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About PPRI Pharma Briefs

This concise report on the pharmaceutical pricing and reimbursement policy framework in Cyprus
is part of the series of PPRI Pharma Briefs launched by the Pharmaceutical Pricing and Reimburse-
ment Information (PPRI) Secretariat in 2019.

PPRI networks

The PPRI network is a collaboration of pharmaceutical pricing and reimbursement authorities of
more than 52 - mostly European - countries (as of May 2021) as well as international and European
institutions (e.g. European Commission, OECD, World Health Organization). The aim of this net-
work is to facilitate exchange between public officials, supported by scientific evidence and a
common understanding of pharmaceutical policy issues. Under the framework of PPRI, further
regional PPRI networks (e.g. in Central Asia) and thematic PPRI networks (e.g. on medical devices)
have been established. PPRI networks are coordinated by the PPRI Secretariat which is hosted at
the Pharmacoeconomics Department of the Austrian National Public Health Institute (Gesundheit
Osterreich GmbH / GOG).

PPRI

Pharmaceutical Pricing and
Reimbursement Information

PPRI contributes to the international scientific evidence base, in particular in the areas of (com-
parative) pharmaceutical systems research and pharmaceutical policy analysis, by providing coun-
try information that is usually not published in other literature. This is of interest for policy-makers
who want to cross-learn and benchmark as well as for researchers who perform policy analyses
and require contextual information on national pharmaceutical systems.

PPRI country information

Well-established publications that offer pharmaceutical pricing and reimbursement information
on a single PPRI country are the PPRI Pharma Profiles that are available as in-depth reports as well
as short reports, see https://ppri.goeg.at/ppri_pharma_profiles. Furthermore, one-page graphical
abstracts are provided in the PPRI Posters, see https://ppri.goeg.at/ppri_posters.

The series PPRI Pharma Briefs responds to the interest and needs expressed by policy-makers and
technical experts in public authorities responsible for the pricing and reimbursement of medicines
to read concise reports of the pharmaceutical policies in other countries.

The PPRI Pharma Briefs draw upon the information and data that have been provided by the PPRI
network members, in addition to literature and relevant documents, such as legal provisions.

For requests and comments, please contact ppri@goeg.at.
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Key data at a glance

General and economic data!

Population (2018)

0.876 million

Country size (2020)

5,896 km?

Gross domestic product / GDP (2019)

GDP per capita: USD PPP 41,318 (provisional value)

Health expenditure / HE (2018)

HE per capita: € 1,644.67
HE in % of GDP: 6.77%
Public HE as % of total HE: 43%

Pharmaceutical expenditure / PE (2018)

PE per capita: € 305.56
PE in % of HE: 19%
Public PE as % of total PE: 17%

GDP = gross domestic product, HE = health expenditure, PE = pharmaceutical expenditure, PPP = Purchasing Power Parties,

USD = United States dollars

Pharmaceutical expenditure data relate to the outpatient sector only (Position HC51 in SHA_11)

Sources: Population data: Republic of Cyprus - Statistical Service (2019); GDP: _ENREF_10OECD (2020); Expenditure data:

Provision of pharmaceuticals

Eurostat (2020)

Community pharmacies (07 Oct.2020)

523 (with a contract with the Health Insurance Organisation); 506 private
pharmacies and 17 public pharmacies?2

Dispensing doctors

No dispensing doctors

Wholesale (2020)

Number of wholesale companies: 96 licensed wholesalers (2020)

Pharmaceutical industry (2015)

Number of companies: 6 pharmaceutical manufacturers

Sources: Community pharmacies: Health Insurance Organisation (2020b); private pharmacies: Ministry of Health (2020a);

Pharmaceutical market

pharmaceutical industry - unpublished presentation WHO CC training Cyprus 2015

Pharmaceutical market (2020)

€ 227 million

Medicines (2020)

5,896 medicines authorised (counted including different pharmaceutical
forms and dosages)

1,733 medicines (counted including different pharmaceutical forms and

dosages) included in the outpatient reimbursement list (December 2020)

Generic market shares (2013/2014)

45.7% - Generic market share in value in total pharmaceutical market
sales

49.5% (public sector)/16.1 (private sector) - Generic market share in vol-
ume in percent of the total outpatient market

Sources: Generic market shares: Vogler et al. (2019) taking data of IFPMA 2017, PPRI Network Query 2016 (unpublished)

1

excluding the Turkish Republic of Northern Cyprus (TRNC)

2

Public pharmacies are located in the public hospitals. They dispense only specialty/expensive products, in addition their
inpatient activities. On the other hand, private pharmacies are located in the community and they dispense products for pri-
mary health care. In addition, their working hours vary, along with the products that each one can dispense. Their dispen-
sing formulary is complementary and not overlapping.

Vi
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Pharmaceutical pricing (2020)

Price regulation Yes, for prescription-only medicines in the out- and inpatient sectors

Pricing authorities Ministry of Health - Department of Pharmaceutical Services /
For reimbursable medicines: Health Insurance Organisation

Key pricing policies External price referencing (EPR): Yes, for prescription-only medicines in the
out- and inpatient sectors

Value-based pricing: not applicable

Price negotiations: Yes, for reimbursable medicines in the out- and inpatient
sectors

Managed-entry agreements: Recently implemented for reimbursable medicines
Tendering: in the former public healthcare sector (prior to the reform in June
2019) for reimbursable medicines; after the reform, tendering in the inpatient
sector is used but no tendering in the outpatient sector (except for existing
tenders which are still used during the transition period)

Cost-plus pricing: not applicable

Generic price link: Yes, for prescription-only medicines in the out- and inpa-
tient sectors

Biosimilar price link: Not in place. Biosimilars are priced as per EPR

Pricing in the supply chain Wholesale: ERP defines the wholesale price; wholesale mark-ups are not regu-
lated

Pharmacy: pharmacy remuneration is regulated: for reimbursable medicines -
based on a fixed fee and a global budget, which includes a 4% mark-up profit
for stock-keeping of expensive medicines; for non-reimbursable medicines -
regressive mark-up scheme

Value-added tax: 5% for medicines (and 19% standard VAT)

Source: Ministry of Health; Health Insurance Organisation
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Pharmaceutical reimbursement (2020)

Reimbursement authorities

Outpatient: Health Insurance Organisation (HIO)
Inpatient: Health Insurance Organisation (HIO)

Reimbursement lists

Outpatient: positive reimbursement list
Inpatient: Catalogue Z

Reimbursement criteria

Outpatient: (a) documented clinical practice, (b) documented scientific litera-
ture, (c) pharmacoeconomic studies, (d) results of internationally recognized
scientific health technology assessments, (e) the marketing authorisation / li-
censing status, (f) the therapeutic position of the product concerned in interna-
tional guidelines, (g) alternative medicines included in the reimbursement list
for this indication, (h) the epidemiological evidence of the disease, (i) the safety
of the beneficiaries, (j) cost-effectiveness, (k) the rational use of these medi-
cines, (I) the optimal management of the HIO’s available resources, (m) the ex-
istence of alternative non-pharmacological treatments

Inpatient: the same as for outpatient

Co-payments for medicines

Outpatient: co-payment fee of 1 euro per prescription, 100% reimbursement of
products listed in the positive list based on the lowest reference price in the
reference price system; patients may opt to pay a personal contribution and
choose another interchangeable product, due to the reference price system

For prescriptions of non-reimbursable medicines a prescription fee of 1 euro
applies

Inpatient: no co-payment

Demand-side measures to en-
hance the uptake of off-patent
medicines

Reference price system: yes

Prescribing by International Non-Proprietary Name (INN): allowed but not sup-
ported by the IT system.

