESLTITICA
WBZLENTED, BUMEEBOEBE, T 3 TOEBEBB I L T—BRAZLD LR
RENALDOTHS (RD1) , LHLARE, EEICHAWVGNA FEITYERMES
WIRCTERLTHAD,

To assess the data contribution criteria of the suitable data, the evaluator should sort the data sets
according to source type and then systematically consider those aspects that are most likely to
impact on the interpretation of the results (Table D2). There is scope for the evaluator to
determine what types of issues are most important in relation to the nature, history and intended
clinical application of the device. The criteria used in the example below are based around the
sorts of issues that could be considered for devices of higher risk, such as characteristics of the
sample, methods of assessing the outcomes, the completeness and duration of follow-up, as well
as the statistical and clinical significance of any results.

BT — A OEDOEREZFMT 5720, FHEEIXT —FEy PrHBOBBEHEILIZ
SEL. BROBRICELRELEZEZRIILEBELIMNEIZ OV TREMICRIT <& T
b5 (RD2) , SERBSFOMHE., ERERE (history) | R LER S EH
HESIZBIL T, YD 5 REENRLEETHDINIC OV Tk, FHHFICZBORHIN
HD, UTOBEFIIHNERIT, FIE, RIEORH, MROFHMAE, 740 —7
v T OSEEECHIN ., WTNCH LW HRERICET I RAFHRVER EOF BHE, X
D URZOBEVERESRIC OV TERSNALSEEOMEICE VTN D,

In this example, the weightings would be used to assess the strength of the datasets’ contribution
to demonstrating overall performance and safety of the device (Stage 3, see section 8). Asa
general guide in using this example, the more level 1 grades, the greater the weight of evidence
provided by that particular dataset in comparison to other datasets, however, it is not intended
that the relative weightings from each category be added into a total score.

FHIRICBWTEARAMTIZ, YEZEFREEORENMESEREE I T il
T, 74ty hVOBBEORMIZFEMT 2D CRB ENED (Section 8§ & Stage3
) AHFRICHBRS—EAEHE LT, FL—FI1BRXEL BREHDITL,
MoF—5y hEBLTEDT—F 2y FORTIHMOEER TS EVZ2 D, L
MLARRG, RESHHE 4 OBKES T L ORMHUREAEZREAITICNET S Z &
EEETHLO TR,
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Table D1 Sample Appraisal Criteria for Suitability

Suitability Criteria

Description

Grading System

Appropriate device Were the data generated from the D1 Actual device
device in question? D2 Comparable device
D3 Other device
Appropriate device Was the device used for the same Al Same use
application intended use (e.g,, methods of A2 Minor deviation
deployment, application, etc.)? A3 Major deviation
Appropriate patient group ~ Were the data generated from a Pl Applicable
patient group that is representative of P2 Limited
the intended treatment population P3  Different population
{(e.g., age, sex, etc.) and clinical
condition (i.e., disease, including
state and severity)?
Acceptable report/data Do the reports or collations of data R1  High quality
collation contain sufficient information to be R2Z  Minor deficiencies
able to undertake a rational and R3  Insufficient information

objective assessment?

F D1 EEIMENS IR D 7 8 D 1A

LR 2 W T L— B4t 27 A

B SRR 25 D B F—HIIERERERLVEL Dl YEZIERESR

hizd oh? D2 ¥ELlEEES
D3 F O EEER

EREMBEOERAOBEY  UEREBIREEEENE Al EUTHD

PE H+AH0LR—OER (#: A2 BEAemBSH D
BREHE, BEHE) KESHT A3 K@M S 0
fEREN=h?

BEHEMAOBEOHE Fe-FIIBERINZRESRE Pl BUWTHS
A P, RS RUER P2 BENTHS
REEWR (Tibh, HERUVE P33 RioBERETH
EE 2SR ool %
D ?

HEBEN LT —-FBE BEUIF—FEFICL. 48 Rl &5HE

DTEEHE BID»0 B ERRFEM A3 FTRE 22 B8R R2 B#A2RE
BB EERTHDHDH? R3 FHEIF+5
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Table D2 Sample Appraisal Criteria for Data Contribution

Data Contribution Criteria Description Grading System
Data source type Was the design of the study Tl  Yes

appropriate? T2 No
Outcome measures Do the outcome measures reported Ol Yes

reflect the intended performance 02 No
of the device?

Follow up Is the duration of follow-up long Fl1 Yes
enough to assess whether duration F2  No
of treatment effects and identify
complications?

Statistical significance Has a statistical analysis of the 81 Yes
data been provided and is it S2 No
appropriate?

Clinical significance Was the magnitude of the Cl  Yes
treatment effect observed C2 No

clinically significant?

£D2 T —FEHBEEWSLRO 2O EYEG]

7 — F HRREE AR i JL—F

7 — & MAROTER RBROTFA ALEN Thof T I
5P T2 IAIAY-&

fii RAGAR HESNHREEILYHER Ol Ew
BEOBEREhMHEERERL 02 iz
Tndh?

