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Compared to the previous year, the share of healthcare expenditure in the state budget of Ukraine has decreased, which is associated
with increased funding for the security and defense sector. In terms of gross domestic product, healthcare spending has reduced to 2.8 %,
which corresponds to the figures for 2019. These circumstances indicate the importance of proper budget utilization, including effectively
regulating medicine prices. One of the key elements of rational healthcare budget usage is the development and implementation of exter-
nal reference pricing (ERP). A well-formulated and implemented ERP policy for pharmaceuticals contributes to improving patient access
to essential medicines (EMs).

The aim of this study is to analyze the current status of ERP implementation in Ukraine and provide recommendations for improving
this policy.

Materials and methods. During the research process, an analysis of the ERP’s current regulatory framework was conducted, and ERP
implementation in Ukraine was assessed according to adherence to the 14 best practice principles of ERP proposed by Sullivan, Kanavos
& Kalo in 2015.

Results. In Ukraine, ERP has been introduced for medicines from the National Essential Medicine Lists (NEML) and the “Affordable Me-
dicines” program. The Ministry of Health (MoH) of Ukraine has approved a Register of marginal wholesale prices for medicines purchased
with state budget funds and subject to price regulation. Currently, the register includes 1239 medicinal products, of which 1233 are from
NEML and 6 have undergone Health Technology Assessment (HTA). Approximately 58 % of medicines have a set price through ERP, 24 %
are regulated by internal reference pricing (IRP), and nearly 18 % have declared prices. This indicates a lack of uniformity in approach-
es to price regulation for medicines and requires further improvements. According to the latest update of the Register of medicines for
reimbursement under the state medical guarantees program, there are 486 medicines, including 72 insulins and 21 immunosuppressive
medicines (184 medicines are provided with co-payment). Different approaches, including different reference countries and price calcula-
tion algorithms, are applied for the price regulation of medicines in NEML and the “Affordable Medicines” program. An assessment of the
implementation of the ERP system in Ukraine based on the 14 best practice principles of ERP proposed by Sullivan, Kanavos & Kalo in
2015 showed that the current policy does not adhere to all principles.

Conclusions. The analysis revealed different approaches to pricing for medicines NEML and the “Affordable Medicines” program, indi-
cating the need for harmonizing pricing policies for different lists. The adoption of a unified positive list can contribute to improving pricing
policies and efficient resource utilization. Collecting, disseminating, and exchanging data on drug prices is crucial to support transparency
in pricing and its control. Regular monitoring of prices in the market will help ensure compliance with pricing policies and take appropriate
measures in case of violations. The implementation of a unified pricing regulation policy for medicines in Ukraine is an important step
towards European integration and compliance with international standards.
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30BHiLWHE pediepeHTHe LiHOYyTBOPEHHA Ha Nikapcbki 3aco6m B YKpaiHi: ocTaHHi TeHAeHLUji
J1. 1. KyuepeHko, . B. HixeHkoBcbka, H. B. Wonoriko, J1. O. lMana, H. O. Jautok

lMopiBHAHO 3 NOMepeaHiM POKOM YacTKa BUAATKIB Ha OXOPOHY 30OPOB’S B AepxaBHOMY GtomxeTi YkpaiHu 3MeHLwmnacs, Lo noe’s3aHo
3i 30inblIeHHAM diHaHCyBaHHs cekTopa 6e3nekn i obopoHu. Y BigcoTkax Ao BBIT obcsr BUTpaT Ha OXOPOHY 340POB’S CKOPOUYETHCS
1o 2,8 %, wo siagnosigae nokasHunkam 2019 poky. Lli haktv cBigyaTh Npo BaxnMBICTb HANEXHOMO BUKOPUCTaHHS BIopxeTy, BKMOYaum
edheKkTMBHE perynioBaHHs LiH Ha Nikapcbki 3acobu.

