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Symbols for self-testing and near-patient testing
under the IVD Regulation 2017/746/EU

13 December 2018

The IVD Regulation 2017/746/EU (‘IVD Regulation’) has new requirements which ask for information
regarding self-testing and near-patient testing to be added to the labels of certain devices. With this
Regulatory Update, MedTech Europe would like to communicate about the four new symbols which
it supports for self-testing and near-patient testing.

In Europe, the necessity to translate the information provided on the labels in several languages creates the
need for manufacturers to use symbols. The use of symbols on the label as an alternative to written language
is permitted in the IVD Regulation (see Annex |, Chapter IIl, 20.1h).

IVD Regulation requires that the device intended for self-testing or near-patient testing must indicate this fact
on the label.! Another requirement is that rapid tests which are not intended for self-testing or near-patient
testing should bear an explicit exclusion of this fact on their label.2 For this reason, the following four new
symbols are supported by MedTech Europe in order to convey this information when required, on

the label:
r 1 I ] r Tl r 1
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Device for Device for Device not for Device not for

self-testing near-patient self-testing near-patient
testing testing

11VD Regulation Annex I, 20.2
The label shall bear all of the following particulars: [...]
(q) If the device is intended for self-testing or near-patient testing, an indication of that fact;

2 VD Regulation Annex I, 20.2
The label shall bear all of the following particulars: [...]
n Where rapid assays are not intended for self-testing or near-patient testing, the explicit exclusion hereof;
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It should be noted that the negation symbols are only required to be used in the context of rapid tests,
when appropriate. While there is no EU definition of ‘rapid test’ available today, MedTech Europe’s Labelling
(IVD) Working Group is working on developing a definition of ‘rapid test’ as part of future MedTech Europe
Guidance on changes to Labelling and Instructions for Use under the IVD Regulation.

To select these four symbols, MedTech Europe went through a vigorous process of discussion, design and
selection. The symbols should be recognizable even at 5 mm, which means that they should ‘work’ should
the manufacturer choose to add them at this size to the device label. Translations of the symbols are provided
in the annex to this document.

It is MedTech Europe’s intention both to communicate about these symbols through industry guidance and
to support user awareness of these symbols. A campaign to build up user awareness of the symbols is
foreseen towards the end of the transition period. MedTech Europe eventually plans to support inclusion of
these symbols in the symbols standard ISO 15223 if possible. Given that the inclusion of these symbols into
the harmonised standard is not expected to happen for some years, it will be necessary to describe the use
of these symbols in the accompanying Instructions for Use.

Conclusions

By 26 May 2022, IVD devices will need to transition to the new IVD Regulation. Devices intended for self-
testing, devices intended for near-patient testing and certain rapid tests will be required to include new
information on the label. Four new symbols are supported by MedTech Europe to communicate this
information, when required, on the label. In taking the same approach when using these symbols, the IVD
industry will support the use of symbols and increase user awareness of their meaning across our markets.
By communicating about these symbols today, MedTech Europe hopes that companies will be able to take
the symbols into account when preparing their labelling for compliance to the new requirements of the IVD
Regulation.

For further information on the content of this Requlatory Update, please contact:

Petra Zoellner, Senior Manager Regulations & Industrial Policy

N.B. MedTech Europe is very happy to see the interest shown in the Regulatory Updates. This
Update is intended for “internal use” by MedTech Europe members. To keep our freedom of
expression, the distribution of this Regulatory Update must be restricted to manufacturers only.
Thank you for keeping this in mind when you make copies. Any “external use” of the content of this
Regulatory Update is subject to prior agreement by MedTech Europe.
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Annex — Symbols Template

Note on using the template provided below:

Regulatory Update

If some of the symbols or languages are not needed for your particular needs, you can drop all or

some of the symbols or languages from the list but MedTech Europe asks you to keep always the

same order as shown in the below the listing. Using always the same order by the manufacturer will

speed up user recognition and acceptance of the symbols and their meaning.

Please make sure you always use the same explanations as given in the template (to avoid any

confusion amongst users).

rﬁj

EN

Device for self-testing

DE

Produkt zur Eigenanwendung

FR

Dispositif d'autodiagnostic

BG

M3penne 3a camoTecTBaHe

CS

Prostfedek pro sebetestovani

DA

Udstyr til selvtestning

EL

TexvoAoyikO TTPoidv yia
auTtodidyvwaon

ES

Producto para autodiagnéstico

ET

Enesetestimise meditsiiniseade

Fl

Itse suoritettavaan
testaukseen tarkoitettu laite

GA

Feiste le haghaidh féintastala

HR

Proizvod za samotestiranje

HU

Onellenérzésre szolgalo eszkoz

Dispositivo per test autodiagnostico

LT

Savikontrolés priemoné

LV

PasStestéSanas ierice

MT

Apparat ghall-awtottestjar

NL

Hulpmiddel voor zelftesten

NO

Utstyr til selvtesting
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EN

Device for near-patient testing

DE

Produkt fur patientennahe Tests

FR

Dispositif de diagnostic prés du
patient

BG

M3genne 3a TecTBaHe Ha MSACTO

CS

Prostfedek pro vySetfeni v blizkosti
pacienta nebo pfimo u pacienta

DA

Udstyr til patientnaer testning

EL

TeXvoAoyIkO TTPoidV yia
OIOYVWOTIKEG EEETATEIG
KoVvTd otov agbevi

ES

Prueba diagnoéstica en el lugar de
asistencia al paciente

ET

Seade patsientide vahetus
laheduses testimiseks

FI | Vieritestauslaite
Feiste le haghaidh tastail neas-

GA .
othair

HR Proi__zvod za testiranje u blizini
pacijenta

HU Betegkdzeli laboratoriumi
diagnosztikara hasznélt eszkoz

IT Dispositivo per analisi decentrate
(near-patient testing)

