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Regulation (EU) 2017/746 (IVDR) represents the most significant
reform in the regulation of in vitro diagnostic medical devices in the
European Union over the past decades. With its application from 26
May 2022, Directive 98/79/EC was replaced and a new,
considerably stricter and more centralized regulatory framework
was introduced.

The main objective of the Regulation is to enhance the safety,
traceability, and quality of diagnostic devices, which play a crucial
role in clinical decision-making and public health.

The IVDR fundamentally changed the regulatory philosophy, shifting
from a more liberal model with a high degree of self-declaration to a
system with strengthened oversight, stricter requirements for
technical documentation, clinical evidence, and increased
involvement of notified bodies.

A significant proportion of devices were
reclassified into higher risk classes, leading to
a sharp increase in the scope of mandatory
conformity assessment by notified bodies.
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diagnostic products. The aim is to ensure maximum reliability for tests related to serious infectious

diseases and other critical conditions.

Supply Chain

In parallel, the Regulation introduced new obligations related to supply chain management.
Subsequent amendments established a requirement for manufacturers to notify competent
authorities in the event of a risk of serious supply disruption that could endanger patients or




public health. This element demonstrates that the IVDR approaches regulation not only from a
compliance perspective but also as an instrument for market stability.

Limited Number of Notified Bodies

Despite the clear objective of enhancing safety, the practical implementation of the IVDR has
faced significant challenges. The limited number of notified bodies and the lengthy designation
process led to delays in certification and a risk of shortages of certain diagnostic devices. This
necessitated extensions of the transitional periods and the removal of the so-called “sell-off” date
to prevent the sudden withdrawal of products from the market.

All devices that were placed on the market before the introduction of the new deadlines and
during the transitional periods may continue to be sold.

At the same time, the European Commission has taken steps toward simplification and targeted

revision of the regulatory framework in order to reduce administrative burden and maintain the
competitiveness of the European medical device sector.

Breakthrough Devices

Mechanisms for accelerated assessment of innovative and “breakthrough” devices have also been
introduced, reflecting an effort to balance strict regulatory control with the encouragement of
innovation.

EUDAMED (European Database on Medical Devices) is the central IT system developed by
the European Commission to implement the EU medical device regulations:

e Regulation (EU) 2017/745 (MDR)
e Regulation (EU) 2017/746 (IVDR)

UDAMED consists of six interconnected modules:

1. Actor Registration — registration of manufacturers, authorized representatives, and
importers (Single Registration Number — SRN).

UDI/Device Registration — device and Unique Device Identification (UDI) data.
Notified Bodies & Certificates — information on notified bodies and issued certificates.
Clinical Investigations / Performance Studies

Vigilance — serious incidents and field safety corrective actions.

Market Surveillance

AN
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1. Increased Regulatory Complexity

* MDR requirements are far more detailed and stringent than the previous MDD/AIMDD
directives.

» Expanded technical documentation and clinical evidence expectations.



* Reclassification of many devices into higher risk classes.

2. Clinical Evidence Burden
Stronger clinical data requirements for legacy devices.

* More clinical investigations needed.
* Difficulty justifying equivalence to existing devices.

3. Legacy Device Transition
Older products must be upgraded to MDR standards.

* Many companies discontinued low-margin legacy devices rather than recertify.

Conclusion

Notified Body Capacity Constraints

4. Shortage of MDR-Designated Notified Bodies
5. Business & Economic Impact

6. Post-Market Surveillance (PMS)

7. EUDAMED Integration

Overall, the IVDR represents a systemic transformation of the European market for in vitro
diagnostic medical devices. It raises standards for safety and transparency, while simultaneously
creating significant organizational and economic challenges for manufacturers, notified bodies, and
national competent authorities. The current stage can be described as a phase of adaptation and
structural stabilization, in which regulatory stringency is gradually being combined with flexibility
measures aimed at ensuring the sustainability and accessibility of diagnostic technologies within

the European Union

For more information please see the presentation in BADI database
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[IpencraBeno Ha 19 wmapr npen aynurtopusita Ha IFAPP, B
ChTpYyIHHYECTBO C bbarapckara aconuanus IO JIEKapCTBEHA
nHpopmanus.

