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1. General presentation of the procedure and the doctoral student

Yuliyana Mariyanova Marinova has submitted a set of materials on paper / electronic media

and is in accordance with Art.70 ( 1) of 1. Section for acquiring the educational and scientific degree

"DOCTOR" at MU-Plovdiv and Regulations of MU-Plovdiv dated 28.01.2021 and includes the

following documents:

Application to the Rector of MU-Plovdiv for the opening of the procedure for the defense
of a dissertation ; CV in European format with the signature of the doctoral student ; nota-
rized copy of a higher education diploma ; orders for enrollment in doctoral studies, for
withdrawal with the right to defen ; order for conducting an exam from the individual
plan and a corresponding protocol for passing the exam for a doctoral minimum in the
specialty; protocol of the department council for preliminary discussion of the dissertation
and the decisions made to open a procedure and for the composition of a scientific jury ;
dissertation ; abstract ; list of scientific publications on the topic of the dissertation ; copies

of scientific publications ; list of participation in scientific forums
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Yuliana Mariyanova Marinova was born on December 29, 1987 in Plovdiv. She obtained a
Bachelor's degree in 2011 at the Agrarian University, after which in 2013 she completed a Master's
degree in Human resources management at the Paisii Hilendarski University. She has been working
at MU-Plovdiv since February 2013, and to date she is part of the team of the "Registries" sector at
the Scientific Departrr 1t and holds the position of "Human Resources Expert" under the project
"Program for Strategic Research and Innovation for the Development of MU-Plovdiv ( PSNIIR -
MUP)". She was enrolled as a full-time doctoral student in the specialty "Healthcare Economics”
from 15.12.2021, and after a six-month extension of the doctoral program, she was enrolled on

26.02.2025. She is fluent in written and spoken English.

2. Relevance of the topic

The relevance of the problem developed in the dissertation is related to the fact that medicinal
products with therapeutic nucleic acids are a share of medicinal substances that are relatively new to
clinical practice . Gene therapies are aimed at treating severe and disabling genetic diseases, for which

there is often no alternative treatment.

Therapeutic nucleic acid medicinal products are a subset of medicinal substances that are rela-
tively new to clinical practice. In ‘nationally, there are different definitions and classifications of
this type of medicinal product — advanced therapy medicinal products within the European Union,

gene and cell therapies in the USA, regenerative medicine products in Japan, and others.

To date, there is no advanced therapy medicinal product in Bulgaria that is included in the
positive drug list and given the development of scientific research in this field of medicine, the entry
of gene therapy into the Bulgarian market, while delayed, will be inevitable soon. The thorough study
presented in the dissertation work of Yuliyana Mariyanova Marinova serves as a good foundation

and prerequisite for practical implementation as well as further research in this area.

3. Knowledge of the problem
The dissertation is presented on 187 pages and is illustrated with 10 tables, 47 figures and 3
appendices. The bibliography includes 241 literary sources — 21 in Cyrillic and 220 in Latin.

The material is structured in the following several main sections: Introduction, Literature
review; Purpose, tasks, material and methodology; Results and discussion; Conclusions; Recom-
mendations and contributions; Bibliography; Appendices.

The literature review deinonstrates the doctoral student's i1 lepth knowledge of the mecha-
nism of action of gene therapies, as well as their indications for treatment of rare diseases.

She examines tl problem from several perspectives:

v Gene therapy life cycle

v’ Patient access through reimbur: nent of gene therapies
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v' Alternative models for patient access to GT

The material presented in this chapter is rich, competently and critically analyzed by the author
and demonstrates her broad awareness and scientifically substantiates the need to study the mecha-
nism of action of gene therapies. This provides her with a basis for developing an adequate method-

ology through which she conducted her own research.

4. Research methodology

The aim and objectives of the dissertation are correctly formulated and well justified. The
defined scientific tasks, the object, units and indicators of observation are related to the specific nature
of the study. Methods were carefully chosen so that they compliment one another and allow for in-
depth research of the subject at hand.

The study presents a high level of complexity. The defined scientific tasks, the object, units
and indicators of observation are related to the specific nature of the study.

The aim of the study is to « elop a suitable model of patient access to gene therapies in
Bulgaria in order to balance the economic burden and ensure the effective use of public funds for
healthcare on the one hand, while also meeting the expectations and needs of medical professionals
and patients on the other.

The survey was conducted between June 2023 and September 2024.

Three QUestionnaires were used — for n lical professionals, for adult patients and for

relatives/parents of pediatric patients, distributed via links to Google Forms form.

5. Characterization and evaluation of the dissertation work and contributions
The results described in the dissertation address several aspects:

* Survey of the opinions and attitudes of medical specialists regarding the conditions of pa-

tient access and the criteria for reimbursement of GT in Bulgaria

* Study of patients' opinions and attitudes regarding the conditions for access to GT treatment
in Bulgaria

. Exaﬁple model for reimbursement of GT in Bulgaria

The contributions are summarized in the following areas:
1. Contributions of a scientific and theoretical nature
* An analysis of the attitudes of medical specialists in Bulgaria on the conditions of patient ac-
cess and criteria for payment with public funds for GT was carried out.
* An analysis of the attitudes of adult patients and parents of pediatric patients in Bulgaria on

the conditions of access and criteria for reimbursement of GT was conducted.



2. Contributions of a scientific and applied nature

*  theoretical model for possible public payment of GT has been developed in accordance with
the analysis of survey data and considering national reimbursement specificities and good in-

ternational practices.

* Specific and practically oriented recommendations have been made to all parties concerned
with patient access to GT — the Ministry of Health, the National Health Insurance Fund, med-

ical specialists and patient organizations, medical institutions and medical universities,

6. Abstract and publications
The abstract for the dissertation correctly reflects the structure of the work and contains the
most important results and conclusions from the study. In relation to the topic of the dissertation,
there are two publications in Bulgarian journals, two publications in international journals and two

international participations in scientific forums.

Overall, I give a positive assessment of the dissertation work.

CONCLUSION

The dissertation contains scientific, scientifically applied and applied results that represent
an original contribution to science and meet all the requirements of the Act on the Development of
the Academic Staff in the Republic of Bulgaria (ADSRB), the Regulations for the Implementation of
the ADSRB and the Regulations of MU - Plovdiv. The submitted materials and dissertation results
fully comply with the specific requirements adopted in connection with the Regulations of MU -

Plovdiv for the Implementation of the ADSRB.

The dissertation shows that the doctoral student Yuliyana Mariyanova Marinova possesses in-
depth theoretical knowledge and professional skills in the scientific specialty 7.4 Public Health ,

demonstrating qualities and competences for independently conducting scientific research.

Because of the above, | confidently give my positive assessment of the conducted research,
presented by the above-reviewed dissertation, abstract, achieved results and contributions, and I
propose to the esteemed scientific jury to award the educational and scientific degree 'Doctor’ to

Yuliyana Mariyanova Marinova in the doctoral program “Healthcare Economics™ .
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