TAu—T v BEAMIIBRARSHRT D F1 B

BOERCEHE (FEF  F2 vz
) OBEZTFLRHMTHD

IR

WA ERA EM T —F OFFHEEREET ST S
foo BB, FOMTEED S2 v
LD TCHEN?

BRERBFE #HEIhBESROEBEIRE C1 v
REBEZETH-D? C2 i
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Appendix E: A Possible Format for a Clinical Evaluation Report
ftREE : B LE 5 BRI MEEEHRN

1 General details
— iR EIE

State the proprietary name of the device and any code names assigned during device
development.

ULERM RS RURBRIZE VRO NI T X TOa— FE 2R T5 2 &,

Identify the manufacturer(s) of the device.

LHEEMSOBEEERLIRETLHZ L,

2 Description of the device and its intended application
UEEREREUCTOBBEOERT 2ERAICET 5ET

Provide a concise physical description of the device, cross referencing to relevant sections of the
manufacturer’s technical information as appropriate. The description should cover information
such as:

UHRERESROMERLRERLBRIORL, TORBEIREEEFOEMERICEES
HEB LMECETICHELTWA Z &, ZOERE., UTOFEREMBTETH 5,

. materials, including whether it incorporates a medicinal substance (already on the market
or new), tissues, or blood products;

the device components, including software and accessories;

mechanical characteristics; and

others, such as sterile vs. non-sterile, radioactivity etc.

P B BEICTHIREN TV A L OIIFH) . HBE L hmisE - a4
B INTMEZ LT

o  CHHEFRBROEBE . V7 MU TROMBREHLE ST

o BEARME., RT

o Z O WHE - FEEE O, HUHEE

State the intended application of the device — single use/reusable; invasive/non invasive;
implantable; duration of use or contact with the body; organs, tissues or body fluids contacted by
the device.

UZEFHIROER T 2EAA*RR T 52 — BHEER"SBSERATHE, (28, JFZE,
AL ERABMIIEE, #BE. ASIIEE & OYZEFMER & OB
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Describe how the device achieves its intended purpose.

U E MBS R SN BE SO LS (CERT 60 AT 5 T L,

3 Intended therapeutic and/or diagnostic indications and claims
ERT 5REEC/ I EOBER R OEEEIR

State the medical conditions to be treated, including target treatment group and diseases.

HRIEFRHEERCHBEREEL, BRINDIASEZFMNREBELTR TS L,

Outline any specific safety or performance claims made for the device

HEERERCHEOZ M NIMERIIET IS LW OEFEEOBIE LR ~2 = &,

4 Context of the evaluation and choice of clinical data types
SRR B CBRIR 7 — 7 O TEEEIR

Outline the developmental context for the device. The information should include whether the
device is based on a new technology, a new clinical application of an existing technology, or the
result of incremental change of an existing technology. The amount of information will differ
according to the history of the technology. Where a completely new technology has been
developed, this section would need to give an overview of the developmental process and the
points in the development cycle at which clinical data have been generated. For long standing
technology, a shorter description of the history of the technology (with appropriate references)
could be used. Clearly state if the clinical data used in the evaluation are for a comparable
device. Identify the comparable device(s) and provide a justification of the comparability, cross-
referenced to the relevant non-clinical documentation that supports the claim.
UHEHEBORFEOREOMMER~DZ L, ZOBFRITIE, LHEFRERR IR
EDINTHD b0, BFEINOHR - 2BRERCE S D, H5VIIERFRIT
WM BNTEREORBRIZLDVOROPBEENLIAETHH, FHREIIEFORE
WCEDRRD, SETIRARVHEIRSHREENZBE. & Section Tik, BAFRIBROHE
BEROBRET —F BIE SRR OW TR 0ERH 5, BETFHIFOSHEIL,
CEY)RBECRME AT L0 SWORRREII L v@RREER LTI LB TE D,
PRI SN DERIR T — 7 DS S RREREIR L R TR ERBEOT — ¥ ThoIBE
. BREICIERT S T b, MHERHIE L BT R A A L. RIS X
Fro D BEI R R E R E ISR L 2N O BB L RARYRMEIZSWTRT I &,

State the Essential Principles relevant to the device in question, in particular, any special design
features that pose special performance or safety concerns (e.g. presence of medicinal, human or
animal components) that were identified in the device risk management documentation and that
required assessment from a clinical perspective.
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UERESRCEEOH S EAMHES ARS8, o, HRXITRAMIZHE
THRERRME (FIATEROFEEL. b FIEMHRR) 2L 76T LS X
PEIT, RERMBEA GO Z RO G5 BEREFRBRO ) 27 FETEIIBOTEE
THZE,

Outline how these considerations were used to choose the types of ciinical data used for the
evaluation. Where published scientific literature has been used, provide a brief outline of the
searching/retrieval process, cross-referenced to the literature search protocol and reports.
INLOEFBEEN, FHICFIA SN SERT —F OBBEORRICEDO L SEH &N
Teh OB E RSS2 L, HESNEBEXHRPFBEINLHS. RE/BEABROM
BEE BRI L. XMEFIEFR UM BEREE L ONESRBEERT L Z L,

S Summary of the clinical data and appraisal
BRER T — & IS BR O E

Provide a tabulation of the clinical data used in the evaluation, categorized according to whether
the data address the performance or the safety of the device in question. (Note: many individual
data sets will address both safety and performance.) Within each category, order the data
according to the importance of their contribution to establishing the safety and performance of
the device and in relation to any specific claims about performance or safety. Additionally,
provide a brief outline of the data appraisal methods used in the evaluation, including any
weighting criteria, and a summary of the key results.

