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EAXIN 2023 AHKeTa 0 HecTawmuama 1eKoBa U MeauLUHCKUX
cpeacrtaBa

YBopg,

Buwe op jegHe peueHuje EBPONCKO yapy)Kewbe OGONHUYKMX
dapmaueyta (EAXM) pagM Ha nogusakby CBectM O npobnemy
HecTalwunLa NeKoBa M HMXOBOM YyTULAjy Ha MauujeHTe, nocebHo vy
6onHnYKkoM oKpyrewy. EAXI je cnpoBeo net aHketa 2013, 2014,
2018, 2019. n 2020. Pe3ynTtat 0BMX UCTPaXKMBakba NPYHKUAN CY YBUA
y 0306M/bHOCT Npobiema HecTalwuua, Kao M HEeroBor yTuuaja Ha
YKYMHY 34paBCTBEHY 3aLWITUTY NauujeHaTa.

AHKeTa O HecTawwuuama m3 2023. HaCTOju [a UCTPAXKM HEKe of,
pasfnora 3a HeCTawuue JeKoBa W MeAUUMHCKUMX cpeacTaBa Yy
60N1HMLLAaMa, Kao U HUXOB YyTMLAj Ha NauuvjeHTe. Mopea Tora, MMa 3a
UM/b MPUKYN/batbe MNoAaTaka O HauMHy M Hajdo/boj npaKkcu 3a
npeBasniaXKere HeCcTalwuua, Koje Cce TPEHYTHO MNpuUMemyjy Ha
JIOKaNIHOM, PETMOHANHOM M HaLLMOHANHOM HUBOY.

EAHP 2023 Shortage Survey focused on medicinal products and
medical devices

Introduction

For more than a decade the European Association of Hospital
Pharmacists (EAHP), has been raising awareness about the problem of
medicine shortage and its impact on patients in particular in the
hospital environment. Five surveys were conducted by EAHP in 2013,
2014, 2018, 2019 and 2020. The results of these surveys have provided
an overview of the severity of the problem as well as its impact on
overall patient care.

The 2023 Shortage Survey seeks to investigate some of the reasons for
shortages of medicines and medical devices in hospitals as well as the
impact on patients. In addition, it aims at collecting solutions and best
practices currently applied at the local, regional and national levels.
The survey targets hospital pharmacists, nurses, physicians, other
healthcare professionals and patients.




NcTpaxkusaroe je ycmepeHo Ha 6onHnYKe dapmaueyTte, MeanumHCKe
cecTpe, neKape, Apyre 34paBCTBEHE PaAHMKE U NaLnjeHTe.

OBO UCTPaXKMBaHbe Kao AePpUHMLNjY 3a ,, HECTALLMLLY IeKOBa" KOPUCTH
aeduHuumjy EBponcke areHumje 3a nekose (EMA): ,Hectawmnua neka
33 JbyACKY WM BeTepuMHapCKy ynoTpeby HacTaje Kaga MoHyga He
33,0B0/baBa NOTPaKHY 33 IEKOM Ha HaLMOHA/IHOM HMBOY".

AHkeTa he 6utn 3aTBOpeHa y noHoh 15. maja 2023.

OnuwrTa nUutamwa

1. Y Kojoj 3em/bu pagute/skusute?*

AnbaHuja, AHgopa, JepmeHunja, Ayctpuja, AsepbejuaH, benrnja, bocHa
n XepueroBuHa, byrapcka, XpsaTcka, Kunap, Yewka Peny6nuka,
[aHcKa, EctoHuja, ®PuHcka, PpaHuycka, pysunja, Hemauka, [puka,
Mahapcka, Wcnang, Wpcka, Wtanuja, JleToHuja, JInxTeHwWwTajH |,
NnuteaHuja, Jlykcembypr, Manta, MoHako, LpHa lopa, XonaHawuja,
CeBepHa MakKkegoHunja, HopselwKa, lMNosbcka, MopTtyrannja, PymyHuja,
Pycuja, Cpbuja, Cnosauyka, CnoseHuja, LUnaHuja, LBeacka,
LWBajuapcka, TypcKa, YKpajuHa, YjeamreHo Kpaswesctso, Octano
(monumo HaBeguTe )

2. Monanmo Bac nsabepute Bawe saHnmame. Ja cam...*
- bonHuuku dapmaueyt
- MepguumHcka cecTpa
- NaumnjeHt
- Jlekap
- [pyrv 34paBCTBEHM PagHUK

This survey uses the definition for a ‘medicine shortage’ provided by
the European Medicines Agency (EMA): ‘A shortage of a medicinal
product for human or veterinary use occurs when supply does not
meet demand at a national level'.

The survey will be closed at midnight on 15 May 2023.

General Questions

1. In which country do you practice/live?*

Albania, Andorra, Armenia, Austria, Azerbaijan, Belgium, Bosnia and
Herzegovina, Bulgaria, Croatia, Cyprus, Czech Republic, Denmark,
Estonia, Finland, France, Georgia, Germany, Greece, Hungary, Iceland,
Ireland, Italy, Latvia, Lichtenstein, Lithuania, Luxembourg, Malta,
Monaco, Montenegro, the Netherlands, North Macedonia, Norway,
Poland, Portugal, Romania, Russia, Serbia, Slovakia, Slovenia, Spain,
Sweden, Switzerland, Turkey, Ukraine, United Kingdom, Other (please
specify)

2. Please identify yourself. | am a...*
- Hospital pharmacist
- Nurse
- Patient
- Physician
- Other healthcare professional




BonHWYKK papmaueyr

Hospital pharmacists

Hecrawuuye nekosa

3. [a nv HecTalwmua nekosa NpeacTaB/ba TPEHYTHU Npobaem y
60NHMLM Y KOjOj paanTe, y CMUCAY NpY*Kakba Hajbosbe
34paBCTBEHE 3aLWTMTe NaumnjeHTUMa u/munm soherba 6oaHMYKe
anoTteke?*

[a/He/He 3Ham

4. LUlTta BnanTe Kao y3pOK HecTallmue NeKoBa Y Balloj
601HMUM/3embM?* [03HAUMTE CBE LITO je MPUMerbMBO]
- JNlowe nnaHupare/npeasuharbe
- nobanHu HepocTaTak akKTUBHOT GapPMALLEYTCKOF CacTojKa
(ANN)
- NMosehaHa noTpaxma 3a ogpeheHnm nekom
- NMpobnemu y Be3un ca napanesHUm M3BO3OM
- Npobnemu y nponssoatbu
- 3aKOHCKe npenpeke
- UeHa neka (npeHncKa nam npeBmncokKa)
- Mpoueaype Habaske/TeHaepa
- Npobnemu ca kBanUTETOM
- Kpeupare HepauMOHaNHMX 3aaMXa NEKOBA
- MNpobnemun y naHuy cHabaeBarba
- [pyro (HaBecTn)
5. Ha Kom HMBOY ce cNpoBOAM TEHAEP 3a JIEKOBE Y BALLOj 3eM/bU?
- HauymoHanHom
- PervoHanHom
- Ha 6onHMYKOM HUBOY

Shortages of medicines

3. Are shortages of medicines a current problem in the hospital you

are working in, in terms of delivering the best care to patients

and/or operating the hospital pharmacy?*
Yes/No/I don’t know

4. What do you see as the cause of medicine shortages in your
hospital/country?* [tick all that apply]

Bad planning/forecasting

Global shortage of an active pharmaceutical ingredient (API)
Increasing demand for the specific product
Issues related to parallel export
Manufacturing problems

Legislative obstacles

Issues related to parallel export

Price of a medicine (either too low or too high)
Procurement/tendering procedures

Quality problems

Stock-piling of medicines

Supply chain problems

Other (please specify)

5. At which level is medicine tendering carried out in your country?

Nationally

Regionally

At hospital level

Both nationally and at hospital level




- Ha HauMoHanHOM U Ha 601HMYKOM HUBOY
- Ha PermoHaIHOM U Ha 601HMYKOM HUBOY

[a nu cte Kao 6oNHUYKM papMaLieyT YK/byuyeHU y TeHaepe 3a
NeKose y Balwoj 601HULN?
[a pa/He/He 3Ham

( aKo je oaroBop Ha nuTakbe 6 [la) O3HauuTe cBe KpUTepujyme
peneBaHTHe 3a TeHAEPCKY NpoLeaypy Be3aHy 3a JIeKOBe y Balloj
3eM/bM.

