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Essential Principles of Safty & Performance of Medical Devices (including In Vitro

Diagnostic Devices)
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General Requirements

1. B AR UL IS 2 W 313, 2 D E RS
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AFECESTED LRI RGO T EDER
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N, FOFERICL-> TREO/LNDH MME

1. Medical devices should be designed and
manufactured in such a way that, when
used under the conditions and for the
purposes intended and, where applicable,
by virtue of the technical knowledge,
experience, education or training of
intended users, they will not compromise
the clinical condition or the safety of
patients, or the safety and health of users
or, where applicable, other ﬁ)ersons,
provided that any risks which may be
associated with their use constitute
acceptable risks when weighed against the
benefits to the patient and are compatible

with a high level of protection of health and

WL PR CEBHEHNICHY  mAKEDRERE | safety.
GO FIRER LT, BRET KOS
SNTNWBZETHD,
2. B IR 2 W R E K OE | 2 The solutions adopted by the
manufacturer for the design and

IZH oo TN D RLEREF DRI N EREE
RRRET. BB AR IS ST L 72 B AR AR S A
NBEFEOLR ML T DL THD AT
BN TERESNDHE ., WEEFITIENT —
FIZDWTOFRTFYAY M3 FF 2 P & Wy
MBIV A EE BT I e b, 8

EEFITI T oA Z L E ONE R T L7
SR A ECASY N AY

- BERUT T RUGELO P —RE@AIL . £
LCEMUERFER O TRILGLER

manufacture of the devices should conform
to safety principles, taking account of the
generally acknowledged state of the art.
When risk reduction is required, the
manufacturer should control the risk(s) so
that the residual risk(s) associated with
each hazard is judged acceptable.

The
following principles in the priority order

listed:

manufacturer should apply the

e identify known or foreseeable hazards and
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estimate the associated risks arising from
the intended use and foreseeable misuse,
ecliminate risks as far as reasonably practicable
through inherently safe design and manufacture,
o reduce as far as is reasonably practicable the
remaining risks by taking adequate protection
measures, including alarms.

einform users of any residual risks.

3.EFEMEAR SIS W ST s R O R
X4 DHEREZ R TERT LRG| BRI
FEIIES W IEL L COBREZ R TE DL
ORRFH BLE K OB ST e biavy,

3. Devices should achieve the performance
intended by the manufacturer and be
designed, manufactured and packaged in
such a way that they are suitable for one or
more of the functions within the scope of
the definition of a medical device applicable

in each jurisdiction

4. BIEZE DRE L ERES UL R S 2
WY SR 0D it FH 3 BT PN O 2 B R R AR 3L R A
DI R RIE FEE ORI ST, B@HE OfE
HAEHETIZBWTHEAEALIDAME T, 2
o, BLEEE O RIIE> CEYNCERSTFEN
Te3GE . 8 1.2.3 HCHELERERR U
(RS2 W BE DR Je OV BB I, FR 8 S8 A
FERO BEEEORBRRORZ RGN TRICE
HEEZITDLD Th > TIIRLIR,

4. The characteristics and performances
referred to in Clauses 1, 2 and 3 should not
be adversely affected to such a degree that
the health or safety of the patient or the
user and, where applicable, of other persons
are compromised during the lifetime of the
device, as indicated by the manufacturer,
when the device is subjected to the stresses
which can occur during normal conditions
of use and has been properly maintained in
with  the

accordance manufacturer’'s

mstructions.

5. B FR B AR ST AR S RE I 313 2 B P R e
SATAE A 2 B S G S OFE R B OME R

LT~ Wi e T TR A ZE 4k (il Z 1Y YR BE R

5. The devices should be designed,
manufactured and packed in such a way

that their characteristics and performances
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during their intended use will not be
adversely affected under transport and
(for

fluctuations of temperature and humidity)

storage conditions example,
taking account of the instructions and

information provided by the manufacturer.

