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ANNEX 2
Risk Classification Rules for Medical Devices other than IVD

Medical Devices

1. DEFINITIONS

ACTIVE MEDICAL DEVICE: Any medical device, operation of which
depends on a source of electrical energy or any source of power other
than that directly generated by the human body or gravity and which
acts by converting this energy. Medical devices intended to transmit
energy, substances or other elements between an active medical
device and the patients, without any significant change, are not

considered to be active medical devices.

NOTE: Standalone software (to the extent it falls within the definition of a
medical device) is deemed to be an active device.

ACTIVE THERAPEUTIC DEVICE: Any active medical device, whether
used alone or in combination with other medical devices, to support,
modify, replace or restore biological functions or structures with a view to

treatment or alleviation of an iliness, injury or handicap.

ACTIVE DEVICE INTENDED FOR DIAGNOSIS: Any active medical
device, whether used alone or in combination with other medical devices,
to supply information for detecting, diagnosing, monitoring orto support
in treating physiological conditions, states of health, illnesses or

congenital deformities.
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BODY ORIFICE: Any natural opening in the body, as well as the external
surface of the eyeball, or any permanent artificial opening, such as a

stoma or permanent tracheotomy.

CENTRAL CIRCULATORY SYSTEM: For the purpose of this
document, central circulatory system means the major internal blood

vessels including the following:

arteriae pulmonales (pulmonary artery);

e aorta ascendens (ascending aorta);

- arteriae coronariae (coronary artery);

= arteria carotis communis (common carotid artery);
= arteria carotis externa (external carotid artery);

= arteria carotis interna (internal carotid artery);

- arteriae cerebrates (cerebella arteries);

- truncus brachiocephalicus (brachiocephalic trunk);
- venae cordis (cardiac veins);

e venae pulmonales (pulmonary vein);

= venae cava superior (superior vena cava);

= venae cava inferior (inferior vena cava);

= arcus aorta (aortic arch);

- thoracica aorta (thoracic aorta);

« abdominalis aorta (abdominal aorta);

- arteriae ilica communis (common iliac arteries);

- aorta descendens to the bifurcatio aortae. (descending aorta to the

bifurcation of aorta)

CENTRAL NERVOUS SYSTEM: For the purpose of this document,

central nervous system refers to the brain, meninges and spinal cord.
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CONTINUQUS USE: in relation to a medical device, means

- the uninterrupted use of the medical device, not including any
temporary interruption of its use during a procedure or any temporary
removal of the medical device for purposes such as cleaning or
disinfection; or

- the accumulated use of the medical device by replacing it
immediately with another medical device of the same type, as

intended by its product owner;

DURATION OF USE

« TRANSIENT: Normally intended for continuous use for less than
60 minutes,

« SHORT TERM: Normally intended for continuous use for between
60 minutes and 30 days

- LONG TERM: Normally intended for continuous use for more than
30 days.

HARM: Physical injury or damage to the health of people or damage to

property or the environment.

HAZARD: Potential source of harm.

IMMEDIATE DANGER: A situation where the patient is at risk of either
losing life or an important physiological function if no immediate

preventative measure is taken.

IMPLANTABLE MEDICAL DEVICE: Any medical device, including

those that are partially or wholly absorbed, which is intended: -
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- to be totally introduced into the human body or,
- to replace an epithelial surface or the surface of the eye,
by surgical intervention which is intended to remain in place after the

procedure.

NOTE: Any medical device intended for partial introduction into the human
body through surgical intervention and intended to remain in place after the
procedure for at least 30 days is also considered an implantable medical device.

INVASIVE MEDICAL DEVICE: A medical device, which, in whole or in
part, penetrates inside the body, either through a body orifice or

through the surface of the body.

LIFE SUPPORTING OR LIFE SUSTAINING: A medical device that is
essential to, or that yields information that is essential to, the
restoration or continuation of a bodily function important to the

continuation of human life.

REUSABLE SURGICAL INSTRUMENT: Instrument intended for
surgical use by cutting, drilling, sawing, scratching, scraping, clamping,
retracting, clipping or other surgical procedures, without connection to
any active medical device and which are intended by the product
owner to be reused after appropriate procedures for cleaning and/or

sterilisation have been carried out.

RISK: Combination of the probability of occurrence of harm and the

severity of that harm.
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SURGICALLY INVASIVE MEDICAL DEVICE: An invasive medical device
that penetrates inside the body through the surface of the body, with the aid

or in the context of a surgical operation.

NOTE: Medical devices other than those referred to in the previous subparagraph
and which produce penetration other than through a natural body orifice, should be treated

as surgically invasive medical devices.
& RISK CLASSIFICATION FOR MEDICAL DEVICES

OTHER THAN IVD MEDICAL DEVICES

RULES
NON-INVASIVE MEDICAL DEVICES

Rule 1. All non-invasive medical devices which come into contact with

injured skin:

- are in Class A if they are intended to be used as a mechanical barrier, for
compression or for absorption of exudates only, i.e. they heal by primary

intent;

- are in Class B if they are intended to be used principally with wounds which
have breached the dermis, including medical devices principally intended to

manage the microenvironment of a wound.

Unless they are intended to be used principally with wounds which have
breached the dermis and can only heal by secondary intent, in which case

they are in Class C.

Rule 2. All non-invasive medical devices intended for channelling or storing
< body liquids or tissues,

e liquids or

- gases

for the purpose of eventual infusion, administration or introduction into the

body are in Class A,
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Unless they may be connected to an active medical device in Class B or a

higher class, in which case they are Class B,

Unless they are intended for use of

= channeling blood, or

= storing or channeling other body liquids, or

- for storing organs, parts of organs or body tissues,

“in which case they are Class B.

Unless they are blood bags, in which case they are Class C.

Rule 3. All non-invasive medical devices intended for modifying the
biological or chemical composition of

* blood,

- other body liquids, or

= other liquids

intended for infusion into the body are in Class C,

Unless the treatment consists of filtration, centrifuging or exchanges of gas

or of heat, in which case they are in Class B.

Rule 4. All other non-invasive medical devices are in Class A.

INVASIVE MEDICAL DEVICES

Rule 5. All invasive medical devices with respect to body orifices (other than
those which are surgically invasive) and which:
» are not intended for connection to an active medical device, or

- are intended for connection to a Class A medical device only.

- are in Class A if they are intended for transient use;

Unless they are intended by its product owner for use on the external
surface of any eyeball; or it is liable to be absorbed by the mucous

membrane, in which case they are in Class B.

- are in Class B if they are intended for short-term use;
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Unless they are intended for short-term use in the oral cavity as far as the
pharynx, in an ear canal up to the ear drum or in a nasal cavity, in which

case they are in Class A,

- are in Class C if they are intended for long-term use;

Unless they are intended for long-term use in the oral cavity as far as the
pharynx, in an ear canal up to the ear-drum or in a nasal cavity and are not
liable to be absorbed by the mucous membrane, in which case they are in
Class B. B

All invasive medical devices with respect to body orifices (other than those
which are surgically invasive) that are intended to be connected to an active

medical device in Class B or a higher class, are in Class B.