- MpougeHa pobassbaya (HNP. oueHa YYMHKA Ha NPETXOAHOM
TEeHAEepy; NPOoLEHa cpearer BpemeHa 3a cHabaeBare
HaKOH nopyLbuHe)

- HajHmka ueHa neka

- CraHpapam KBanuteTa (HNp. yK/by4eHU y aobpy
npoussohayky npakcy (M), 3aKoHcKa perynaTmea uam
Apyro)

- CKnaguluHM KanauuTeT Benenpogaja/aoctas/baya

- bpoj gobas/baya aKTUBHMX GapmMaLLeyTCKUX cacTojaka (AMNU)
(ogHOCK ce Ha npounsBohaya)

Mo Bawem MUCKyCTBY, KOAMKO nyTa cte y 2022. roanHUN UCKYCUN
HecTalwuuy neka, koju obesbehyje jegaH nobas/bay (Npomnssohau
unu Benenpogaja)?

- 1lpo3nyra

- 4p06nyTa

- 7p010nyTa

- Both regionally and at hospital level

Are you as a hospital pharmacist involved in medicines tendering in
your hospital?
Yes/No/I don’t know

(if answer to Q6 is Yes) Please mark all criteria relevant to the
medicines tendering procedure in your country.

- Assessment of suppliers (e.g. assessment of performance
in a previous tender; assessment of the medium time to
supply after the order)

- Lowest price of a medicine

- Quality standards (e.g. included in good manufacturing
practice (GMP), legislation or other)

- Storage capacity of a wholesaler/provider

- The number of active pharmaceutical ingredient (API)
providers (refers to a manufacturer)

In your experience, in 2022 how many times have you experienced
a shortage of a medicine, which is provided by a single provider
(manufacturer or wholesaler)?

- 1to3times

- 4to6times

- 7to10times

- More than 10 times




10.

11.

- Buwe og 10 nyTa

Mpema Balem MUCKYCTBY, KOAMKO nyTa cTe 2022. rogmMHe UCKycman
HecTawnuy KPUTUYHOT 1eKa

(OedunHMumja HaumoHanHe areHuuje 3a 6e3begHOCT naunjeHaTa
(HNCA): KpuTnuHM nekoBu npencras/bajy 1€KOBE KOjU mory
[0BECTU 0 CMPTM NaLMjeHTa Uan 036u/bHe noBpese ako aohe Ao
KalHerba Y hUXOBOj NPUMEHMN. ).*

- 1lpo3nyra

- 4p06nyTa

- 7p010nyTa

- Buwe og 10 nyTa

[a nv nmaTe NUCTy KPUTUYHUKX IEKOBA, Koju He b1 Tpebano aa
6yay noroheHn HecTawmLom?*
[a/He/He 3Ham

(aKro je ogrosop Ha nuTare 10 Aa) Monanmo HaBeauTe Ko je 61o

O/ZIrOBOpPaH 3a Kpeunparbe NCTe KPUTUUYHUX IeKOBa: [03HaunUTe cBe

LUTO je Nnpumerunso]

- JlokanHn og6op/KOMMCHja Ha HUBOY 34PaBCTBEHE YCTaHOBE

- HauwuoHanHu 3gpaBcTBEHU 0a60p/KOMUCKja

- Jlncte Koje cy U3paaune eBponcKe MHCTUTYUMje (Ha npumep
Ni1cTa ,,rNaBHUX Tepanujckmx rpyna” (MTT) y cayyajy
npunpasHocTK 3a moryhy Kpusy uspaheHa og ctpaHe EBponcke
areHumje 3a nexkose (EMA))

10.

11.

In your experience, in 2022 how many times have you experienced
a shortage of a critical medicine

(Definition of the National Patient Safety Agency (NPSA): Critical
medicines represent medicines which can result in patient death or
serious harm if there are delays in their administration.).*

- 1to3times

- 4to6times

- 7to10times

- More than 10 times

Do you have a list of critical medicines, which should never be in
shortage?*
Yes/No/I don’t know

(if answer to Q10 is Yes) Please indicate who was responsible for

the creation of the list of critical medicines: [tick all that apply]

- Local healthcare setting committee

- National health authority

- Lists developed by European institutions (for example list of the
“main therapeutic groups” (MTGs) in crisis preparedness by the
European Medicines Agency (EMA))

- The list is based on the WHO List of Essential Medicines

- Other (please specify)




- JlucTa je 3acHoBaHa Ha JIMCTu eceHumMjanHUX nekoBa CeeTcKe
34paBcTBeHe oprasHuauauje (C30)
- [pyro (HaBecTn)

12. Mopg ogpeheHnm OKONHOCTMMA, Aa /1M je napanesHa NpomeT
(n3BO3 NeKa M3 3emsbe) 3aKOHOM 3abparbeHa y Balloj 3emsbM (HNp.
y Cnyyajy Hectawuue ogpeheHor neka)?
[a pa/He/He 3Ham

13. (aKo je ogroBop Ha nuTame 12 [a) Monumo HaBeaute pedepeHLy
Ha 3aKOHCKM aKT KOju 3abpatbyje napanesiHn NpoMeT SieKa Nos,
ofpeheHnm oKoNHOCTUMA.

Hecrawmue meaUUMHCKUX cpeacTaBa

14. [la nu je HecTawmLa MeaULMHCKUX CpeacTaBa TPEHYTHU nNpobaem y
60NHMLM Y KOjOj paanTe, y CMUCAY NpY*Kakba Hajbosbe
34paBCTBEHE 3aLWTMTe NaumnjeHTUMa u/mnm soherba 6oaHUYKe
anoTteke?*

[a/He/He 3Ham

15. WTa BuANTE Kao y3pOK HecTalwmnua MmeanLmMHCKMX CpeacTaBa y

Bawoj 601HMUM/ 3eM/bU?* [03HaUUTE CBE LUTO BaXKu]

- HOBO 33aKOHOZABCTBO EY (3aKOHCKe npenpeke 360r Ypeabe
EBporcKke yHuje 0 meamumMHCKum cpeactenma (EY) 2017/745 (EY
MZP))

- 3axTeBW y BE3M ca NnowToBatem f06pe npounssohauke npakce
(rmn)

12. Under certain circumstances, is parallel trade prohibited in your
country by law (e.g. in case of a shortage of a particular medicine)?
Yes/No/I don’t know

13. (if answer to Q12 is Yes) Please provide a reference to the
legislative act prohibiting parallel trade under certain
circumstances.

Shortages of medical devices

14. Are shortages of medical devices a current problem in the hospital
you are working in, in terms of delivering the best care to patients
and/or operating the hospital pharmacy?*

Yes/No/ | don’t know

15. What do you see as the cause of shortages of medical devices in

your hospital/country?* [tick all that apply]

- new EU legislation (legislative obstacles due to The European
Union Medical Device Regulation (EU) 2017/745 (EU MDR))

- requirements related to complying with good manufacturing
practices (GMP)

- Price of a medical device

- Procurement/tendering procedures

- Stock-piling of medical devices

- Supply chain problems




16.

17.

18.

- LleHa mefuLUMHCKOT CpeacTsa

- Mpoueaype Habaske/TeHaepa

- CrnaguwTere MeauLUMHCKUX CpeacTaBa

- Npobnemun y naHuy cHabaeBarba

- Nosehatbe noTpaxte

- HepocTaTtak uav npectaHak ynotpebe KOMMNOHeHTe, Aena Uam
npubopa MeLULMHCKOT CPeacTBa

- [Opyro (HaBecTn)

Ha Kom HUBOY ce y Balloj 3eM/bM CNPOBOAN TEHAEP 33
MegMUMHCKA CpeacTBa’?

- HauymoHanHom

- PervoHanHom

- Ha 6onHMYKOM HUBOY

- WM Ha HauMoHaNHOM M Ha BONHMYKOM HUBOY

[a nn cte Kao 60AHUYKM PapMaLieyT YK/byuyeHW y TeHAepCKe
npoueaype BesaHe 3a HabaBKy MeAMLMHCKUX CPeACTaBa y BaLloj
6oHNUM?

[a pa/He/He 3Ham

( ako je ogrosop Ha nuTarbe 17 ga) Moanmo o3HauuTe cee
KpUTEpUjyMme peneBaHTHe 3a TeHAEPCKY Npoueaypy 3a
MeaMUMHCKA CPeACcTBa Y BallOj 3eMJ/bM.