6. BEXLI-HIENEZVIDZTEAG% L -

TUVRIT TR B2,

6. The benefits must be determined to
outweigh any undesirable side-effects for

the performances intended.

et K QMG R IR

Design and Manufacturing

Requirements

AL, B FRI N R Ry

E

7. Chemical, physical and biological

properties

7.1 ERRMER U BRI, T—IRAY R
BIEE 1 EDHE 6 HTRALNTWAMRE
ORGSR SN D IS5 B MbEEh T
WRTRIEZR DI, BIZUL T OFEIEIZOW
TEEEIDRTITRBR,
- ERAMRIORE ., FroEME. Thicing
T BE L T AL
R ER ST IR A TSR O B A
LT AR AR AR R MR,
B Ok OB O AT,
- FERABI ORI T Tl il B R
RO 55 R Y,

ARSI ANEN

7.1.The devices should be designed and
manufactured in such a way as to ensure
the characteristics and performance
referred to in Clauses 1 to 6 of the 'General
Requirements'. Particular attention should
be paid to:

e the choice of materials used, particularly as
regards toxicity and, where appropriate,
flammability,

e the compatibility between the materials used
and biological tissues, cells, body fluids, and
specimens, taking account of the intended
purpose of the device.

ethe choice of materials used should reflect,
such as

where appropriate, matters

hardness, wear and fatigue strength.

7.2 RS UIHI 2L, € O H
HIIZIS L 0D B A R T3 AL 22 W SR D iy

7.2 The devices should be designed,

manufactured and packed in such a way as
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to minimize the risk posed by contaminants
and residues to the persons involved in the
transport, storage and use of the devices
and to patients, taking account of the
intended purpose of the product. Particular
attention should be paid to the tissues
exposed and to the duration and frequency

of exposure.

7.3 BRI IR wE O
FIEO P CRRFCE RSN &M R WE
BOHAL BRI CEAIOFRET L OR
SR TORITITRBR0,

INHOERBEESUTEANZ B EDO FER IS E
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7.3 The devices should be designed and
manufactured in such a way that they can
be wused safely with the materials,
substances and gases with which they enter
into contact during their normal use or
during routine procedures; if the devices
are intended to administer medicinal
products they should be designed and
manufactured in such a way as to be
compatible with the medicinal products
concerned according to the provisions and
restrictions governing these products and
that their performance is maintained in

accordance with the intended use.
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7.4 Where a device incorporates, as an
integral part, a substance which, if used
separately, may be considered to be a
medicinal product/drug as defined in the
relevant legislation that applies within that
jurisdiction and which is liable to act upon
the body with action ancillary to that of the
device, the safety, quality and usefulness of
the substance should be verified, taking
account of the intended purpose of the

device.
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7.5 The devices should be designed and
manufactured in such a way as to reduce as
far as reasonably practicable and
appropriate the risks posed by substances

that may leach or leak from the device.
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7.6 Devices should be designed and

manufactured in such a way as to reduce,

as far as reasonably practicable and
appropriate risks posed by the
unintentional ingress or egress of

substances into or from the device taking
into account the device and the nature of

the environment in which it is intended to

be used
HHEIC AT AIREZRRY . 2> @A TED
FORREE R CELES N TORIT L2670,
8. YL N OMSAE 15 Yy 8. Infection and  microbial
contamination
8.1 EREHBIIEAN DR NF0®IT |81 The devices and manufacturing
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processes should be designed in such a way
as to eliminate or to reduce as far as
reasonably practicable and appropriate the
user and,

The

risk of infection to patients,
where applicable, other persons.
design should:
allow easy handling,
and, where necessary:
reduce as far as reasonably practicable
and appropriate any microbial leakage
from the device and/or microbial
exposure during use,
prevent microbial  contamination of

the device, or specimen where
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applicable, by the patient, user or other
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8.2 EWEMEE IR IR £hsleo |82 Where a  device incorporates
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substances of biological origin, the risk
of infection must be reduced as far as
reasonably practicable and appropriate

by selecting appropriate sources, donors

FNEZfFE - CRCRICBIT 544U A%, 68 | and substances and by using, as

B> B2 55 IR L 72 i U 2e 70, appropriate, validated inactivation,
conservation, test and control
procedures.
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incorporating tissues, cells and substances
of non-human origin may be considered
medical devices. In this case, such tissues,
cells and substances should originate from
animals that have been subjected to

veterinary controls and surveillance

adapted to the intended use of the tissues.
National regulations may require that the
the Regulatory

the

manufacturer and/or
information

the
testing

Authority retain on

geographical origin of animals.

