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In vitro diagnostic medical devices are subject
to the European Directive 98/79/EC (IVDD).
As a subgroup of medical products, their market

access, use, and market surveillance is regulated.

The Directive is implemented in the national laws
of the member states.

What are in vitro diagnostic
medical devices (IVDs)?

According to the Directive, in vitro diagnostic
medical devices include: reagents, reagent
products, calibration materials, control
materials, kits, instruments, apparatus,
equipment, and systems that are intended for
use in the examination of specimens taken from
the human body to diagnose diseases, to monitor
aperson's physiological state, or to monitor
therapeutic procedures.

Examples of in vitro diagnostic
medical devices are:

= Hepatitis or HIV tests

= Clinical chemical tests

= Coagulation test systems

= Urine test strips

= Pregnancy tests

= Blood sugar monitoring systems for diabetics

= Receptacles manufactured specifically for
medical specimens

Devices for self-testing

Devices for self-testing form a special IVD group.
These IVDs are intended by the manufacturer to
be used by laypersons in a home environment, for
example pregnancy tests.
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Devices for performance evaluation

Devices to he used in performance evaluation
studies outside of the manufacturer's facility
are also covered by the Directive.

Exceptions:

Products that are used only for veterinary
medicine as well as products for general
laboratory use are not subject to the IVD
Directive.

However, sampling devices that are either
invasive or come into contact with patients are
subject to Directive 93/42/EEC on medical
devices.

Who is the manufacturer according to the
directive?

The Directive defines the manufacturer as the
natural/legal person who is responsible for the
design, manufacture, packaging, and labelling
of a finished device for the purpose of marketing
under his/her own name, regardless of whether
these activities are performed by that person or
by a third party acting on his/her behalf.
Manufacturers of finished IVD products outside
the EU must have a representative within the EU.

Essential requirements for in vitro diagnostic
medical devices:

Annex | of the Directive requires that the safety
and health of patients, users, and any third party
must not be endangered by proper use of the
product and that any possible product risk-
compared with the associated benefit -is
acceptable.
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Other requirements that apply to the design and
manufacture of IVD products:

= chemical and physical characteristics
(compatibility with the material to be tested)

= protection againstinfection and microbial
contamination (processing, packaging)

= suitability for use under the respective
environmental conditions (risk minimization)

= combination with other products, disposal

= measurement function

= protection against radiation (intentional or
non-inerntional radiation, ionizing radiation)

= protection against electrical shocks,
electromagnetic compatibility

= protection against mechanical or thermal risks

= use by laypersons: easy to use, low risk of
incorrect interpretation of results (products
for self-testing only)

= provision of information by the manufacturer
(labelling, instructions)

Annex I1l: Manufacturer's Self-Declaration
The manufacturer must compile and maintain

a technical documentation showing that the
product meets the applicable requirements. The
manufacturing process must comply with the
principles of quality assurance. A system for
market surveillance, reporting, document
storage, etc. must be in place. After successful
self-assessment without participation of a
Notified Body the manufacturerissues a
declaration of conformity.
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Annex IV: Full Quality Assurance System

The manufacturer has a full quality management
system (IS0 13485 including design), fulfils the
additional requirements of the Directive (e. g.
Annexl), and declares the conformity of his
products with the Directive. These measures
are assessed ininitial and surveillance audits by
a Notified Body. In addition, List A devices
require a product design examination according
to AnnexIV.4 and verification of manufactured
products according to Annex IV.6 by the Notified
Body, focussing on lot-to-lot consistency.

Annex V: EC Type-Examination

A Notified Body conducts a type evaluation to
check the compliance of the prototype with the
essential requirements of Annex | of the Directive
and issues a type examination certificate.

Annex VI: EC Verification

A Notified Body tests the finished products.
Each product batchis tested and released
individually.

Annex VII: Production Quality Assurance

The manufacturer has a quality management
system for production, testing, and final
inspection(ISO 13485) and meets the additional
requirements of the Directive (Annex I).
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Product Groups:

The Directive distinguishes four different groups -
based on the risk associated with the use of the
respective products.