LT Ty_rimq p_rie paciento lovos (TpPL)
priemone

LV | Pacienttuvas testéSanas ierice

MT | Apparat ghall-ittestjar grib il-pazjent
Hulpmiddel voor patiéntnabije tests

NL | (hulpmiddel voor near-patient
testing)

NO | Utstyr til pasientneer testing
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PL

Wyréb do samokontroli

PT

Dispositivo de autodiagnostico

RO

Dispozitiv de autotestare

RU

N3penue gns camMoTecCcTnpoBaHusa

SK

Pomécka na samotestovanie

SL

Pripomocek za samotestiranje

SR

Proizvod za samotestiranje

SV

Produkt for sjalvtestning

TR

Hastanin kendi kendini test etmesi amagli
cihaz

L -

EN

Device not for self-testing

DE

Produkt nicht zur Eigenanwendung

FR

Dispositif non destiné a I'autodiagnostic

BG

M3penveTo He e npegHa3HavyeHo 3a
camoTecTBaHe

CS

Prostfedek neni uréen pro sebetestovani

DA

Udstyr ikke beregnet til selvtestning

EL

2UoKeun akatdAAnAn yia autodidyvwaon

ES

No destinado para el autodiagnéstico

ET

Seade ei ole enesetestimiseks

Fl

Laite, jota ei ole tarkoitettu itse
suoritettavaan testaukseen

HR

Nije namijenjeno za samotestiranje

HU

Nem dnellenbrzésre szolgald eszkoz
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PL

Wyréb do badanh przytézkowych

PT

Dispositivo para diagndéstico junto
do doente (near-patient testing)

RO

Dispozitiv pentru testare Tn
proximitatea pacientului

RU

N3penue onsa BHenabopaTopHOTro
TecTMpoBaHus

SK

Pomobcka na delokalizovanu
diagnostiku

SL

Pripomocek za testiranje ob
pacientu

SR

Proizvod za testiranje u blizini
pacijenta

SV

Produkt for patientnara testning

TR

Hasta basinda test amacgli cihaz

L -

EN

Device not for near-patient testing

DE

Produkt nicht fir patientennahe Tests

FR

Dispositif non destiné au diagnostic prés
du patient

BG

M3penueTo He e npegHasHa4eHo 3a
TeCTBaHe Ha MSACTO

CS

Prostfedek neni urCen pro vySetfeni v
blizkosti pacienta nebo pfimo u pacienta

DA

Udstyr ikke beregnet til patientnaer
testning

EL

ZuUOoKeun akaT@AANAN yia d1ayvwOoTIKEG
€€eTdOEIG KOVTA OTOV 00BEVN

ES

No destinada para diagnostico en el lugar
de asistencia al paciente

Seade ei ole patsientide vahetus
laheduses testimiseks

Fl

Laite, jota ei ole tarkoitettu
vieritestaukseen

HR

Nije namijenjeno za testiranje u blizini
pacijenta

HU

Nem betegkdzeli laboratériumi
diagnosztikara szolgalé eszkéz
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Dispositivo non destinato a test
autodiagnostico

LT

Prietaisas neskirtas savikontrolei

LV

lerice nav paredzéta pastestésanai

NL

Geen hulpmiddel voor zelftesten

NO

Utstyret er ikke til selvtesting

PL

Wyrob nieprzeznaczony do samokontroli

PT

O dispositivo ndo se destina a
autodiagnostico

RO

Nu este destinat a fi utilizat pentru
autotestare

RU

WM3penve He ona camoTecTMpoBaHus

SK

Pomé&cka nie je urena na samotestovanie

SL

Pripomocek ni za samotestiranje

SR

Proizvod nije za samotestiranje

SV

Produkt ej avsedd for sjélvtestning

TR

Cihaz hastanin kendi kendini test etmesi
amacli degildir
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Dispositivo non destinato ad analisi
decentrate

(near-patient testing)

LT

Prietaisas neskirtas tyrimams prie
paciento lovos (TpPL)

LV

lerice nav paredzéta pacienttuvai
testéSanai

NL

Geen hulpmiddel voor patiéntnabije testen

NO

Utstyret er ikke til pasientneer testing

PL

Wyrdb nieprzeznaczony do badan
przytdzkowych

PT

O dispositivo n&o se destina a diagndstico
junto do doente (near-patient testing)

RO

Nu este destinat a fi utilizat pentru testare
in proximitatea pacientului

RU

W3penve He onst BHenabopaTopHOro
TECTMPOBaHUS

SK

Pomécka nie je uréena na delokalizovanu
diagnostiku

SL

Pripomocek ni za testiranje ob pacientu

SR

Proizvod nije za testiranje u blizini
pacijenta

SV

Produkt ej avsedd for patientnéra testning

TR

Cihaz hasta basinda test amagli
degildir
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