Pernamenr (EC) 2017/746 (IVDR) npencraBnsBa  Haii-
chllecTBeHaTa pedopma B  perynamustTa Ha HMH BHUTPO
JTUArHOCTUYHUTE MEIMUMHCKU u3nenus B EBpomelickus cbio3 3a
nocyeaHuTe aeceruneTus. C HEroBoTo npuiarase ot 26 mai 2022
r. 6eme 3amenena JlupektuBa 98/79/EC u Oe BbBeneHa HOBA,
3HAYUTEIIHO IO-CTPOra M IEHTPAJIM3UpaHa pEryJaTopHa paMKa.

OcHoBHaTa oI Ha pEerilaMCHTAa € MOBUIIaBaHE Ha 6e3OHaCHOCTTa, MpoCiaeANMOCTTa U Ka4€CTBOTO
Ha JUAarHOCTUYHHUTC U3ACIIUS, KOUTO UMAT KJIIFOYO0BaA POJIA B KIIMHUYHUTC PCIICHUS U 06IJ_[CCTBGHOTO

37IpaBe.



IVDR npomenu dynnameHTaHO puitocodusiTa Ha peryaupa
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CHOTBETCTBHUETO OT HOTH(HUIMpPAH OpraH.
ToBa ChIIECTBEHO 1€ YBEJIWYHU aJMUHUCTpPATHUBHATA TEXECT, pa3XOJUTE U BPEMETO 3a JOCTHII A0
rnasapa.

Oco0eHO YyBCTBUTEIHH ca U3JENUITa OT Kiac D, mpu KOUTO ce BbBEAE AONBJIHUTEICH CIOU
KOHTpOJ upe3 eBpomneiickure pedepentan nadoparopun (EURLs). Te3u cTpykTypH U3BBPIIBAT
MIPOBEPKA HA EKCIUIOATAlMOHHUTE XapAaKTEPUCTUKHU U MOraT J1a y4acTBaT B apTUAHO TECTBAHE HA
BUCOKOPHUCKOBH IMATHOCTUYHU MPOAYKTHU. [10 TO3M HauMH ce 1enu rapaHTUpaHe Ha MaKCHUMasHa
HAJEXKTHOCT MPH TECTOBE, CBHP3aHU C TEXKU MH(PEKIHO3HU 3a00JSBaHUS M IPYTHM KPUTUUYHU
CHCTOSTHHS.

Bepura Ha 1ocTraBgKu

[TapasienHO ¢ TOBa perIaMEHTHT BbBE/IE HOBH 3aIbJIKEHHUS], CBbP3aHU C YIIPABJICHUETO HA BEpUrara
3a gocraBku. C mocneaBaluTe U3MEHEHHUs Oellle yCTAaHOBEHO M3HMCKBaHE MPOU3BOAMUTEIUTE Ja
YBEIOMSBAT KOMIIETCHTHUTE OPraHy MPU PUCK OT CEPUO3HO MPEKbCBAHE HA JJOCTABKU, KOETO MOXKE
Jla 3acTpalld MalMeHTUTE WM OOIIEeCTBEHOTO 3apaBe. To3u enemMeHT mokaspa, ue [VDR He
pasmiexaa peryjanusaTa eIMHCTBEHO MPe3 TPU3Mara Ha CbOTBETCTBUETO, a M KATO MHCTPYMEHT 3a
naszapHa CTaOMITHOCT.

