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Introduction Methods
In Bulgaria HTA was introduced 1n late 2015. Time period: 1 Jan 2016 to 31 Dec 2021
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MUHWCTEPCTBO HA 3APABEOMASBAHETO MEDICINAL PRODUCTS IN HUMAN MEDICINE ACT u t m f H I A I‘h 1 1
HAPEABA N2 9 ot 1 aekemBpm 2015 r.
3a yCNoBMATa M peaa 3a M3BbPLUBAHE HA OLLEHKA Ha 3APaBHMTE TEXHONOrMK In force from 13.04.2007

Paspgen I
06wK nonoxeHun

) Prom. SG. 31/13 Apr 2007, amend. SG.
Yn. 1. (1) c HEP&LLBETE ce ypexaaT ycnoBusTa M peabT 3a U3BbpPWBaHE Ha OUeHKa Ha 34paBHU 1.11[[ :U(‘\) (.7”1@/'1(;/. Sv(" —1‘13‘4”2 ‘?UUL\), amend. SV V QUU')). a/”@”d. S(:,V 73

TexHonoruu (O3T). oo » s
(2) OueHkaTa Ha 3ApaBHWTE TEXHOMOMMU Ce U3BbPLUBA 3@ NIeKapCTBEHWTE MPOAYKTU, NpUHaANexallm g . 09, amend. SG. 10.

KbM HOBO MeXAYHaApOAHO HenmaTeHTHO HanMeHOBaHMeE, KOETO He € BK/II4YEHO B CbOTBETHOTO MpUNoOXeHue 1 2, il 2 L O ]0, C I(Z”(] T. >

Ha losnTuBHUs nekapcteen cnucek (MIC). Jan 2011, 1, amend. S 1, amend. SG. 61
(.’),l Sa nekapcTBeHuTe NpoAYyKTU no an. 2 OueHKa Ha 34paBHUTE TEXHOMOMMW Cce MU3BbplIBaA W MpU ) - 5 Y, N

noAAbpXKaHe Ha PerMBYPCHUA UM cTaTyc no un. 259, an. 1, T. 7 oT 3aKoHa 3a fieKkapcTBeHUTe NPOAYKTU B Aug 2011, amend. ay 2012, amend. S 8 , !

XyMaHHaTa MeauunHa (3/1MXM). 2012, amend. SG. 15/15 Feb 2013, amend. SG. 1/3 Jan 2014,

4. 2. OueHkaTa Ha 34paBHUTE TEXHOMOrUM e: 2014, amend. SG. 12/13 Feb 5 and suppl. SG. 48/27
1. dopma Ha nommuTHKa B obnactta Ha HayuHWTe U3CNeABaHWs, KOSTO MPoyuBa KpPaTKOCPOUHUTE U ’ - ) . y
AbNroCpoYHUTE pesynTaTtv, CBbp3aHW C MNpuiaraHeTo Ha 34paBHUTE TexHonorui, U uMa 3a uen aa

npeaocTasn MHd)ODMaLlMﬂ OTHOCHO anTepHaTUBHWUTE 34paBHU CTpaTernu;

. o ’ " P4 C f - ° , 47 w. . .
2. MYNTUAUCUMIIMHAPHA AEMHOCT, KOSITO CUCTEMATUYHO OLEHSIBA TEXHWUECKUTE XapaKTepuUCTUKH, y ond. S Y amer : 64/13 Aug 7(]’19
6e3onacHoCTTa, KAMHWYHaTAa epUKacHOCT M edeKTMBHOCT, pasxoawTe, CTOWHOCTHaTa edeKTUBHOCT, } ; S P " 5090 I. PRI A
OpraHU3auMoHHUTE, COLMarHUTe, MPaBHWUTE W ETUUHUTE MOCNeAWUM OT MpUnaraHeTo Ha NeKapCTBeHM amend, 2020, amend. SG. 52/9 Jun 2020, amend. and suppl. SG. 6
NPOAYKTW B 3ApaBeonassBaHeTo u ce okycupa BbpXy CTOMHOCTTA - KMHWYHA W WKOHOMMUecKa, KaTo Jul 2020, amend. and vl SG. 103/4 D 0, amend. and suppl. SG. 105/11 Dec

aHanM3bT e CpaBHWUTENEH CrPsIMO ChblUecTByBallaTa Unk Hali-aobpaTta KbM MOMEHTa anTepHaTVBa. 2020
Yn. 3. (1) OueHkaTa Ha 3apaBHUTE TEXHOMOMMUW BKIOYBA: U
1. aHann3 Ha 3apaBHUs npobnem;
2. cpaBHWTENeH aHanu3 Ha TepanesTWuUHaTa edWKacHOCT, edeKTUBHOCT W GesonacHocT  Ha Chapter one.

