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1. Introduction
Patient accessibility to expensive innovative medi-

cines remains one of the pressing issues in health care  
financing. Under martial law, this issue has become even 
more critical, as it’s necessary to ensure an uninterrupted 
supply of medicines, adapt existing financing mechanisms 
and seek new ways to make innovative treatments more 
accessible to patients [1]. Decisions regarding government 
funding for innovative medicines are often made under 
conditions of uncertainty. At the time these medicines  
enter the market, there may be insufficient data on their 
long-term efficacy and safety. At the same time, the high 
cost of such drugs can significantly increase healthcare 
system expenditures. Therefore, when making decisions, 
it’s important to consider both the state’s financial capacity 
and patients’ need for timely access to modern treat-
ments [2]. To solve this problem, approaches that reduce 
financial risks and account for uncertainly regarding treat-
ment outcomes are increasingly being considered. In par-

ticular, mechanisms for reimbursing the cost of drugs are 
being developed that involve risk-sharing between the 
government and pharmaceutical manufacturers [3, 4].

Managed Entry Agreements (MEA) have become 
one of the most common tools for addressing this issue. 
These agreements provide for risk-sharing mechanisms 
based on financial indicators or performance outcomes and 
are designed to facilitate patient access to innovative medi-
cines while eliminating uncertainly regarding their clinical 
and economic value [3, 5]. Experience in European Union 
countries shows that MEAs are most commonly applied to 
oncology, orphan, and other high-cost medicines; however, 
their implementation varies significantly depending on the 
organization of national health care systems, health tech- 
nology assessment (HTA) procedures, negotiation process-
es, and mechanisms for monitoring the implementation of 
concluded agreements [4, 6, 7]. Risk-sharing agreements are 
increasingly viewed as a logical extension of the HTA  
process, as HTA provides the evidence necessary to charac-
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terize uncertainty, assess the clinical and economic value of 
new medicines, and determine the appropriateness of spe-
cific risk-sharing arrangements [2, 5, 8].

Ukraine is among the countries that have integrated 
MEAs into their public financing system for medicines in 
recent years [9–11]. The introduction of national HTA, 
amendments to legislation allowing for the use of 
MEAs [12, 13], and the establishment of official negotiation 
procedures have created a new framework for decision-mak-
ing regarding the public procurement of expensive innova-
tive medicines [14–16]. At the same time, the availability of 
open data from the State Expert Center of the Ministry of 
Health of Ukraine and the Medical Procurement of Ukraine 
has made it possible to assess the practical implementation 
of this system [17, 18]. However, most Ukrainian studies 
have focused on the legal and regulatory aspects of MEAs, 
international experience, or the conceptual development of 
the national HTA system, while comprehensive studies of 
the practical implementation of the MEA framework re-
main limited [9, 10, 15, 16, 19, 20].

Despite the active implementation of MEAs in 
Ukraine, no comprehensive study has yet been conducted 

to analyze the relationship between HTA findings, the 
negotiation process, concluded agreements, the therapeutic 
profile of medicines, and trends over time in the imple-
mentation of the MEA framework. Such as analyses allows 
us to move beyond an examination of the regulatory 
framework to an assessment of its practical implementa-
tion and provides insight into how MEA functions as a tool 
for translating HTA recommendations into decisions  
regarding public funding for innovative medicines. 

The aim of this study was to analyze the implemen-
tation of MEAs in the field of public procurement of med-
icines in Ukraine and to identify the key trends in the de-
velopment of this system.

2. Research planning (methodology)
This retrospective descriptive study was de-

signed to evaluate the implementation of the MEA 
framework in Ukraine. The study methodology in-
volved the development of a database of medicines for 
which, as of July 2026, the possibility of concluding an 
MEA was being considered, followed by a descriptive 
analysis. The general study design is presented in Fig. 1.

Fig. 1. Methodological framework of the study



ScienceRise: Pharmaceutical Science ISSN-L 2519-4844; E-ISSN 2519-4852	 № 5(63)2026

33 

In the first stage, the study cohort was formed by 
comparing the results of the national HTA with publicly 
available information on the implementation of the MEA 
framework. Medicines met the inclusion criteria if the na-
tional HTA had been completed and an official decision had 
been made authorizing negotiations to conclude a MEA. 

In the second stage, a structural analysis of the study 
cohort was conducted. Medicines were classified according 
to their international non-proprietary names (INNs),  
approved indications, and therapeutic areas. To facilitate 
data interpretation, all indications were grouped into 3 ther-
apeutic categories: oncology; rare and genetic diseases (en-
zyme replacement therapy); and immunological and other 
systemic diseases. 