- HajHmka ueHa meguMuUMHCKOr cpeacTea

- CraHpapam KBaauteTa

- CKnagmiuHKW KanauuTeT Besienpogaja/nobassbaya

16.

17.

18.

- Demand increase

- Shortage or discontinuance of a component, part or accessory
of the medical device

- Other (please specify)

At which level is medical device tendering carried out in your
country?

- Nationally

- Regionally

- At hospital level

- Both nationally and at hospital level

Are you as a hospital pharmacist involved in medical device
tendering in your hospital?
Yes/No/I don’t know

(if answer to Q17 is yes) Please mark all criteria relevant to the

medical device tendering procedure in your country.

- Lowest price of a medical device

- Quality standards

- Storage capacity of a wholesaler/provider

- Assessment of suppliers (e.g. assessment of performance in a
previous tender; assessment of the medium time to supply
after the order)




- MNpoueHa gobassbaya (HNpP. OLEeHa YYMHKA HA NPEeTXOAHOM
TeHAepy; NpoLeHa cpeaHer BpeMeHa 3a CHabaeBare HaKoH
nopyL6mHe)

19. Mpema Bawem UCKYCTBY, KONIMKO NyTa cTe 2022. roanHe UCKycunm
HecTawunuy MeauLMHCKOr cpeacTsa’?
- 1lpo3nyra
- 4p06nyTa
- 7p010nyTa
- Buwe og 10 nyTa

20. Ja nv npoussohaum obaBelTaBajy 0 HecTalwMLama MmeguLUnHCKor
cpeacrtea’?
- [a, camocTtanHo
- [a, Ha ocHOBY 3aKOHCKMX obaBe3a
- He, ocum ako 601HMYKKM dapmaLLeyT He 3aTpaxku NoaaTke o
OOCTYMHOCTU MeAMLUMHCKOT CpeacTBa nytem e-maunna
- Hukako
- He 3Ham

Ynpas/bake HecTalwmuama n1eKkoBa
21. Ja nu je npujaB/bMBatbe HeCTalMLe 1eKoBa 06aBe3HO Yy BallOj

3em/bn?*
[a/He/He 3Ham

22. ( aKo je oaroBop Ha nuTarse 21 [a) Ja am cmaTtpate Aa je BaLw
HAUMOHA/IHN CUCTEM 33 M3BELUTaBakba O HECTALLMLAMA KOPUCTAH U

19. In your experience, in 2022 how many times have you experienced
a shortage of a medical device?
- 1to3times
- 4to6times
- 7to10times
- More than 10 times

20. Do manufacturers communicate the shortage of a medical device?
- Yes, independently
- Yes, based on legal obligations
- No, unless the hospital pharmacist asks for the availability
of medical device via e-mail
- Not at all
- | don’t know

Medicine shortages management
21. Is the reporting of medicine shortages mandatory in your

country?*
Yes/No/I don’t know

22. (if answer to Q21 is Yes) Do you find that your national reporting
system on shortages is useful and regularly updated?
Yes/No/I don’t know




23.

24,

25.

26.

27.

[la ce pefloBHO axypupa?
[a/He/He 3Ham

Ko ynpaB/ba cuctemom npujaB/bmMBakba HeCTalWMLLa y BaLLOj
3eM/bn? [03HaUMTE CBE LUTO BaXKU]

- 3papaBCcTBEHM pagHMUM

- AreHuumja 3a nekose

- MwuHuMCcTapcTBO 34paB/ba

- Yapyxema nauunjeHaTa

- YHuBep3uTeTcKa/aKkagemMcKa/HaydyHa yapy»Kerba

- [pyro (HaBecTn)

MMEHije 6a3y nogartaka naun 6ase noAaTaka 3a U3BelTaBambe.

[a nv pobujate noBpaTHy MHPOPMaLMjy og opraHusaunje/Tena
3a4y)KeHor 3a cMCTeM U3BeLlUTaBakba Kaja NpujaBuTe HecTawwmLy
nekosa?

[a/He/He 3Ham

[a nv npoussohaum caonwiTaBajy NogaTke 0 HecTallMLamMa JeKa
CaMOCTa/IHO W/IN Ha OCHOBY 3aKOHCKMX 0baBe3a?

- CamocTtanHo

- Ha ocHoBY 3aKOHCKMX 0baBesa

- He 3Ham .

( 3a oHe Koju cy 03Haunam npee Age onuuje y K26) Konnko yecto
npoussohayum caonwiTaBajy NogakTe o HecTawmuama?

- YBek

- Petko

23. Who is managing the shortage reporting system in your country?
[tick all that apply]
- Healthcare professionals
- Medicines Agency
- Ministry of Health
- Patient associations
- University/academic/scientific associations
- Other (please specify)

24. Please name the database or databases for reporting.

25. Do you get feedback from an organisation/entity in charge of the
reporting system, when you report a medicine shortage?
Yes/No/I don’t know

26. Do manufacturers communicate the shortage of a medicine
independently of or based on legal obligations?
- Independently
- Based on legal obligations
- | don’t know.

27. (for those that ticked the first two options of Q26) How often do
manufacturers communicate shortages?
- Always
- Rarely
- Never




28.

- Hwukaga

[a nv umaTe pagHy rpyny 3a HecTalluLe NekoBa? [03Ha4YuTe cBe
LUTO BaXKu]

- Ja, y M0joj 6o/THULM KOjy YMHE BONHUYKM dapmaLeyTH.

- [Ja, y M0joj 60/HULMN. YK/bYUYEHO je BuLle PasaninuTux
3[paBCTBEHM pPadHMKa.

- [a, Ha perMoHasIHOM HUBOY M YMHE je BONHUYKM
dapmaueyTu.

- [a, Ha perMoHaHOM HMBOY. YK/bYY€EHO je BULLE
PasINYNTUX 34PABCTBEHNX PASHMKA.

- [a, Ha HAaUMOHANHOM HUBOY M YMHE je BONHUYKK
dapmaueyTu.

- [a, Ha HauMOHaANHOM. YK/byYeHO je BULLE PA3ANYNTUX
3[paBCTBEHMX PaAHMKa.

- He

- He3Ham.

29. [1a v KopuCTUTE eBPONCKY U/munu mehyHapoaHy 6asy

30.

nofartaka nocseheHy HecTalwmMLama Kao U3Bop MHPopMaLmja
3a ynpaB/batbe HecTawmnua?

(aKro je ogrosop Ha nuTakbe 29 Aa) Monnmo nsabepute cee base
nogartaka Koje kopuctute (moryhe je Buwe oarosopa):

- Kartanor HecTtawwuue EBponcke areHuuje 3a nekose (EMA).

28.

29.

30.

Do you have a medicine shortages task force group? [tick all that
apply]

- Yes, in my hospital comprised of hospital pharmacists.

- Yes, in my hospital. Multiple different professionals are
involved.

- Yes, at regional level comprised of hospital pharmacists.

- Yes, at regional level. Multiple different professionals are
involved.

- Yes, at national level comprised of hospital pharmacists.

- Yes, at national. Multiple different professionals are
involved.

- No

- ldon’t know.

Do you use a European and/or an international database
dedicated to shortages as a source of information to mitigate
shortages?

(if answer to Q29 is Yes) Please select all the databases that you
use (multiple answers are possible):

- European Medicines Agency (EMA) Shortages catalogue
(https://www.ema.europa.eu/en/human-regulatory/post-
authorisation/availability-medicines/shortages-catalogue)
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31.

32.

(https://www.ema.europa.eu/en/human-regulatory/post-
authorisation/availability-medicines/shortages-catalogue)

- basa nopataKka 0 HegoCTaTKy IekoBa Ynpase 3a XpaHy U
nekose (OOA).
(https://www.fda.gov/drugs/drug-safety-and-
availability/drug-shortages)

- basanopaTtaka o HecTalMLUM eKkoBa Ynpase 3a
Tepanujcke npoussoge (TrA).
(https://www.tga.gov.au/safety/shortages)

- ba3a nopgaTaKa o0 HecTallML@Ma KaHaACKMX NeKoBa
(https://www.drugshortagescanada.ca/)

- [Apyro (HaBecTH)

Kako caonwraBaTe MHpopMaLMje O HecTawmLam/anTepHaTUBHUM

NeKoBMMaA ApYrMM 34PaBCTBEHUM PaSHULMMA Y CBOM TUMY?*

[03HauuTe cBe WTO je NpUMerMBO]

- Nytem e-nowTe

- TenedpoHom

- MNpeKko Whatsapp/Viber/apyrvux apywrseHmx
anauKaumja/rpyna

- TyTem cactaHaka nuem y anue

- lMpeko wramnaHor maTtepmjana Kao WTo cy BUNTeHU, NUCMa,
obasewTera

- lNpeko Komucuje 3a nekose

Ia nn ce UT cuctem 3a nponucuBarse/M3faBakbe NeKoBa
ayToMaTCKu noxparbyje uHdopmaumjama o Tekyhum Hectawmuama
M NOTEeHUMjaIHUM anTepHaTMBaMa y Balwoj 6onHULm?*
[a/He/Hwnje npumeH/bNBO

31.