Generic substitution: allowed at the level of the cheapest medicine of the same
active substance and pharmaceutical form

Source: Ministry of Health; Health Insurance Organisation

Key technical terms are defined in the glossary in Annex 2.

VIII
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Summary

The Ministry of Health (Department of Pharmaceutical Services) is the competent authority for the
implementation of legislation on medicines, cosmetics and the pharmacist's profession. The Min-
istry of Health (Department of Pharmaceutical Services), also acts as the Medicines Agency for
Cyprus supported by the Drug Council and is in charge of marketing authorisation.

With regards to pricing and reimbursement of medicines, key institutions are the Ministry of Health
(Department of Pharmaceutical Services), which, advised by the Drug Price Control Committee, is
in charge of regulating prices for medicines on the Cypriot market, and the Health Insurance Or-
ganisation (HIO). The latter reimburses reimbursable medicines for the outpatient and inpatient
sectors and decides on the inclusion of outpatient medicines into the reimbursement list (Cata-
logue of Medicinal Products) following relevant scientific committee’s recommendations. For the
inpatient sector, a formulary of medicines (positive list) was maintained by the Ministry of Health
advised by the Medicines Committee until 31 of August 2020. From 1st of September 2020 on-
wards, HIO is the competent authority having its own Advisory Committee on Medicines.

Prices of medicines at manufacturer level are not regulated in Cyprus. At wholesale price level,
prices of prescription-only medicines for both out- and inpatient sectors are regulated by using
external price referencing (EPR) and are updated annually. Cyprus applies a generic price link pol-
icy for prescription-only medicines in the out- and inpatient sectors, with the first generic entering
the Cypriot market being priced at 80% of the originator maximum wholesale price (derived by
using EPR). Managed-entry agreements have recently been implemented in Cyprus. In the public
sector, predominantly two procedures for the centralised procurement of medicines are applied,
namely the open invitation to tender procedure for mostly off-patent medicines with increased
competition, and the negotiation procedure for on-patent and innovative medicines without com-
petition.

Wholesale mark-ups are not regulated in Cyprus. Instead, there are different models of business
operation in the country with distribution margins ranging between 4-15%. For reimbursed med-
icines, pharmacy fees for dispensing medicines outpatients are paid per package (box) provided
by the pharmacists to patients. A monthly budget is allocated to contracted pharmacies and at the
end of the month is divided by the total number of dispensed packages. Therefore, in the context
of a global budget, the fee for each outpatient service provided, is readjusted on a monthly basis
depending on the volume of services/cases, so that the actual cost does not exceed the budgeted
cost for that specific group of services. An extra 4% of the maximum wholesale price is provided
as compensation for stocking and storing expensive medication. Currently, this percentage is in-
corporated in the fee (the monthly budget). The aim is to disentangle the percentage from the fee
since this 4% regulation was introduced in order to compensate pharmacists for stock keeping of
expensive products.

For non-reimbursable medicines, a different mark-ups scheme applies. For private prescriptions,

an additional one euro charge per prescription as a professional fee is applicable. The VAT on
medicines is 5% in comparison to a standard VAT of 19% in Cyprus.

Summary ]



The General Healthcare System (GHS) compensates for the necessary medicines, which are in-
cluded in the Catalogue of Medicinal Products (positive list) and can only be dispensed with a
doctor’s prescription. The Advisory Committee on Medicines evaluates applications for inclusion
or removal from the positive list and gives recommendations to the Board of which takes the
decision based, among others, on documented clinical practice and scientific literature, alternative
medicines included in the reimbursement list for this indication, safety and cost-effectiveness.
There is 100% reimbursement of medicines listed in the positive list based on the lowest reference
price. For each prescribed pharmaceutical item (regardless of quantity), a co-payment fee of 1
euro has to be paid by the patient. Patient co-payments amount to a maximum of 75 euro for the
recipients of the Guaranteed Minimum Income, the low- income pensioners and children up to the
age of 21, and 150 euro for the rest of the population. This ceiling incorporates all co-payments
payable in any health care sector (not only pharmaceuticals).

Cyprus applies a reference price system and products with generic alternatives listed in the posi-
tive list are clustered into reference groups. For each reference group (either on an ATC 4 or 5
basis), the lowest-priced product is defined as reference medicine whose costs are 100% reim-
bursed by the HIO. Patients opting for a more expensive product are required to pay the difference
between the price of the medicine and the price of the medicine covered by the GHS. Prescribing
by International Non-proprietary Name (INN) and generic substitution at pharmacy level is allowed
in Cyprus with the cheapest medicine of the same active substance and pharmaceutical form.

Since the establishment of the General Health System in 2019 many of the implemented pharma-
ceutical policies (e.g. introduction of a positive list) are still under evaluation or need to be evalu-
ated regarding their impact on access to medicines in Cyprus. However the reform of the health

care sector represents a major step towards universal health coverage as it is expected to reduce
unmet need and financial hardship (Kontemeniotis 2021).

Keywords

Pricing, reimbursement, pharmaceutical policies, pharmaceutical system, Cyprus
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TTepiAnYn oTxX EAANVIKX

To Ymroupyeio Yyeixg (PxpUKKEVTLKEC YTINPETLEC) elvaxl n vTTELOLYN ApUOdLX ApXH YLX TNV
€dXpUOY TWV VOUOBETLWY OXETIKA ME TX PXPUKKEUTLKX TTPOTOVTX, TX KOXAAUVTLKX KXL TO
ORPUXKEVTIKO ETTXYYEAUX. TO YTTOUPYELO YYELXRC (PXPUKKEUTIKEC YTINPECLEC), ME TNV
UTTOOTNAPLEN TOUL ZULHUPBOUALOL PXPUAKKWY ELVAL N KPHOdLX XPXH YLX TLG KXOELEG KUKAODOPLXG
OXPURKELTLKWV TTPOLOVTWV.