Rule 6. All surgically invasive medical devices intended for transient use are

in Class B,

Unless they are reusable surgical instruments, in which case they are in

Class A; or

Unless intended to supply energy in the form of ionising radiation, in which
case they are in Class C; or

Unless intended to have a biological effect or be wholly or mainly absorbed,

in which case they are in Class C; or

Unless intended to administer medicinal products by means of a delivery
system, if this is done in a manner that is potentially hazardous taking

account of the mode of application, in which they are in Class C; or

Unless they are intended specifically for use in direct contact with the

central nervous system, in which case they are in Class D; or

Unless intended specifically to diagnose, monitor or correct a defect of the
heart or of the central circulatory system through direct contact with these

parts of the body, in which case they are in Class D.
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Rule 7. All surgically invasive medical devices intended for short-term use
are in Class B,

Unless they are intended to administer medicinal products, in which case they
are in Class C; or

Unless they are intended to undergo chemical change in the body (except if
the medical devices are placed in the teeth), in which case they are in Class
C;or

Unless they are intended to supply energy in the form or ionising radiation,
in which case they are in Class C; or

Unless they are intended to have a biological effect or to be wholly or mainly
absorbed, in which case they are in Class D; or

Unless they are intended specifically for use in direct contact with the
central nervous system, in which case they are in Class D;

Unless they are intended specifically to diagnose, monitor or correct a
defect of the heart or of the central circulatory system through direct contact

with these parts of the body, in which case they are in Class D.
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Rule 8. All implantable medical devices, and long-term surgically invasive
medical devices, are in Class C,

Unless they are intended to be placed into the teeth, in which case they are
in Class B; or

Unless they are intended to be used in direct contact with the heart, the central
circulatory system or the central nervous system, in which case they are in
Class D; or

Unless they are intended to be life supporting or life sustaining, in which
case they are in Class D; or

Unless they are intended to be active implantable medical devices, in which
case they are Class D; or

Unless they are intended to have a biological effect or to be wholly or mainly
absorbed, in which case they are in Class D; or

Unless they are intended to administer medicinal products, in which case they
are in Class D; or

Unless they are intended to undergo chemical change in the body (except if the
medical devices are placed in the teeth), in which case they are in Class D; or

Unless they are breast implants, in which case they are in Class D.

ACTIVE MEDICAL DEVICES

Rule 9(i). All active therapeutic medical devices intended to administer or
exchange energy are in Class B,

‘Unless their characteristics are such that they may administer or exchange
energy to or from the human body in a potentially hazardous way, including
ionising radiation, taking account of the nature, the density and site of

application of the energy, in which case they are in Class C.

Rule 9(ii). All active medical devices intended to control or monitor the
performance of active therapeutic medical devices in Class C, or intended
directly to influence the performance of such medical devices, are in Class
C.
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Rule 10(i). Active medical devices intended for diagnosis are in Class B:

- if they are intended to supply energy which will be absorbed by the human
body (except for medical devices used solely to illuminate the patient's body,
with light in the visible or near infra-red spectrum, in which case they are Class
A), or

- if they are intended to image in vivo distribution of radiopharmaceuticals, or

- if they are intended to allow direct diagnosis or monitoring of vital

physiological processes,

Unless they are specifically intended for:

- monitoring of vital physiological parameters, where the nature of
variations is such that it could result in immediate danger to the patient, for
instance variations in cardiac performance, respiration, activity of central
nervous system, or

- diagnosing in clinical situations where the patient is in immediate danger,

in which case they are in Class C.

Rule 10(ii). Active medical devices intended to emit ionising radiation and

intended for diagnostic and/or interventional radiology, including medical

devices which control or monitor such medical devices, or those which directly

influence their performance, are in Class C.

Rule 11. All active medical devices intended to administer and/or remove

medicinal products, body liquids or other substances to or from the body are in

Class B,

Unless this is done in a manner that is potentially hazardous, taking account
of the nature of the substances involved, of the part of the body concerned and
of the mode and route of administration or removal, in which case they are in
Class C.

Rule 12. All other active medical devices are in Class A.

ADDITIONAL RULES
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Rule _13.. All.medical.devices..incorporating,-as-an..integral. part, .a-substance.
which, if used separately, can be considered to be a medicinal product (as

st by the Ksribec Stale) and swhich s i

with action ancillary to that of the medical devices, are in Class D.

Rule 14. All medical devices manufactured from or incorporating
- animal cells, tissues and/or derivatives thereof, rendered non-viable, or
- cells, tissues and/or derivatives of microbial or recombinant origin

are Class D,

Unless such medical devices are manufactured from or incorporate non-viable
animal tissues or their derivatives that come in contact with intact skin only,

where they are in Class A.

Rule 15. All medical devices intended specifically to be used for sterilising
medical devices, or disinfecting as the end point of processing, are in Class
C.

Unless they are intended for disinfecting medical devices prior to end point

sterilisation or higher level disinfection, in which case they are in Class B; or

Unless they are intended specifically to be used for disinfecting, cleaning,
rinsing or, when appropriate, hydrating contact lenses, in which case they are
in Class C.

Rule 16. All medical devices used for contraception or the prevention of the

transmission of sexually transmitted diseases are in Class C,

Unless they are implantable or long-term invasive medical devices, in which
case they are in Class D.
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Fragrundasfiounnd

- simple wound dressings

- wound dressing such as absorbent pads, island dressings,
cotton wool, wound strips, adhesive bandages (sticking
plasters, band-aid) and gauze dressings which act as a barrier,

maintain wound position or absorb exudates from the wound

wngananeiveldivuiaunaniinisdnuin

fatunilau sudapToslownndnymaneg
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(microenvironment) UBIUIALLNA
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fetaia3osfiounnd

- non-medicated impregnated gauze dressings

- Have specific properties intended to assist the healing process
by controlling the level of moisture at the wound during the
healing process and to generally regulate the environment in
terms of humidity and temperature, levels of oxygen and
other gases and pH values or by influencing the process by
other physical means.

- These devices may specify particular additional healing
properties whilst not being intended for extensive wounds
requiring healing by secondary intent.

- Adhesives for topical use

- polymer film dressings

- hydrogel dressing
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- Dressings for chronic ulcerated wounds

- Are principally intended to be used with severe wounds that
have substantially and extensively breached the dermis, and
where the healing process can only be by secondary intent
such as
e dressings for chronic extensive ulcerated wounds
e dressings for severe burns having breached the dermis and

covering an extensive area

e dressings for severe decubitis wounds
e dressings incorporating means of augmenting tissue and

providing a temporary skin substitute

wanneii © in3esdlounmediauniilald
snandlulusname Fdddmsuidumeing
wioifiu
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(infusion) %39n15U3115 (administration)
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fegnuatasilaunme

- administration sets for gravity infusion

- syringes without needles
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- syringes and administration sets for infusion pumps

- anaesthesia breathing circuits

- devices intended to be used as channels in active drug delivery
systems (e.g. tubing intended for use with an infusion pump)

- devices used for chanelling (e.¢. antistatic tubing for anaesthesia,
anaesthesia breathing circuits, pressure indicator, pressure limiting

devices)

mniasesdlsunndtugmnedmsuldluns
o Wumeiuresdon vse
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- tubes used for blood transfusion
- organ storage containers

- fridges specifically intended for storing blood, tissues
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- blood bags that do not incorporate an anti-coagulant.
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fetain3asliounnd

- devices to remove white blood cells from whole blood

- devices intended to remove undesirable substances out of the
blood by exchange of solutes such as hemodialysers

- devices intended to separate cells by physical means (e.g.
gradient medium for sperm separation)

- haemodialysis concentrates

wanewg Swsundninasilutet d1d “damnedmuliusu e
Usgnaun1s®anin vsemaniivesans” luldaseunguiianisnsesedn
318 (simple filtration) N13n509919Na (mechanical filtration) %39
mstumies (centrifuge)
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- devices to remove carbon dioxide from the blood and/or
adding oxygen

- particulate filtration of blood in an extracorporeal circulation
system. These are used to remove particles and emboli from
the blood.