32.

- Food and Drug Administration (FDA) Drug Shortages
database
(https://www.fda.gov/drugs/drug-safety-and-
availability/drug-shortages)

- Therapeutic Goods Administration (TGA) Medicine
shortages database
(https://www.tga.gov.au/safety/shortages)

- Canadian medicine shortages database
(https://www.drugshortagescanada.ca/)

- Other (please specify)

How do you communicate information on shortages/alternatives
with other healthcare professionals in your team?* [tick all that
apply]

- By Email

- By phone

- By What's app/Viber/social media

- Via face-to-face meetings

- Via print material such as bulletins, letters, newsletters

- Viathe Drug and Therapeutic Committee

Is the medicine prescribing/dispensing IT system automatically fed
with information on ongoing shortages and potential alternatives
in your hospital?*

Yes/No/Not applicable




33. [Ja v umate NpoTOKO/NNaH 3a BaHpeaHe CUTyalmje Be3aHO 3a
TepanujcKy 3aMeHy fiekoBa 360r HecTaluLe y Bawwoj 6oaHuun?*
[a/He/He 3Ham

34. Ja nu cTe mopanu Aa cnposegeTe NPpoOMeHe Yy KIMHMUYKOj MpaKcu
Aa bucte ynpaB/banun HecTawmuama?*
[a/He/He 3Ham

35. (akKo je ogrosop Ha nuTarbe 34 la) Monnmo msabepute cee
NMPOMEHE Y KNIMHUYKO] NMPaKCcK Koje cMmaTpaTe NpuKaagHum n/mam
pefloBHO KOpUCTUTE.

(OedunHunumja: MpomeHe y KNMHUYKOj NPaKCKU NpeacTaB/bajy
NPOMEHY Neyerba, NPOTOKO/Ia lIeverba AU npoueaype 36or
HefoOCTaTKa /IeKoBa.)

- MpenasaK Ha anTepHaTUBHU NieK Koju MoXKaa Hehe BUTK Tako
eduKacaH Kao nek noroheH HecTallMLOM UM KOjU MMa
[0oOaTHe HexesbeHe edekTe

- MpenasaK ca MHTPABEHO3HOr Ha Opa/iHM 06/IMK NeKka

- MpoMeHa NPOTOKoAa Y NPUMEHU NeKa

- [pyro (HaBecTn)

36. [la v cTe NPUMEHUAN OPraHM3aLMOHE NPOMEHE Y LIU/bY
ynpaB/batba HecTawnuom?* (JedpunHnumja: OpraHnsaumoHa

33.

34,

35.

36.

Do you have a protocol/contingency plan on therapeutic
substitutions due to medicine shortages in your hospital?*
Yes/No/I don’t know

Did you have to implement clinical changes in order to manage
shortages?*
Yes/No/I don’t know

(if answer to Q34 is Yes) Please select all the clinical changes that
you deem appropriate and/or use regularly.

(Definition: Clinical change represents a change of treatment,
treatment protocol or procedure due to medicine shortages.)

- switching to alternative medicine that might not be as effective
as a medicine affected by a shortage or have additional side
effects

- converting from intravenous to the oral form of a medicine

- changing administration protocols.

- Other (please specify)

Have you implemented operational changesin order to manage
shortages?* (Definition: Operational change represents a change in
working processes targeting the provision of healthcare services.)
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37.

38.

NpoMeHa npeacTas/ba NPOMEHY Y PaLHMM NPOLLECHMA YCMEPEHMM

Ha Npy»arbe 3paBCTBEHNX yCyra.)
[a/He/He 3Ham

( ako je ogrosop Ha nuTarbe 36 Ja) Moammo nsabepute cee

OpraHn3aunoHe npomeHe KOje CmaTpaTte NpuKaagHnUm VI/MJ'IVI nx

penoBHO NpuMetbyjeTe.

MpomeHa ucTe IeKoBa HaMereHMX 3a cnposoherbe
oapeheHnx Tepanujckux npoueaype 1 ynpas/batbe y
C/ly4ajeBMMa XUTHOCTU

HabaKa fieKa y KoHueHTpaumjama/nakosarbmMma Koja HUcy
PYTMHCKM Ha 3a1nxama

LleHTpanusoBakbe 3a11xa 1eKoBa

YyecTanuje marucTpasHo Npunpas/bakbe ieKa Y 34paBCTBHEOQ]
YyCTaHOBM

Lpyro (HaBecTn)

LWTta paguTe Kaga aohe Ao HecTawuue y Bawoj 6onHULM:

pelasaTe HecTalimLuy U HUKOM He roBOpUTe HULWWITA
npeBasuiasnTe HecTaluuy M obaBellTaBaTe cCaMo reHepasHor
ANpeKTopa

npeBasuiasnTe HecTalmuy U obaBeluTaBaTe CBaKor

34 paBCTBEHOr pagHUKa NoHaocob nytem UT cuctema
npeBasuniasnTe HecTalmuy U obaBeluTaBaTe U 34paBCTBEHE
pagHMKe 1 NaunjeHTe o ucxoay ynpas/bakba HECTaWMLLOM
ynpaBs/baTe Camo KPUTUYHUM HecTallnLama J1eKoBa
UrHopuLeTe HecTaluLy W He paguTe HULWTa

Lpyro (HaBecTn)

37.

38.

Yes/No/I don’t know

(if answer to Q36 is Yes) Please select all the operational changes

you deem appropriate and/or use regularly.

Changing medicinal products stocked for procedures and
emergencies

Purchasing medicine’s vial sizes or concentrations not routinely
stocked

Centralizing inventory

Increasing on-site compounding of products

Other (please specify)

What do you do when shortages occur in your hospital:

manage it and don’t mention it to anyone

overcome a shortage and inform only the general manager
overcome a shortage and inform every single HCPs via IT
system

overcome a shortage and inform both HCPs and a patient of
the outcome of shortages management

manage only critical medicine shortages

ignore a shortage and do nothing

Other (please specify)
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39. Kako bucte paHrupanu cnegeha pewerba?* (0 = HMje KopucHo | 5
= BEOMa KOPUCHO)
- 60sbe cnpoBohere obaBe3HOr paHor obaBellTaBakba O
HecTawuLuM IeKoBa
- ycnocTaB/batbe oarosapajyher HUBOa 34paBCTBEHOT Kaapa
KaKo 61 ce cMahMOo YTULAj KOjU HecTalluLe NeKOBA TPEHYTHO
MMajy Ha CBEYKYMHO Npy»Kakbe 340aBCTBEHE 3alUTUTE NaLMjeHTy
- jayarbe capaghe nsmehy eBponCKMX 3eMasba U eBPONCKUX
WMHCTUTYUM]a
- ycnocTas/batbe obaBesHor yHanpehera KoMyHUKaLmje
Mehy cBMM CTpaHamMa of 3Hauvaja 3a cnposoferbe 34paBCTBEHE
3awTtute (Npomssohayuum, o4roBOPHU 33 NapasieHn N3BO3 JIEKOBUMA,
Besienpojaje 1 34paBCTBEHU PaSHULN)

40. [a nn nmaTte HEKOo APYro pellerse Koje ce TPEHYTHO Npumerbyje y
Balwoj 60AHMLM/BALLIO] 3eM/bM Koje 61 MOr10 Aa NOMOrHe y
ybnaxaBarby npobnema HecTawnue nekosa?™*

CnobopHU TEKCTYaNHU 0ATOBOP

YTuuaj Ha nauujeHTe nocpeaoBaH HecTallML,ama JIeKoBa:
41. 3a Koje rpyne fIeKoBa je y Bawwoj 601HULM Hajuewhe gonasuno o

HecTawuye? MonMmo Aa Npy*Kute oAroBop Koju ce 04HOCHU Ha
2022. roguHy. *

- AHanretmum

- AHecTteTnum

- AHTMgotm

39. How would you rank the following solutions?* (0 = not useful | 5 =
very useful)
- better enforcing the mandatory early notification of a
medicine shortage
- evoking appropriate staffing levels in order to lower the
impact that medicine shortages currently have on the overall
patient services
- strengthening collaboration between the European
countries and the European institutions
- mandating improved communication among all
stakeholders (manufacturers, parallel traders, wholesalers and
healthcare professionals)

40. Do you have another solution that is currently being applied in
your hospital/ your country that could help alleviate the problem
of medicine shortages?*

Free text response

Medicine shortages patient impact:
41. In which area of medicine does your hospital experience shortages

most commonly? Please refer to the year 2022.*

- Analgesics

- Anaesthetic agents

- Antidotes

- Antimicrobial agents (antibiotics/antivirals/antifungals)
- Blood derivate products

- Cardiovascular medicines
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42.