Orpannyenus Opoii cepTHUIHPALIY OPTraHUu

Brnpeku sicHaTa 11en1 3a oBHINIaBaHE Ha O€30MacHOCTTa, MpakTuyeckoTo npuiarane Ha I[VDR ce
cOmbCcKa ChC CEPUO3HM MNpeAu3BUKaTesncTBa. OrpaHudyeHUsT Opoil HOTU(GUUIUpPAHW OpPraHd U
MPOABIHKUTETHUAT MPOIIEC Ha TAXHOTO OMpEeNsiHe T0BeI0Xa 10 3a0aBHUS B CepTUHUIIMPAHETO
U PUCK OT HEJAOCTUT Ha OMNPEACICHU AMArHOCTUYHU Mu3leius. ToBa HAJOXKHM yAbJDKaBaHE Ha
MIPEXOHUTE CPOKOBE U MTpeMaxBaHe Ha T.Hap. ,,sell-off** gara, 3a na ce u3derHe BHE3aMHO U3TEITISIHE
Ha MPOAYKTH OT mazapa.

Bcuuku kouTO ca HaBiesnu masapa Ipead Ja €€ BbBENAT HOBHU CPOKOBE M IO BpPEME Ha
MIPEXOJIMHUTE CPOKOBE, MOTAT Jla ObJaT MPOIaBaHHU.

B cbuioro Bpeme EBporneiickata KOMUCHS TPEANIPUE AEHCTBUSA 3a OIPOCTIBAHE U LEJIEBA PEBU3US
Ha peryiaropHaTa paMka C IeJl HamajsBaHe Ha aJIMUHHCTpaTMBHATa TEXECT W 3alla3BaHe Ha
KOHKYPEHTOCIIOCOOHOCTTA Ha €BPOIEHCKUS CEKTOp HA MEITUIIMHCKUTE U3CITHSI.

Breakthrough® u3neans

[TosiBUxa ce 1 MEXaHW3MH 3a YCKOpPEHa OIIeHKa Ha MHOBAaTUBHM | ,,breakthrough* nznenwus, koeto
MOKa3Ba CTPEMEX KbM OallaHC MEXKIY CTPOT KOHTPOJI U HAChpUaBaHE HAa MHOBAITUUTE.



EUDAMED (EBponeiicka 0a3a 1aHHM 32 MeIHIIMHCKHUTE U3/1eJIMs) € IICHTpallHaTa
nH(pOopMaIMOHHA cucTeMa, pa3paboTeHa oT EBporneiickaTa KOMHCHS 3a IPUJIaraHe Ha
€BPOIECHCKOTO 3aKOHOAATEJICTBO B 00J1aCTTa HA MEIUITUHCKUTE W3CIIHS:

* Pernament (EC) 2017/745 (MDR)
* Pernament (EC) 2017/746 (IVDR

OcHoBHU Moaysu Ha 0a3aTta nanHu EUDAMED

EUDAMED ce cbcTou OT IECT B3aMMOCBbP3aHU MOJIyJIa:

Perucrpanuss Ha yyacTHuum (Actor Registration) — perucrpanus Ha NOpPOU3BOJIUTENH,
YI'BJIHOMOIIEHH TpeicTaBuTenv U BHocuTenu (Enqunen perucrpanmones Homep — SRN).
Peructpanus Ha usgeausi / UDI (UDI/Device Registration) — nanHu 3a u3jenusira U 3a
YHHUKaJIHATa uaeHTuuKanms Ha m3aenuero (UDI).

Horudunupanu opranu u ceprupukaru (Notified Bodies & Certificates) — undopmarus 3a
HOTU(UIIPAHUTE OPTaHU U U3JAICHUTE CEPTUPHUKATH.

Kananuyau wm3nurBanus / IlpoyuBanumsi Ha edextuBHocrTa (Clinical Investigations /
Performance Studies)

Bautennoct (Vigilance) — cepro3Hn MHIMIEHTH ¥ KOPUTHPALIN JACUCTBUA 32 OE30MACHOCT Ha
mscto (FSCA).