- centrifugation of blood to prepare it for transfusion or autotransfusion

- warming or cooling the blood in an extracorporeal circulation system

Y ¢ =i A A e & v
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fetaia3asliounnd

- body liquid collection devices intended to be used in such a
way that a return flow in unlikely (e.g. to collect body wastes
such as urine collection bottles, ostomy pouches, incontinence
pads or collectors used with wound drainage devices). They
may be connected to the patient by means of catheters and
tubing.

- Devices used to immobilise body parts and/or to apply force
or compression on them (e.g. non-sterile dressing used to aid
the healing of a sprain, plaster of Paris, cervical collars, gravity

traction devices, compression hosiery)
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- devices intended in general for external patient support (e.g.
hospital beds, patient hoists, walking aids, wheelchairs, stretchers,
dental patient chair)

- corrective glasses and frames

- stethoscopes for diagnosis

- eye occlusion plasters

- incision drapes

- conductive gels

- non-invasive electrodes (electrodes for EEG or ECG)

- image intensifying screens

- permanent magnets for removal of ocular debris

4 %

wnsasdiannndnsnandnlulusienie (Invasive Medical Devices)
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- examination gloves

- enema devices

- handheld mirrors used in dentistry to aid in dental diagnosis
and surgery

- dental impression materials

- tubes used for pumping the stomach

- impression trays

- urinary catheters intended for transient use

- prostatic balloon dilation catheters

L4

mnyavanglildiuisiuuenvesgnileing
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- urinary catheters

- tracheal tubes

- short term corrective contact lenses
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- stents
- vaginal pessaries

- indwelling urinary catheters intended for short term use
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fragnunTasiiounnd
- dentures intended to be removed by the patient
- dressings for nose bleeds

- materials for manufacturing dentures

wnganunelildnusseze
— daduinsasdiounndusznni o

fragunTasiiounnd

- urethral stent

- contact lenses for long-term continuous use (for this device,
removal of the lens for cleaning or maintenance is considered
as part of the continuous use)

- tracheal cannulae

urinary catheters intended for long term use

mnyanelildaussezenlugasiinauda
F04A8 YoIIUAIY viseTesayn wazlid
wsldusan1sgnaaTulaedoyrinian v
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tulion
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- orthodontic wire

- fixed dental prosthesis

- fissures sealants

wsnsflounmdviauaiisnddnlulusenie
rudeadavesinne (Iaglisamnisgngd
Wil luganeseBnedaonssa) famang
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- Tracheostomy or tracheal tubes connected to a ventilator
- suction catheters for stomach drainage

- dental aspirator tips

- blood oxygen analysers placed under the eye-lid

- powered nasal irrigators

- nasopharyngeal airways

- some enteral feeding tubes

- fiber optics in endoscopes connected to surgical lasers
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syringe needles

lancets

surgical instruments (e.g. single use scalpels; surgical staplers;
single-use aortic punch)

surgical gloves

various types of catheter/sucker

needles used for suturing

suckers

single use scalpel blades

support devices in ophthalmic surgery
surgical swabs

drill bits connected to active devices
etchants

tester of artificial heart valves

heart valve occluders, sizers and holders
swabs to sample exudates

single use aortic punches

L duAsosilanngnedasnssuNtn
AGEFRINTIRG
— odunsasiionnndussani o 130

fladansasliaunng

manually operated surgical drill bits and saws.

scalpels and scalpel handles

reamers

drill bits

saws, that are not intended for connection to an active device
retractors forceps, excavators and chisels

sternum retractors for transient use

mnysnnglidiendanulusuiuures
AMSWHSIENNBIMANNISLANAIYB DY
— dun5aiiaunndussaNg e 1150
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catheter incorporating/containing sealed radioisotopes

WnglavinglinanealinIm ¥3egnandy
Navuansedulg)
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insufflation gases for the abdominal cavity
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- insulin pen for self-administration

mnysnglidudalagnseiuseuulszam
dunan
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fragnunTasiiounnd

- neuro-endoscopes

- brain spatulas

- direct stimulation canulae
- spinal cord retractors

- spinal needles

| A aa o a =
wnganuneiieddadelsn Aannu viseuily
ANUUNNTBIVBINILA MTeszuUlvaeuladin
AUNA N IUNNNITFUEALAEATINUAIUA
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fetain3osfiounnd

- cardiovascular catheters (e.g. angioplasty balloon catheters,
stent delivery catheters/systems), including related guidewires,
related introducers and dedicated disposable cardiovascular
surgical instruments e.g. electrophysiological catheters,
electrodes for electrophysiological diagnosis and ablation

- catheters containing or incorporating sealed radioisotope where
the radioactive isotope is not intended to be released into the
bodly, if used in the central circulatory system

- distal protection devices

o ¢al A A & T v
nannauain o Lasesdownndgnandiluly
319N18AITN AU TTUNINUATY InsY
dmsuldauszgdu

v = ] 3 =
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NNTHIAA %39 infusion devices 138 catheters ¥R

fregraasasdounnd

- infusion cannulae

- temporary filling materials

- non-absorbable skin closure devices

- tissue stabilisers used in cardiac surgery

- clamps

UL

o. WRodlounmdmuvdninasiisnetedlounmdildindale uslils
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- surgical adhesive

wnyangiieIenasuluguuuures
AMIWHSIENNBIMARNNISLANAIYB DY
— Il uLATolounngUsTANT o %50

A8819ATINBLNNE

- brachytherapy device
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- absorbable suture

- biological adhesive

mnyamneedudalagnsaiuseuy
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- neurological catheter

- cortical electrodes
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- cardiovascular catheters

- temporary pacemaker leads

carotid artery shunts

- cardiac output probes

- thoracic catheters intended to drain the heart, including the
pericardium

- ablation catheters

vdninuein < in3esdleunnddildlusnanie
fanua wazgnandilulusaniedaeismg
Faenssuiyanedmiuldouszeren
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fetaia3osiiounnd

- maxilla-facial implants

- prosthetic joint replacements

- bone cement

- non absorbable internal sutures

- posts to secure teeth to the mandibula bone (without a
bioactive coating)

- lisaments

- shunts

- stents and valves (e.g. pulmonary)

- nails and plates

- intra-ocular lenses

- internal closure devices including vascular closure devices
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- tissue augmentation implants

- peripheral vascular catheters

- peripheral vascular grafts and stents

- penile implants

- visco-elastic surgical devices intended specifically for oph-
thalmic anterior segment surgery
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- bridges

- crowns

- dental filling materials and pins

- dental alloys, ceramics and polymers

wngaanemeduialaensesiuiila seuy
Tnaeulafindiunans visessuuUsyaInau
naNa
v & o P ¢ o a
— AALUULATDINBLULNNGUISLANN & 158