List A
List A of Annex Il contains the products with the
highest potential risk. These include reagents,

e calibrators and controls for the determina-

tion of blood groups (ABO system, rhesus,
and anti-Kell)

e HIV-1/-2infections, HTLV-I/-ll infections,
and hepatitis B, C, and D.

List B
List B of Annex Il contains high risk products
(reagents, calibrators and controls unless
otherwise stated):
e for the determination of blood groups
(anti-Duffy and anti-Kidd)
e fordetermination of irregular anti-
erythrocyte antibodies
e for the detection of rubella and
toxoplasmosis
o for the diagnosis of phenylketonuria
e for the detection of infections with
cytomegalo virus or Chlamydia
o for the determination of the tumour
marker PSA
o for the determination of HLA tissue types
DR, A, B
e for the evaluation of the risk of trisomy21,
including software
e products for self-testing of blood sugar
levels Including instruments

=r 0O 2\ k.
T i
IVDD S HRIBr-mBI X & B i&,
TEAnnex || 71 4% 4K 1N 12 R 2 48 40 B0 I 2K -

List A
Lst A\ EE AR EBEENKN~R, E
B
o IMAI4ZEIKF| (ABO. rhesus Fanti-
Kell 3 K & %)
o HIV. HTLV-I-NFAZ BURF 4. A ELBF
%, T BB %92 Wik 7

List B
ListBREARSEBENKN™TR, E
B
o MEIHZEIKXFI (anti-Duffy FAanti-
Kidd 9 K & %)
e Irregular anti-erythrocyte antibody 2 B
i
o REZFSH R WX F
o XA ERER R GE 12 WX 7
o EBESH S K FE KL BTk 7
o HIFIMRYF R EHIZHIRT
o ANEAMMIEIZHIXFT (HLA

DR, A, B)
e 2IM=ZBEEMAKMEHLNXTS
g Le

o T A R MAE M & S




Devices for Self-Testing:

These are subject to special requirements, which
are described in Annex I, Section 7 of the Directive:
e The product must be easy to use for
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a user control which allows verification
of correct performance at the time of use

Other IVD Medical

Devices:

Products that are neither listed in Annex Il

nor intended for self-testing.

See the following figure for different

conformity assessment route:
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www.tuv-sud.com

Among the above-mentioned approaches, Annex
IVis the most commonly used one, applicable for
all List A, List B and self-testing products. The
two-step combination of design dossier and on-site
audit is used for List A products, and only on-site
auditing for List B and self-testing products. As
for manufacturers choosing Annex IV certification
approach, their QMS should conform to the
requirements of IS013485: 2003 and covers the
design control process.

IVDD-related European Standards:
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About TUV SUD

Established in Germany 140 years ago, TUV SUD
is one of the world's leading technical services
providers, offering knowledge services, inspec-
tions, testing, expert opinions, certification and
training. Approximately 16,000 employees at
over 600 locations worldwide provide technology,
system and know-how optimization.
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For one stop German expertise in Greater China, please contact one of our branch offices, sales offices or representative offices:

ik = Beijing Tel.: +86 1065906186 5 Shanghai
XiZ Tianjin Tel.: +86 2283192258

# 5 Qingdao Tel.: +86 53285030106 & # Wuxi
E17 Ningbo Tel: +865923116068 T i Xiamen

E[K Chongging Tel.: +8673184585815  1<i Changsha
www.tuv-sud.cn ©

33 (PSB) Shanghai (PSB) Tel.: +86 215048 3138

www.tuv-sud.hk

&% HongKong  Tel: +8522776 1323
A3 Shenzhen  Tel.: +86 755 8828 6998
I~ Guangzhou Tel.: +86 20 3832 0668
Tel: +86574 27866658 %<5 Dongguan  Tel.: +86 769 2168 7091
Tel.: +86 23 8980 9513 B Taiwan Tel.: +88622898 6818
* www.tuv-sud.tw

Tel.: +862161410123
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