- AHTMMMKPOGHM areHcu
(aHTMBUMOTULM/aHTMBUPYCHWU/AaHTUDYHIANIHW IEKOBMK)

- KpsHu gepusatn

- KapauosackynapHu nekosu

- KopTtukocteponau

- JleKkoBM 3a XUTHA CTakba

- EHpOKpWHM nekoswm

- [acTpPOWHTECTUHANHWU NEeKOBU

- XemMaTONOLLKM IeKOBU

- WHcynuH

- OHKONOLLKM NIeKOBU

- JlekoBu 3a peTke MHAUKauuje (orphan drugs)

- NeaujaTtpujckn nekosmn

- JlekoBw 3a npeBeHUMjy bonecTu (HNp. BaKUuUHe)

- Jlexosu 3a peHanHe 6onectu

- PecnupatopHu nekosmn

- JlekoBW 3a TONUKAHY NPUMEHY

- JleKoBWM 3a TpaHcNAaHTaUujy

- YponoLKu nekosu

- Bvocumunnapun/61oNOLLIKM NEeKoBM

- JlekoBu 3a HanpegHy Tepanujy (ATMIM)

- [pyro (HaBecTn)

[a nv je HecTawmua/HecTalnLE Koje cTe UCKYCuAn y Toky 2022,
roguHe yTmuana Ha 34paBCTBEHY 3aWTUTY NaLMjeHaTa y BaLOj
6onHnuM?*

[a/He/He 3Ham

42.

43,

- Corticosteroids

- Emergency medicines

- Endocrine medicines

- Gastrointestinal medicines

- Haematology medicines

- Insulins

- Oncology medicines

- Orphan medicines

- Paediatric medicines

- Preventive medicines (e.g. vaccines)
- Renal medicines

- Respiratory medicines

- Topical treatments

- Transplant medicines

- Urology medicines

- Biosimilars/biologics

- Advanced therapy medicinal products (ATMPs)
- Other (please specify)

Did the shortage/the shortages you have experienced in 2022 have
an impact on patient care in your hospital?*
Yes/No/I don’t know

(if answer to Q 42 is Yes) Please choose the type of impact
medicine shortages had on patient care in your hospital*:
- Adverse events/greater toxicity
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43,

44,

45.

( aKo je ogrosop Ha nuTarbe 42 a) Moanmo nusabepute BpcTy

yTULAja KOjU je HecTawmLa 1eKoBa MMasia Ha 34PaBCTBEHY 3aLWTUTY

naumjeHaTa y Bawwoj 6oaHuum™*:

- HexesbeHu gorahaju/seha TokcuuHocT Tepanuje
- NMpeknpa neverva (04N0KEHO UAN NPEKUHYTO)

- CMmpTHM ucxon,

- Kawmerbe y npymeHun Tepanmje TOKOM sevetsa

- NosehaHa ay**nHa 6opasKa y 60AHULM

- NosehaHa noTpeba 3a KOHTUHYMpPAHMM Npaherem nNauujeHTa

- MepauumHcKa rpeLuka

- TNoHoBHU Npujem naumjeHTa 36or Heycnexa nevyerba

- CybontumanaH TpetmaH/mHpepropHa epuKkacHocT
anTepHaTUBHe Tepanuje

- MNpebaumBare NaumjeHTa y yCTaHOBY Y KOjoj ce moke
o0be3beagnTn nek

- Heycnex neyerba

- Hemam npucTtyn oBMm nogaumnma

- [pyro (HaBecTn)

( ako je ogrosop Ha nuTarbe 42 [Ja) Moanmo oueHuTe 036M/bHOCT

HecTawmua *:

- bes3ytuuaja

- 6narm ytmuaj

- YMEpeH yTunuaj

- 030u/baH yTHLaj

[a nv cTe 61K y No3nUMju Aa NpUopUTU3YjeTe NPUMEHY JieKa
nauMjeHTMMa a Ha OCHOBY HMxoBe 601eCTU/KNMHUYKOT cTaTyca

44,

45.

- Cancellation of care (abandoned or terminated)

- Death

- Delays in care/therapy in the disease pathway

- Increased length of stay in the hospital

- Increased monitoring of a patient

- Medication error

- Readmission due to treatment failure

- Suboptimal treatment/inferior efficacy

- Transfer of a patient to a facility where a medicine can be
provided

- Treatment failure

- No access to this data

- Other (please specify)

(if answer to Q 42 is Yes) Please grade the severity of shortages *:

- noimpact

- mild impact

- moderate impact
- severe impact

Were you in a position to prioritize the provision of medicines to
the patients based on their disease/clinical status when it comes to
medical treatment affected by shortages?*

Yes/No/I don’t know
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Kaja je y nutarby nek noroheH Hectawmuama ?*
[a/He/He 3Ham

46. (aKo je oaroBop Ha nuTake 45 [a) [a v je oBa npMopuTU3aumja
yT1uana Ha sehy rpyny nauumjeHata Koju 61 Moriv uMaT KOpucTu
oA neyerba ?*

[a/He/He 3Ham

47. [la nv cTe goxkmeenn sehe ctone npujema naumjeHara y Bay
601HMLY Kao nocneamua Hectawnue?™*
[a/He/He 3Ham

48. [1a nv BpLIMTE NPOLEHY 34PaBCTBEHOr PU3MKA Y CAy4ajy
HecTawuue?
[a/He/He 3Ham

49. ( aKo je ogrosop Ha nuTarbe 48 [la) Koju anat Kopuctute 3a
npougeHy 34paBCTBEHOT pU3MKa?
- AHann3sa ocHoBHoOTr y3poKa (PUA)
- AHanusa BpcTe n ncxoaa rpetke (PMEA)
— 3apaBCTBEHA aHA/M3a BPCTE U Ucxoaa rpeLuke (XPMEA)
- 0CTano (HaBeauTe BPCTY NPOLEHE PU3MKa)

46.

47.

48.

49.

(if answer to Q45 is Yes) Did this prioritization affect a larger group
of patients who might benefit from the treatment?*
Yes/No /I don’t know

Did you experience higher admission rates at your hospital as a
consequence of shortages?*
Yes/No/I don’t know

Are you carrying out health risk assessments in case of a shortage?
Yes/No/I don’t know

(if answer to Q48 is Yes) Which tool do you use to carry out the
health risk assessment?

- Root Cause Analysis (RCA)

- Failure Mode and Effect Analysis (FMEA)

- Healthcare Failure Mode and Effect Analysis (HFMEA)

- other (please name the type of risk assessment)

MeauumHcKa cectpa | Jlekap | Opyrv 3a4paBCcTBEHU PagHUK

Nurse | Physician | Other Healthcare Professional

Hecrawuuye nekosa

50. [a nv HecTalwmMLa nekoBa NpeacTaB/ba TPEHYTHU Npobaem y
60NHMLM Y KOjOj paanTe, y CMUCAY NpY*Kakba Hajbosbe

Shortages of medicines
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51.

52.

