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1. General presentation of the procedure and the doctoral student

Under the present procedure, I have been provided with a set of materials in
electronic format in accordance with Art. 4, para. 3, item 6 and Art. 19, para. 1 of the Rules of
Organization and Activity of the National Center of Public Health and Analyses (NCPHA), as
well as Art. 69 of the Regulations for the conditions and procedures for acquiring academic
degrees and holding academic positions at NCPHA. The set includes the required documents:
dissertation thesis, abstract, list of scientific publications, curriculum vitae, diplomas, orders,
protocols, and others. The doctoral candidate has submitted 4 (four) full-text publications in
Bulgarian, published in Bulgarian peer-reviewed scientific journals.

Stamen Bankovski, MD was enrolled as a part-time doctoral student by Order of the
Director of NCPHA No. RD-325/30.05.2019, effective from 29.05.2019, in the doctoral
program “Social Medicine and Health Management.” The doctoral candidate was deregistered
with the right to defend the dissertation by Order No. RD-544/14.10.2025 of the Director of
NCPHA. The submitted set of documents complies with the regulatory requirements. After a
detailed review of the procedure for the development, presentation, and completion of the

doctoral training, I consider that it has been conducted in accordance with the applicable legal




framework. The submitted documents confirm the legality and completeness of the training and

the procedure.

2. Brief biographical data about the doctoral student

Stamen Georgiev Bankovski was born on September 25, 1968, in Sofia, Bulgaria. He
holds a Master’s degree in Medicine and has completed numerous additional courses and
training programs aimed at enhancing his professional competencies. In 2025, after successfully
passing the state examination, he obtained a specialty in Health Economics at Medical
University-Varna. He has also completed a one-year specialization related to the topic of his
doctoral research in Zurich, Switzerland.

His professional career spans more than 30 years in the pharmaceutical industry,
particularly in marketing and management within innovative pharmaceutical companies. Over
the course of his career, he has held various positions at companies such as Abbott, Sanofi, and
currently Astellas. His professional interests and expertise are focused on the development,
organization, and implementation of strategies for introducing innovative medicinal products
and health technologies into clinical practice. His career has been closely associated with
companies developing modern therapeutic approaches and high-technology medical solutions.

The research activity of Dr Bankovski is focused on advanced therapy medicinal
products. He is an author and co-author of scientific publications in Bulgarian and
internationally indexed journals and has participated in scientific conferences and research
projects. He is proficient in English, German, and Russian, which he actively uses in his
professional and scientific work.

3. Relevance of the topic and appropriateness of the set goals and objectives

The dissertation submitted for evaluation by Stamen Georgiev Bankovski, MD, entitled
“Access to Gene and Cell Therapies as Innovative Health Technologies in Bulgaria” provides
a comprehensive and in-depth analysis of one of the most pressing issues in contemporary
pharmaceutical policy and health management - access to advanced therapy medicinal products,
which are reshaping traditional concepts of treatment, clinical value, cost-effectiveness, and the
organizational readiness of healthcare systems.

From a scientific perspective, the study examines gene and cell therapies not only as a
therapeutic breakthrough but also as a new category of health technologies that challenge the
applicability of conventional models for health technology assessment (HTA), reimbursement,
and long-term outcome monitoring. At the applied level, the significance of the research is even
more pronounced, as in the Bulgarian context the issue of access to these therapies is directly
related to pharmaceutical policy, the organization of hospital care, the development of patient

registries, and the mechanisms for managing budgetary risk. The doctoral candidate



appropriately identifies as a key issue the fact that, despite centralized European marketing
authorization, actual access to these therapies depends on national procedures for evaluation,
negotiation, financing, and organizational capacity.

