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History and physiognomy of the Department of Medicine and the
MSc

The Department of Medicine of the Faculty of Health Sciences of the University of Patras
was founded in 1977 and admits more than 180 students per year. It has an "Excellent"
certified Undergraduate Program as well as a number of Postgraduate Programs and holds
a prominent position in the education and training of the next generation of physicians.
The Department of Medicine's long-standing goal is to provide quality education to
undergraduate and postgraduate students, to develop research, and to provide quality
health services to the citizens of Southwestern Greece. The research activity of the
Department includes both basic sciences and clinical specialties. All educational, research
and clinical activities are clearly presented on our website.

The Department of Medicine of the University of Patras is located on the campus in close
proximity to the University Hospital of Patras, in the suburb of Rio, a city with significant
history and cultural activity. The Departments of Medicine of the Faculty of Health Sciences
of the University of Patras and Biomedical Sciences of the University of West Attica
organize and operate from the academic year 2021-2022 a Master of Science degree
entitled "Cell and Gene Therapies: from bench to bedside and Good Manufacturing
Practices", in accordance with the provisions of this decision, as well as the provisions of
Law 4485/2017 (Government Gazette 114 vol. A’/ 4.8.2018), as amended and in force. The
MSc aims to provide high quality postgraduate education to graduates of higher education
institutions in the field of Advanced Therapeutic Medicinal Products (ATMPs) such as
cellular and gene therapies. ATMPs are at the forefront of modern personalised medicine
and over the last decade have shown great progress in treating multiple diseases that until
recently were considered incurable. CCTs are currently being applied in haematology for
the treatment of leukaemias and lymphomas as well as gene therapy for thalassaemias
(approved CART products from Novartis, Cellgene, Gilead and Bluebird gene products), but
also in infectious diseases (multiviral specific cytotoxic T cells) and neurology, while the
final phase is to approve similar products in oncology and other areas such as
rheumatology and regenerative medicine. The raw material for the production of CMTs is
the patient's cells or tissues. These, once collected by clinicians, must then be transported
and processed in special Good Manufacturing Practice (GMP) laboratory units by suitably
qualified personnel and then transported in a safe and controlled manner back to the
hospital unit where the clinician will administer them to the patient as a personalised
treatment. Therefore, CCTs are the epitome of translational research with a particular
application in modern medicine where scientists from different disciplines with specialised
knowledge collaborate in the treatment of the patient. The production process as well as
the distribution and clinical application of these treatments and are governed by a clear
and continuously updated legislative framework (e.g. Government Gazette B
4131/22.12.2016, Government Gazette 229/7DEC2016, Government Gazette 1152/B/29-
3-2018). The main purpose of the proposed MSc is to train graduate scientists of various
disciplines in the fields of production, distribution, clinical evaluation and clinical
application of CSFs, studying both the biological substrate of CSFs and the legislative
regulatory framework for their production and application.
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Mission of the MSc “Cell and Gene Therapies”

The mission of the Postgraduate Program "Cell and Gene Therapies" is to provide excellent
postgraduate-level education and specialization to scientists. The aim is to enable them to
adopt and respond to new challenges presented by technological advancements in medical
science. This involves a focus on personalized medicine and the integration of automation
technology in cell and gene therapies, which are rapidly expanding worldwide.

Administrative Bodies of the MSc

For the organization and overall operation of the Bi-Institutional Postgraduate Program
(MSc), the competent bodies are as follows (paragraph 1 of Article 81 of Law 4957/2022):

a) The Senate,

b) The Program Committee,

c) The Director of the MSc, and

d) The Postgraduate Studies Committee.

a) The Senate of the Institution has the following responsibilities:

1. Approves the establishment of a Postgraduate Program (MSc) or the modification
of the decision to establish the MSc,

2. Approves the extension of the duration of the operation of the MSc,

3. Forms the Program Committee, in the case of interdepartmental or
interinstitutional or common MSc programs,

4. Decides the abolition of MSc programs offered by the Institution.

b) Program Committee (PC): In the case of an interdisciplinary, interinstitutional, or joint
MSc program, the competent body instead of the Department Assembly is the Program
Committee. This committee consists of members of the Academic Staff from the
cooperating Departments of the same or another University, and it is formed by the
decision of the Senate of the University that assumes administrative support for the MSc.
This decision is made following the recommendation of the Assemblies of the
cooperating Departments or the competent bodies of the cooperating entities. The exact
number of members of the Committee and the representation of each cooperating
Department or University, whether domestic or foreign, is determined in the cooperation
protocol. If the MSc involves entities from domestic or foreign institutions that do not
provide equivalent education and degrees as the Universities, each entity may be
represented by one (1) member in the program committee. This member is appointed by
the competent body of the entity and participates in the teaching activities of the MSc.
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Honorary Professors of the Department or cooperating Departments may also participate
in the Program Committee if they provide teaching in the MSc. The Program Committee
is responsible for the organization, administration, and management of the MSc,

including:

1. Forming Committees to assess the applications of prospective postgraduate
students and approving their enrollment in the MSc,

2. Assigning teaching duties to MSc instructors,

3. Recommending to the Senate the modification of the decision to establish the
MSc and the extension of the MSc duration,

4. Forming examination committees for the assessment of the theses of
postgraduate students and appointing the supervisor for each thesis,

5. Verifying the successful completion of the program to confer the MSc title,

6. Approving the financial report of the MSc,

7. Conducting the examination of criteria for exemption from tuition fees and
issuing a reasoned decision on the acceptance or rejection of the application,

8. Approving any other matter required for the smooth operation of the MSc.

c) Director of the MSc: The Director of the MSc is appointed from the members of the
Academic Staff of the Department, prioritizing the rank of Professor or Associate
Professor. The appointment is made by the Program Committee for a two-year term,
with the possibility of renewal without limitations. The Director of the MSc has the
following responsibilities:

1.

2.

6.

Chairs the Program Committee, prepares the agenda, and convenes its meetings.

Proposes matters related to the organization and operation of the MSc to the
Program Committee.

Makes recommendations to the Program Committee and other bodies of the MSc
and the University on issues concerning the effective functioning of the MSc.

Acts as the Scientific Coordinator of the program in accordance with Article 234 of
Law 4957/2022 and exercises the corresponding responsibilities.

Monitors the implementation of decisions by the bodies of the MSc and the
Internal Regulations of postgraduate and doctoral study programs, as well as the
budget execution of the MSc.

Exercises any other authority defined in the decision to establish the MSc.

The Director of the MSc, as well as the members of the Program Committee, are not
entitled to remuneration or any compensation for the performance of their assigned
duties related to their roles. The appointment of a new director, in case of resignation,
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can be made by the decision of the Program Committee, following the submission of
applications by the members and a reasoned report on the request for
change/resignation.

e) Postgraduate Studies Committee: By decision of the Senate, following the proposal of
the School Assemblies of the University of Patras, the Postgraduate Studies Committee is
formed. The Committee consists of one (1) member of the Teaching and Research Staff
(TRS) from each School of the University, one (1) member from the categories of Special
Educational Staff (SES), Laboratory Teaching Staff (LTS), and Special Technical Laboratory
Staff (STLS) of the University, and the Vice-Rector responsible for academic affairs as the
President. Members of the Committee have experience in the organization and
participation in second-cycle study programs. The Committee's term is two (2) academic
years.

The responsibilities of the Committee include:

1. Providing an opinion to the University Senate on the establishment of new
postgraduate programs or the modification of existing postgraduate programs,
following the evaluation of requests from the Department Assemblies for the
establishment of new postgraduate programs, the relevant feasibility and
sustainability reports, and the cost estimation of the MSc's operation. The
possibility of referral, if the proposal is not adequately justified, or accompanying
reports are incomplete.

2. Drafting a Regulation plan for second and third-cycle study programs of the
University and submitting it to the Senate.

3. Developing a standard Regulation plan for the operation of a postgraduate study
program.

4. Monitoring compliance with the Regulations for the operation of postgraduate
study programs.

5. Monitoring the implementation of legislation, the Regulation, and decisions of the
University's administrative bodies by postgraduate study programs.

6. Monitoring the application of the process for exemption from tuition fees.
7. Any other authority defined by the Internal Regulation.

By decision of the Senate, following the recommendation of the Postgraduate Studies
Committee, the regulations of postgraduate and doctoral study programs are approved,
constituting a distinct chapter of the University's internal operating regulations.

Academic Calendar
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The Senate of the University of Patras determines the start and end dates of the winter
and spring semesters, as well as the exam periods for each academic year. This information
is posted on the official website of the University at: [University of Patras Academic
Calendar] (https://www.upatras.gr/stay-tuned/academic-calendar/). For detailed dates
and schedules, you can visit this link.