A8819ATINBLNNE

- prosthetic heart valves

spinal and vascular stents

- aneurysm clips

vascular prosthesis and stents

- central vascular catheters

- CNS electrodes

- cardiovascular sutures

- permanent and retrievable vena cava filters
- septal occlusion devices

- intra-aortic balloon pumps

- external left ventricular assisting devices

wngansngiiieUsyAuUsenaanietieTin
v & | ¢ = -
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- pacemakers
- pacemakers’s electrodes and leads

- implantable defibrillators

MNINeLe LRAN 197NN 3gNanTy
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- implants claimed to be bioactive

- absorbable sutures

- adhesive and implantable devices claimed to be bioactive
through the attachment of surface coating such as phosphory-

cholline
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- rechargeable non-active drug delivery system
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LATDINBLNNENUN1AY (Active Medical Devices)
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treatment) LLaxLﬂ%dﬂizﬁu (stimulators)

frogranznsiiounnd

Electrical and/or magnetic and electromagnetic energy

- external bone growth stimulators

- eye electromagnets

electrical acupuncture

- muscle stimulator

- TEN devices

Thermal energy

- cryosurgery equipment

- heat exchangers, except the types described below
Mechanical energy

- powered dermatomes

- powered drills

- dental hand pieces

Light

- phototherapy for skin treatment and for neonatal aids
Sound

- hearing aids

Ultrasound

- equipment for physiotherapy
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Kinetic energy

- Lung Ventilators

Thermal energy

- Incubators for babies

- Warming blankets

- Blood warmers

- Electrically powered heat exchangers (for example, those
used with patients incapable of reacting, communicating and/
or who are without a sense of feeling)

Electrical energy

- High-frequency electrosurgical generators, and electrocautery
equipment, including their electrodes

- External pacemakers and defibrillators

- Electroconvulsive therapy equipment.

Coherent light

- Surgical lasers

Ultrasound

- Lithotriptors, surgical ultrasound devices

lonizing radiation

- Radioactive sources for afterloading therapy

- Therapeutic cyclotrons and linear accelerators

- Therapeutic X-ray sources
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- external feedback systems for active therapeutic devices

- afterloading control devices
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fetain3asfiounnd

- magnetic resonance equipment

- diagnostic ultrasound in non-critical applications

- evoked response stimulators

- pulp testers

fetain3asfiounnd

- gamma/nuclear cameras

- positron emission tomography and single photon emission
computer tomography

fetain3asfiounnd

- electronic thermometers

- electrocardiographs

- electroencephalographs

- cardioscpoes with or without pacing pulse indicators

- electronic stethoscopes

- electronic blood pressure measuring equipment

PV FREHITRE TR

« fneuUaden19as TINe1Nd1A s o0
(vital physiological parameters) @013

a [ 1 o Y a A & %
Wasuwlasiinann iliiianaiidusunse
WeunausiegUle feogradu nswdsuulas
dussauzvesinla nmsmela nsineuves
32UUUTEANAIUNATN 3D

- WadenenddniienansingUigeglu
ANNETUATIBRIUNEY

v & o =~ 3 o
— alunTasdionnndgussnni m

fragnunTasiiounnd

- monitors/alarms for intensive care

- biological sensors

- oxygen saturation monitors

- apnoea monitors, including apnoea monitors in home care

- intensive care monitoring and alarm devices (e.g. blood pressure,
temperature, oxygen saturation)

- blood gas analysers used in open heart surgery

- cardioscopes

fragnunTasiiounnd

- ultrasound equipment for use in interventional cardiac procedures.
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4899u (ionising radiation) LLaziszmsJLﬁa
I3 v aaa [ = v Al U . .
LWUSIEIUIRYNTDTIFTININY (intervention-
al radiology) 5ufaLAIRllaLNNENAIUAL
A a A a Iz ' a A a
YIDRAAFIULATDILDLNNENINA WIDLATDIND
& ' A A

LNNININALAENTIABAUTTOULVDILATDILD
WNNE U
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— AALUULATDINALULNNGUIELANA e

firad19AIRslauNnNg
- these include devices for the control, monitoring or influencing
of the emission of ionising radiation

- diagnostic X-ray sources

WS o0 LASloUNmMETTME TN

fajamneiiiouimsuas/Mievingt veaman

Tusane wieansdu WSessnainsiane
— dadundesfiounndusznnd v

L3

LAS DIl DLNNEMUNANLN N
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Hanlvgfussuuhdsemiowiedilo

dmiunuenaau

fragnunTasiiounnd

- suction equipment

- feeding pumps

- jet injectors for vaccination

- nebuliser to be used on conscious and spontaneously breathing
patients where failure to deliver the appropriate dosage

characteristics is not potentially hazardous

VA3 DAL BLNNINILITIATAUINNT LU TLAD
TAAnduns1e TneRNTUINTITUTIRVDIENS
druYeIsNeiigITes JURUULAEYRINIS
YINITUSHSUIDVINDBN
v & o P ¢ o
— AALUULATDINALULNNGUIELANT e

fetain3asfiounnd

- infusion pumps

- anaesthesia equipment

- dialysis equipment

- hyperbaric chambers

- nebuliser where the failure to deliver the appropriate dosage
characteristics could be hazardous

- ventilators

- anaesthetic vaporisers

- blood pumps for heart-lung machines

- pressure regulators for medical gases

- medical gas mixers

- moisture exchangers in breathing circuits if used on unconscious

or non-spontaneously breathing patients
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fetain3asfiounnd

- examination lamps

- surgical microscopes

- powered hospital beds & wheelchairs

- powered equipment for the recording, processing, viewing of
diagnostic images

- dental curing lights

- active diagnostic devices intended to illuminate the patient’s
body in the visible spectrum such as examination lights or to
optically view the body such as surgical microscopes

- devices intended in general for external patient support (e.g.
hospital beds, patient hoists, wheelchairs, dental patient chairs)

- active diagnostic devices intended for thermography

nANNAIRLAL (ADDITIONAL RULES)

AT om LSeslounmdiiflen (mu
nguneaIeieen) Wudmdsznousiudily
Dudrunilswonadesdlouwnnd evqeiasy
myheuveunsesiownnddasnenie

— dadundesfiounndusznnd «

fragrunTasfiounnd

- antibiotic bone cements

- heparin-coated catheters

- wound dressings incorporating antimicrobial agents to provide
ancillary action on the wound

- blood bags incorporating an anti-coagulant

condom with spermicide

- endodontic materials with antibiotics

- ophthalmic irrigation solutions principally intended for irrigation,
which contain components which support the metabolism of
the endothelial cells of the cornea

- contraceptive intrauterine devices (IUDs) containing copper or silver

- drug eluting stents (e.g. coronary, pulmonary)

o
o

RANNAUIN o LAIDIBLNNENIVUATIHAR
w30 Lduvariiusznaved
- 1ad \elde uaz/vive auusNuNIINgnd
Faldannsaasaivlala wie
- e Welle uay/vive ayiusueaunId
i nn1InulaTsassesBuTulml

LY I o =~ 3 a

— dnlunsesdiownndusznni «

fragunTasiiounnd

- Porcine heart valves

- catgut sutures

- dermal fillers based on hyaluronic acid derived from bacterial
fermentation processes

- surgical sealants containing human serum

- Biological heart valves

- Porcine xenograft dressing

- Implants and dressing made from collageal
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\eldensoayiusvedn INlulidin (non-via-
ble animal tissues) LI wazduia

AURINUUNA (intact skin) w1y
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A9819ATDINDLNNE