Ol OpUODLEC LUTTNPECLEC OXETIKX ME TNV TLMOAOYNON KXL TV XTTOTNMIWON GRPUXKEVTLKWY
TIPOLOVTWYV, ELVXL TO YTTOUPYELO YYELXG (PXPUXKEVTLKEG YTTNPEGLEG), TO OTTIOLO, UE TN CUMBOAN
TNg EmTpotiig EAéyxou TLHwv, €XEL TNV evOLVN pLBULONG TWV THMWY TNV KUTTPLXKAR KYopd,
kKt 0 Opyaviouog Aodpailong Yyeiog (OAY), o otroiog €xeL Tnv evBivn atmolnuiwong Twv
ORPUKKEVTLKWY TIPOLOVTWY EVOO-VOOOKOMELXKNG KXL EEW-VOOTOKOMELXKAG $PpOovVTidXG, TTOU
mepAXMB&VOVTHL OThv AloTa  axmmoCnpiwong (Katdhoyog ALXBETLUWY DPHPUKKEVTLKWV
TTpolOVTWYV) KXTOTILV TWV XTTOPKTEWV TNC OXETLKNG ETTLOTNMOVLKNG ETILTPOTIAG. MEXPL KXL TNV
3171 AuyoloTou 2020, dLxTnpnOnke KXTXAOYOC €VOO-VOTOKOMELXKWY GHPUKKWY KTTO TO
YTroupyeio Yyelxg eviw &x1rd Tnv 1n Zemrtepufpiov 2020 kol HETX N €vOUVN MHeTXDEPONKE OTOV
OAY o oTroiog dpx vTTO TNV KXB0dNYNON TNG ZUMPBOVAEVTIKAG ETTLTpOTING Papukkwy (ZEP) (oTO
YTroupy€eio Yyeixxg uTTHpXE €Ok ETTLTpOT dapudkwy evid o OAY GUMBOULAEVETKL XTTO ThV
ZUMBOUVAEULTLKN ETTLTPOTIH GXPUKKWY).

Ol TWMEG TWV PAPURKEVTIKWY TTPOLOVTWYV deV pLOULCOVTXL C€E ETTLTIEDD TTXPXOKELXKOTN. €
ETTLTTIEDO XOVOPLKNG TLMAC, OL TLMEC TWV CUVTRYOYPXRIOUMEVWY GHRPUKKWY YLX ThV €EW-
VOOOKOMELXKI KXL TNV EVOOVOTOKOMELXKH dpovTidx puBuiCovTtal néow Tou external price ref-
erencing (EPR) kL axvxBewpouvTal eTnoiwg. TNV KOTrpo, eRpUOTETHL TLMOAOYLXKR TTOALTLKN
generic price link oTx ocuvTayoypodoUHEVR HPUXKX YLX TNV EEW-VOTOKOMELXKA KXL TNV
€VOOVOOOKOUELXKT dpovTidX. To TIPWTO YEVOONHUO GXPUXKEVTLKO TTPOLOV TTOL BxX ELGENBEL TNV
KuTrpLokr) oyop®, TLMOAOYELTHL 0TO 80% TNng MEYLOTNG XOVOPLKNC TLUAC TOU TIPWTOTUTIOL TTOU
€XEL TTPOKUWYEL XTTO TNV e€dxpuoyn Tou EPR. Tpoodutx, n KOTrpog e€bdpuoce ouudwvieg
ENEYXOUEVNG ELOOdOL. NlX TNV TTpOUNBELX GXPUNKEVTLKWY TIPOIOVTWY OTO ONMOCLO TOMEWX,
ebxpuoTovTal dVo HEBOdOL, PE KLplXPXN VX ELVHL N TIPOKAPLEN KVOLKTWYV dlxywviouwy. H
MEBOdOC xUTH EPXPUOTETHL KUPLWC YLX TV TTPOoUNRBeLx off-patent pRPUNKEVTIKWY TTPOTOVTWV
EVW YLX TNV TIpOURBELxX on-patent KaL innovative ¢XpUXKEVTIKWY TIPOLOVTWY €PXPUOTOVTHL
OULUVAOWC BLHOLKXTLEC DLXTTPXYMUKTELONG TLUNG.

OL TTpooXLENTELS/ T TTEPLOWPLX KEPDOUC TWV ETKLPELWIV XOVOPLKAC TTWANCNC dev puBuiTovTal
XTTO KATTOLX XPXN. AVT' ®UTOU, OTH XWPX AELTOUPYOULV dLXPOPXK ETTLXELPNOLXKX MOVTEAX ME
TTEPLOWPLX KEPDOUG METKEDL 4-15%. MNX T dXPUAKKEVTLKX TTPOTOVTX TTOU XTTOCNMLWVOVTXL XTTO
TO OUOTNMX LYELKG O GAPUXKOTTOLOC XUOLBETHL XV OCUTKELXTLX (KOUTL) TTOL XOPNYEL. ZTO TTOCO
XMOLBAC TOU APUKKOTIOLOU TIPOOTIOETHL €vx 4% TNng MEYLOTNG XOVOPLKAC TLMAC wWC
XVTLOTXOULON TOL KOGTOUC TTPOMNBELRC KXL SLAXTHPNONC XTTOBEUNRTOC XKPLBWV GXPUKRKEVTIKWIV
TIPOLOVTWY. TK TTOO0O0TH KEPOOUC YLX T GHPUKKEVUTLKX TTPOTOVTX TTOU dEV XTTOTNMLWVOVTXL
XTTO TO OUOTNMX LYELXG ElvOL DLXPOPETIKK. N TLC CUVTAYEC EKTOC TOU CUOTHUXTOC UYELXG,
oL dXPUKRKOTTOLOL EXOUV TNV dLUVXTOTNTX XpEwang 1,19 Evpw, wWg ETTRYYEAUXTLKO TENOC.