FECERS NIRRT —F O—HRE2EB/FTHZ L, BT —ZITLHEREROMERE
XiIREHEBIEL THENE I N> TEIUE L2 D THSD, (F: %< DfEH]
FT—F¥y MI, ReMRUHEEZIKREL TWHTHAH, ) HEREBETIE. H%E
R OLE MR UOMRELMFET 572D ORMOEEE (T IEBF T, HEXITER
HIZBET 550w 5 REOCRFEEICEEST 57 —F 25ET 5, LT, REKFHMIZ
BWTRAWET—Z DOBKRGE, EATTOEERVEERFBEROEN ZMRICETR T
Do

Include full citations for literature-based data and the titles and investigation codes (if relevant)
of any clinical investigation reports.

XERIZED L T —F R A TOBRKRARBEEOEFECHRBR =2 —F EE12588)
R H25IAEED 5,

Cross-reference the entry for each piece of data to its location in the manufacturer’s technical
documentation.

BT 5 ORAFES, MEREEORITIED L LT 5 HEBBE T
5.
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6 Data analysis
7% 5

6.1 Performance
TEEE

Provide a description of the analysis used to assess performance.

MHREOFEMIZA W (F—20) SffliconTiEld 3,

Identify the datasets that are considered to be the most important in contributing to the
demonstration of the overall performance of the device and, where useful, particular performance
characteristics. Outline why they are considered to be “pivotal” and how they demonstrate the
performance of the device collectively (e.g. consistency of results, statistical significance,
clinically significance of effects).

LHERERICHET RGO, & LIZAEMRBEICIIREOHRESEIIRED
FHETLLBZONDT—F Yy beBETDH, BEETHHLEBALNHSHARTERK
ERERR OB OB RIERED AT HEOMMEZ B~5 (] BRO—BM, HHFHEE
. BROBRIERE)

6.2  Safety
watk

Describe the total experience with the device, including numbers and characteristics of patients

exposed to the device; and duration of follow-up of device recipients.

HZEREFCRE SN BEFLLUCRE ORR., YEREBERNEEOCBREZMMN

UHUEFBRIZL DT TORREY, BESNLTCRER, BEORERCHEREOBIE
MEEDTERRT 3,

Provide a summary of device-related adverse events, paying particular attention to serious
adverse events.

UZERESICEE LA EERE, HIERBREEFRIIAEREZHL VRN LENT S

Provide specific comment on whether the safety characteristics and intended purpose of the
device requires training of the end-user.

Z2MORERUCSRERESROBR T LA BN T Na— P —{Tx 1 52 &
RKYDBOPEDRIZODVTEL A M ERLRT S,

6.3 Product Literature and Instructions for Use

MILEFEEFERVER EOEE
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State whether the manufacturer’s proposed product literature and Instructions for Use are
consistent with the clinical data and cover all the hazards and other clinically relevant
information that may impact on the use of the device.

MERFEZFPRZELLHRNIESERERRAZESERT —F L —BL T 52
L. SZERESROERICEEL RITTRRERH 52 Y — FRUERENCEERD S
LEMTTEWEET D,

7 Conclusions
i

Outline clearly the conclusions reached about the safety and performance of the device from the
evaluation, with respect to the intended use of the device. State whether the risks identified in
the risk management documentation have been addressed by the clinical data.

TMAEN S UHERBREOESE EMEICHSPVWTER LI BA/H/IZONT., YKERE
MEROEBERIN-FHBRNE BEMT CHBIOHHR T 28, VAZEBRTEBIISEEL
U AZBREERT — 2L > TRIESHZ oW TR T 5,

For each proposed clinical indication state whether:

HEIR T 5 & BRPREIG 2, DL FEMRICNT 5 2Rk~ 5

« the clinical evidence demonstrates conformity with relevant Essential Principles;

» the performance and safety of the device as claimed have been established; and

» the risks associated with the use of the device are acceptable when weighed against the
benefits to the patient

o ERARAVGEHLASE L T D RABEMGA~OBEESHESFEL TNDHZ L

o LHEREBROMEBERUCEZSMAFARCER SNCBSFERICBWTIZEIATY
Rata

o HPERESOERICERNT D) AZB BECHLIOIRIEL LB LITFETED
WHTHDZ L
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