In the third stage the progression of medicines 
through the principal stages of the MEA framework was 
analyzed, from completion of the national HTA to the 
final decision regarding the conclusion of an MEA. In 
addition, the distribution of pharmaceutical companies 
by therapeutic area was examined, and temporal trends 
in the implementation of the MEA framework were ana-
lyzed based on the year in which national HTA conclu-
sions were published. 

3. Materials and methods
The study was based on officially available data 

from two national sources in Ukraine: the dashboard of the 
Medical Procurement of Ukraine, which provides infor-
mation on the implementation of the MEA framework, 
and national HTA recommendations published on the  
official website of the State Expert Center of the Ministry 
of Health of Ukraine. By integrating data from these 
sources, a unified database was established comprising 
medicines for which the conclusion of the MEA had been 
considered as of July 2026.

The initial list of medicines considered for MEAs 
was obtained from the Medical Procurement of Ukraine 
dashboard. This list was subsequently supplemented with 
information on the assessed indications, assessment 
dates, and HTA procedures from the corresponding  
national HTA conclusions published on the State Expert 
Center website. Records from the two sources were 
matched by INN and the indication assessed in the corre-
sponding national HTA conclusion. 

The study sample included medicines that had com-
pleted the national HTA process and had subsequently 
been considered for the conclusion of an MEA. In total, 
58 indications corresponding to 48 INNs were included 
in the analysis. Different indications for the same INN 
were counted as separate records, whereas each INN was 
counted once when calculating the overall number of 
unique INNs. Procedural statuses were extracted from 
the negotiation-status column, whereas decision  
outcomes were determined from the columns reporting 
the working group’s decision on concluding an MEA and 
the agreement-signing status. These variables were ana-
lyzed separately because they describe different aspects 
of the procedure (the reported negotiation status and the 
outcome of the decision-making process). Indications 
with no recorded authorization to conclude an MEA,  

negative decision, or signed agreement were classified as 
having no recorded final decision. 

The study employed general scientific and special-
ized research methods. Content analysis was used to col-
lect and process information from official open sources, 
which allowed us to systemize and generalize the ob-
tained data. Classification methods were applied to cate-
gorize medicines by therapeutic areas, stages of the MEA 
framework, and pharmaceutical companies. Structural 
analysis made it possible to determine the distribution of 
medicines across the selected categories. Comparative 
analysis was used to compare the representation of phar-
maceutical companies across different therapeutic areas, 
as well as to study the distribution of medicines across 
the stages of the MEA framework. The generalization 
method was applied to interpret the results and identify 
the main trends in the development of the MEA frame-
work in Ukraine. Statistical data analysis was performed 
using descriptive statistics. For categorical variables, ab-
solute frequencies and percentages were determined. 
The results are presented in tables and figures.

4. Results
The first stage of the analysis examined the distri-

bution of medicines for which the conclusion of MEAs 
had been considered in Ukraine. To facilitate interpreta-
tion of the findings, all indications included in the study 
were classified into therapeutic areas. Based on the  
clinical characteristics of the underlying diseases, three 
therapeutic categories were identified: oncology; rare 
and genetic diseases (enzyme replacement therapy); and 
immunological and other systemic diseases. The distri-
bution of indications across these therapeutic categories 
is presented in Table 1.

As shown in Table 1, oncology medicines accounted 
for the largest proportion of medicines considered for 
inclusion in the MEA framework, comprising 31 indica-
tions (53.4%) corresponding to 25 INNs. This finding is 
consistent with international practice, where MEAs are 
most applied to innovative anticancer medicines because 
of their high treatment costs and substantial clinical un-
certainty [7].

Table 1
Distribution of medicines in the MEA framework in 

Ukraine by therapeutic area

Therapeutic area Number 
of INNs

Number of 
indications

Share of total 
indications, %

Oncology 25 31 53.4
Rare and genetic 
diseases (enzyme 

replacement therapy)
10 10 17.2

Immunological and 
other systemic diseases 14 17 29.3

Total 48* 58 100.0
Note: Each INN was counted once within each therapeutic 
category, regardless of the number of indications. Lanreotide 
was included in two categories for different indications. There-
fore, the category-specific counts sum to 49, whereas the over-
all total comprises 48 unique INNs.
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The second largest group comprised medicines for 
immunological and other systemic diseases, accounting 
for 17 indications (29.3%). These medicines covered a 
broad range of severe chronic conditions requiring long-
term, high-cost treatment. Rare and genetic diseases, 
represented predominantly by enzyme replacement  
therapies, accounted for 10 indications (17.2%). Overall, 
these findings indicate that the MEA framework in 
Ukraine is primarily focused on improving access to in-
novative medicines in therapeutic areas associated with 
the greatest clinical and economic burden on the health-
care system. 