- leather components of orthopaedic appliances

[

wéninuein o tdsslounmdvisuaiise
wngansiielddmsuiliiedediownme
UsiAnide w%aQWL%aLﬁaguqm%umau

— dadundesfiounndusznnd o

fregran3nsiounnd

- devices for disinfecting or sterilising endoscopes

- disinfectants intended to be used with medical devices
wnewmg vdninaustildldsnadosiiomnedmiuiamiuazenn
\3nsflounnslngIEvnenienIn Wy washing machine

mnyjsneiosnideirdosounndroudn
annsvUUNSUTIANTe ierounseide
Tusedufigetuly

— FaduiTesiounndussanil o viie

A8819ATINBLNNE

- washer disinfectors
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- contact lens solution

- comfort solutions

AANLNUNT oo LATDILDLNNGNINUAN bY
dwmsumsauniiia vsedesiulsafiniiaan
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v & o P ¢ o
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A8819ATINALNNE
- condoms

- contraceptive diaphragms

I3 A a &l ' =
wmLﬂumiamaLmewﬂﬂuiNmamaqﬂ
Al lusanesseze
v < d' = 4 Q'
— ALUULATDIUILULNNGUITSNNN &

Y 1 = IS <
MNIBYIILAIDIUDLNNEY

- intrauterine contraceptive device

RUBLUG

(@) NSALATDINDLNNED1IAUTLAN P UINNINTIUTLLANANUNANNUNT AU TAIAUTLLNNLATDILDUNNE T

& A =
WUUTZLANTINA LA SESER

(o) nselAspadawnngdlasuniseanwuulrlgsiuniuAIaaliawnngdume Tranusennasaliownngnlysiunu

1u Inguenfiansandnlseinnauasowdiounndunassnenis

() ntlATRslounnd i Tnguszasanisidunnimilaingussasdduly Tidadssinnasoaliaunndtuniy

1Y)

noUszasAnisldnilannudesasan

LONE15D1999

®. Guidance document: Classification of Medical Devices MEDDEV 2.4/1 Rev 9, June 2010.
o. GN-13: Guidance on the Risk Classification of General Medical Devices: Revision 1.1, May 2014, Health

Sciences Authority (HSA), Singapore.
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w3nslouwnnd” Tudsenian U vuneanudl wsedle w3edld gunsal wsesdns ngildldwdilulusenie
s 3 g v v a wa Y a . I3 = A a a v o A A 9] Y
wywd enldnsialuiesludinis uavsiaeuiiou (calibrator) weniuat Tanvsedaaeiuvsaingitesiuy
()1 ivemAnAuaisananenazldnulaeai vssldsiuiudmivuyed Ineligayamuneanizograilsegiale
wieannnIdeluil
(n) 3ady Josiu Annn Urdn ussin visesnwlsnvesuyue
() 3ady Aesny Y10 UTTNT 1SETALLENITUINRUTDUY LY
(A) A599ERU NN UALY ARLUAY MSRatiuayuaIUNIEINIA Y38 NTEUIUNITNIETIYURITINENYEY
1) UseAuUszaoawizotieiinuy ey
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2) haenFesdedmiuiiosiounnd
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mMandrinen Inergfiduiuvseufisenmangliinndsnulundn
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“\psasfisunnddmiunisifiadanieuandranie” (in Vitro Diagnostic (IVD) medical devices) g
1191 (reagent) 4nA 527 (reagent product) faauiiiey (calibrator) @13A7UAN (control material) 3asiionTogunsni
(Kit, instrument, apparatus or equipment) SFUUNMIATI9ATIZN (system) viFaTngdula larnagldlasamis 19y
vieldutuieiesflounmdduiiivemanfasijmnedmiuamatrmsnannineuyed suilafinuaze T
U3n iilelvdeya

®) ANNNNETTINGT NTONYITANIN M3AUANITUANLTRA

©) Asanauasafouasarndniuldveuiodevesiifloniasueter vie

@) ATIVFANIUNITINET TIUINIBULLAUFIFIRTD
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“wasasdin” (instrument) vanerud gunsalvieiniasdienidvemdnsdnrijmueliduenosdownnddmiu

N157HURYNBUDATINY

“dng1” (reagent) vun8ANI drudsEnaumuail TInmvseIeNANiY a1sazane vSedswIen (prepa-

ration) Midvesndndngiysnngldduasediownnddmiunsidedeneusnsiiniey

« = IS ¢ 0o [ aa o 1 = ¥ 9 . . .
LATDIUBUNNYFINIUNITIUIRYABUBNINNYLNBNITNAFIUAWAULDY” (IVD medical device for self-testing)

MeANI nsesilounnddmsunsitadunsuensunenidivewdndueidwanedmsuldaeyanaily

“gUnsalia3u” (accessory) Manganud dwes invedld viendnduaiiidnvemdnsdrijmanganzlildsuiv

o
& U

A A ¢ A N4 oy A A 1% 1% 9} sal 1 A A x7
LATDNUBLLNNY LW@%’JUV‘?@W'&VLFI?@QN@LLWV]ﬂuuaquqﬁﬂimﬂquvlﬂmquﬁmQﬂigﬁﬂﬂwgﬂﬁﬂqasﬂaﬂLﬂiaﬂllaLLWWEJuu

“MYusNuRedInga” (specimen receptacle) MngANn Wesesiounnddmsunisidadunisuensienie
Lidndurdngannmansslifnu Fudvemdadueiymunelasanzdmsunisiiuadngniunmeuyudlagnsy

(primary containment)

“LINYaINAATIN” (product owner) NHNEAIINIT qﬂﬂaﬁﬁiumﬁ@ﬁaqﬂﬂaﬁ

(o) MeLedasiiounndnelievasnuemdonsldin3omunenisdn N15eenLuY Fon13én Wetedu wie
Lﬂ%‘lawmsJ3uﬁmumLﬂma’fwaw%amuau uay

(o) SURATOUEBINITEONLUY NSHAN NMSUTZNOU MIAiuns (process) N1sLaRIRaN N1SUTIY W3IBS

waunnglvinsgyinisasnanauthvszad ldnenseinlagaues vseneldnisueuningvesyanatiy
“yananalu” (lay person) mngAud1 yaralilasunmstinevsuluavivewsudivifiieites

“N13ATI9EBU” (examination) NHNEAIININ NTFUIUNITAIY LievAesauTRvSoRaN Yol
BN N33R UNNANS Wi 19N198In 3 TneviluiSendn NMsvaae (test) N150IIATIEI (assay)

= a ¢ .
MIBNTIATIE (analysis)

“n1snagaulnddagUae” (near patient testing) vi18AINTIT N1INARBUNNTEIINAEUDNTTRIULUANTS
Tngypansmemswnmdiliddndudealuguszneuindnnsiealfiinns lnevilunseilnddadthevseddagiae

ail aansasendnegmiled Mmaaeu o aAEUEY
“NITNAFBUARIEAWLBY” (self-testing) MNeAINNI1 NsnAdeUNNsEIlneyanaly

“Beivinlviiinlsafiada” (transmissible agent) MiN8AINI1 Fefiansaunsviseiaseluguanaviliiinlse