Supportive Electronic Applications and Administrative Structures

The University of Patras implements a Unified Electronic Secretariat Services System,
where the Student Life Cycle Management Subsystem covers the entire study cycle,
offering one-stop electronic services to students at every stage. It focuses primarily on
undergraduate and postgraduate students and secondarily on faculty members. An
Institutional Account and Email Service provide personal accounts and email addresses in
the @upnet.gr format, accessible from any internet-connected computer without
additional software. The students receive their accounts immediately after enroliment.

The my.upatras application ([https://my.upatras.gr/](https://my.upatras.gr/)) centralizes
all necessary information for daily university life and studies. It allows access to various
services and information using the institutional account.

Asynchronous teaching platforms and tele-education applications, such as Upatras e-class
([https://eclass.upatras.gr/] (https://eclass.upatras.gr/)), offer a complete Electronic
Course Management System. This platform hosts course materials, announcements, and
lab/exam registrations. Additionally, applications like Zoom and Microsoft Teams are
available for remote teaching ([https://www.upnet.gr/remote-teaching/]
(https://www.upnet.gr/remote-teaching/)).

The Electronic Secretariat ([https://progress.upatras.gr] (https://progress.upatras.gr)) is a
key tool for managing students' academic progress and graduation, adhering to security
protocols mandated by law. It allows students to register for courses, renew enrollment,
check progress, apply for certificates, and graduate, providing information about the
academic structure, courses, and instructors.

- Electronic Evaluation - MODIP Information System ([https://ps.modip.upatras.gr/]
(https://ps.modip.upatras.gr/)): As per relevant legislation, each semester, before exams,
students evaluate courses and instructors to improve study quality. The process, based on
the University of Patras MODIP guidelines, ensures anonymity, and serves as a tool for
guality assurance and corrective actions. The MODIP unit of the University conducts this,
allowing for a detailed representation of the educational function and development of
appropriate strategies.

- University of Patras Library and Information Center
([https://library.upatras.gr/information] (https://library.upatras.gr/information)): Located
in the University Campus (Rio), offers study spaces, book loans, plagiarism prevention via
Turnitin, deposit of works in institutional repositories, and special needs access equipment.
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- "Alexandria" Tool ([https://alexandria.upatras.gr/] (https://alexandria.upatras.gr/)):
Interconnects with international bibliographic databases, recording the University's
bibliometric performance. Users access individual and consolidated bibliometric data.

- Academic Identity with Integrated Student Ticket (PASO): Issued upon first-year
enrollment, providing access to central electronic services. More information is available
at [https://www.upatras.gr/foitites/protoeteis/akadimaiki-taftotita-kai-paso]
(https://www.upatras.gr/foitites/protoeteis/akadimaiki-taftotita-kai-paso).

- Healthcare: Students without other medical coverage are entitled to full medical care in
the National Health System (ESY) using their Social Security Number, without needing a
health booklet. More details are on [https://www.upatras.gr/foitites/foititiki-
merimna/ygeionomiki-perithalpsi/] (https://www.upatras.gr/foitites/foititiki-
merimna/ygeionomiki-perithalpsi/).

- Employment, Career, and Connection Department: Informs students about job
opportunities, postgraduate programs, seminars, conferences, and workshops via
[https://www.cais.upatras.gr/] (https://www.cais.upatras.gr/). It aims to enhance
students' skills and abilities, considering the special needs of vulnerable social groups.
Students can seek advice on educational and professional matters, and counseling is
provided individually or in groups, including telecounseling for students with disabilities
who cannot physically access the university.

- Student Advocate: Assists in resolving disputes or complaints between students and
institutional bodies, faculty, services, or university staff. More information is available at
[https://synigorosfoititi.upatras.gr/] (https://synigorosfoititi.upatras.gr/).

- Social Welfare Services: Offered to University of Patras students, especially those from
vulnerable social groups, to improve their quality of life and academic and social
integration. Services include psychosocial and counseling support, medical support,
physiotherapy, digital accessibility services, professional counseling, scholarships,
transportation for disabled students, and participation in athletic activities. More
information can be found at [https://socialwelfare.upatras.gr/services/]
(https://socialwelfare.upatras.gr/services/).

- Hygiene and Safety: The University of Patras provides guidelines and protocols for
maintaining hygiene and safety in all its facilities. More details are available at
[http://osh.upatras.gr/index.php] (http://osh.upatras.gr/index.php).