34paBCTBEHE 3alUTUTE NauunjeHTMMa U/vnm soherba 60HUYKe
anorteke?*
[a/He/He 3Ham

LLTa BMAWTE Kao Y3pOK HecTaluLe 1eKoBa y Balloj

601HMUM/3embM?* [03HAUMTE CBE LITO je MPUMerbMBO]

- JNlowe nnaHupare/npeasuharbe

- [nobanHu HeJocTaTak aKTUBHOT hapMmaLLeyTCKOr cacTojKa
(Ann)

- MosehaHa noTpaxHba 3a ogpeheHnm nekom

- Mpobnemu y Be3u ca NnapaneaHUM M3BO3OM

- Mpobnemu y nponssoatbu

- 3aKoHCKe npenpeke

- UeHa neka (npeHWCcKa UaM NpeBrUcoKa)

- MNpoueaype HabaBKke/TeHaepa

- Mpobnemu ca KBaNUTETOM

- Kpeuparbe HepaLMOHaNHUX 3a/1MXa IeKOBa

- MNpobnemun y naHuy cHabaeBarba

- [pyro (HaBecTn)

Mpema Balwem MUCKYCTBY, KOAMKO nyTa cTe 2022. rogmMHe UCKycmau
HecTawnuy KPUTUYHOT eKa

(OedunHMumja HaumoHanHe areHuuje 3a 6e3begHOCT naunjeHaTta
(HNCA): KpuTnuHM nekoBm npencras/bajy 1€KOBE KOjU mory
[0BECTU 0 CMPTU NaLMjeHTa Uan 036u/bHe noBpese ako gohe Ao
KalHerba Y hUXOBOj NPUMEHMN. ).*

50.

51.

52.

Are shortages of medicines a current problem in the hospital you
are working in, in terms of delivering the best care to patients
and/or operating the hospital pharmacy?*

Yes/No/I don’t know

What do you see as the cause of medicine shortages in your
hospital/country?* [tick all that apply]

- Bad planning/forecasting

- Global shortage of an active pharmaceutical ingredient (API)
- Increasing demand for the specific product

- Issues related to parallel export

- Manufacturing problems

- Legislative obstacles

- Issues related to parallel export

- Price of a medicine (either too low or too high)

- Procurement/tendering procedures

- Quality problems

- Stock-piling of medicines

- Supply chain problems

- Other (please specify)

In your experience, in 2022 how many times have you experienced
a shortage of a critical medicine

(Definition of the National Patient Safety Agency (NPSA): Critical
medicines represent medicines which can result in patient death or
serious harm if there are delays in their administration.).*
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53.

54,

- 1lpo3nyra

- 4p06nyTa

- 7p010nyTa

- Buwe og 10 nyTa

[a nv nmaTe NUCTYy KPUTUYHUKX IEKOBA, KOju He b1 Tpebano aa
6yay noroheHn HecTawmLoOm?*
[a/He/He 3Ham

(aKro je ogrosop Ha nuTare 53 Aa) Monanmo HaBeauTe Ko je 61o

O/ZFOBOpPaH 33 Kpenparoe NCTe KPUTUYHUX IeKoBa: [03HaYUTE cBe

LUTO je Nnpumerunso]

- JlokanHu oagbop/Komucuja Ha HUBOY 34paBCTBEHE YCTaHOBE

- HaumoHanHu 3apascTBeHU ogbop/Komucuja

- Jlncte Koje cy U3paamne eBPONCKe MHCTUTYLUMje (Ha npumep
Ni1cTa ,,rNaBHUX Tepanujckmx rpyna” (MTT) y cayyajy
npunpasHOCTK 3a moryhy Kpm3y uspaheHa oa ctpaHe Esponcke
areHumje 3a nexkose (EMA))

- JlucTa je 3acHoBaHa Ha JIMCTu eceHumMjanHuX nekoBa CeeTcKe
34paBcTBeHe oprasHuauauje (C30)

- [pyro (HaBecTn)

HecTawmue meaUUMHCKUX cpeacTaBa

55.

[a nv je HecTalwmLa MeANUNHCKUX CpeacTaBa TPEHYTHU Npobaem y
60NHMLM Y KOjOj paanTe, y CMUCAY NpY*Kaka Hajbosbe
34paBCTBEHE 3aLWTMTe NaumnjeHTUMa u/mnm soherba 6oaHMYKe
anoTteke?*

53.

54,

- 1to3times

- 4to6times

- 7to10times

- More than 10 times

Do you have a list of critical medicines, which should never be in
shortage?*
Yes/No/I don’t know

(if answer to Q53 is Yes) Please indicate who was responsible for

the creation of the list of critical medicines: [tick all that apply]

- Local healthcare setting committee

- National health authority

- Lists developed by European institutions (for example list of the
“main therapeutic groups” (MTGs) in crisis preparedness by the
European Medicines Agency (EMA))

- The list is based on the WHO List of Essential Medicines

- Other (please specify)

Shortages of medical devices

55.

Are shortages of medical devices a current problem in the hospital
you are working in, in terms of delivering the best care to patients
and/or operating the hospital pharmacy?*

Yes/No/ | don’t know
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56.

[a/He/He 3Ham

LLTa BuguTe Kao Y3POK HeCTawmnuya megnunHCKnxX cpeacrtasa y

Bawoj 601HMUM/ 3eM/bU?* [03HaUUTE CBE LUTO BaXKu]

HOBO 3aKOHOAaBCTBO EY (3akoHCcKe npenpeke 36or Ypenbe
EBponcke yHMje 0 meguumMHCKUM cpeacteuma (EY) 2017/745 (EY
MAP))

3axTeBW y BE3M Ca NoWTOBakeM A06pe npounssohauke npakce
(rmnm)

LleHa meauUMHCKOT cpeacTBa

Mpoueaype Habaske/TeHaepa

CKnaguwterbe MegMLMHCKUX CpeacTaBa

Mpobnemu y naHuy cHabaeBama

Mosehare NoTparkHe

HepocTtaTak uam npectaHak ynotpebe KOMMNOHEHTe, Aefla Uan
npubopa MeLULMHCKOT CPeacTBa

Lpyro (HaBecTn)

Ynpas/bake HecTawmuama 1eKkoBa

57. Oa nv je npujaB/bmBatbe HecTalwnLe NeKoBa 06aBe3Ho Yy BallOj

3em/bn?*
[a/He/He 3Ham

58. (aKo je oarosop Ha nuTake 57 [a) a nm cmaTtpate 4a je Baw

HaUMNOHA/THUN CUCTEM 33 U3BELWITAaBatba O HECTAaWLUaMa KOPUCTAH U

56.

What do you see as the cause of shortages of medical devices in

your hospital/country?* [tick all that apply]

- new EU legislation (legislative obstacles due to The European
Union Medical Device Regulation (EU) 2017/745 (EU MDR))

- requirements related to complying with good manufacturing
practices (GMP)

- Price of a medical device

- Procurement/tendering procedures

- Stock-piling of medical devices

- Supply chain problems

- Demand increase

- Shortage or discontinuance of a component, part or accessory
of the medical device

- Other (please specify)

Medicine shortages management

57.

58.

Is the reporting of medicine shortages mandatory in your
country?*
Yes/No/I don’t know

(if answer to Q57 is Yes) Do you find that your national reporting
system on shortages is useful and regularly updated?
Yes/No/I don’t know
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59.

60.

61.

62.

[la ce pefloBHO axypupa?
[a/He/He 3Ham

Kako caonwraBaTe MHpopMaLmje O HecTawmLam/anTepHaTUBHUM

NeKOBMMaA ApYrMM 34paBCTBEHUM PaSHULMMA Y CBOM TUMY?*

[03HauuTe cBe WTO je NpUMerMBO]

- Nytem e-nowTe

- TenedpoHom

- MNpeKko Whatsapp/Viber/apyrvux apywrseHmx
anauKaumja/rpyna

- TyTem cactaHaka nnuem y anue

- lMpeko wramnaHor maTtepmjana Kao WTo cy bUNTeHn, NnUcma,
obasewTera

- lNpeko Komucuje 3a nekose

Ia nn ce UT cuctem 3a nponucuBarse/M3faBakbe N1eKOBa
ayToMaTCKu noxparyje uHdopmaumjama o Tekyhum Hectawmuama
M NOTEeHUMjaIHUM afTepHaTUBaMa y BaLloj GoNHNLM?*
[a/He/Hnje npumeH/bNBO

[a nn umaTe NpoToKo/1/NNaH 3a BaHpeaHe cUTyaumje Be3aHo 3a
TepanujcKy 3ameHy eKoBa 360r HecTaluuue y Baloj 60nHUum?*
[a/He/He 3Ham

[a nu cte mopanu ga cnposegeTe NPOMeHe Y KIMHUYKOj NpaKcu
na 6ucTe ynpassbaau HecTawmuama?*
[a/He/He 3Ham

59.

60.

61.

62.