OnuH 3 OCHOBHYX €MEMEHTIB paLlioHanbHOTO BUKOPUCTaHHS BOKETY ranysi OXOpOoHW 300POB’'st — po3p0o6NeHHS 11 BIPOBaAKEHHS 30BHILL-
HbOTO pedepeHTHOro LiHoyTBopeHHs (PLL). HanexHnm ynHom ccopmynboBaHa Ta peanisoBaHa nonituka 30BHiwHboro PL| Ha dhapmaue-
BTUYHI NpenapaTu Cnpuysie NOKpaLLEeHHI0 OCTYNy NauieHTiB O OCHOBHWX Nikapcbkux 3acobis (J13).
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OpueiHaribHi 0oCidxeHHs!

Meta po6oTu — aHani3 Cy4acHoro ctaHy BnpoBaKeHHs 30BHiwHboro PL| Ha J13 B YkpaiHi Ta HagaHHa pekomeHaaLin AN NoKpaLLeHHs
Liel NpaKkTuKK.

Matepianu Ta MeToau. Y npoLeci LOCiLKEHHS NpoaHaniayBanm YuHHy HopMaTUBHO-NPaBoBY 6a3y OO 30BHILIHLOrO PLI, ouiHumm Brpo-
Ba[PKEHHS 30BHiLLHbOrO PL| B YkpaiHi 3rigHo 3 14 npuHumMnamu 3oBHiLLHboro PLI, o 3anponoHoBaHi Sullivan, Kanavos & Kalo B 2015 poui.

Pesynkratu. B YkpaiHi 3anpoBagkeHo 3oBHiwHe PLL ans J13 i3 HawioHansHoro nepeniky ocHOBHYX Nikapcbkux 3acobis (Haunepenik) Ta
nporpamu «JoctynHi nikny. MO YkpaiHu 3aTBepmkeHo PeecTp rpaHWyHMX ONTOBO-BiAMYCKHUX LiH Ha Aeski J13, ki 3akynoByoTbCs 3a
KOLUTW AepXXaBHOrO GIOKETY Ta MiANSAralTb PerynoBaHHIo LiH. HuHi peectp Bkntoyae 1239 nikapcbkux 3acobis: 1233 J13 — i3 Haune-
peniky, 6 J13, — ski NponLLNKM OLiHIOBaHHA MeauyHMX TexHonorii. Marxe 58 % J13 maioTb BCTaHOBREHY LiHY Yepesd 30BHiHE PLL, 24 %
13 peryntototbes BHyTpiwHiM PLL, maitxe 18 % J13 3apgeknapysanu uiHu. Lle cBigunTb Npo HEOZHOPIAHICTb MiAXOM4IB A0 PEryrntoBaHHs
uiH Ha J13 i noTpebye BoockoHaneHHs. 3rigHoO 3 OCTaHHIM OHOBMEHHAM PeecTpy nikapcbkux 3acobis, SKi NignNAratoTb BiALLIKOAYBaHHIO 3a
NpOrpamMoto AepxaBHUX MEONYHUX rapaHTil, iHaekcyoTb 486 HalMeHyBaHb, BKMOYaoun 72 HANMEHYBaHHS iHCYMIHIB i 21 HaNMeHYBaHHS
iMyHOCynpecuBHWX Npenaparis (184 HalimeHyBaHHs — i3 gonnaroto). [ins peryntoBaHHs LiH Ha J13 y Haunepeniky Ta nporpami «[JocTynHi
MiK1y» 3aCTOCOBYIOTb Pi3Hi MiAX0AM, BKIKOHAI0UM PidHY KiNbKiCTb pepepeHTHUX KpaiH i pisHi anroputmm podpaxyHky LiH. OLiHioBaHHS BMpo-
Ba[KEHHS cMCTeMM 30BHiLLHBbOTO PL B YkpaiHi Ha 0CHOBI METOA0IOTT ePEKTUBHOIO BNPOBaAXKEHHS 30BHiLHLOrO PLL, siky 3anponoHysanu
Sullivan, Kanavos & Kalo y 2015 poui, nokasarno: YuHHa cuctema He BinoBigae BCiM NpUHLMNam epekTUBHOrO 30BHiLLHbOrO PLL.