MepiAnyn ot EAANVIK& 3



To Tevikd6 Z0omnua Yyeig (FeXY) oTTOCNULWVEL T GOPMXKEVTIKX TTPOLOVTX TTOUL
CUUTTEPINXMBARVOVTXL O0TOV KXTAOYO ALxBETLUWY P pUaKeLTIKWYV TTpoldvTwy (positive list) kot
MTTOpOUV v Xopnynbolv HOVO KXTOTILV CUVTRYOYP&INONG oTTO LXTpO 1 odovtixTpo. H
SUMBOUVAEULTLKY ETTILTpOTI PopUEKWY KELONOYEL OULTHCELC OCULMTIEPIANYNG K odaipeong
TIPOLOVTWY KTTO TOV KXTXAOYO XTTOTNMIWONG BROEL TG KXTXYEYPXUMEVNC KALVLKNAC TIPAKTLKAC,
NG €eToTNUovikng PBLBAloypadicg, Twv nNdN dXBETLUWY  ETTIAOYWV OTOV  KXTXAOYO
xmoCnpiwong, acodpaiewxg, cost-effectiveness kot dAAwvV. AkoAo0OwWC, N ZUMPOUVAEULTLKA
ETriTpoTrl doXpu&KkwV dLVEL TLG ELONYNOELC TNG 0TO ALOLKNTLKO SUUPBOUVALO Tou OAY gTo oTroio
KXL EYKELTXL N TEALKH XTTOPXKON CUMTTEPIANYNC GRPUKKEVUTLKWY TTPOLOVTWY OTOV KXTXAOYO
xToCnuiwaong. Mo T TTPOLOVTX TTOU CUMTTEPIAXMBAVOVTXL OTOV KXTXAOYO XTTOTNnMiwaonNg, n
xmmoCnpiwon elvat oo 100% B&oeL Tng $ONVOTEPNC TLUNG avadopic. N k&kBe eldog TTOUL
XOPNYELTKL XTTO TO dXPUKKELD (RVEEXPTATWE TTOTOTNTAC), O DLKXLOUXOC KXAELTHL VX TIANPWOEL
1 Evpw. To HéyLoTO DYOC CUUTTANPWHUAC XVEPXETKL OTX 75 Eupw Yl Toug ANTITEC EA&XLOTOUL
Eyyunuévou ELo0dNUAXTOC, TOUG XXMNAOTUVTKRELOUXOUG KXL TX TTXLOLX EWC KXL TNV NALKIX TWV
21, kot ot 150 Eupw yix Tov uTTOAOLTTO TTANBULOHO.

Ztnv Kotrpo edpapuoTetal reference price system KoL T XPUXKEVTIKX TTPOTOVTX ME dLAKOETLUEC
ETTLAOYEC YEVOONUWY TIPOLOVTWY OMXOOTTIOLOUVTHL OE OMKOEC avaxdopXc. Mo K&XBe oukdx
axvaxdopig kxBopiCetal (o€ etritedo ATC 4 1 5) To TTPOLOV PE TNV XKMNAOTEPN TLUR, TO OTTOLO
XTTOTEAEL TO TTpOldV xvaxdopdg. H x&icxx Tou TTpoilovTog XUTOU, XTTOCNMULWVETXL XTTO Tov OAY
oTo 100%. Ol dlKXLOLXOL €XOLV TNV ETTIAOYR XKPLBOTEPOUL TTPOIOVTOC YLX TO OTToi0 OMWC B
TIPETTEL VX KXTXBXAOLY TN dLxdOop& OTNV TLUN METKED XUTOU KXL TOU CUVTXYOYPX$OUUEVOUL.
>Tnv KOTTpo €eTILTpETTETHL N cuvTXyoypdénaon International Non-proprietary Name (INN) kot n
YEVEPLKI XVTIKXTXOTKON MOVO TTpOC TO $ONVOTEPO TTPOioV.

TTOANEC XTTO TLC DAHPUKKEUTLKEC TTOALTIKEC OTNV KUOTTpo elvaxl uTTo €E€Ton AOYw TOUL OTL N
METXPPLOULON OTOV TOMEX TNG ULYELXG  ELVXL OUVEXNG, KXL KXT ETTEKTXON XPELXTETKL

XELOAOYNON TNG ETTITWONG TWV TIOALTIKWY OULTWYV, o600V adopd Tnv TpoécBron oTh
OXPUNRKEVLTLKN XYwYyn.

Keywords

TwoAoyNnon, xtroCnuiwon, ¢xpUXKEVTLK TTOALTIKR, XPUXKEVTIKO CUOTNUX, KOTTpOg
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Graphical summary
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1 Framework

Until 2019, there was no universal health system in Cyprus. Health care was provided by two
uncoordinated subsystems (public and private sector), which led to inefficiencies (for a further
description of the health care system before June 2019 - see box below). In June 2017, the General
Health System (GHS) Law was enacted, amending the GHS Law of 2001 (Law 89 (I)/2001) to intro-
duce a National Health Insurance System (NHIS) in Cyprus by 2019 (WHO 2019). The amended law
called for a system of universal health coverage to address inequalities in access to health care.
The main features of the new General Healthcare System (GHS) are (Health Insurance Organisation
2020f):

»  Universal coverage of the population

»  Equal and equitable treatment of all beneficiaries

»  Provision of a comprehensive package of healthcare services
»  Freedom of choice of provider by the beneficiaries

»  Social reciprocity

The implementation of the GHS had been planned in phases and started with the introduction of
outpatient services (family doctors, outpatient specialists, medicines, laboratories) in June 2019
followed by the implementation of inpatient services (inpatient care, accident and emergency care,
ambulance services, allied health professionals, nurses and midwives, dentists, rehabilitation care
and palliative care) starting in June 2020 (WHO 2019). The new NHIS is a single-payer system from
which all payments to providers of healthcare services are made. For the implementation of the
GHS, a special fund was established for the purpose of gathering the relevant contributions from
the state, employers and employees, pensioners and the self-employed. The Health Insurance
Organization (HIO, in Greek: Opyaviouog Aod&Along Yyeixg, OAY,) is the entity responsible for
purchasing health services under the NHIS. Patients have the freedom to choose their health-care
provider, including general practitioners (GPs) and specialists, from those providers registered
with the HIO and access most of those services for free (Health Insurance Organisation 2020f).

The Ministry of Health (Department of Pharmaceutical Services) is still the competent authority for
the implementation of legislation on medicines, cosmetics and the pharmacist's profession. The
Ministry of Health also acts as the Medicines Agency for Cyprus supported by the Drug Council
(ZupBoULALo Papuckwy) and is in charge of marketing authorisation, manufacturing and wholesale
licenses, pharmacovigilance, advertising, setting of medicine prices, inspections of premises of
wholesalers and pharmaceutical manufacturers, registration of pharmacists and ensuring the ad-
equacy of medicines and other items for public hospitals (Ministry of Health 2020c).

The Ministry of Health (Department of Pharmaceutical Services) advised by the Drug Price Control
Committee (ETiTpotty EAéyXoL Ty dxpudkwvy) is also in charge of regulating prices for med-

icines on the Cypriot market (Ministry of Health 2020b).

Since June 2019, medicines that are reimbursed within the new GHS in the outpatient sector are
included in the Catalogue of Medicinal Products (positive list) which is compiled by the Health
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Insurance Organisation following the relevant recommendations by the Advisory Committee on
Medicines (ZupBouAeuTikn ETriTpoT) datpuckkwyv) (Health Insurance Organisation 2020g).

