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Dr. Stamen Bankovski was dismissed with Order No. 544/4 dated
14.10.2025 by the Director of the NCPHA. Pursuant to Order No. RD-
191/07.04.2026 of the Director of the NCPHA and on the basis of
Protocol No. 14 dated 06.04.2026 from the first meeting of the
scientific jury, | was appointed as an external member of the Scientific
Jury, by virtue of which | present this review.

The review has been prepared in accordance with the Academic Staff
Development Act, the Regulations for its implementation, and the
Regulations for Academic Staff Development at the NCPHA.

EDUCATION AND CAREER DEVELOPMENT

Dr. Stamen Georgiev Bankovski was born on September 25,
1968, in Sofia. He obtained a Master's degree in Medicine in 1995. In
2025, he acquired a specialty in “Health Economics” at the Medical
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University — Varna. During his professional career, Dr. Bankovski
completed a number of training courses enhancing his professional
competence.

Dr. Bankovski's professional career includes more than 30 years
of experience in the pharmaceutical industry in the field of marketing
and management of innovative pharmaceutical companies such as
Abbott, Sanofi, and currently Astellas. He has held the position of
Executive Director and managed organizations in several European
countries.

His main expertise lies in the development, organization, and
implementation of strategies for introducing innovative medicinal
products and health technologies into practice. His career is closely
connected with work in leading companies involved in the development
of modern therapeutic approaches and high-tech medical solutions.

He is the author and co-author of scientific publications in
Bulgarian and internationally indexed journals, as well as a participant
in scientific conferences and research projects. He is proficient in
English, German, and Russian, which he actively uses in his
professional and scientific activities.

RELEVANCE OF THE DISSERTATION TOPIC

The relevance of the dissertation topic is indisputable. It is
dedicated to access to gene and cell therapies — a particularly
significant field from both a scientific and practical point of view. This
is determined by the fact that it directly contributes to understanding
the processes of assessment, regulation, and clinical application of
these innovative therapies.

The dissertation evaluates how the Bulgarian healthcare system
could address unmet medical needs and the economic burden of
diseases. Despite the formal availability of regulatory and health
technology assessment mechanisms, the specific characteristics of




gene therapies may lead to delays in actual access or to a limited
number of patients treated in the country. From a healthcare policy
perspective, delaying or restricting access to gene and cell therapies
may cause measurable loss of health benefits in severe, difficult-to-
treat, and life-threatening diseases for which adequate treatment is
often unavailable. Delayed or limited access may also result in

substantial lagging of the country behind other states according to
certain health indicators.

Thus, the importance of effective and timely introduction of gene
and cell therapies in the country emerges as a substantial challenge in
balancing the growing number of innovative therapies, their high cost
and the associated budgetary pressure on the one hand, and the
health and social benefits on the other.

STRUCTURE AND CONTENT OF THE DISSERTATION

The dissertation consists of 133 pages and is illustrated with 16
figures and 18 tables. It is developed in ten chapters and includes a
bibliography. The bibliography comprises 201 literary sources, of which
28 are in Bulgarian.

The introduction examines the development of gene and cell
therapies and their key role in improving health outcomes in a number
of severe and life-threatening diseases. At the same time, attention is
paid to the challenges these technologies pose to healthcare systems
and the resulting need for sustainable regulatory and financial
implementation mechanisms.

literature review is comprehensive and very well structured,
systematically reflecting the contemporary scientific and regulatory
aspects of gene and cell therapies. Their development and
characteristics, basic principles, mechanisms of action, and clinical
applications are described chronologically. An in-depth analysis of

European and international regulation has been carried out, including




authorization procedures, assessment of quality, safety, and efficacy.
Special attention is devoted to the regulatory framework and
authorization procedures. Access and reimbursement of gene and cell
therapies are described in detail from the perspective of payment
mechanisms, HTA, and challenges to healthcare budgets.

In the literature review, the doctoral candidate identifies as key
barriers to the implementation of innovative gene and cell therapies the
clinical uncertainty and associated HTA uncertainty, budgetary risk,
high requirements for data infrastructure, as well as specific ethical and
moral issues.