BucHoBku. AHania nokasas pi3Hi niaxoam Ao LiHOYTBOPEHHS ANs nikapCbkux npenapartis i3 Haunepeniky Ta nporpamu «[JocTynHi nikuy; ue
CBiAUNTb NPO NOTPEBY B Y3romKeHHI LIHOBOT MOMITVKMN AN1S Pi3HUX NEPENiKIB. YXBaNEHHs €AMHOMO MO3UTUBHOTO neperniky 113 moxe cnpusti
MOKPALLEHHIO MOMITUKW LiHOYTBOPEHHS Ta ePEKTUBHOMY BUKOPUCTaHHIO pecypciB. 36ip, NoLMpeHHs 1 0BMiH aaHnmm npo Likv Ha J13 €
KIMKYOBUM NS MiATPUMKA NPO30POCTi B LIIHOYTBOPEHHI Ta KOHTPOSO HaA HUM. PerynsipHui MOHITOPUHT LiH Ha pUHKY JacTb 3Mory 3abes-
NeYNTN JOTPUMAHHS LLIHOBOI NMOMNITUKMA Ta BXWTU BIZNOBIAHWX 3aX0fiB y pasi nopyLieHb. 3anpoBaXeHHs EAWHOI MOMITUKW perynioBaHHS
UiH Ha J13 B YkpaiHi € Baxn1BuM KPOKOM Ha LUNSXY A0 €BPOIHTErpauii Ta BignoBigHOCTI MiXXHapOAHUM CTaHAapTaMm.

KntkoyoBi cnoBa: nikapcbki 3acobu, pedhepeHTHE LiiHOYTBOPEHHS, 30BHILLHE pedhepeHTHE LiIHOYTBOPEHHS, OLLiHKa MeANYHMX TEXHOMOTIN.
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The overall objectives of pricing policy should be clearly
focused on achieving equitable access to high-quality medi-
cines for patients, ensuring a price-quality ratio based on
improving population health indicators [1].

Healthcare expenditures in Ukraine have shown positive
dynamics year after year. From UAH 133.2 billion in 2020,
healthcare expenditures increased to UAH 196.8 billion in
2022 [2,3]. Planned healthcare expenditures for 2023 are
approximately UAH 176.9 billion. Compared to the previous
year, the share of healthcare expenditures in the state budget
has decreased, which is associated with increased funding for
the security and defense sector. In terms of gross domestic
product (GDP), healthcare spending is reduced to 2.8 %,
which corresponds to the figures of 2019 [4]. These circum-
stances indicate the importance of proper budget utilization,
including effectively regulating medicine prices.

One of the key elements of rational healthcare budget
utilization is the development and implementation of ex-
ternal reference pricing (ERP). A properly formulated and
implemented ERP policy for pharmaceuticals contributes to
improving patient access to EMs [5].

Aim

The aim of this study is to analyze the current status of ERP
implementation in Ukraine and provide recommendations
for improving this policy.

Materials and methods

During the research process, an analysis of the ERP’s current
regulatory framework was conducted, and ERP implemen-
tation in Ukraine was assessed according to adherence to
the 14 best practice principles of ERP proposed by Sullivan,
Kanavos & Kalo in 2015 [6,7].

Results

We have considered ERP establishment for medicines from
the National Essential Medicine Lists (NEML) [8] and the
“Accessible Medicines” program [9,10].

Pricing policy for medicines from NEML. In 2019, Ukraine
introduced a reference pricing model for medicines pur-
chased by healthcare facilities using state or local budgets.
As of January 2022, reference pricing was applied to 23
international non-proprietary names (INNs) from NEML. By
the end of 2022, the implementation of new regulations led
to the expansion of reference pricing to all medicines from
NEML [11,12,13].

Currently, state regulation of prices for medicines included
in the NEML is conducted through three scenarios:

— By setting marginal wholesale prices based on ERP,
taking into account prices in five reference countries: Poland,
Slovakia, Hungary, the Czech Republic, and Latvia[11,12,13].

— In the absence of prices for medicines in four of five
reference countries, prices for medicines are set based on
prices in Ukraine obtained from market research data (internal
reference pricing, IRP) [11,12,13].