- Alumni Network: Graduates are encouraged to register on the alumni website
([https://alumni.upatras.gr/](https://alumni.upatras.gr/)) and follow social media
platforms (www.facebook.com/upatrasalumni) to stay updated on university news,
postgraduate programs, job opportunities, and alumni distinctions. Registration
information is available at [https://alumni.upatras.gr/register/]
(https://alumni.upatras.gr/register/).

1
Patras, November 2023
Page 9


https://www.upatras.gr/foitites/foititiki-merimna/ygeionomiki-perithalpsi/
https://www.upatras.gr/foitites/foititiki-merimna/ygeionomiki-perithalpsi/
http://www.facebook.com/upatrasalumni
https://alumni.upatras.gr/register/

10

The establishment of the Academic Advisor

The establishment of the Academic Advisor in the Cell and Gene Therapies postgraduate
program fully embraces the seven core values of the International Academic Advising
Community (NACADA): sincere interest, commitment, empowerment, inclusion, integrity,
professionalism, and respect. These values align with the department's overall principles
and guide all members' actions. The program's academic advising services are based on
the Appreciative Advising approach, which involves engaging students through positive,
open-ended questions to optimize their educational experiences and achieve their dreams,
goals, and potentials.

The academic advisor is always available to support students with any academic or
personal difficulties, providing guidance and ensuring resolution of any issues arising
during their study program.

Student Complaints Management Mechanism

The University of Patras established an office in 2021 named "Student Advocate," aimed
at mediating between students and various university bodies, faculty, services, or staff in
cases of unresolved disagreements, differing approaches, or complaints. The office's
mandate does not cover exam and grading issues but serves as a communication bridge
for facilitating student interactions with university administration and services, examining
student requests and complaints about academic or administrative issues, informing
students about their rights and obligations, and maintaining university ethical standards
and legislation. Students can record complaints through an "Electronic Complaint
Submission Form" on the postgraduate program's website, addressing issues related to the
quality of educational and administrative services. Resolution may involve the Program
Director or other faculty members.

Erasmus + Program

The Erasmus+ Program subsidizes student mobility for studies and internships at higher
education institutions. Students can move up to 12 months during their postgraduate
studies, receiving a monthly grant depending on the host country. Students from socially
vulnerable groups are eligible for additional funding. Detailed application procedures,
point allocation, and selection criteria are available on the institution's ERASMUS+
webpage.
(https://www.upatras.gr/international-relations/erasmus/programma-erasmus/)

Course Organisation

The courses of the MSc are semester-long and comprise 8 theoretical and 5 practical core
courses and are conducted in English. By decision of the Special Interdisciplinary
Committee, courses may also be taught in Greek. In order to obtain a Diploma of
Postgraduate Studies (D.M.S.), students are required to attend and pass all courses,
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seminars, simulation exercises and successful writing of assignments. The total number of
credits (ECTS or E.C.T.S.) required to obtain the degree is 60, i.e., 30 ECTS in the first
semester and 30 ECTS in the second semester.

The course programme is structured by semester as follows:

Semester Code Module Title 3165 E.C.T.S.
(hr/semester)
Introduction to CGT
1st CGT 101 M 1 (Theory and Lab) GMP/ Cell 230 9
Production
1st Biological aspects of
CGT102 M 2 (Theory and Lab) CGT/ Basic cell 220 8
biology
1st T lati
CGT103 | M3 (Theoryand Lab) | COT resulations/ 220 8
Aseptic processing
Tst - —
® CGT104 M 4 (Theory) Biostatistics and 140 5
medical data analysis
2nd CGT201 | M5 (Theoryand Lab) | 'rom Development 230 9
Y to GMP/ EM
2nd CGT202 | M6 (Theory and Lab) Qc for CGT/ 230 9
Equipment
2nd Preclinical and
CGT203 M 7 (Theory) Clinical aspects in 160 6
CGT
2nd CGT204 M 8 (Theory) Scientific/ Lab 160 6
Management
Total 1590 60
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Lesson Program

In the beginning of the course, a meeting with new postgraduate students is held in order
to inform them about the research and educational work of the course. To attend the
course, participants based in Athens must come to the University of West Attica: Aigaleo
Park Campus (PAN/POLI 1), D/address: Agios Spyridonos, 12243 Egaleo, Building K9 ROOM:
308 while participants based in Patras attend the University of Patras: Preclinical
Operations Building, Ground Floor, Room. K250048, Department of Medicine, Rio. The
exact days and times of the courses are determined after consultation with the lecturers [
timetable].