For the inpatient sector, a formulary of medicines used in public hospitals was maintained by the
Ministry of Health (Department of Pharmaceutical Services) advised by the Medicines Committee
(ETiTpoTic daxpudkwy) till August 2020. Since September 2020, HIO is responsible for the inpa-
tient medicines through the catalogue Z. Catalogue Z includes the formulary of medicines used in
both private and public hospitals. Two scientific bodies regulate the inclusion of products: The
Advisory Committee on Medicines decides on their inclusion and the Drug Reimbursement com-
mittee decides on the price and the use of managed entry agreements (MEA) (Health Insurance
Organisation 2020d).

There is no separate HTA agency in Cyprus; however, some HTA evaluations were done within a
special unit of the Department of Pharmaceutical Services at the Ministry of Health (Cairns et al.
2014; Panayiotopoulou et al. 2019; Petrou 2019). In the context of the introduction of the National
Health Insurance System, this responsibility was transferred to HIO, jointly to its two committees
- the Advisory Committee on Medicines (SupuBouAevTiIkA ETTiTpOT Pxpudkwv) and Drug Reim-
bursement Committee (ZupBoUAeLTIKN ETTLTpOTI) ATTOTNMLiWONG PXPUEKWV).

The pharmaceutical system in Cyprus before June 2019

Prior to 2019, the health system consisted of a public and a private sector, with no difference
between the out- and inpatient sector. It was estimated that the public sector covered about 75-
80% of the population - which had access to state-financed, public healthcare free of charge (or
for a small fee); others had to pay a fee or rely on the private healthcare sector (Ministry of Health
2015; Petrou and Vandoros 2016). However, it is remarkable that the level of public spending on
health in Cyprus was low (just under 3% of GDP in 2016, compared to an EU28 average of 6%).
While the majority of the population was entitled to health care in public facilities financed by
general taxation, many still opted for private health care and paid out-of-pocket. As a result, the
rate of out-of-pocket expenditure in Cyprus was among the highest in the European Union (EU),
exceeding 45% of total health spending, compared to an EU28 average of 22%in 2016 (WHO 2019).
The dual system generated inefficiencies such as: duplication of health services since there were
no links between public and private providers to ensure the continuity of care; high out-of-pocket
payments; long waiting times; and weak primary health care. It also contributed to inequalities
since better-off segments of the population were able to access health services privately to avoid
long waiting lists in public facilities (WHO 2019).

2 Pricing
Pricing at manufacturer and wholesale price level

Prices at manufacturer level are not regulated in Cyprus. Free pricing by the pharmaceutical man-
ufacturers or importers applies.
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Prices of prescription-only medicines (both out- and inpatient) are regulated at wholesale price
level using external price referencing: the maximum wholesale price is calculated as the average
price of ten reference countries:

»  Countries with high prices (group 1): Germany, Denmark, Austria
»  Countries with medium prices (group 2): Italy, Belgium, Sweden, Spain
»  Countries with low prices (group 3): Greece, Portugal, France

For the calculation of the reference value, the wholesale prices in all ten reference countries are
taken into account based on the following algorithm: the average of the lowest price from the
group of expensive countries (group 1), the two lowest prices from the group with medium prices
(group 2) and the lowest price from the group of countries with relatively low prices (group 3) is
calculated. If applicable, the prices of the reference countries are converted in euro using the
average annual exchange rates. The maximum wholesale selling price of imported prescription-
only medicines is fixed by using the reference value, adding 3% for import cost. This procedure
leads to the official listed maximum wholesale prices for Cyprus (“Price to Pharmacy”). The price
list is updated every year. Companies are invited by the Ministry of Health to submit wholesale
prices of the reference countries to the Ministry of Health. The price review process starts every
year on September 15th and the updated price list is announced on December 15th of the same
year. Price reviews during the year resulting in updated price lists are possible. A re-calibration of
the pricing method is performed on a biennial basis (Ministry of Health 2019b).

Special rules apply for imported prescription-only medicines at a wholesale price equal to or less
of 6 euro and an annual sales volume of less than 25,000 euro.

Medicines whose wholesale price is less than 3 euro may apply for a price increase up to 20%,
given that no other interchangeable product with the same active ingredient is authorized in Cy-
prus

Medicines whose wholesale price is between 3.01-6 euro can apply for a price increase up to 10%
provided that no other interchangeable product, with the same active ingredient, is authorized in
Cyprus.

The price lists containing the official maximum wholesale prices are published at the website of
the Ministry of Health: https://www.moh.gov.cy/Moh/phs/phs.nsf/home_en/home_en?open-
form.

In the case of non-prescription medicines, the setting and / or increase of the maximum wholesale
price is determined by the marketing authorization holder indicated in the relevant application,
without the need to submit other information (Ministry of Health 2019b).

The Ministry of Health is advised by the Drug Price Control Committee (ETritpoTt) EAéyxou Tiuwyv
dapudKwY) on any matter concerning medicine prices.

The price list with the maximum wholesale prices is the basis for further pricing mechanisms at
the time of inclusion in the positive lists.
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A price link policy is in place with the first generic entering the Cypriot market being priced at
80% of the originator maximum wholesale price (derived by using EPR). If no originator is on the
market, EPR is used to calculate generic prices (Ministry of Health 2019b).

Managed-entry agreements (MEA) have recently been applied in Cyprus, after the introduction of
the second phase of NHS in September 2020.

Value-based pricing is not applied in Cyprus.

Procurement

Prior to the implementation of the new health care system in June 2019, all medicines for the
public sector were centrally procured by the Ministry of Health through public tendering. Over the
past three decades, Cyprus had been considerably successful in the centralised procurement of
medicines as a key strategy for cost containment (Panayiotopoulou et al. 2020; Petrou and Talias
2015).

Until June 2019, Cyprus mainly applied two procedures for the procurement of medicines for the
public sector:

1. Open invitation to tender procedure: suppliers were invited to submit their tender among
which the lowest-priced offer was awarded provided it complied with all required terms and
specifications; this procedure was generally used for off-patent medicines due to the in-
creased competition, as well as for biosimilar medicines (tendering was commonly performed
at the ATC 5 level or sometimes at the ATC 4 level).

2. Negotiation procedure: for on-patent and innovative medicines without competition central
procurement could not be applied. Instead, other procedures were used, performed through a
negotiation process).

Both procedures provided the winning tenderer with the right to supply the public sector usually
for a period of two years with the government procuring the total volume in instalments and the
supplier being reimbursed upon delivery of the medicines at public pharmacies.