The next stage of the analysis examined the proce-
dural status and outcomes of decisions reported through 
the MEA system in Ukraine. All 58 indications included 
in the study underwent a national HTA and received  
approval to begin negotiations. Table 2 presents informa-
tion on the procedures and outcomes of decisions in two 
separate sections. 

Table 2
Distribution of indications across the stages of the MEA 

framework in Ukraine

Procedural status or decision outcome Number of 
indications

Share, 
%

A. Reported procedural status 
Proposal submitted to the working group 24 41.4

Invitation to negotiations issued 1 1.7
Negotiations not initiated 10 17.2

Negotiations ongoing 17 29.3
Negotiations completed 4 6.9

Request submitted to the Ministry of 
Health to clarify procurement volumes 2 3.4

B. Decision outcomes
MEA signed 23 39.7

No authorization granted to conclude an 
MEA (negative decision) 1 1.7

No final decision on concluding an MEA 
recorded 34 58.6

Total for decision outcomes 58 100.0

Note: sections A and B describe different dimensions of the 
procedure and should not be added together.

As shown in Table 2, all 58 indications included in 
the study received approval to begin negotiations after 
undergoing a national HTA. The largest share (41.4%) 
concerned proposals submitted to the working group, 
while 29.3% were reported as undergoing negotiations. 
These categories were considered separately and were 
not combined to estimate the proportion of indications 
awaiting a final decision. Negotiations were reported as 
completed for 6.9% of indications. While in 17.2% of 
cases they had not yet begun. For 2 indications (3.4%), 
requests had been submitted to clarify procurement  
volumes, and an invitation to negotiations had been  
issued for 1 indication (1.7%). These procedural statuses 
were distinguished from decision outcomes: as of July 
2026, MEAs had been signed for 23 indications (39.7%), 
a negative decision had been recorded for 1 indica-
tion (1.7%), and no final decision on concluding an MEA 

recorded for 34 indications (58.6%). Among the 23 indi-
cations for which MEAs had been signed, the negotia-
tion-status field showed «negotiations completed» for 4 
and «proposal submitted to the working group» for 19. 
The number of signed MEAs was therefore determined 
from the agreement-signing field, separately from the 
reported negotiation status. 

The next stage of the analysis examined the distri-
bution of pharmaceutical companies participating in the 
MEA program by therapeutic area. All indications  
included in the study were classified according to the 
manufacturing pharmaceutical company and the three 
predefined therapeutic categories. Different legal entities 
belonging to the same corporate group were grouped 
under the name of a single company. The results are  
presented in Table 3.

Table 3
Distribution of indications included in the MEA 

framework in Ukraine by pharmaceutical company  
and therapeutic area

Pharma-
ceutical 

company

Oncol-
ogy

Rare and genetic 
diseases (enzyme 

replacement 
therapy)

Immunologi-
cal and other 

systemic 
diseases

Total

Roche 7 0 6 13
Takeda 3 3 2 8

AstraZeneca 5 0 0 5
MSD 3 0 2 5
Pfizer 3 1 1 5

Novartis 3 0 1 4
Sanofi 0 4 0 4
Ipsen 2 0 1 3

Astellas 2 0 0 2
BioMarin 0 2 0 2

Other  
companies 3 0 4 7

Total 31 10 17 58

The analysis demonstrated substantial variation in 
the representation of pharmaceutical companies across 
therapeutic areas within the MEA framework. Roche had 
the largest portfolio, with 13 indications distributed across 
oncology and immunological diseases. Takeda ranked 
second with eight indications. Both Takeda and Pfizer 
were represented in all three therapeutic areas, reflecting 
the most diversified portfolio among the manufacturers 
included in the study. In contrast, AstraZeneca, Astellas, 
Sanofi, and BioMarin were represented in only a single 
therapeutic area, indicating a more specialized portfolio. 