neKapcTBeHMs NPOAYKT; GENERAL PROVISIONS

3. aHanm3 Ha dapMako-MKOHOMUUECKWUTE NoKasaTenu;

[ J [ J
4. aHanu3 Ha BI0MKETHOTO Bb3aelcTBME.
(2) OueHkaTa Ha 34PABHUTE TEXHOMOTMM Ce U3BLPLIBA NO CTIEAHUTE KPUTEPUH: Section L
1. HanWumMe unu nunca Ha anTtepHaTUBHO NevyeHwne Ha BasoﬂﬂBaHeTO; > .V . .
2. HanWuMe UMK NUNca Ha NeKapcTBeHa anTepHaTWBa 3a NeyeHue Ha 3aBonsBaHeTo; GENERAL PROVISIONS

3. Ed)MKaCHOCT n TepaneBTUYHa Ed)eKTHEHOCT Ha nedyeHMETO - OUeHKa Ha TepaneBTUYHaTa nonsa,
yYAbMKaBaHe MpOAbMKUTENHOCTTa Ha XUBOTa M I'Iou.o6p5|BaHe Ka4yecTBOTO Ha XWBOT, HaMansaeaHe Ha
YCNOXHEeHUATa OT OCHOBHOTO SBGOﬂﬂBaHE;
4. Bpoii Ha MOTEHUMANHUTE Nau1eHTH; L i r use or I ation of medicinal products designated for

5. 6230MaCHOCT Ha N1EKAPCTBEHUA NPOAYKT ~ UECTOTA W CEPUOSHOCT Ha HEXENaHUTE PeakUMM, HyxAa or the human medicine, which are industrially manufactured or the manufacturing

[ J [ J
npunaraHe Ha AOMBLAHUTENHW NPO(GUIAKTUYHU WM TepaneBTMUYHW MepkW 3a MpedoTBpaTsBaHe Ha PR N
HexenaH peakLmm; method, which 1lndudes industrial proces: ‘ ) ‘
6. bapMaKo-MKOHOMWUECKM MOKa3aTenu — PasxXoAM 3a Tepanusi C NeKapcTBEHWS NPOAYKT U CpaBHeHue 2. (amend. a SG, 102, in force from 21.12.2012) authorisation of
Ha pasXxoAuTe 3a TEpanusi C HalMUHUTE anTepHaTUBM, CbOTHOWEHWE PasXoj - PesynTaT, UKOHOMUYecKa anufacturing and import of medicinal product

oueHKa Ha AOMbIHUTENHUTE NoN3n ; ", . o, 71 12 anufacturi
7. Nonsu oT 3ApaBHaTa TEXHOMOTUS, NPeACTaBeHn Upes crnedeneHa roguHa xueoT (LYG), roauHa xusoT, Za (new 4 2 orce from '1'1"2012) manufactur me,

cbobpaseHa ¢ kauectsoto (QALY), MW Npu Nurca Ha AaHHW 3a KpaiiHW pesynTaTy — upes NpefocTaBsHe import and wholesale trade with activ
Ha MeXAMHHM TakmnBa; proval and conducting clin

8. aHanm3 Ha BlomkeTHOTO Bb3AelicTBMe Ha BasaTa Ha ovaksaH Bpoit nauneHTH; 4' ‘holesale of and retail trade i dicinal products: [ J [ J
9. olleHKka Ha pa3xoauTe Ha NyBnnuHKU cpeacTsa 3a NeTroauLleH Nepuoa; - Who EMF ol anc ‘lc‘:t(ll [“1 e in medicinal products;
10. aHanu3 Ha 3ApaBHaTa NepCneKTMBa 3@ MHCTUTYLMATA, KOATO 3annalla CbOTBETHOTO feveHune C . rallel lmpOI‘I of medicinal products;
obuecTBeHy cpeacTea, unu obliecTeeHaTa nepcnekTusa; . Sa (new &€ SG, 102/2012, in force from 21.12.2012) intermediation in the
11. MopanHu U eTnuHK cbobpaxxeHust (Npu cneuudunyHK rpynu sabonsisaHus). area of medicinal produc
Yn. 4. OueHKaTa Ha 34paBHUTE TEXHOMOrMM Ce W3BbLPWBa OT HauWoHanHWA LeHTbp Mo oblecTeeHo area ol medicinal produc