How do you communicate information on shortages/alternatives
with other healthcare professionals in your team?* [tick all that
apply]

- By Email

- By phone

- By What's app/Viber/social media

- Via face-to-face meetings

- Via print material such as bulletins, letters, newsletters

- Viathe Drug and Therapeutic Committee

Is the medicine prescribing/dispensing IT system automatically fed
with information on ongoing shortages and potential alternatives
in your hospital?*

Yes/No/Not applicable

Do you have a protocol/contingency plan on therapeutic
substitutions due to medicine shortages in your hospital?*
Yes/No/I don’t know

Did you have to implement clinical changes in order to manage
shortages?*
Yes/No/I don’t know
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63. (aKo je ogrosop Ha nuTarbe 62 [la) Monnumo msabepute cee
NMPOMEHE Y KNIMHUYKO] NMPaKCcK Koje cMmaTpaTe NpuKaagHum n/mam
pefloBHO KOpUCTUTE.

(OedunHunumja: MpomeHe y KNMHUYKOj NPaKCKU NpeacTaB/bajy
NPOMEHY Neyerba, NPOTOKO/1a lIeverba AU npoueaype 36or
HefoOCTaTKa /IeKoBa.)

- MpenasaK Ha anTepHaTUBHU NieK Koju MoXKaa Hehe BUTK Tako
eduKacaH Kao nek noroheH HecTalMLLOM UM KOjU MMa
[0oOaTHe HexesbeHe edekTe

- MpenasaK ca MHTPaBEHO3HOr Ha Opa/iHM 06/IMK NeKka

- MpoMeHa NPOTOKoAa Y NPUMEHMU NeKa

- [pyro (HaBecTn)

64. [la " cTe NPUMEHUAN OPraHM3aLMOHE NPOMEHE Y LIU/bY
ynpaB/batba HecTawnuom?* (JedpunHnumja: OpraHnsaumoHa

NpoMeHa npeacTas/ba NPOMEHY Y PaLHMM NPOLLECHMA YCMEPEHMM

Ha Npy»arbe 3paBCTBEHNX yCayra.)
[a/He/He 3Ham

65. ( aKo je oarosop Ha nuTake 64 [la) Monmmo nsabepuTte cae
opraHusaUMoHe NPoMeHe Koje cmaTpaTe NPUKAagHUM U/mam nx
pefloBHO NpuUMetbyjeTe.

63.

64.

65.

(if answer to Q62 is Yes) Please select all the clinical changes that
you deem appropriate and/or use regularly.

(Definition: Clinical change represents a change of treatment,
treatment protocol or procedure due to medicine shortages.)

- switching to alternative medicine that might not be as effective
as a medicine affected by a shortage or have additional side
effects

- converting from intravenous to the oral form of a medicine

- changing administration protocols.

- Other (please specify)

Have you implemented operational changesin order to manage
shortages?* (Definition: Operational change represents a change in
working processes targeting the provision of healthcare services.)
Yes/No/I don’t know

(if answer to Q64 is Yes) Please select all the operational changes
you deem appropriate and/or use regularly.
- Changing medicinal products stocked for procedures and

emergencies
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66.

67.

- TpomeHa NnCTe IeKOBa HamMekeHUX 3a cnposoherbe
oapeheHnx Tepanujckux npoueaype 1 ynpas/batbe y
C/ly4ajeBMMa XUTHOCTU

- Habaka neka y KoHUeHTpaLumjama/nakoBarbnMa Koja HUCY
PYTMHCKM Ha 3anxama

- UeHTpanusoBatse 3a11xa IeKoBa

- YyecTanuje marucTpasHo Npunpas/batbe fieKa Y 34paBCTBHEQ]
YyCTaHOBU

- [pyro (HaBecTn)

Kako 6ucte paHrupanu cnegeha pewema?* (0 = HUje KopucHo | 5
= BEOMa KOPWUCHO)

- 60sbe cnpoBoherbe obaBe3Hor paHor obaBellTaBakba O
HecTawuLuM IeKoBa

- ycnocTaB/batbe oAaroBapajyher HUBOa 34paBCTBEHOT Kaapa
KaKo 61 ce cMahMOo YTULAj KOjU HecTalluLe NeKOBA TPEHYTHO
MMajy Ha CBEYKYMNHO MpyXKakbe 340aBCTBEHE 3alUTUTE NaLMjeHTy

- jayarbe capaghe nsmehy eBpoOnNCKMX 3eMasba U eBPOMCKUX
WUHCTUTYUM]a

- ycnocTas/batbe obaBesHor yHanpehera KoMyHMKaLmje
Mehy cBMM CTpaHamMa of, 3Hauvaja 3a cnposoferbe 34paBCTBEHE
3awTtute (Npomssohayuum, o4roBOPHU 33 NapasieHn U3BO3 JIEKOBUMA,
Besienpojaje 1 34paBCTBEHU PaSHULN)

[a nv nmaTe HeKo ApYro peLlere Koje ce TPEHYTHO Npumetbyje y
Balwoj 60AHMLM/BALLIO] 3eM/bM KOje 61 MOr10 Aa NOMOrHe y
ybnaxkaBarby npobnema HecTalwuue nekosa?™*

66.

67.

- Purchasing medicine’s vial sizes or concentrations not routinely
stocked

- Centralizing inventory

- Increasing on-site compounding of products

- Other (please specify)

How would you rank the following solutions?* (0 = not useful | 5 =
very useful)

- better enforcing the mandatory early notification of a
medicine shortage

- evoking appropriate staffing levels in order to lower the
impact that medicine shortages currently have on the overall
patient services

- strengthening collaboration between the European
countries and the European institutions

- mandating improved communication among all
stakeholders (manufacturers, parallel traders, wholesalers and
healthcare professionals)

Do you have another solution that is currently being applied in
your hospital/ your country that could help alleviate the problem
of medicine shortages?*

23




CnobofHM TEKCTYaIHU OLArOBOP

YTuuaj Ha nauujeHTe nocpeaoBaH HecTallML,aMa JIeKoBa:

68.

3a Koje rpyne fIieKoBa je y Bawwoj 601HULM Hajuewhe fonasuio o

HecTawuue? Moanmo Aa Npy»Kute oA4roBop Koju ce 0A4HOCU Ha

2022. roguHy. *

- AHanretmum

- AHecTteTnum

- AHTMgoTtm

- AHTMMMKPOGHM areHcu
(aHTMBUMOTULM/aHTMBMPYCHWU/AaHTUDYHIANIHW IEKOBMK)

- KpsHu gepusatn

- KapauosackynapHu nekosu

- KopTtukocreponau

- JlekoBM 3a XUTHA CTakba

- EHpOKpWHM nekoswm

- [acTpPOWHTECTUHANHWU NEeKOBU

- XemMaTONOLLKM IeEKOBU

- WHcynuH

- OHKONOLLKM NIeKOBU

- JlekoBu 3a peTke MHAUKauuje (orphan drugs)

- NeaujaTtpujckn nekosmn

- JlekoBw 3a npeBeHUMjy bonecTu (HNp. BaKUnHe)

- Jlexosu 3a peHanHe 6onectu

- PecnupatopHu nekosun

- JlekoBW 3a TONUKAHY NPUMEHY

- JleKoBWM 3a TpaHcNAaHTaUujy

- YponoLKu nekosu

Free text response

Medicine shortages patient impact:
68. In which area of medicine does your hospital experience shortages

most commonly? Please refer to the year 2022.*
- Analgesics

- Anaesthetic agents

- Antidotes

- Antimicrobial agents (antibiotics/antivirals/antifungals)
- Blood derivate products

- Cardiovascular medicines

- Corticosteroids

- Emergency medicines

- Endocrine medicines

- Gastrointestinal medicines

- Haematology medicines

- Insulins

- Oncology medicines

- Orphan medicines

- Paediatric medicines

- Preventive medicines (e.g. vaccines)

- Renal medicines

- Respiratory medicines

- Topical treatments

- Transplant medicines

- Urology medicines

- Biosimilars/biologics

- Advanced therapy medicinal products (ATMPs)
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69.

70.