Before launching a tendering procedure, an HTA was conducted to evaluate and compare the
medicine in question with alternative products for the same condition and to assess their epide-
miological and economic impact. Based on the results of the HTA, the tender was announced either
for a specific medicine (“INN sole”), an INN group, or INN alternative. For the INN sole tender, only
one specific product was eligible to participate in the tender and thus no competition possible.
However, the medicine’s committee of the Ministry of Health could reject the product if it consid-
ered its price too high. For the INN group tender, usually more than three products were invited
to compete, with the lowest-priced product being chosen as first line therapy, and the second
lowest priced product as second line therapy, provided that products were interchangeable. For
the third option, INN alternative, only one among several interchangeable products were selected
(usually between three and six products compete).
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Public procurement procedures follow strict Standard Operating Procedures (SOP) and the primary
principles of transparency and equal treatment. Tendering documents require to set precise terms
and conditions at the beginning of the procurement process, including defined timelines for e.g.
call for tender, evaluation of tender, issuing the contract, and the delivery of the goods, as well as
about instalment regulation, termination rights of the contract, and shelf life of the medicine. A
tender which is expected to exceed the amount of 133,000 euro is required to be published in the
Tenders Electronic Daily (TED) Europe; tenders of lower value are published in the official journal
of the Cyprus Government.

The tender procedure achieved additional price reductions on wholesale prices which are pub-
lished in the official pharmaceutical price list (see above). Through the open invitations to tender
procedure, significant discounts were achieved in particular for off-patent medicines (up to 80%
lower than the lowest wholesale prices in the private sector). The tendering agreement was legally
binding and the outcomes of the tendering procedure were published including final price and
contract value.

Public tendering procedure started approximately one year prior to the expected date of product
delivery. All necessary calculations regarding the product’s stocks were made before announce-
ment of the tender (possible issues were considered i.e. the possibility of the introduction of a
new medicine for a specific indication in the health system and the impact this may have for the
currently administered medicine for the same indication, seasonal effects, or changes in prescrib-
ing habits etc.) to prevent stock-out or overstock of the medicine. The average time needed from
the first day of the publication of the invitation for tenders until the day of the product’s delivery
is 273 days in Cyprus.

Overall, Cyprus states it greatly benefits from centralised procurement of medicines and its po-
tential to lead to

» reduced prices provided there is enough competition,

» larger competition due to increased participation (especially for generics),

» enhanced transparency through clear procedures and consistency of method and
»  no discrimination between suppliers (Vogler et al. 2020).

However, it was observed that in Cyprus centralised procurement of medicines does not perform
well for new medicines considered to be innovative due to the weak negotiation power of na-
tional authorities (small market) and the monopoly situation of the industry (Petrou 2014; Petrou
and Talias 2014).

The lessons learned through decades of practice of using public procurement including tendering
which has delivered significant benefits for the health system should also be used for the new
GHS. The Ministry of Health in Cyprus has accumulated considerable experience in the use and
administration of tenders through the open invitation procedure for off-patent and generic med-
icines. Tenders could be seen as an additional tool for the new reimbursement system to select
cost-effective medicines (Panayiotopoulou et al. 2020; Petrou and Talias 2015).

With the introduction of the National Health Insurance System (NHIS), the reimbursement shifted
to an ATC-4 and ATC-5 reimbursement. The lowest-priced medicine is fully reimbursed, while
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patients that opt for another medicine, in the given category, must pay the out-of-pocket price
difference. This comprises a strong motive for the industry to lower prices.

Pricing in the supply chain

Wholesalers

Wholesale mark-ups are not regulated in Cyprus. There are different models of business operation
in the country and the following assumptions can be made:

»  There are companies with an affiliate status in Cyprus with distribution margins of around
4 -6%

»  There are companies with expanded agreements and apart from storage and distribution
with local distributors other services are also included (e.g. regulatory affairs, pharmacovigi-
lance, etc.). In such cases the margins are higher - between 7-10%.

»  There are also agents which handle everything from regulatory affairs, marketing and distri-
bution. In these cases, the margins are expected to be higher and probably around 15% or
higher.

Based on the indications above, an average wholesale margin of 9.25% is assumed (BMSGPK 2020).

Pharmacies
Reimbursed medicines

Pharmacists wishing to provide health care services within the context of GHS must comply with
the provisions of the GHS Law and the regulations and decisions issued under it. Beneficiaries will
receive their medication from all pharmacies contracted with HIO by submitting a prescription of
a physician or a dentist also contracted with HIO. (Health Insurance Organisation 2020a) The pro-
vision of pharmaceutical healthcare services by pharmacists within the GHS context involves dis-
pensing of prescriptions, the provision of information and advice on the correct, safe and respon-
sible use of medicines and the possibility of substitution with the cheapest medicine of the same
active substance and pharmaceutical form (generic substitution) (Health Insurance Organisation
2020g9).

Pharmacy fees for dispensing medicines to outpatients are paid per package (box) provided by the
pharmacists to beneficiaries. A monthly budget is allocated and, at the end of the month, divided
by the total number of dispensed packages. Therefore in the context of a Global Budget, the fee
for each outpatient service provided, is readjusted on a monthly basis depending on the volume
of services/cases, so that the actual cost does not exceed the budgeted cost for that specific group
of services.
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According to the relevant law (K.A.TT. 195/2019, No. 5165, 7 June 2019), an extra 4 % of the
maximum wholesale price is provided as compensation for stocking and storing expensive med-
ication. This remuneration is incorporated in the fee. The aim is to disentangle the percentage
from the fee since this 4% regulation was introduced in order to compensate pharmacists for stock
keeping of expensive medicines (Health Insurance Organisation 2019b).

Non-reimbursed medicines
For non-reimbursable medicines the following mark-ups apply (since 1 June 2018):

1. For medicines with a wholesale price up to 10 euro, a pharmacy mark-up of is 37% added
on wholesale price

2. For medicines with a wholesale price between 10 - 50 euro, a pharmacy mark-up of 35%
is added on wholesale price

3. For medicines with a wholesale price between 50 - 250 euro, a pharmacy mark-up of 3%
is added on wholesale price

4. For medicines with a wholesale price between 250 - 1,500 euro, the pharmacy gets a fix
amount of to 83 euro.

5. For medicines with a wholesale price higher than 1,500 euro, the pharmacy gets a fix
amount equal to 100 euro.

In addition to the above, pharmacists charge one euro per prescription as professional fee (incl.
VAT = 19% = 1,19 euro) (Ministry of Health 2018).

VAT

The VAT on medicines is 5% in comparison to a standard VAT of 19% in Cyprus.

Pricing before July 2019

Medicines in the public sector were procured centrally by the Ministry of Health (Pharmaceutical
Services) through tendering procedures to achieve additional discounts on the wholesale prices as
they were noted in the official pharmaceutical price list. The individual prices of the medicines
were not published.