The dissertation demonstrates a high degree of relevance at the international, European,
and national levels. Internationally, this relevance is driven by the rapid expansion of gene and
cell therapy portfolios; at the European level, by the development of the new HTA framework
and managed entry practices; and at the national level, by limited public resources, the lack of
local data, and the need for tailored financing mechanisms. The stated aim and formulated
research tasks are appropriate, clearly defined, and fully aligned with the chosen topic. The
study is logically and consistently structured - from clarifying theoretical foundations and
reviewing international experience, through analyzing the European and Bulgarian contexts, to
developing an applicable model for sustainable financing and improved access. Within this
framework, the dissertation addresses a problem of considerable significance, the investigation
of which contributes to both the advancement of scientific knowledge and the further
development of health policy practices and access management for innovative health

technologies in Bulgaria.

4. Knowledge of the topic

With the present dissertation, the doctoral candidate demonstrates very good knowledge
and a profound understanding of the subject under study. The literature review is structured
consistently - from the theoretical foundations of gene and cell therapies, through global and
European experience, to the specific features of the Bulgarian healthcare system. This approach
allows the topic to be analyzed simultaneously from technological, regulatory, economic, and
managerial perspectives.

The author’s ability to work with diverse sources in Bulgarian and English is evident,
including scientific publications, European regulations and directives, EMA documents,
national legislative acts, institutional reports, international health system profiles, and
methodological guidelines. The literature search was conducted in PubMed/MEDLINE,
Scopus, and Web of Science, while the bibliography used reflects the interdisciplinary nature
of the topic.

One of the strengths of the dissertation is that the doctoral candidate does not limit the
analysis to a descriptive presentation but examines access to ATMPs through three interrelated
dimensions: political-regulatory and institutional assessment, comparative analysis of
international experience, and economic scenario analysis of possible models for budget impact
and organizational implementation. The selected non-interventional, analytical-descriptive, and

comparative design is appropriate to the specificity of the topic, as it enables the examination
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of the regulatory, institutional, and financial framework based on publicly available documents
and secondary data.

The dissertation demonstrates the need to seek sustainable solutions and undertake
targeted measures to improve access to gene and cell therapies under conditions of limited
public resources, high therapy costs, and considerable uncertainty regarding long-term
outcomes. The study examines the importance of comprehensive policies that combine
regulatory clarity, pharmacoeconomic assessment, managed access mechanisms, registry
infrastructure, and institutional coordination to achieve more equitable, predictable, and

sustainable access to innovative therapies with proven clinical value.

5. Research methodology

The “Materials and Methods™ section is developed in detail over eight pages and
includes the study design, data sources, literature search, analytical methods, and
pharmacoeconomic approaches. The design is consistent with the specificity of the topic, as the
analysis focuses on the regulatory, institutional, organizational, and financial mechanisms for
access to gene and cell therapies in Bulgaria.

The methodological framework is based on several interrelated analytical directions:
political-regulatory and institutional analysis, comparative analysis between Bulgaria and
selected European countries, descriptive and trend analysis, policy and regulatory framework
analysis, and economic scenario analysis. This combination of methods enables a
comprehensive examination of the access pathway for advanced therapy medicinal products —
from marketing authorization and health technology assessment to inclusion in the Positive
Drug List, negotiation, actual implementation, and outcome monitoring.

Pharmacoeconomic approaches are also incorporated into the methodology, aimed at
assessing budget impact and modelling different financing scenarios for ATMPs in the
Bulgarian context. The development of a baseline scenario and alternative options - financial
agreements, deferred payment, outcome-based agreements, and a dedicated innovation corridor
- emphasizes the practical orientation of the study. The use of sensitivity analysis further
strengthens the reliability of the conclusions by accounting for uncertainty in key parameters
such as the number of patients, therapy cost, frequency of adverse events, and durability of
effect.

I consider the selected methodology to be appropriate, sufficiently comprehensive, and
capable of achieving the stated aim and research objectives. The applied methods correspond
to the nature of the dissertation and allow for well-grounded results regarding access to gene
and cell therapies in Bulgaria, the sustainability of financing, and possible management

solutions. Overall, the methodological structure demonstrates a solid command of




contemporary approaches to health policy analysis, health technology assessment, and
pharmacoeconomic modelling.