AnFa M30lsARALYD

“NSUNS” (transmission) naneA1NI1 Mahelsaluguana
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©. NanNUTINITInUTENNATaNaLNNSFIMTUNITITITEN1BUBNTINIEATNAULEES
WA o in3esilaunmidmiunsitadunisuendnieamnedwielul fadueiesdoummdusnani
. inseaflounmdfjamnaiionsamadivinlmAnlsaRndeviosessesnsduiadsivilriAnlsadadeludon
dulsznouvedon wanfasivauden (blood derivatives) 1wad \ioie vidpauy elssiuanumngaslunis
Ivisemeiden wsen1sugneng vise

a a o

. nFesilownmdfjmneiiionsiamasiviiliiAnlsafnseviesossesnsduiadsiviviAnlsafasedanoli
Anannziidudunnededin Snwlime Tsafifinnaudsdunsunsnszanogs

vanmsuazmaa esnlueiesdowmddmiunitadunmeuensumeijsaneioliidalumisasns
vonennavdrutsznavresdondmiunsliviedeidon wiensugndiewad aideuavetony danilva) wans
nadeuduiadudfyUssneumsimsanifsatunmsusaaniensidnandos Sdsadeusdifatuannisivieseoden
viemsUgninewwad Liaideuazetury shlidsTiavieymwaniwszerenn Snwilimeniedududoddfunissne
feu meifadeiuiugiadudsddalunsaamanssnufiAatiumaanssugs

§19819 MInageuLiions1an1sAaLde HIV, HCV, HBY, HTLY wdninamiildfiunisasialnzsidansead sy
M3M5193AT1EBUY LaznsnTIRAATIEALLAY

ndnnl o issdouwnnddmiunsitadunieuenimeiimnadiionaaounyidonviorinveniedo
dielilaluanudfuldms fitengiduturendon dulsznavvesden wad iailenioo T dusunslivie
deidon vionsUgnane dalueiesflowrmeusziand e

dudesslounnddmiunmsidedunsuenimeiiionasouvyidenszuuiedle (ABO system) [A (ABOw), B
(ABOW), AB (ABOm)] 52UUD1510% (thesus system) [RHe (D), RHIo (C), RHen (E), RHe (c), RH& (e)] szuuitaas (Kell
system) [Kele (K)] szuufAng (Kidd system) [JKe (Uka), JKeo (Jkb)] LAY SZUUSIA (Duffy system) [FYe (Fya), FYe
(Fyb)] dadupsosflounndusennil «

vanmsuazmana Wesnniduesesdleunmdnfianudesgadeyana mnnamsnsraianain flieazdususeg
fauiTin SednduntosdiounmdUsnani € véninusitidnUssinniedosiiounmddmiunsitiadunieuonsameiiie
nasounyiFondu b Ussinnie nTesdounndlssnnil m viowrdosllounmiUssami < Tufudnuuzueufiauves
vyjideniilaieslounndanninnsia uazmuddneeuiluremidenlunislivionieidon

2989 Levwoale (HLA) szuuswlil (Duffy system) (szuusiniiau smL”iuﬁatﬂum%aﬁaLLWMéUizmwﬁ @) 9
Huedosdounmduszianii o
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N o

wannain e ledesdleunnddmiunsidademeuenssmediyeanedniulisiold daduniesdlownmd
Usebnndl e

- lumsesemasdiilninlsafasenanaduiusviosessesnsduiadiivilmAnlsafnsomaneduius
(19U Chlamydia trachomatis, Neisseria gonorrhoeae)

. Tunmsasamidenelsalutiludunds (cerebrospinal fluid) vaewden Feiinnuides iosndudedil
Fodrfinlunsnziass (1Wy Neisseria meningitidis #58 Cryptococcus neoformans)

« lumsnsamidenslaafedianudegs mnuanisesaiianane flhevdemsnluassdandeTiaviefing
989U (U sqmmafﬁl,ﬂiwﬁl,ﬁaaﬁﬂﬁa Cytomegalovirus (CMV), Chlamydia pneumoniae, Methycillin Resistant
Staphylococcus aureus)

Y 1 o

o Tunsmsarnnsesansinssnnourasn Windusanzalrunusedsnvinlminlsadnne (WU N1SNaaauan1Iy
q

Y

niiAufusie Rubella %5 Toxoplasmosis)
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dindulasnuivhligtieegluanunisaliidusoananasedin (Wu M5m539 Enteroviruses, CMV and Herpes simplex
virus (HSV) TugUagugnaneeieng)

« lumsmsadansesfiodndondtisdmiunsthauas iansinvnuianzas wietusssezvedlsa v
FadelsAusa (Wu nshiewuudwmnzdeyana)

v Ledesdeunmddmiumaidademeuoniumedisiusesnaidedifiufuuasnsafamunouns
dndulasnu daliueiesilounmussiani b meldivdninasi o

« lunsnaaeunaiugnssuluuywd (Wu Huntington’s Disease, Cystic Fibrosis)

. Tumsenafamusyiuen mstediuyseneunsinin yananisnsaiaann szdinnandes dahllgnns
dndulasnuiiligasegluanunsaififusoanausedinessdundu (Wu Cardiac markers, cyclosporine,
prothrombin time testing)

o lumsdnwfihelsefndeiiiusunaedein (9u HCV viral load, HIV Viral Load and HIV and HCV
geno- and subtyping)

. lumInsnadansesnmeiaundusniiavewnsnluassa (WU Spina Bifida or Down Syndrome)

NANNITUALIIAKE Lﬁaqmmﬁ%mﬁaLLWV]éﬁm%‘umﬁﬁ%i&mauaﬂiwmaﬂajmﬁﬁmmL?%&Nmuﬂawmmmizuffu

[ |

W3eAUdsgIoyana winnan1snsiaRanan fureavedluaniunisalndudeanausiedin wiaianansesny
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v a

MeAUNEATY aseannnddmiunisidaduneuensumenguilaglvideyadAygwtetoyaieivintudmuns

adeiigndes wavenrdianudssgwounna LleenANunseawazInnivaiiinanteyainlasusarnszuiunig

AAPIUNATIBNANAV LRI

waninuaii @ issdeunmddmiunsideduaisusniresniefsnedmiunmegeusioauesdady
wiasdiounEUssanil m drudestiounnitmanimaaeulsilivsianngAngivemsunnd siedunanisnsinaey
\esu Fedesmmaamunalasnisadeunaiesu fiRnisfivnzan Saluedesdiownmdussnni b wdesdiounnd
dwsumsidadeniouensameiisjssnedmiunmaeunialudenuaznglagluden Inevaaeulndiagiae
FodunTesilownmdussonil o drueieslownmddmiundadunmeuoniuniedug fyjmnedmiuneaeulng
#ifthe daussvaamdninasinsdauszianieesiiounnd

wdnnsuazmana Losngliiniesdounmddmiunsitedunisuenirnienguilduyaeaiilifinmdey
ymamada fatu Mauansnainuazdiugiingld Jadudsddronugniowomanismagey

fegns infesdlaunmddmiumitaduneusndniussediyssnedniunmadeumeniesUszani e
loun yanTradanuszaunglaaluion

fegns infesdlounmddmiunmsitadunuendniussnediemanedniunmaedeusesuossnni

v 6
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9 9

wanineii ¢ indesileunmddmiunsitadumeueninsnedwiolull fadueiesilounmdusuand o

. dhewdeansuieduiitdnuasamefiidomandusijomnsdmivliluduneuwdonssuiunsnsvited
meuenumefiisatesameiunismsadeuiiy