Medicine prices in the private sector were set by the Ministry of Health, based on the recommen-
dations of the Drugs Price Committee. The Committee applied an EPR Scheme to obtain the official
price, i.e. the wholesale price for the Cypriot pharmaceutical market (Panayiotopoulou et al. 2020;
Petrou and Vandoros 2016). Pharmacy mark-ups were regulated on the basis of a regressive
scheme (see section on non-reimbursed medicines above).
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3 Reimbursement

Reimbursement for outpatient medicines

The GHS compensates for the necessary medicines, which on a legal basis can only be dispensed
with a doctor’s prescription and which are included in the Catalogue of Medicinal Products which
serves as the reimbursement list in the format of a positive list (Health Insurance Organisation
2020a).

The Catalogue of Medicinal Products is compiled by the HIO following the relevant scientific com-
mittee’s recommendations. (Health Insurance Organisation 2020g)

The rules for the inclusion of medicines are laid down in the internal regulations of the General
Health System (Advisory Committee on Medicines, Subcommittees, compilation of a list of medi-
cines) of 2019 (Health Insurance Organisation 2019a). The Advisory Committee on Medicines eval-
uates applications for inclusion or removal from the positive list and gives recommendations to
the Board of Directors of HIO (ZupBoUALo) which takes the decision. The following criteria are
evaluated by the Advisory Committee:

a) documented clinical practice
b) documented scientific literature

~

pharmacoeconomic studies
results of internationally recognized scientific health technology assessments

(

(

(c

(

(e) the marketing authorisation / licensing status
(

(

(

(

e

f)

the therapeutic position of the product concerned in international guidelines
) alternative medicines included in the reimbursement list for this indication
the epidemiological evidence of the disease
the safety of the beneficiaries
cost-effectiveness
(k) the rational use of these medicines
(I) the optimal management of the HIO’s available resources
(m) the existence of alternative non-pharmacological treatments.

> Q
=

§

AT

The GHS Catalogue of Medicinal Products (KATAAOIOX AIAGEZIMQON ®APMAKEYTIKQN
TTPOIONTQN TeXY) includes originator, generic, biological and biosimilar medicines (Health
Insurance Organisation 2020d).

An appeal procedure for marketing authorisation holders is currently prepared.

The medicines included in the positive list are grouped into reference groups. For each reference
group, at least one product is defined as reference product whose costs are covered 100% by the
Health Insurance Organisation. If the beneficiary chooses a more expensive product than the one
HIO fully compensates for, he / she pays the so-called “Personal Contribution II” (Zuvelodopdc II)
which equals the difference between the price of the medicine covered by the GHS and the price
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of the medicines that the beneficiary chose. In addition, for each pharmaceutical package (regard-
less of the quantity dispensed), a co-payment of 1 euro has to be paid by the patient (Health
Insurance Organisation 2020g).

The maximum annual amount of co-payments is 75 euro for recipients of the Guaranteed Mini-
mum Income, the low-income pensioners and children up to the age of 21, and 150 euro for the
rest of the population. This ceiling incorporates all co-payments payable in any health care sector
(not only pharmaceuticals) (Health Insurance Organisation 2020c).

Reimbursement for inpatient medicines

In phase 2 of the health system reform also hospitals and inpatients services were integrated in
the Health Insurance System starting in September 2020. For the inatient sector, a national for-
mulary of medicines for public hospitals Catalogue Z (KATAAOIO Z) used to be maintained by the
Ministry of Health (Department of Pharmaceutical Services) advised by the Medicines Committee
(ETriTpoTric Papuckwy) (Ministry of Health 2019a). The Board of Directors of the Health Insurance
Organisation upon recommendation of the Advisory Committee on Medicines decided to adopt
this list. Catalogue Z refers to hospital medicines or day care medicines and are not included in
DRG fees. These medicines will be provided by HIO either through tenders or through agreements
with the marketing authorization holders. All products included in Catalogue Z can participate in
competitive procedures and/ or in negotiations, and will only be reimbursed after taking part in
these procedure with HIO. (Health Insurance Organisation 2020e) Until the competitive proce-
dures/negotiations are completed, only existing patients receive the medicines.

The Catalogue Z is available at this link: https://www.gesy.org.cy/sites/Sites?d=Desktop&lo-
cale=el_GR&lookuphost=/el-gr/&lookuppage=hiopharmacatalogues2020.

GHS participants do not need to pay anything for medicines administered while in hospital.

Agreements
Managed-entry agreements (MEA) were launched in September 2020 for a few medicines.

Generic substitution at community pharmacy level is allowed (indicative) in Cyprus with the
cheapest medicine of the same active substance and pharmaceutical form.

INN prescribing is allowed, but the IT system, from a technically perspective, does not provide
the option for INN prescribing.

Prescribing of certain medicines is subject to special regulations such as protocols / guidelines /

prescription restrictions (only by certain specialists) or pre-approval by the HIO (Health
Insurance Organisation 2020g).

] 4 © GOG 2021, PPRI Pharma Brief Cyprus 2021


https://www.gesy.org.cy/sites/Sites?d=Desktop&locale=el_GR&lookuphost=/el-gr/&lookuppage=hiopharmacatalogues2020
https://www.gesy.org.cy/sites/Sites?d=Desktop&locale=el_GR&lookuphost=/el-gr/&lookuppage=hiopharmacatalogues2020

4 Developments

The pharmaceutical landscape of Cyprus has been substantially reformed. The shift from a closed
formulary to a positive list has been a fundamental reform. Moreover, the engagement of all com-
munity pharmacies has transformed their operational status. This led to several reforms, such as
the introduction of generic substitution.

One of the most important changes is the introduction of MEA, in the wake of the positive list.