Processing, preservation, and
handling of tissues, cells and substances of
animal origin should be carried out so as to
provide optimal safety. In particular,
safety with regard to viruses and other
transmissible agents should be addressed
by implementation of validated methods of

elimination or inactivation in the course of

—159—




the manufacturing process
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84 In some jurisdictions products

incorporating human tissues, cells and
substances may be considered medical
devices. In this case, the selection of
sources, donors and/or substances of human
origin, the processing, preservation, testing
and handling of tissues, cells and
substances of such origin should be carried
out so as to provide optimal safety. In
particular safety with regard to viruses and
other transmissible agents should be
addressed by implementation of validated
methods of elimination or inactivation in

the course of the manufacturing process
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8.5 Devices labeled as having a special
microbiological state should be designed,
manufactured and packed to ensure they
remain so when placed on the market and
remain so under the transport and storage

conditions specified by the manufacturer.
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8.6 Devices delivered in a sterile state
should be designed, manufactured and
packed in a non-reusable pack and/or
according to appropriate procedures, to
ensure that they are sterile when placed on
the market and remain sterile, under the
transport and storage conditions indicated

by the manufacturer, until the protective

packaging is damaged or opened

8.7 Wi UL R B Ze A FHIRERICH AT E

8.7 Devices labeled either as sterile or as
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having a special microbiological state

should have been processed, manufactured
sterilized by an

and, if applicable,

appropriate, validated method

8.8 WE &t SR T AL B W RS T
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ST 726700,

8.8 Devices intended to be sterilized should
be manufactured 1in appropriately

controlled (e.g. environmental) conditions
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89 Packaging systems for non-sterile
devices should keep the product without
deterioration at the level of cleanliness
stipulated and, if the devices are to be
sterilized prior to use, minimize the risk of
microbial contamination; the packaging
system should be suitable taking account of
the method of sterilization indicated by the

manufacturer
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8.10 The packaging and/or label of the
device should distinguish between identical
or similar products placed on the market in

both sterile and non-sterile condition

9. 536 K DR H eI

9. Manufacturing and environmental

properties
9.1 EFEHIE IIESNZ WS O E R | 9.1 If the device is intended for use in
98 1 (R /25 W Y T L T A o T combination with other devices or
equipment, the whole combination,
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including the connection system should be

—161—




DRI R THY, KBRS TR 20T
MR OMERED B bWV ES I LT LY
BB, MABEDLINHEE . R LoORIER
FHIEL BERTTODEMACEIZHARLT
BOZRITHIERB2,

safe and should not impair the specified

performance of the devices. Any

restrictions such

applying to

combinations should be indicated on the

on use

label and/or in the instructions for use.
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should be

manufactured in such a way as to remove

9.2 Devices designed and
or reduce as far as reasonably practicable
and appropriate :

- the risk of injury, in connection with their
physical features, including the
volume/pressure ratio, dimensional and
where appropriate ergonomic features,

+ risks connected with reasonably
foreseeable external influences or
environmental conditions, such as
magnetic fields, external electrical and
electromagnetic effects, electrostatic
discharge, pressure, humidity,
temperature or variations in pressure and
acceleration,

* the risks connected to their use in
conjunction with materials, substances
and gases with which they may come
into contact during normal conditions of
use;

> the risks of accidental penetration of
substances into the device;

> the risk of incorrect identification of
specimens;

- the risks of reciprocal interference with
other devices normally used in the

investigations or for the treatment given,

- risks arising where maintenance or
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