At the end of the literature review, a summary is made of the
available and accessible advanced therapy medicinal products
(ATMPs) in Bulgaria. Special attention is paid to existing opportunities
and mechanisms, as well as to the specific challenges related to the
introduction of ATMPs in Bulgaria.

In the following chapters, the doctoral candidate defines the aim,
objectives, and methods used. The main objective is stated as follows:
“to conduct a comprehensive analysis of access to gene and cell
therapies as innovative health technologies in Bulgaria, assessing the
regulatory, organizational, and financial pathway from obtaining
marketing authorization to actual patient application.” Particularly
valuable and entirely practice-oriented is the formulated secondary
objective, namely “to develop an applicable model(s) for sustainable
financing adapted to the Bulgarian context and compatible with
European regulatory and HTA frameworks.” Seven objectives are
formulated, outlining the framework of the study.

In the analytical part of the study, a wide range of analyses was
used, including quantitative and qualitative methods, retrospective
analysis of available ATMPs at European and national levels, as well
as documentary and comparative analysis of the regulatory framework
and procedures for assessment and financing. Based on these, an
analysis was made of the access of ATMPs to various European




markets and the possible approaches for registration and
reimbursement. Particular emphasis is placed on different
pharmacoeconomic approaches and their role in ensuring
sustainability of healthcare budgets. The quantitative analysis is
appropriately complemented by a qualitative method focusing on the
assessment of practical challenges and opportunities for improving
access. To answer the questions related to the defined secondary
objective, a scenario analysis was used. It forms the basis for
evaluating various models and approaches for access and financing
and their impact on the healthcare budget and risk management.
Official sources from European and national registries, as well as
regulatory documents, were used in the dissertation.

The obtained results outline the existing experience in the
implementation of gene and cell therapies and the associated
difficulties and challenges both at the European level and in Bulgaria.
The obstacles delaying or preventing access to these innovative
therapies in the country are analyzed. As a result, only a small
proportion of therapies available worldwide reach patients in Bulgaria,
often on an exceptional basis. The analysis of the time to ATMP access
demonstrates significant variability among Member States and
highlights that centralized authorization does not guarantee actual
access. Bulgaria ranks among the countries with a high average
duration until availability, significantly slower compared to early-access
markets.

As a result of the analysis of public documents and registries, the
available financing channels for high-cost therapies in Bulgaria were
outlined, along with the set of budget control instruments determining
the conditions and predictability of access.

The analyzed specifics of gene and cell therapies also determine
the main barriers to their implementation, defined in the thesis as
economic, regulatory, organizational, and informational.




As a result of the applied scenario-based model analysis for
Bulgaria, the doctoral candidate examines one main and four
alternative scenarios. For each scenario, detailed modeling of the
budget impact was carried out, with their strengths and weaknesses
highlighted in detail. Based on this analysis, a final recommendation
was made regarding the most appropriate model for introducing
innovative gene and cell therapies in Bulgaria.

The author presents the discussion of the results in several
sections covering European practice in the introduction of ATMPs, the
challenges facing the Bulgarian system, and a possible model ensuring
budget sustainability while simultaneously providing timely access to
these innovative therapies. It is emphasized that the problems in
Bulgaria follow international trends, but due to the specifics of the
healthcare system in terms of resources and financing, some problems
are more pronounced. An in-depth assessment is made of the
challenges facing HTA and the need for flexible solutions tailored to
the specifics of gene and cell therapies. Particular attention is also paid
to the challenges related to budgeting and therapy monitoring time
horizons and the associated need for robust registry and administrative
support. In this section, the barriers and potential solutions related to
legal, regulatory, financial, and organizational-logistical challenges
facing the healthcare system are defined analytically and
comprehensively, reinforcing the conclusion regarding the complexity
of introducing gene and cell therapies and their high requirements
toward healthcare systems.

Special attention is also devoted to the summarized presentation
of the proposed stepwise model for access and financing of ATMPs in
Bulgaria. The model developed in the dissertation represents a well-
grounded proposal with high practical value, appropriately addressing
one of the serious challenges facing the national healthcare system.

Based on the study and the obtained results, 15
recommendations to healthcare institutions were formulated, related to
adaptation and updating of legislation, strengthening organizational