3apase v aHannan (HLO3A), koitTo ce noanomara ot KoMucnsTa 3a oLeHKa Ha 34paBHUTE TEXHOMOMMK. 5b (new 3 18/14) export of medicinal products according to the

Pasgen 11 provisions of Chapter Nine 4€ceba€];
CbcraB u opraHmMsauma Ha pa6ora Ha KoMucuaTa 3a oueHKa Ha 3gpaBHUTE TEXHONOMUKU .. ..
6. advertising medicinal products;

_a. 5. (1) Kowucwsta 3a oueHka Ha 3ApasHATe TeXHOMOrMA Mo un. 4, Hapuuada fo-Hararbk 7. follow-up of the safety of the medicinal products released on the market; L L4 L
~KoMmeuata®, e koHcynTaTveeH opraH KbM aupekTopa Ha HLIO3A, koliTo ce cbcTom oT 13 uneHose, . v N . . .
BKTIOUMTENHO MPeACeAaTer. 8. classification of the method of prescribing and dispensing medicinal
(2) MoMMeHHMAT cbeTaB Ha KoMucKsTa ce onpeaens Cbe 3anoBeA Ha MUHMCTBPA Ha 3ApaBeonasBaHeTo products;
MO NPEANOKEHNE Ha WHCTATYLUUUTE, NPeACTaBeHM B CbCTaBa Ha KOMUCWATA, U BK/IOUBA: TpUMa 9. control of the manufacture and import, wholesale and retail trade,
npeacrasuTenn Ha MIAHMCTEPCTBOTO Ha 34paBeonasBaHeTo, ABaMa npeacTaBuTenn Ha HaLlHOHanHaTa . .

3[paBHOOCUTYpUTENHA Kaca, TPUMa NPeACTaBUTENN Ha HaLMoHaHWs ChBET MO LeHWM 1 peuMBypcupaHe Ha conducting clinical trials, advertising, and the system for the follow-up of the safety the
JleKkapcTBEHUTE MPOAYKTW, ABaMa MpeAcTaBUTENU Ha MambnHWTeNHaTa areHuWs rno fiekapcreaTta u Tpuma medicinal produ eleased on the market:

npeAcTasuTeni Ha HUOSA. 10. pricing of medicinal produc
(3) B cbeTaBa Ha KoMucusaTa 3aAbmMKUTENHO ce BKoYBa AMpeKTopbT Ha HLIO3A. ° N e L. .
11. development of Positive Medicines List.

appraisals for oncology drugs

A|m Of the S tu dy were selected.

To provide a better understanding of the EMA marketing authorization
1meliness of HTA processes by assessing the information was reviewed and
1me to patient access to innovative oncology included.

herapies 1n Bulgaria

Results

152 HTA dossiers
52 HTA dossiers in ONCOLOGY

3 reassessed HTA dossiers (with
negative 1mitial appraisal)

3 negative
recommendations
for PDL 1nclusion

4 2 drugs 4 8 indications

2 indications

2 diagnostic m
kits -I with 2 appraisals
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Breast / Ovarian / Prostate Cancer Lung Cancer - Leukemia Melanomé Multiplé Other
7 (14%) 1 3 (6%) / 2 (4%) 9 (18%) 9 (18%) 4 (8%) Iilbégg/o)ma 12 (24%)
0

HTA applicatio
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(min=44 days: max=955 days)

EMA authorization Reimbursement Decisio

Overall delay to access

1040 days (min=383 days.: max=3397 days)

Conclusions

Positive HTA recommendations facilitate market access of innovative drugs. In Bulgaria, part of
the observed delay 1n patient access 1s induced by legislative barriers — finalized HTA process and
positive recommendations in UK, France, Germany, and Sweden.