— In case there are no prices for the specified medicines in
reference countries and in Ukraine, marginal wholesale prices
are declared in accordance with the Resolution of the Cabinet
of Ministers of Ukraine dated July 2, 2014, No. 240, “On
declaring changes in wholesale prices for medicines” [13,14].

The calculation of marginal wholesale prices is based on
referent prices (RPs) obtained from official sources of refer-
ence authorities. It is carried out by INN, dosage form, and
dosage of medicines per unit of dosage form. RPs are formed
taking into account identical pharmaceutical characteristics
of medicines (INN, dosage form, dosage, quantity of dosage
forms in packaging). If pharmaceutical characteristics of
medicines (dosage, quantity of dosage forms in packaging)
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are absent in reference countries, RP is determined based
on the price per unit of active substance (1 ml for solution,
1 mg for solid form).

RPs for medicines are established in the national currency
without accounting for delivery costs, retail mark-up, and
value-added tax (VAT).

For ERP, the conversion of RPs from foreign currencies to
the national currency is carried out at the official exchange
rate set by the National Bank of Ukraine on the date of price
determination.

The MoH of Ukraine has approved a Register of marginal
wholesale prices for certain medicines purchased with state
budget and subject to RP. Currently, the register of marginal
wholesale prices includes 1239 medicines [15]: 1233 medi-
cines from the NEML, 6 medicines that have undergone
Health Technology Assessment (HTA).

For 58 % of medicines, prices are calculated through ERP,
for 24 % through IRP, and almost 18 % through price decla-
ration. This demonstrates a heterogeneous approach to price
regulation for medicines and requires further improvement
(Fig. 1).

Pricing policy for medicines in the “Accessible Medicines”
program [8]. According to the latest update of the Register of
Medicines eligible for reimbursement under the state medi-
cal guarantees program as of February 14, 2023, there are
486 items, including 72 insulins and 21 immunosuppressive
medicines (184 items are provided with co-payment) [16].

There are various approaches to setting prices for medicines
within the “Accessible Medicines” program:

1. Price regulation for medicines with a single active
substance is conducted by comparing prices in 5 reference
countries, including Poland, Slovakia, Hungary, the Czech
Republic, and Latvia. The marginal wholesale price for
medicines is calculated as the maximum cost of a daily dose
of the corresponding dosage form, calculated through ERP,
without considering supply and distribution mark-ups and
VAT. The calculation uses the median of registered prices
for each dosage form in terms of DDD.

Table 1. Adherence to the 14 best practice principles by Ukraine ERP system

[z J-[ aze |- [ eHma

721 (58 %) 297 (24 %) 221 (18 %)
ERP IRP Declared

Fig. 1. Quantitative characteristics of the register of marginal wholesale
prices.

2. Price regulation for insulins is conducted by comparing
prices in 8 reference countries, including Poland, Slovakia,
Hungary, the Czech Republic, Latvia, Bulgaria, Greece, and
Romania. The marginal wholesale price for insulins is the
maximum cost of the primary package of reimbursable in-
sulin within the respective reference group, calculated based
on ERP per international unit of insulin preparation and the
quantity of international units in the primary package, without
considering supply and distribution mark-ups and VAT.

3. The marginal wholesale price for combined medicines
(containing two or more active substances) is determined as
the maximum price for the respective dosage form for tablets,
capsules, and modified-release tablets, or for the primary pack-
age of the medicine for granules, liquids, powders, inhalation
powders, inhalers, nebulizers, calculated based on ERP without
considering supply and distribution mark-ups and VAT.

The National Health Service of Ukraine (NHSU) recalcu-
lates the marginal wholesale prices for medicines purchased
and/or reimbursed from the budget under the “Accessible
Medicines” program twice a year (in January and July).

The analysis of determining the marginal wholesale prices
for medicines purchased from the state budget has shown a
diverse approach to price regulation for drugs in NEML and
drugs purchased under the “Accessible Medicines” program.

Additionally, we conducted an evaluation of the imple-
mentation of ERP policy in Ukraine based on the 14 ERP
best practices proposed by Sullivan, Kanavos & Kalo in
2015 (Table 1).