Due to the ongoing health reform many of the implemented new pharmaceutical policies are still
under evaluation or need to be evaluated regarding their impact on access to medicines in Cyprus.
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6 Annex

Annex 1: Stakeholders

Role

Name in local language (in Greek)

Website(s)

Competent authority
for marketing author-
isation of medicines

Ministry of Health (Department of
Pharmaceutical Services) /
DAPUARKEVTIKWYV YTTNPETLWV TOU
YTroupyeiov Yyeixg

https://www.moh.gov.cy/moh/phs/phs.nsf/dmli
ndex_gr/dmlindex_gr?opendocument

Competent authority
for pricing of medi-
cines

Ministry of Health (Department of
Pharmaceutical Services) /
DAPUARKEVTIKWYV YTTNPETLWV TOU
YTroupyeiou Yyeiog

https://www.moh.gov.cy/moh/phs/phs.nsf/dmli
ndex_gr/dmlindex_gr?opendocument

Competent authority
for reimbursement of
medicines (outpa-
tient)

Health Insurance Organisation (HIO) /
Opyoviouol AodaAlong Yyelxg
(OAY)

https://www.gesy.org.cy/sites/Sites?d=Desk-
top&locale=el_GR&lookuphost=/el-
gr/&lookuppage=home

Public payer(s) for
outpatient medicines

Health Insurance Organisation (HIO) /
Opyoviouol AodaAlong Yyelxg
(OAY)

https://www.gesy.org.cy/sites/Sites?d=Desk-
top&locale=el_GR&lookuphost=/el-
gr/&lookuppage=home

Public payers for in-
patient medicines

Health Insurance Organisation (HIO) /
Opyoaviopol AodpaALlong Yyelxg
(OAY)

https://www.gesy.org.cy/sites/Sites?d=Desk-
top&locale=el_GR&lookuphost=/el-
gr/&lookuppage=home

Patients organisations

Pancyprian Federation of Patient Asso-
ciations and Friends (PFPA)

Consumers organisa-
tions

Cyprus Consumers’ Association /
KuTrploko0 Zuvdéauou
KatovodwTtwy (KZK)

http://www.katanalotis.org.cy/

Pharmacy associa-
tions

Pancyprian Pharmaceutical Associa-
tion / TTaykOTTpLOG PXPUXKEVTLKOG
Z0ANoyog (TTd3)

Industry associations

Cyprus Association of Pharmaceutical
Companies (CAPC) / Z0vdeouog
dPUXKEVTLKWY ETxLpelov KOTTpou
(Z®EK)

http://capc.org.cy/
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Annex 2: Glossary

Community phar-
macies

Health care facilities which dispense medicines (prescription-only medicines
and/or non-prescription medicines, reimbursable and/or non-reimbursable med-
icines) to outpatients.

Co-payment

Insured patient’s contribution towards the cost of a medical service covered by the
health insurance. Can be expressed as a percentage of the total cost of the service
(percentage co-payment), as a fixed amount (prescription fee) or a deductible.

Cost-plus pricing

Pricing policy that determines a medicine price by taking into account production
costs, promotional expenses, research & development, administration costs, over-
heads and a profit that is considered ‘reasonable’.

Discount

A price reduction granted to specified purchasers under specific conditions prior
to purchase.

Dispensing fee

A fixed fee that pharmacies are allowed to charge per prescribed item instead of
or in addition to a percentage mark-up.

External price refer-

The practice of using the price(s) of a medicine in one or several countries in order

encing to derive a benchmark or reference price for the purposes of setting or negotiat-
ing the price of the product in a given country.
Free pricing Pricing policy, in which governments allow pharmaceutical companies to deter-

mine the price of the medicine they launch.

Generic substitution

Practice of substituting a medicine, whether marketed under a trade name or ge-
neric name (branded or unbranded generic), with a less expensive medicine (e.g.
branded or unbranded generic), often containing the same active ingredient(s).

Health Technology
Assessment (HTA)

A multidisciplinary process that summarises information about the medical, social,
economic and ethical issues related to the use of a health technology in a system-
atic, transparent, unbiased, robust manner. Its aim is to inform the formulation of
safe, effective, health policies that are patient focused and seek to achieve best
value.

INN prescribing

Requirements for prescribers (e.g. physicians) to prescribe a medicine by its Inter-
national Non-Proprietary Name (INN), i.e. the active ingredient name instead of
the trade name.

Managed-entry
agreement (MEA)

An arrangement between a manufacturer and payer/provider that enables access
to (coverage/reimbursement of) a health technology subject to specified condi-
tions. These arrangements can use a variety of mechanisms and are usually classi-
fied into financially-based and performance-based MEA.

Marketing authori-

A licence issued by a medicines agency approving a medicine for market use

sation based on a determination by authorities that the medicine meets the requirements
of quality, safety and efficacy for human use in therapeutic treatment.
Mark-up Percentage of the purchasing price added on to get the selling price.
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Pharmaceutical ex-

Total expenditure on pharmaceutical and other medical nondurables. This com-

penditure prises medicinal preparations, branded and generic medicines, patent medicines,
serums and vaccines, vitamins and minerals and oral contraceptives and other
medical nondurables such as bandages, elastic stockings, incontinence articles,
condoms and other mechanical contraceptive devices.

Policies Instruments, tools and approaches that allow policy-makers to achieve defined

objectives.

Price link policy

Practice of setting the price of a medicine (e.g. a generic or a biosimilar) in rela-
tionship to the price of another medicine (e.g. originator, biological reference
medicine), usually at a certain percentage lower.

Pricing (price set-
ting)

Act of determining the medicine price which is either taken by a pharmaceutical
company (free pricing) or is the competence (responsibility) of a competent au-
thority (price control).

Price negotiation

A pricing procedure, in which medicine prices are discussed and agreed (e.g. be-
tween manufacturer and third party payer).

Price regulation
(price control)

Pricing policies where government authorities set the price of a medicine and/or
indirectly influence it (e.g. statutory pricing, price negotiations, public procure-
ment).

Procurement

A process to purchase goods and services (e.g. medicines) that involves many
steps and many stakeholders based on national, or supranational, regulation, pol-

icies, structures and procedures.

Reference price sys-
tem

A reimbursement policy in which identical medicines (ATC 5 level) or therapeuti-
cally similar medicines (ATC 4 level) are clustered (reference group). The third
party payer funds a maximum amount (= reference price), while the patient must
pay the difference between the reference price and the actual pharmacy retail
price of the medicine, in addition to any co-payments.

Reimbursable medi-

cines

Medicines which are eligible for reimbursement. Expenses of reimbursable medi-
cines may be fully covered by third party payers, or only partially (a specific per-
centage).

Reimbursement

Coverage of the expenditure by a third party payer (e.g. social health insur-
ance/National Health Service).

Reimbursement list

A list that contains medicines with regard to their reimbursement status. It may
either include medicines eligible for reimbursement (positive list) or those explic-
itly excluded from reimbursement (negative list).

Tendering

Any formal and competitive procurement procedure through which tenders (of-
fers) are requested, received and evaluated for the procurement of goods, works
or services, and as a consequence of which an award is made to the tenderer

whose tender/offer is the most advantageous.
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Value-based pricing

Policy of authorities to set the prices of a new medicine and/or decide on reim-
bursement based on the therapeutic value that a medicine offers, usually assessed
through health technology assessment (HTA) or economic evaluation. In a full-
fledged VBP, the pricing and reimbursement systems are integrated, and the price
and reimbursement decision is taken jointly based on a value assessment.

Wholesale

All activities consisting of procuring, holding, supplying or exporting medicines,

apart from supplying medicines to the public.
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