6. Characteristics and assessinent of the dissertation work

Dr Stamen Bankovski’s dissertation comprises a total of 133 standard pages. The main
body of the work covers 116 pages and includes an introduction, literature review, aim and
objectives, materials and methods, results analysis, discussion, limitations, conclusions, and
recommendations, followed by a list of references.

A total of 201 sources underpin the theoretical foundation of the study, including 26 in
Cyrillic and 175 in Latin script. These sources correspond to the scope of the research and have
been used appropriately. Most of the cited literature has been published within the last 5-10
years, allowing the author to reflect current perspectives in the field.

The dissertation contains 16 figures and 18 tables, of which 2 figures and 2 tables cite
national and/or international sources. The remaining visual materials are original contributions,
summarizing the results of the applied descriptive, comparative, regulatory, and
pharmacoeconomic analyses.

This research is devoted to an important and increasingly relevant scientific and
practical issue - ensuring access to gene and cell therapies as innovative health technologies in
Bulgaria. The study combines a systematic analysis of the regulatory, organizational, and
financial framework with up-to-date scientific evidence on clinical effectiveness and economic
impact. The growing importance of advanced therapy medicinal products, together with
challenges related to access, financing, and uncertainty management, underpins the strong
scientific and applied relevance of the work.

Development of the dissertation follows the stated aim and research objectives. A
comprehensive methodological approach has been applied, including documentary, descriptive,
comparative, and trend analysis, policy and regulatory framework analysis, as well as
pharmacoeconomic approaches. The introduction clearly outlines the relevance of the topic, as
well as the object and subject of the research, demonstrating the doctoral candidate’s strong
engagement with the issue.

The theoretical component is based on an extensive literature review covering the
development of gene and cell therapies, their regulatory framework, and their characteristics as
health technologies. International and European practices are examined and serve as a basis for
comparative analysis and the identification of solutions applicable to Bulgaria.

Focus within the analytical section is placed on a detailed examination of the access
pathway for ATMPs in Bulgaria, including regulatory requirements, institutional mechanisms,

assessment  procedures, financing, and real-world implementation. = Through



pharmacoeconomic modelling and budget impact analysis, the study moves beyond a purely
descriptive approach and provides an assessment of the sustainability of different financing
scenarios. On this basis, specific recommendations are formulated to optimize access to
ATMPs, improve budget risk management, and enhance the efficiency of the healthcare system.

Overall, the content of the dissertation fully corresponds to its topic. The stated aim and
objectives have been achieved in a consistent and logical manner. The doctoral candidate
demonstrates a very good command of terminology, a strong analytical approach, and the
ability to work with a wide range of scientific and regulatory sources, contributing to the high

scientific and practical value of the dissertation.

7. Contributions and significance of the development for science and practice

I consider the dissertation submitted for evaluation to be significant in terms of its
results, characterized by a pronounced interdisciplinary scope, addressing access to gene and
cell therapies as innovative health technologies.

The contributions are formulated as scientific-theoretical and applied, and adequately
reflect the main outcomes of the research. The scientific-theoretical contributions relate to the
development of a framework for analyzing access to gene and cell therapies, encompassing
regulation and assessment (EMA/HTA), financing and contracting mechanisms, organizational
readiness of healthcare centers, and robust systems for outcome monitoring through data and
registries. These contributions also include the proposed comparative analytical model for
positioning Bulgaria in relation to selected EU countries, as well as a methodological approach
for analysis under conditions of limited public transparency regarding actual prices, discounts,
and net costs.

The applied contributions have a clearly defined managerial orientation. They are
reflected in the development of a roadmap for financing ATMPs in Bulgaria, the proposal of a
combined model for managing initial budgetary risk and clinical uncertainty, and the
formulation of practical tools for outcome monitoring, risk minimization, and determining the
maximum number of patients within a fixed budget corridor.

Practical recommendations are formulated and addressed to key stakeholders — public
institutions, regulatory authorities, the National Health Insurance Fund (NHIF), the National
Council on Prices and Reimbursement of Medicinal Products (NCPRMP), patient

organizations, medical universities, and the media - with a view to improving the regulatory