- Bvocumunnapun/61oNOLLIKM NEeKOBM
- JlekoBwu 3a HanpegHy Tepanujy (ATMIM)
- [pyro (HaBecTn)

[a nv je HecTawmua/HecTalwnLE Koje cTe UCKYCuAn y Toky 2022,
roguHe yTmuana Ha 34paBCTBEHY 3aWTUTY NaLMjeHaTa y BaLOj
6onHnuM?*

[a/He/He 3Ham

( aKo je ogrosop Ha nuTarbe 69 a) Moanmo nsabepute BpcTy

yTMLaja KOjU je HecTalwnua NeKoBa MMana Ha 34PaBCTBEHY 3alWTUTY

naumjeHara y Bawwoj 6oaHuum*:

- HexesbeHu gorahaju/seha TokcuuHocT Tepanuje

- NMpeknpa neyerva (04N0KEHO UAN NMPEKUHYTO)

- CmpTHM ucxon,

- Kawmere y npymeHmn Tepanunje TOKOM neyema

- NosehaHa ay*nHa 6opasKa y 60AHULM

- NosehaHa noTpeba 3a KOHTUHYMPaAHUM Npaherem naLmjeHTa

- MepauumHcKa rpeLuka

- TNoHoBHU Npujem naumjeHTa 36or Heycnexa neyerba

- CybontumanaH TpetmaH/mHpepropHa epuKkacHocT
anTepHaTUBHe Tepanuje

- MNpebaumBare NaumjeHTa y yCTaHOBY Y KOjoj ce moke
obe3beagnTn nek

- Heycnex neyerba

- Hemam npucTtyn oBMm nogaumnma

- [pyro (HaBecTn)

69.

70.

- Other (please specify)

Did the shortage/the shortages you have experienced in 2022 have
an impact on patient care in your hospital?*
Yes/No/I don’t know

(if answer to Q 69 is Yes) Please choose the type of impact

medicine shortages had on patient care in your hospital*:

- Adverse events/greater toxicity

- Cancellation of care (abandoned or terminated)

- Death

- Delays in care/therapy in the disease pathway

- Increased length of stay in the hospital

- Increased monitoring of a patient

- Medication error

- Readmission due to treatment failure

- Suboptimal treatment/inferior efficacy

- Transfer of a patient to a facility where a medicine can be
provided

- Treatment failure

- No access to this data

- Other (please specify)
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71. (aKo je oaroBop Ha nuTake 69 [a) MonmMmo oueHUTe 036U/BHOCT
HecTawmua *:

- bes3ytuuaja

- 6narm ytnuaj

- YMEpeH yTunuaj

- 030u/baH yTHLaAj

72. Ja nv cte 6uam y no3mumju 4a npuopuTmnsyjete NpUMeHy ieKa
nauMjeHTMMa a Ha OCHOBY HbMxoBe 601ecTU/KNMHMYKOT cTaTyca
KaZa je y nuTarby Nek noroheH Hectawmnuama ?*

[a/He/He 3Ham

73. (aKo je ogrosop Ha nuTarbe 72 [a) [a nv je oBa npuoputmnsaumja
yT1uana Ha sehy rpyny nauumjeHata Koju 61 Mmoriv umaT KopucTu
oA neyerba ?*

[a/He/He 3Ham

74. [a nv cte poxusenu sehe ctone npujema nauyumjeHaTa y Bawly
60/1HMLY Kao nocneamua Hectawnue?™*
[a/He/He 3Ham

71.

72.

73.

74.

(if answer to Q 69 is Yes) Please grade the severity of shortages *:

- noimpact

- mild impact

- moderate impact
- severe impact

Were you in a position to prioritize the provision of medicines to
the patients based on their disease/clinical status when it comes to
medical treatment affected by shortages?*

Yes/No/I don’t know

(if answer to Q72 is Yes) Did this prioritization affect a larger group
of patients who might benefit from the treatment?*
Yes/No /I don’t know

Did you experience higher admission rates at your hospital as a
consequence of shortages?*
Yes/No/I don’t know

MauujeHT

Patient

75. [la v cTe B MAIM HEKO Of1 411aHOBa Ballle NopoanLLEe TOKOM
BopaBKa/neyerba y 60NHULM MKAAE OCETUAN HECTALLULLY IeKOBa?
[a/He/He 3Ham

76. [a nv cTe BU MM HEKO 04, YNaHOBA Balle NopoauLe TOKOM
bopasKa/neyerba y 60HMLM MKada OCETUAN HeCTaWmMLy
MeZULUMHCKOr cpeacTea?

75.

76.

Did you or one of your family members during a stay/treatment at
a hospital ever experience a shortage of medicines?
Yes/No/I don’t know

Did you or one of your family members during a stay/treatment at
a hospital ever experience a shortage of medical devices?
Yes/No/I don’t know
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77.

78.

79.

80.

[a/He/He 3Ham

( ako je ogrosop Ha nuTarbe 76 [a) Kojy Bpcty MHpopmaumja Bam

je fao Baw 60HUYKKM dapmaLeyT/nekap?

JNlowe npeasuhare notpeba og cTpaHe npounssohaya
MuTarba Be3aHa 3a NapanesiHu U3Bos3

Mpobnemun y nponssoatbm

3aKOHCKe npenpeke

LleHa neka

Mpoueaype HabaBke

Kpeunpatbe HepaLMoHaNHMX 3a/1Mxa IeKOBa
Mpobnemu y naHuy cHabaeBama

HuwTa of HaBegeHor

Koje pewwere Bam je noHyheHO?

CaBeT fa je nponyLwTarbe f03e NeKa y peay.
Ob6e3behumBarbe ieKa Yy HUMKOj 4,031

3ameHa neka

He 3Ham

Lpyro (monMmo HaBeauTe)

[a nun cmaTtpaTe Aa je Npobiem NpPaBuIHO pelleH?
[a/He/He 3Ham

( ako je ogrosop Ha nuTarbe 79 He) MowTo cmaTpaTe Aa npobsiem

HWje NPaBWIHO PELLeH, PeLuTe Ham LWTa je Moo no 31y 1 wra bu

Tpebano ga ce nobosblia.

CnobogHu TEKCTYaIHU OLArOBOP

77.

78.

79.

80.

(if answer to Q76 is Yes) What type of information was provided to

you by your hospital pharmacist/physician?

Poor prediction of needs by the manufacturers
Issues related to parallel export
Manufacturing problems

Legislative obstacles

Price of a medicine

Procurement procedures

Stock-piling of medicines

Supply chain problems

None of the above

What solution was offered to you?

Advise that missing a dose is ok.
Provision of a lower dose
Substitution of the medicine.

| don’t know.

Other (please specify)

Do you feel that the problem was correctly handled?
Yes/No/I don’t know

(if answer to Q79 is No) Since you felt that the problem was not

correctly handled, please tell us what went wrong and what should

be improved.
Free text response
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81.

82.

[a nu je HecTawmnua/HeaoCcTaTaK Kojy CTe BM MW HEKO Of, YNaHoBa
Ballle MOPOAMLE UCKYCUAN YTULAAW Ha Bally 3paBCTBEHY
3alTUTY/3ApaBCTBEHY 3alITUTY Y1aHOBa nopoauLe y 601HULn?
[a/He/He 3Ham

(ako je ogrosop Ha nutame 81 [la) Moanmo nsabepute BpCTy
yTULaja Koju je HecTawmua NeKoBa MMana Ha Bawy 3gpaBcTBeHy
3alWTUTY/34PaBCTBEHY 3alUTUTY YaaHa Balle Nnopoamue:

- Hexes/beHn porahaju/seha TokcnuHOCT Tepanuje

- MpeKkna neyerba (0AN0XKEHO AN NPEKUHYTO

- CMpTHM ncxon,

- Kawmere y npumeHun Tepanmje TOKOM sederba

- MpoayKeHa ay*KuHa 6opaska y 6oaHMLM

- MNosehaHa notpeba 3a KOHTUHYMPaHUM Npaherbem
naumjeHTa

- MoHOBHM Npujem NaumjeHTa 360r Heycrnexa fevyera

- MpebaumBatrbe y ycTaHoBY rge 6u ce morao o6e3begmtu

- HeycnewHo nevyeme
- He 3Ham.

81.

82.

Did the shortage/the shortages that you or one of your family
members experienced impact your/the family members’ care in
the hospital?

Yes/No/I don’t know

(if answer to Q81 is Yes) Please choose the type of impact that
medicine shortages had on your care/the care of your family
member:

- Adverse events/greater toxicity

- Cancellation of care (abandoned or terminated)

- Death

- Delays in care/therapy in the disease pathway

- Increased length of stay in the hospital

- Increased monitoring

- Readmission due to treatment failure

- Transfer to a facility where the medicine could be provided
- Treatment failure

- | don’t know.
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