1
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Description and Analytical Content of the program

In the Cell and Gene Therapies master’s program, students gain comprehensive knowledge
of all aspects of CGT production, following guidelines compliant with Good Manufacturing
Practices (GMP). They understand various cell types, cellular biology principles, and cell
and gene therapy methods. The program covers CGT regulations in the US, EU, and locally,
familiarizing students with laws and guidelines for best practices. Students develop a solid
understanding of statistical analysis principles and their applications in CGT therapeutic
products. Practical courses enhance skills in basic cellular biology, cell production, and
aseptic processing. Graduates are well-prepared for successful careers in the Cell and Gene
Therapy sector, with a complete understanding from product development to
commercialization and industry quality standards.

In greater detail, by semester and module:

1st Semester Theoretical Modules

Introduction to C&GT/ GMP: The students accept a best practice approach to manufacture
C&GTs utilizing instructions that comply with GMP guidelines. All logistics and practical aspects of
GMP production are covered.

Biological aspects of C&GT / Basic cell biology : The students gain understanding about different
cell types, as well as basic aspects related to cell biology. The students also learn about different
methods (viral and non-viral vectors) of gene therapy

C&GT Regulation: The students gain knowledge about the US, EU and local regulations of cell and
gene therapies. They become familiar with applicable laws, regulations and guidelines for best
practice

Biostatistics and medical data analysis: The basic principles of statistical analysis are presented
and their applications to C&GT therapeutic products.

Practical Module: Basic cell biology, Cell Production, Aseptic processing

2nd Semester Theoretical Modules

From Development to GMP (Product life-cycle, Approval) : The students become familiar with the
steps necessary to push an advance therapy all the way from lab environment to market
commercialization. The considerations needed in each step of the way to commercialization are
presented.

1
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QC for CGT/Equipment: Analytical Methods The students gain knowledge about assay availabilities
in the industry as well as best practices on how to create a QC plan and choose the right assay for
a specific therapy

Preclinical and Clinical aspects in CTG: The students accept a background on the different phases
a C&GT should go through with the regulatory authorities — locally and globally. In particular, what
are the needs at each phase and how we provide the best quality to the patients

Scientific / Lab management: Understanding management in a research context; Developing
research organizations; strategic management; Portfolio management; Basic financial issues and
accounting.

Practical Module: Environmental Monitoring, Equipment

1%t Semester

Introduction to CGT GMP/ Cell Production

Summary: Best practice approach to manufacture C&GTs utilizing instructions comply with
cGMP (current Good Manufacturing Practice) guidelines. It will cover all logistics and
practical aspects of GMP production.

Detailed Program: Introduction to cell and gene therapies (C&GT), Basic principles of GMP,
Elements of a Quality Assurance (QA) System, Familiarization with the International
Council for Harmonization of Technical Requirements for Pharmaceuticals for Human Use
((ICH) Q8-Q12), Technologies of C&GT/ATMP Manufacturing, Challenges of C&GT/ATMP
Manufacturing, Elements of Quality Management System (QMS) and the role of Quality
Manager (QP). (POCare toy orgenesis to theloyme?)

Biological aspects of CGT/ Basic cell biology

Summary: The course aims to provide an understanding about different cell types as well
as basic aspects related to cell and different methods (viral and non-viral vectors) of gene
therapy.

Detailed Programme: Cell and tissue culture basics, cells life cycle, cell death, aging and
senescence, differentiation, Stem cells, Case studies of cell types (MSCs, immune cells,
stem cells), Response of immune system to cell therapies, Cell signaling with focus on T cell
signaling, Viruses and viral vectors, Non-viral gene therapies, Case studies of gene
therapies (viral vectors, non-viral vectors).

CGT regulations/ Aseptic processing

Summary: Presentation of US, EU and local regulations of cell and gene therapies.
Applicable laws, regulations, and guidelines for best practice.
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Detailed Programme: The regulatory authorities (FDA, EMA) and the regulatory review
pathways (IND to BLA; IMPD to MAA), Overview of ATMP legislation (EU), Overview of CGT
guidance (FDA), Cell & Gene Therapy Quality/ Chemistry, Manufacturing, and Control
(CMC) considerations, Medical Device Regulations (MDR) and Premarket Approval
Application (PMA), Expedited programs, orphan drug and Hospital Exemption, File
Submission for Cell Production authorization, Real World Data.