Comparison across therapeutic areas revealed dif-
ferent levels of market concentration. Oncology involved 
the largest number of participating companies: however, 
24 of 31 indications (77.4%) were accounted for by only 
six manufacturers (Roche, Takeda, AstraZeneca, MSD, 
Pfizer, and Novartis). In contrast, all indications for rare 
and genetic diseases were represented by only four com-
panies (Takeda, Sanofi, BioMarin, and Pfizer), with 
Takeda and Sanofi together accounting for 70.0% of indi-
cations in this category. In the immunology and other 



ScienceRise: Pharmaceutical Science ISSN-L 2519-4844; E-ISSN 2519-4852	 № 5(63)2026

35 

systemic disease category, Roche accounted for 6 of 
17 indications (35.3%), followed by Takeda and MSD 
with 2 indications each (11.8% each). These figures  
describe the distribution of indications within the study 
cohort rather than market concentration. 

To assess the evolution of the MEA framework in 
Ukraine, the distribution of national HTA recommenda-
tions was analyzed according to the year in which they 
were issued (Fig. 2). This temporal analysis illustrates the 
development of the MEA framework between 2021 and 
2026 and reflects changes in the number of national HTA 
recommendations that served as the basis for considering 
the conclusion of MEAs.

As shown in Fig. 2, the number of national HTA 
recommendations supporting consideration of MEAs 
remained stable in 2021 and 2022, with six recommen-
dations issued each year. From 2023 onwards, a clear 
upward trend was observed, suggesting a transition of 
the MEA framework from its initial implementation 
phase towards more systemic use within the public  
procurement of medicines. Although the number of 
recommendations declined slightly to 10 in 2024, the 
overall upward trend continued, reaching a peak of 
21 recommendations in 2025. This pattern may reflect 
not only the expanding use of MEAs but also the  
increasing role of national HTA as a key component of 
decision-making for the public procurement of high-
cost innovative medicines. As of July 2026, only three 
medicines had completed the national HTA process; 
therefore, the data for 2026 are not directly comparable 
with those of previous years. 

Overall, the findings demonstrate the gradual  
expansion of the MEA framework in Ukraine between 
2021 and 2026. Its application has been concentrated 
primarily in oncology, as well as in the treatment of  
immunological, systemic, rare, and genetic diseases. 
However, by July 2026, final decisions had been reached 
for fewer than half of the included indications: 23 resulted 
in signed MEAs, 1 received a negative decision, while 
34 indications remained under consideration. The distri-
bution of pharmaceutical companies reflected a combi-

nation of broad therapeutic portfolios among several 
manufacturers and a high degree of specialization among 
others within specific therapeutic areas. 

5. Discussion
To our knowledge, this is the first comprehensive 

study dedicated to the implementation of the MEA 
framework in Ukraine. The study analyzes the medicines 
considered under this mechanism, their therapeutic areas, 
the stages of the procedure, and the involvement of phar-
maceutical companies. It also examines changes in HTA 
recommendations over time. The results show that MEA 
is gradually becoming part of the system for public fi-
nancing of expensive innovative medicines. At the same 
time, this mechanism is still in the implementation phase 
in Ukraine. 

Most of the indications included in the study  
related to oncology – 31 out of 58, or 53.4%. This is con-
sistent with findings from other countries, where MEAs 
are often applies to expensive oncology medicines. [7] 
documented their use across European countries, high-
lighting differences in agreement types and their applica-
tion to different indications. Ferrario et al. [6] identified 
oncology and diabetes as prominent therapeutic areas for 
MEAs in Central and Eastern Europe. However, direct 
numerical comparisons are limited by differences in 
study populations and observation periods. In our study, 
46.6% of the indications related to other diseases, includ-
ing immunological, systemic, rare and genetic conditions. 
This indicates that the Ukrainian MEA framework  
covers several therapeutic areas in which patients require 
expensive innovative treatments.

All 58 indications included in the study completed 
the national HTA process and received approval to begin 
negotiations. This demonstrates the important role of 
HTA within the mechanism under consideration. Fer-
rario and Kanavos [3] also described the relationship 
between assessment, uncertainty management, and 
agreement implementation, while identifying significant 
differences in management systems and agreement types 
across countries. Their findings provide an international 
context for the Ukrainian algorithm, although this study 
did not assess whether specific HTA outcomes influ-
enced the results of the negotiations.