Best practice principles of ERP ERP in Ukraine: Directions of discussions

The objectives of ERP systems should be clear and align with
health system objectives

It is necessary to develop a clear strategy for aligning ERP with the overall goals of the
healthcare system, including the usage of appropriate regulatory frameworks and involving
a wider range of stakeholders

ERP systems should focus on in-patent products considered for

The existing pricing policy requires further refinement, particularly in terms of clearly distin-
the purposes of coverage, pricing, and reimbursement decisions | guishing between approaches to pricing for patented and generic medicines

Prices developed via ERP do not override HTA conclusions or
value-based price approaches

Currently, only 19 medicines are included in the NEML based on HTA recommendations [8].
There is a need to set up a transparent mechanism for establishing a connection between
ERP and HTA

The ERP system should have administrative simplicity and
transparency

Updating the list of reference countries, transparency of price sources, currency regulation
clarity, improvement of appeal procedures, as well as the introduction of a unified positive
list will contribute to the optimization of administrative processes and increase accountability
in the healthcare system

Stakeholders should participate in the design and review of the
ERP system

Ukraine currently has no clear mechanism for involving stakeholders in the pricing process-
es. Exploring the possibility of expanding the participation of different stakeholders in the
development and updating of ERP will help improve decision-making processes and policy
implementation in this area
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Cont. of table 1.

Best practice principles of ERP

Stakeholders are able to appeal regulator decisions

ERP in Ukraine: Directions of discussions

In the regulatory documents of Ukraine, clear criteria for stakeholders to challenge the
regulator’s decisions regarding pricing are not defined

Reference countries should be selected based on similarities in
economic status and health system objectives

The establishment of clear criteria for the inclusion and exclusion of reference countries
is necessary to create a transparent approach. Furthermore, considering the difference
in GDP between Ukraine and other reference countries, it is crucial to make calculation
adjustments to ERP

International implications of ERP implementation should be
considered

There is no information regarding the potential impact of implementing ERP in Ukraine
on international consequences

Publicly available ex-factory prices should form the basis of the
ERP system

There is an issue of availability transparent information regarding ex-factory prices. To im-
prove the ERP, it is important to develop clear criteria for selecting official sources from
reference countries and determine the frequency of their updates. The creation of a corre-
sponding IT infrastructure will help enhance market monitoring and data collection. Ukraine
should explore the possibility of gaining access to international official databases, such as
EURIPID, which are widely used in Europe [17]

The mean of prices in reference countries should be used

We consider it acceptable to use different approaches to ERP (such as the lowest, median,
or average of the three lowest prices) in the context of Ukraine

ERP system respects the patent status of products it covers based
on the provision of IP that prevails in the reference country

Ukraine complies with the legislation on pharmaceutical patents [18]

ERP formula should avoid the impact of exchange rate volatility

It is necessary to establish a unified approach for price revision to address the challenges
posed by exchange rate fluctuations

Price revisions should be kept to a minimum and should be
carried out consistently to avoid the perception of opportunistic
behaviour

Additional clarifications are needed within the pricing policy regarding the frequency of price
revision and the relevant processes aimed at achieving this goal

ERP-based prices should be aligned with other tools used when
negotiating reimbursement

Further analysis and discussion are needed on how ERP is used in conjunction with other
recommended pricing policies by the WHO [5]

Discussion

During the analysis, we noticed varying ERP approaches for
different access programs that procure medicines using the
state budget. This issue has been previously emphasized by
some Ukrainian researchers in their studies. Nevertheless, the
legislative framework in Ukraine has not been yet aligned
with these findings, which can result in confusion and reduced

transparency.

Conclusions

1. The analysis revealed different approaches to pricing
for medicines NEML and the “Affordable Medicines” pro-
gram, indicating the need for harmonizing pricing policies
for different lists. The adoption of a unified positive list can
contribute to improving pricing policies and efficient resource

utilization.

2. Collecting, disseminating, and exchanging data on drug
prices is crucial to support transparency in pricing and its
control. Regular monitoring of prices in the market will help
ensure compliance with pricing policies and take appropriate

measures in case of violations.

3. The implementation of a unified pricing regulation
policy for medicines in Ukraine is an important step towards
European integration and compliance with international

standards.
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