Biostatistics and medical data analysis

Summary: Presentation of the basic principles of statistical analysis and their applications
to C&GT therapeutic products.

Detailed Program: Population, sample and data collection, Descriptive statistics
methodology using SPSS, Survival outcomes (Kaplan-Meier, Cl, competing risks), Univariate
comparisons, Gray's statistics for cumulative incidence functions, Cox regression
Multivariate analysis, Presentation of small and big data.

2"d Semester

From Development to GMP/ EM

Summary: The steps necessary to push an advanced therapy all the way from lab
environment to market commercialization. What considerations are needed in each step
of the way to commercialization.

Detailed Program: The Life Cycle, Quality by Design (QbD), Qualification and Validation,
Ongoing Process Verification and Life cycle Approach of a process established from QbD
Principles, Investigational New Drug (IND) and Clinical Trial Application (CTA).

QC for CGT/ Equipment
Summary: Assays availabilities in the industry, as well as best practices on how to create a
QC plan and select the right assay for a specific treatment.

Detailed Program: Introduction to Analytical Development, Equipment Validation and
Certification (DQ-PQ), Contamination control strategies, Qualification and validation of
analytical and bioanalytical methods, Computerized System Validation, Stability studies -
design, performance, reporting and conclusions, Supply chain for CGT, Case study
(analytical method certification).

Preclinical and Clinical aspects in CGT

Summary: Presenting a background on the different phases a C&GT should go through
with the regulatory authorities - locally and globally. What are the needs at each phase and
how to provide the best quality to the patients.
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Detailed Programme: Historical review of current CGT, Current status of CGT clinical trials
and commercialized therapies, Pre-clinical studies design, Clinical studies design: How to
write a clinical protocol for CGT, Introduction to clinical trials, How to get a CGT cell
program started, Donor and patient eligibility, Apheresis/ Cell procurement, Good clinical
practice in CGT treatment, How to monitor clinical trials, Report of CGT treatments and
side effects.

Scientific/ Lab Management

Summary: Understanding of management in a research context; Developing research
organizations; Strategic management; Portfolio management; Basic financial issues and
accounting.

Detailed Programme: Translational research management process (including case
studies), Developing research organizations, CGT RnD (Research and Development) in
RI/Academia versus Industry, Challenges of getting CGTs into the market, Therapy pipeline
management, Financial Accounting, Secure Funding from Competitive RnD programmes.
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Course outline
1%t semester

(1) GENERAL

COURSE OUTLINE
CGT 101

SCHOOL

SCHOOL OF HEALTH SCIENCES

ACADEMIC
UNIT/PARTICIPATING UNITS*

FACULTY OF MEDICINE / DEPARTMENT OF BIOMEDICAL SCIENCES

PARTICIPATING
INSTITUTIONS**

UNIVERSITY OF PATRAS / UNIVERSITY OF WEST ATTICA

POSTGRADUATE
PROGRAMME: TITLE OF
POSTGRADUATE PROGRAMME

“Cell and Gene Therapies from bench to bedside and Good
Manufacturing Practices”

LEVEL OF STUDIES

POSTGRADUATE/ 2NP CYCLE OF STUDY

COURSE CODE | CGT 101 | SEMESTER | A
COURSE TITLE INTRODUCTION TO C&GT GMP
INDEPENDENT TEACHING ACTIVITIES
if credits are awarded for separate components of the WEEKLY
course, e.g. lectures, laboratory exercises, etc. If the credits TEACHING CREDITS
are awarded for the whole of the course, give the weekly HOURS
teaching hours and the total credits
Lectures, 2 9
Laboratory practice 1
Add rows if necessary. The organisation of teaching and the
teaching methods used are described in detail at (d).

COURSE TYPE
general background,
special background, specialised general
knowledge, skills development

General Background (Compulsory)

PREREQUISITE COURSES:

There are no prerequisite courses. Basic knowledge of
chemistryand biology will facilitate understanding ofthe course.