. desdlefiimesAnsurimsnmedniuldlutuneuninsiaitadunisuenitenie

. WuzAuAsdanga (specimen receptacles)

naewmn wandaeinldluiesujuinisilunlalandn ve visuans weldiamedmiumitdadeneuen

$19ne TudndueIasdlawnmddnsunisitdadunisusnsianie
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§ro819 e msiasadedmiunisuen/suunide (enduriamuis dsliidueiesdlownmddmiunsidede
meueniumerindiiasy) wngunsaimziasaiietussiinvenie thendsufien (wash solutions) idpsiiouas
Muugiutaany
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(o) M3Usziliuaussauzaaenusuionsasie fulidormumumamslunisuszadiu msaufunislunanieniu
nunsuseluyganegeu

(o) Mmsltiefosiionaziinaseusmiudunstostuedosdielilignuszifiunendionn wihiieiesdlodady
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vaninaeinl o indesileunmddmiumsidademeuoninmedegusnmienniissylundninasii e - ¢ 3a
Huedosdounmduszani o
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vnNansnsaRawann axliineliiAnsunsefuniavieinisesnasuuseieinnanssnumeaudidfyien1sinw
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ANNEX 3

Risk Classification Rules for IVD Medical Devices

1. DEFINITIONS

EXAMINATION: Set of operations having the object of determining the

value of a property.

NOTE: Examination of an analyte in a biological sample is commonly

referred fo as a test, assay or analysis.

INSTRUMENT: Equipment or apparatus intended by the product owner

to be used as IVD medical device.

IVD MEDICAL DEVICE FOR SELF-TESTING: Any IVD medical device

intended by the product owner for use by lay persons.

LAY PERSON: Any individual who does not have formal training in a

relevant field or discipline.

NEAR PATIENT TESTING: Any testing performed outside a laboratory
environment by a healthcare professional not necessarily a laboratory
professional, generally near to, or at the side of, the patient. Also
known as Point-of-Care (POC).

REAGENT: Any chemical, biological or immunological components,
solutions or preparations intended by the product owner to be used as

IVD medical devices.

SELF-TESTING: Testing performed by lay persons.
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SPECIMEN RECEPTACLE: An IVD medical device, whether vacuum-
type or not, specifically intended by their product owner for the primary

containment of specimens derived from the human body.

TRANSMISSIBLE AGENT: An agent capable of being transmitted to a

person, as a communicable, infectious or contagious disease.

TRANSMISSION: The conveyance of disease to a person.

2. CLASSIFICATION RULES FOR IVD MEDICAL DEVICES

RULE 1: IVD medical devices intended for the following purposes are
classified as Class D:

- medical devices intended to be used to detect the presence of, or
exposure to, a transmissible agent in blood, blood components, blood
derivatives, cells, tissues or organs in order to assess their suitability
for transfusion or transplantation, or

- medical devices intended to be used to detect the presence of, or
exposure to, a transmissible agent that causes a life-threatening, often

incurable, disease with a high risk of propagation.

Rationale: The application of this rule as defined above should be
in accordance with the rationale that follows: VD medical devices in
this Class are intended to be used to ensure the safety of blood and blood
components for transfusion and/or cells, tissues and organs for
transplantation. In most cases, the result of the test is the major
determinant as to whether the donation/product will be used. Serious

diseases are those that result in death or long-term disability, which are
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often incurable or require major therapeutic interventions and where an
accurate diagnosis is vital to mitigate the public health impact of the

condition.

Examples: Tests to detect infection by HIV, HCV, HBV, HTLV. This
Rule applies to first-line assays, confirmatory assays and supplemental

assays.

RULE 2: IVD medical devices intended to be used for blood grouping,
or tissue typing to ensure the immunological compatibility of blood, blood
components, cells, tissue or organs that are intended for transfusion or
transplantation, are classified as Class C, except for ABO system [A
(ABO1), B (ABO2), AB (ABO3)], rhesus system [RH1 (D), RH2 (C), RH3
(E), RH4 (c), RH5 (e)], Kell system [Kel1 (K)], Kidd system [JK1 (Jka),
JK2 (Jkb)] and Duffy system [FY1 (Fya), FY2 (Fyb)] determination which

are classified as Class D.

Rationale: The application of this rule as defined above should be
in accordance with the following rationale: A high individual risk, where
an erroneous result would put the patient in an imminent life- threatening
situation places the medical device into Class D. The rule divides blood-
grouping IVD medical devices into two subsets, Class C or D, depending
on the nature of the blood group antigen the IVD medical device is

designed to detect, and its importance in a transfusion setting.

Examples: HLA, Duffy system (other Duffy systems except those

listed in the rule as Class D) are in Class C.
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RULE 3: IVD medical devices are classified as Class C if they are

intended for use:

« in detecting the presence of, or exposure to, a sexually transmitted
agent (e.g. Sexually transmitted diseases, such as Chlamydia
trachomatis, Neisseria gonorrhoeae).

= in detecting the presence in cerebrospinal fluid or blood of an
infectious agent with a risk of limited propagation (e.g. Neisseria
meningitidis or Cryptococcus neoformans).

- in detecting the presence of an infectious agent where there is a
significant risk that an erroneous result would cause death or
severe disability to the individual or fetus being tested (e.g. diagnostic
assay for CMV, Chlamydia pneumoniae, Methycillin Resistant
Staphylococcus aureus).

= in pre-natal screening of women in order to determine their immune
status towards transmissible agents (e.g. Immune status tests for
Rubella or Toxoplasmosis).

« in determining infective disease status or immune status, and where
there is a risk that an erroneous result will lead to a patient
management decision resulting in an imminent life-threatening
situation for the patient (e.g.  Enteroviruses, CMV and HSV in
transplant patients).

- in screening for selection of patients for selective therapy and
management, or for disease staging, or in the diagnosis of cancer

(e.g. personalised medicine).

NOTE: Those VD medical devices where the therapy decision would
usually be made only after further investigation and those used for monitoring would

fall into class B under rule 6.
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= in human genetic testing (e.g. Huntington's Disease, Cystic
Fibrosis).

- to monitor levels of medicines, substances or biological
components, when there is a risk that an erroneous result will lead
to a patient management decision resulting in an immediate life-
threatening situation for the patient (e.g. Cardiac markers,
cyclosporin, prothrombin time testing).

- in the management of patients suffering from a life-threatening
infectious disease (e.g. HCV viral load, HIV Viral Load and HIV and
HCV geno- and subtyping).

- in screening for congenital disorders in the fetus (e.g. Spina Bifida

or Down Syndrome).

Rationale: The application of this rule as defined above should be
in accordance with the rationale for this rule which is as follows: VD
medical devices in this Class present a moderate public health risk, or
a high individual risk, where an erroneous result would put the patient
in an imminent life-threatening situation, or would have a major
negative impact on outcome. The IVD medical devices provide the
critical, or sole, determinant for the correct diagnosis. They may also
present a high individual risk because of the stress and anxiety
resulting from the information and the nature of the possible follow-up

measures.

RULE 4: IVD medical devices intended for self-testing are classified
as Class C, except those medical devices from which the result is not
determining a medically critical status, or is preliminary and requires
follow-up with the appropriate laboratory test in which case they are
Class B.
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IVD medical devices intended for blood gases and blood glucose
determinations for near-patient testing would be Class C. Other IVD
medical devices that are intended for near patient should be classified

in their own right using the classification rules.