Hanzop na nmazapa (Market Surveillance)

OCHOBHM NpeIN3BUKATEICTBA NIPH NPHJIATAHETO

1. IloBuIeHa peryJiaTopHa CJ105KHOCT

» M3uckBanusara Ha MDR ca 3HauuTeNnHo mo-nogpoOHH U MO-CTPOTH B CPABHEHUE C MPEAULTHUTE
mupexktusu MDD/AIMDD.

* Pazmmpenn n3MCcKBaHus 3a TEXHUYECKA TOKYMEHTALUS U KIMHUYHU JI0Ka3aTeJICTBA.

* [Ipexnacudukanus Ha MHOTO U3/IEJIHSI B [TI0-BUCOKH PUCKOBU KJIaCOBE.

2. TexecT, CBbp3aHa ¢ KJIMHUYHUTE I0KA3aTEJICTBA

* [To-cTporu n3nckBaHus 3a KJIMHUYHY JJaHHU 3a T.Hap. ,,HacueneHu (legacy) uznenus.

* HeoGxoauMocT 0T oBede KIMHUYHU U3MUTBAHUS.

* TpyaHoCTH ITpU JOKa3BaHE HA €KBUBAJIEHTHOCT ChC ChILECTBYBAIIN U3/IEIHS.

3. Ilpexox Ha ,,HaCJeleHU* U3/1eJTUs

* [To-cTapute npoaykTu TpsiOBa 1a ObAAT MPUBEICHU B CbOTBETCTBHE ChC cTaHaapTuTe Ha MDR.
* MHOTO KOMIIaHUU TIPEKpaTHXa MPOTYyKTH C HUCHK Map:K Ha rmeyanda BMECTO Jja MpEeMUHAT Mpe3
MIOBTOpPHA CepTU(UKALUS.

OrpannyeH KanauuTeT HAa HOTUPUIHMPAHUTE OPTraHHU

4. Hepoctur Ha HOTH(HUIIUPaHU OpraHu, onpeaeaenu no MDR

S. bu3Hec 1 HKOHOMHMY€ECKO Bb3/1eHCTBHE

6. Hag3op caen nmyckane na naszapa (PMS)

7. Uarerpanusi c EUDAMED

3akaoueHune



Karo 1smo, IVDR npencraBnsiBa cuctemMHa TpaHchopmaliust Ha €BpOIEHCKUS ma3ap Ha UH BUTPO
JUArHOCTUYHU u3Jenus. Toi moBMILABa CTaHAApPTHTE 3a O€30MacHOCT U MPO3PAYHOCT, HO
CBIIIEBPEMEHHO Ch3/laBa CEPUO3HU OPraHU3AIMOHHU U MKOHOMHYECKH IPEAU3BUKATENICTBA 3a
MIPOU3BOAUTENUTE, HOTU(PUIIMPAHUTE OPTraHU M HAIMOHAIHUTE KOMIETEHTHU BIACTH.

Hactosmusar eranm moxe pa Obae ompeneneH kato (asa Ha ajantauds M CTPYKTYPHO
cTabuIn3KpaHe, B KOSITO peryjliaTopHara CTpOrocT OCTENIEHHO CE ChYeTaBa ¢ MEPKH 3a I'bBKABOCT,
HACOYEHH KbM rapaHTUPaHE HA YCTOMYMBOCTTA U AOCTHITHOCTTA HA IUArHOCTUYHUTE TEXHOJIOTUU
B EBpomneiickusi Chr03.€KCIUIOATAIMOHHUTE XAPAKTEPUCTUKU M MOTaT J1a y4acTBaT B MAPTUIHO
TECTBaHE HAa BUCOKOPUCKOBH JUArHOCTUYHU NMPOAYKTH. [10 TO3M HAUMH ce 1enu rapanTupaHe Ha
MaKCHUMaJHa HaJeKIHOCT IIPU TECTOBE, CBbP3aHU C TEXKKU MHPEKLINO3HU 3a00/sIBAaHUS U APYTU
KPUTUYHH CHCTOSHUS.



