Summary of the Workshop Sessions — BADI 15th Anniversary (June

6. 2025)

Attendies and speakers at the event 06 of June 2025. Forum Hotel, Sofia, Bulgaria

Bulgarian Association for Drug Information (BADI) organized an in-person workshop hold on
June 6, 2025, at Hotel Forum, Sofia. The program brought together leading regulatory, academic,
and industry experts and discussed pressing issues and developments in the fields of
pharmaceutical lifecycle management, medical devices, health technology assessment (HTA), and
clinical trials. Participants received hands-on insights and interpretations of current and upcoming
EU regulatory requirements.

9 Implementation of Product Lifecycle Management (PLM) for DCPs, MRPs, and NPs
Speaker: Radoslava Naydenova — Nobelpharma

This session explored strategic approaches to implementing PLM systems for managing the
regulatory lifecycle of medicines submitted via Decentralised Procedures (DCP), Mutual
Recognition Procedures (MRP), and New Products (NPs). Emphasis was placed on digital
documentation handling, traceability, and regulatory compliance throughout the product’s
lifecycle, which is crucial for maintaining efficiency and consistency across EU markets.




@ Medical Devices: Approaches to Implementing the MDR; State of Play of MDR/IVDR
Speaker: Todor Darakchiev — Bulgarian Drug Agency (BDA)

This lecture provided an in-depth look at the implementation of EU Regulation 2017/745 (MDR)
and 2017/746 (IVDR), with a focus on the current situation in Bulgaria and the EU. The
presentation covered the challenges faced by manufacturers and authorized representatives,
certification requirements, and issues related to notified bodies and post-market surveillance.

@ HTA of Medical Devices: New EU HTA Guideline and Its Implementation
Speaker: Maria Dimitrova — Faculty of Pharmacy, Medical University — Sofia

This presentation was focused on the new EU-wide guidance for performing Health Technology
Assessment (HTA) of medical devices. Attendees were introduced an updated evidence standards,
comparative value methodologies, and the strategic importance of HTA in pricing, reimbursement,
and market access processes within national and European contexts.

@ Clinical Trial Regulation: CTIS Updates
Speaker: Prof. Tatyana Benisheva — President of BADI, Medical University — Sofia

This session reviewed the latest developments in the Clinical Trials Information System (CTIS),
introduced under EU Regulation 536/2014. The speaker covered practical aspects of using the
CTIS portal, sponsor responsibilities, submission challenges for multinational trials, expectations
for increased harmonization and transparency and the new clinical trials body - MedEthics EU
across the Member States.

Pe3loMe Ha Mpe3eHTANMUTEe B paMKHTe Ha pa0oTHATa cpela
Ha BAJIM (06.06.2025 1)

Bouarapckara acoumanus 3a JiekapcrseHa nHgopmanus (BAJIN), va 6 ronu 2025 1. B XoTen
,»Dopym*, Codus, mpoBene paboTHa cpella, HacOueHa KbM aKTyaJHHUTE MpPeIu3BHKAaTeICTBa U
peryiaTopHM TEHAECHIMH B cepara Ha JIeKapcTBEHATa peryianus, MequiuackuTe usaenus, HTA
W KIMHUYHATE u3nuTBaHuA. [Iporpamara oOenuHsBa €KCHEPTH OT  aKaJIeMUYHMTE,
HHCTUTYIUOHAJTHUTC U UHAYCTPHAITHUTE CPEAU, 3a J1a IPEIJIOKU MPAKTUICCKHU HACOKH 1 KOMEHTAap
BbpPXY HOBUTE U3MCKBAHUS HA €BPONEHCKO HUBO.