Rationale: The application of this rule as defined above should be
in accordance with the rationale for this rule which is as follows: In
general, these IVD medical devices are used by individuals with no
technical expertise and thus the labelling and instructions for use are

critical to the proper outcome of the test.

Example for Self-testing Class C: Blood glucose monitoring,
Example for Self-testing Class B: Pregnancy self test, Fertility

testing, Urine test strip.

RULE 5: The following IVD medical devices are classified as Class A:

- reagents or other articles that possess specific characteristics,
intended by the product owner to make them suitable for in-vitro
diagnostic procedures related to a specific examination.

e instruments intended by the product owner specifically to be used
for in-vitro diagnostic procedures.

- specimen receptacles.

NOTE: Any product for general laboratory use not manufactured, sold or
represented for use in specified in-vitro diagnostic applications are deemed to not be

VD medical devices.

Rationale: The application of this rule as defined above should be

in accordance with the rationale for this rule which is as follows: These
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IVD medical devices present a low individual risk and no or minimal

public health risk.

Examples: Selective/differential microbiological media (excluding
the dehydrated powders which are considered not to be a finished IVD
medical device), identification kits for cultured microorganisms, wash

solutions, instruments and plain urine cup.

NOTE: The performance of software or an instrument that is specifically

required to perform a particular test will be assessed at the same time as the test kit.

NOTE: The interdependence of the instrument and the test methodology
prevents the instrument from being assessed separately, even though the instrument
itself is still classified as Class A.

RULE 6: IVD medical devices not covered in Rules 1 through 5 are

classified as Class B.

Rationale: The application of this rule as defined above should be
in accordance with the rationale for this rule which is as follows: These
IVD medical devices present a moderate individual risk as they are not
likely to lead to an erroneous result that would cause death or severe
disability, have a major negative impact on patient outcome or put the
individual in immediate danger. The IVD medical devices give results that
are usually one of several determinants. If the test result is the sole
determinant however other information is available, such as presenting
signs and symptoms or other clinical information that may guide a
physician, such that classification into Class B may be justified. Other
appropriate controls may also be in place to validate the results. This

Class also includes those IVD medical devices that present a low
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public health risk because they detect infectious agents that are not

easily propagated in a population.

Examples: Blood gases, H. pylori and physiological markers such
as hormones, vitamins, enzymes, metabolic markers, specific IgE assays

and celiac disease markers.

RULE 7: IVD medical devices that are controls without a quantitative

or qualitative assigned value will be classified as Class B.

Rationale: For such controls, the user, not the product owner,

assigns the qualitative or quantitative value.

65



=

LA a A A4 o 9ud v oo v
2.1 naapuvaleavieniinzevieite Mimlaluaradnmils

7 ass ey o s a
nmeuizengiduiuzeaden dudsznauzeaden Bad

= o

X 4 9 v oA a o .
LuﬂLE]B‘VI?E]B’JEI’Jzﬂ'mi‘uﬂ’ﬁ‘[‘ﬂﬂiﬂﬂ’]ﬂLﬂﬂﬂ‘ﬂiﬂﬂ’ﬁﬂgﬂﬂ’]ﬂ

A

22 wmawsg:l,ﬁam:umaﬂia(ABo system) [A (ABO1),
B (ABO2), AB (ABO3)] 52UUB15L8% (rhesus system)
[RH1(D), RH2(C), RH3(E), RH4(c), RH5(e)] 3£UULARA
Ussionn 4 A & (_
\ (Kell system) [Kell(K)] scuumnm (Kidd system) [JK1(Jka),
JK2(Jkb)] warszuusuil (Duffy system) [FY1(Fya),
- FY2(Fyb)]

wanwnng

31 amamivimiviAslsafndenmatuiuiviososseunisduia
feiimliAnlsafnsenawaguius

32 msnmiderslanuinladundmieiientelinnudossadeiid
Fodialunannziies

33 Gli’l‘)'r‘l’]L‘ﬁﬂﬁﬂiiﬂ%\‘lﬁﬂ’nmﬁ'ﬂdq\i WNHARTIARANAA Gl
wiamanlupssfasifedianieRnmsagogunse

o

” wanun

34 psndanTasaniliaTsineunasn iWaditeaniizgidy
fefimliialsnfinsie

o/
35 mvniiadteanizzedlsafnidiovioan1izigui mnwansis nN139AU
fAawana azfiansdseinlugnisdadulasnuniimiiileeglu S
S Ch T e e LA3DIHE
anwmsaiifudvgnaiudedin (13U A319 Enteroviruses,
CMV and Herpes Simplex Virus (HSV) Iuﬂﬂ’mﬂgnd’mi)’iﬂ’sz)
36 avAanspuiadaRanii s miuMIndaLazIANTIELLY
sznnn 3 'y . am o
» Wras wisteszuzaadlan vigdladlsnnziSe (naemg
.

&y a

waasdaunndnfaensiaddaduiaAniaunissndulasnm —

iaadasdauwnndilflunisnsafanin daduniaeiaunnd
Yszumit 2 enamdninuei 6)

37 wmaumaﬁuqnﬁﬂuuquﬁ (141U Huntington’s Disease, ‘
Cystic Fibrosis)

3.8 ATINAAMINTEALLY EN3rERRAIULSZNEUINYTINW MNKANTINT A
fAomannazdianudes Feinldgnisdagulasnuniiinlige

aQ’[uamummﬂﬁLﬂuﬁﬂ@nmmiﬂ‘?ﬁmatmﬁuwﬁu (WU cardiac ¢
markers, cyclosporine, prothrombin time testing) . o
.. e e o o . 41 YANANDUAILAILDY 4.3 HANAD
39 Snuithelsadadefiiusuanausedin (1w HCV viral load, ve v Mo
. : 4.2 ganasaulndddlasiisjanany Tallordais
HIV viral load and HIV and HCV geno- and subtyping) P @ a w P
» A . mmum’mma'[umﬂﬂLLﬂ:S:ﬂUﬂgTﬂa URan
3.10 avnadanIsnMzRnUnAuadlinraemsnluasss (1w Spina — PA,

Bifida 138 Down Syndrome) y BANANE

H
& AT

Ussinnii 3 ~

) o = ) o A ) o A ) = - )
VUGG : = wnsovflounndusziani 1 @: inFavilounngUssioni 2 = inFevilounngUssioni 3 @}: inFosdounvdusainni 4

= = PR o 9 4 o PP ! o
TUspAnwnswazBuntulsenadninuuAuznssuNIseNIsuaen (5o NsiaUssnniasesdeuwnnddniunsidaduniouondienisauainuides we. 2568




Uszoni 4

Usziani 2

6.1 spefiaunniamsunidadaneuansienis
= ' =] o o & al
maguanmuamnwi:q'luwamnm'nw 1-5
' o = & . o o X Al
(DU aTauialuiRen W H. Pylor uaiyed Uszandi 2
NNE5TINe e sasluu Fandu aulyyd

| Lﬂm‘ﬁ Fustaaunad)
1WIztnn

HOWNNY ™ y8nnadidi 6

VN ILLIE
—

WA 218

Meuansenie laidaduia
N33R UBNIINNIY

FAUSSLONAIUVANLN U
N1959AUSELON
inSevdounng




naninturinisdaus:inniadaviisuwngnwpduiden



