Choose certainty.
Add value.

Directive 98/79/EC on In Vitro
Diagnostic Medical Devices
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In vitro diagnostic medical devices are subject
to the European Directive 98/79/EC (IVDD).
Presenting 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 a person'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 be 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.

In addition to these general requirements, there
are other requirements that apply above all to the
design and manufacture of the IVD products:
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= chemical and physical characteristics
(compatibility with the material to be tested)

= protection against infection 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 ornon-
intentional 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 llI:

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 manufacturer
issues a declaration of conformity.

Annex IV:

Full Quality Assurance System

The manufacturer has a full quality management
system (ISO 13485 including design), fulfils the
additional requirements of the Directive (e. g. Annex
1), and declares the conformity of his products with
the Directive. These measures are assessed in

initial 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 V.6 by
the Notified Body, focussing on lot-to-lot consistency.
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Annex V:

EC Type-Examination

A Notified Body conducts a type evaluation to
check the compliance of the pratotype 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 batch is 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 |).

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,

calibrators and controls for the determination of

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

= HIV-1/-2 infections, HTLV-I/-Il infections, and
hepatitis B, C, and D.

Annex V:

EC Type-Examination
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Annex VI:

EC Verification
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Production Quality Assurance
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ListB

List B of Annex Il contains high risk products

(reagents, calibrators and controls unless

otherwise stated):

= for the determination of blood groups
(anti-Duffy and anti-Kidd)

= for determination of irregular anti-erythrocyte
antibodies

= for the detection of rubella and toxoplasmosis

= for the diagnosis of phenylketonuria

= for the detection of infections with
cytomegalo virus or Chlamydia

= for the determination of the tumour marker PSA

= for the determination of HLA tissue types DR, A, B

= for the evaluation of the risk of trisomy21,
including software

= products for self-testing of blood sugar levels
Including instruments

Devices for Self-Testing:

These are subject to special requirements, which

are described in Annex |, Section 7 of the Directive:

= The product must be easy to use for laypersons,
and the enclosed instructions must be easy to
understand.

= The risk of errors in use or in the interpretation
of results must be kept as low as possible.

= Where possible, such devices must include 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.
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See the following figure for different
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conformity assessment route:
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ST: Self-Testing Devices

Among the above-mentioned approaches, Annex
[V is the most common 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 1S013485: 2003 and covers design

control process.

IVDD-related European Standards:

EN 375: 2001

EN 12287: 1999
EN 13612: 2002
EN 13975:2003
EN 14254:2004
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EN 376: 2002

EN 13532: 2002

EN 13640: 2002

EN 61010-2-101: 2002
EN 592: 2002

EN 591: 2001

EN 12322: 1999 / A1:2001
EN 13641: 2002

EN 14820:2004

EN 61326-2-6:2006



www.tuv-sud.cn

TUV SUD in China

Ever since the entry into Mainland China in

1993, the Shanghai-based TUV SUD China has
been committed to providing various system
certification and product certification services.

In 1998, the Medical Device Department was
founded for enterprise quality management
system certification and CE certification for
medical devices and diagnostic reagents. Qur
certification for IVD reagent sector includes a
number of major diagnostic reagent and device
manufacturers in China, such as Xiamen InTec,
Zhuhai Livzon, Hangzhou Aconlab, Jiangxi Tecom,
Beijing Blue Cross, Zhengzhou Autobio, Shenzhen
Mindray and Tsingtao Aide.
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For one-stop German expertise in Greater China, please contact one of these major offices:

BMAXFERRE—EXNERELVRS, FREUATZIEEZESLF:

Shanghai ~ E3B  Tel:+862161410123
Guangzhou T Tel.: +86 20 3832 0668
Chongging ZEJFK  Tel.: +86 23 8980 9513
Wuxi %  Tel. +86 510 8820 3737
Xiamen BT Tel:+86592 3116 068
HongKong &#&  Tel.. +852 2776 1323

Beiing  dtF Tel.:+86 10 6590 6186
Shenzhen RIII Tel.: +86 755 8828 6998
Tianjin KiZ Tel:+86 2283192258
Ningbo 3§ Tel.: +86 574 2786 6658
Qingdao  HS Tel.: +86 532 8503 0106
Taiwan &% Tel. +886 2 2898 6818