Jlextopu ot croutueto Ha 06.06.2025 — xoren @opym, Codust

9 Buenpsiane Ha ynpag/ieHHe HA )KU3HEHHsI UKL Ha npoaykTute (PLM) 3a DCP, MRP
n NP

Jlextop: Panocnasa HaiinenoBa — Nobelpharma

Temara pasmexa cCTpaTerHuecKuTe NOAX0AU KbM Npriiaraseto Ha PLM cucremu B nporeca no
perucrparys 1 noaaphikKa Ha JeKapCTBEHU MPOAYKTH 10 JeleHTpanu3upana npoueaypa (DCP),
nporueaypa mno B3auMHo npuszHaBane (MRP) u 3a HoBu nponyktu (NP). IIpesenTanusra noctaBu
aKLEHT BbpXY JUTHTAIM3ALUATA U IPOCIETUMOCTTA Ha PErylaTopHaTa JOKYMEHTAIHs, KOETO €
OT KJIFOYOBO 3HaYEHHE 32 €PEKTUBHO YIPaBJIECHNE HA KU3HEHUS IIUKBJI HA TIPOIyKTa B
ChOTBETCTBUE C U3UCcKBaHuATa Ha EC.

@ Menununckn n3geausn: Mpuaarane na MDR u akTyanno cberosinne Ha MDR/IVDR



JlexTop: Tonop JlapakuneB — M3nbaauTenHa areHius 1o Jiekaperara (B1A)

[Ipe3eHTanusTa TpeACTaBM aKTyajdHa KapTHHA OTHOCHO mnpwiaraneto Ha Permament (EC)
2017/745 (MDR) u Pernament (EC) 2017/746 (IVDR) kakro Ha eBpoOmEHCKO, Taka W Ha
HAI[MOHAITHO HUBO. bsixa pa3rienanu NpakTUYeCKUTE MPEIU3BUKATEIICTBA MIPE]] IPOU3BOIUTEITHTE
U YITBIHOMOIIECHUTE MPEJICTABUTENN, CEPTHPHUKANMOHHUTE TPOLECH U TEKYIIUTEe MpoliiemMHu,
CBBbp3aHH C HOTU(DUIIMPAHUTE OPTAHH.

€9 Ouenka Ha 3npaBuuTe TexHosorun (HTA) 3a mequuuncku usnenusi: HoBure Hacoku Ha
EC

JlekTop: Mapus JIlumurpoBa — @apmaneBrudcH dakynrer, MY — Codust

B nexnusTa npencraBu HOBUTE eBpOIEHCKH HacokH 3a m3BbpiiBaHe Ha HTA (Health Technology
Assessment) Ha METMIIMHCKY u3enus. Pasrnenanu 6sixa MeTOJOJIOTUU M U3UCKBAHUATA KbM
Joka3zarencTBeHara 6a3a u ponsita Ha HTA B nporiecute Ha Bb3CTaHOBSIBaHE, JOCTBII /10 Ha3apa u
B3€MaHe Ha PeUMOYPCHHU PEIlICHUSI.

€@ PeriaMeHT 32 KJIMHUYHYA W3NUTBAHUS: Axryanuzanuu no CTIS
JlekTop: npod. Tarsna benumesa — BAJIU, MY — Codus

Temata e mocBeTeHa Ha pa3BUTUETO M akTyailu3auuuTe B pamkure Ha cucremara CTIS —
LEHTpaIU3UpaHUs eBPONEHCKH MOPTal 3a KIMHUYHU U3NUTBaHM. bsixa o6chaeHn npoueaypHuTe
W TEXHUYECKH AacleKTH Ha CHCTeMara, poJsiTa Ha CIIOHCOpa, MpeJu3BUKATEICTBaTa IIPH
MHOTOHAIIMOHAJIHY MTOJIaBaHUs M OYaKBAaHUTE NOAOOPEHMS B ONlEPaTUBHATA CbBMECTUMOCT MEXTY
3aMHTepecoBaHuTe cTpaHu. [IpeacraBena Oemie u cucreMara Ha HoBaTta cTpykrypa Med Ethics EU
KkbM EBponeiickara KOMUCHSI, KOSITO BKJIFOUBA MTPEJCTABUTENN OT ETUYHUTE KOMUCHH OT BCSIKA €THA
ctpana ot EC.