As of July 2026, MEAs had been signed for 23 of 
the 58 indications (39.7%), and a negative decision had 
been recorded for 1 indication (1.7%). For the remaining 
34 indications (58.6%), no final decision on concluding an 
MEA had been recorded in the publicly available data. 
Ferrario et al. [6] identified administrative requirements 
and the resources needed to implement and review condi-
tions as current challenges in Central and Eastern Europe. 
These observations confirm the need for further study of 
organizational aspects in Ukraine. However, this study did 
not analyze the duration of individual procedures or the 
reasons for unresolved cases. Further research should  
determine which factors influence the duration of negotia-
tions and how this process can be improved.

An analysis of pharmaceutical companies showed 
that their presence in various therapeutic areas varies. 

Fig. 2. Distribution of national HTA recommendations 
supporting consideration of MEAs in Ukraine, by year 

(2021–2026): * – data as of July 2026
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Roche had the largest number of indications (13), while 
Takeda and Pfizer were represented in all three therapeutic 
areas. At the same time, medicines for the treatment of 
rare or genetic diseases were concentrated in the portfolios 
of a relatively small number of manufacturers. This may 
be explained by the specific characteristics of the orphan 
medicine market. The results indicate that companies’  
specializations and the composition of their portfolios can 
influence negotiation strategies, the level of competition, 
and the feasibility of applying various MEA models. 

The number of national recommendations to con-
sider entering into MEAs increased from 6 in 2021 to 21 
in 2025. This indicates the gradual spread of this mecha-
nism in Ukraine. These findings support the need for 
systematic monitoring of MEA procedures and agree-
ment outcomes, including further assessment of negotia-
tion duration. 

Practical significance. The results of the study pro-
vide the first systematic overview of the implementation of 
the MEA mechanism in Ukraine based on open national 
data. They can be used by the Ministry of Health of Ukraine, 
the Medical Procurement of Ukraine, and other stakehold-
ers involved in this process. The findings will help assess 
the current status of the mechanism′s implementation, iden-
tify the stages where the greatest delays occur, and improve 
the negotiation process. In addition, the results can be used 
when planning the procurement of innovative medicines, 
improving the regulatory framework for MEA, and  
developing indicators to evaluate the implementation of 
concluded agreements and the outcomes of their application. 

Study limitation. This study was based on publicly 
available data from «Medical Procurements of Ukraine» 
and the State Expert Center of the Ministry of Health of 
Ukraine. Therefore, the comprehensiveness of the analysis 
depended on the volume and level of detail of the pub-
lished information. These data did not allow for an assess-
ment of the confidential financial terms of the contracts, 
budget savings, clinical outcomes. The results reflect the 
status of the MEA mechanism’s implementation as of 
July 2026. Data for the incomplete year of 2026 are not 
directly comparable to data from previous full years.

Prospects for further research. Future research 
should focus on determining the duration of individual 
stages of the MEA procedure, examining the factors that 
influence the successful completion of negotiations, and 
evaluating the clinical, economic, and budgetary outcomes 
of concluded agreements. It’s also important to compare 
Ukraine’s MEA mechanism with the approaches used in 
European Union countries to determine the potential for 
applying their experience in Ukraine. Particular attention 
should be paid to evaluating the effectiveness of various 
MEA models and developing a system of indicators to 
monitor their implementation and determine their impact 
on patients’ access to innovative medicines. 

6. Conclusions
1. This study is the first comprehensive analysis of 

the implementation of the MEA framework in Ukraine, 
based on data from national HTA and the subsequent 
negotiation process. The analysis covered 58 indications 

corresponding to 48 INNs. Most indications were in on-
cology (31; 53.4%), followed by immunological and other 
systemic diseases (17; 29.3%) and rare and genetic  
diseases (10; 17.2%).

2. All 58 indications included in the study had 
completed national HTA and received authorization to 
initiate negotiations. As of July 2026, MEAs had been 
signed for 23 indications (39.7%), a negative decision had 
been recorded for 1 indication (1.7%), and no final deci-
sion on concluding an MEA had been recorded for 34 in-
dications (58.6%).

3. The analysis demonstrates that the distribution of 
pharmaceutical companies varied significantly depending 
on therapeutic areas. Thus, Roche had the largest portfo-
lio (13 indications), while Takeda and Pfizer were repre-
sented in all three therapeutic areas. The results reflect 
differences in therapeutic specialization among the phar-
maceutical companies represented in the study. 

4. The number of national HTA conclusions sup-
porting consideration of MEAs increased from 6 in 2021 
to 21 in 2025. Overall, the results provide the first sys-
tematic data on the current implementation of the MEA 
framework in Ukraine and may contribute to further 
policy development, the optimization of negotiation pro-
cedures, and improved access to innovative medicines.
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