LANGUAGE OF
INSTRUCTION and
EXAMINATIONS:

English

IS THE COURSE OFFERED
TO ERASMUS
STUDENTS

Yes

COURSE WEBSITE (URL)

Introduction to C and GT GMP - MasterCGT and on the University ofPatras
eclass platform https://eclass.upatras.gr
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2 LEARNING OUTCOMES

Learning outcomes
The course learning outcomes, specific knowledge, skills, and competences of an appropriate level, which the students will
acquire with the successful completion of the course are described.
Consult Appendix A
e Description of the level of learning outcomes for each qualifications cycle, according to the Qualifications Framework of
theEuropean Higher Education Area
e Descriptors for Levels 6, 7 & 8 of the European Qualifications Framework for Lifelong Learning and Appendix B
o Guidelines for writing Learning Outcomes
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This course introduces students to the concepts of cell and gene therapy.

It explains to them the basic principles of good manufacturing practice (GMP), manufacturing
technologies of advanced pharmaceutical products, the reasons for the existence of the international
council for the harmonization of technical requirements for pharmaceutical products intended for
human use, the importance of having decentralized treatment production units near hospitals, the
elements of a quality assurance (QA) system and the role of the quality assurance manager (QP).

On successful completion of the course, the students will be able to:

* Become familiar with cell and gene therapies and understand the rationale behind choosing
them to treat specific diseases.

* Methods of correcting faulty genes.

* Types of viral vectors used for gene therapies.

* Basic concepts of cancer immunotherapy and methods to enhance the immune response
against cancer cells.

* Understand in depth and be able to choose the optimal manufacturing technique of cell and
gene therapies using guidelines that coincide with the guidelines of good practice systems.

* Distinguish in vivo gene therapy from ex vivo cell-based gene therapy.

* Name three types of products being manufactured for cell and Gene therapy clinical applications.

* Name the equipment being used for the manufacturing of these products.

* Clearly distinguish between open, closed and automated systems for cell and gene
therapy product manufacturing.

* Name the difference between scaling up and scaling out.

* Know the difference between direct in-vivo and ex-vivo gene therapies.

* Understand the rationale of gene therapy selected for a disease.

* Know the genetic basis of hereditary diseases.

* Know methods of correcting faulty genes.

* Learn different types of viral vectors for gene therapy.

* Know basis for cancer immunotherapy and the cell and gene therapy methods used to
enhanceimmune response towards cancer cells.

» Understand the rationale to cancer target selection and the leading approaches that
demonstrate clinical success.

* Define what “GMP” means.

* Describe what a GMP facility is.

* Have the theoretical knowledge how to enter, exit and work in a GMP facility.

* Understand the quality attributes of a GMP manufactured cell and gene therapy product.

* Use ICH guidelines to ensure safe, effective, and high-quality CGT products developed
and registered efficiently.

* Understand the concepts, challenges, and solutions of CGT cell processing technologies.

* Identify manufacturing challenges and understand their impact.

* Realize the challenges of decentralized manufacturing.

* Learn what the legal accountabilities of a QP are, specifically in the frame of the batch
disposition process (release of final product).

* Identify the actions to be performed and the level of oversight to put in place in different
areas (regulatory, QA, QC) to properly release a safe final product to patients.
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General Competences

Taking into consideration the general competences that the degree-holder must acquire (as these appear in the Diploma
Supplement and appear below), at which of the following does the course aim?

Search for, analysis and synthesis of data and information, Project planning and management

with the use of the necessary technology Respect for difference and multiculturalism

Adapting to new situations Respect for the natural environment

Decision-making Showing social, professional, and ethical responsibility and
Working independently sensitivity to gender issues

Teamwork Criticism and self-criticism

Working in an international environment Production of free, creative, and inductive thinking

Working in an interdisciplinary environment
Production of new research ideas

Search for, analysis and synthesis of data and information, with the use of the
necessary technology Adapting to new situation

Working

independently

Teamwork

Working in an international

environment Working in an

interdisciplinary environment Project

planning and management

Respect for difference and multiculturalism

Showing social, professional, and ethical responsibility and sensitivity to gender issues

3 SYLLABUS

The course is developed as follows:

Case study (Challenges of later phase cell and gene therapy product manufacturing)
Introduction to cell and gene therapies

Basic principles of GMP (PART 1 & 2)

International council for Harmonization (ICH)

Technologies for C&GT/ATMP Manufacturing

Challenges of CGT ATMP

PO Care Manufacturing

QMS-QP and QP role
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4 TEACHING and LEARNING METHODS — EVALUATION

21

DELIVERY)|

Face-to-face, Distance learning, etc.

Mostly online courses

USE OF INFORMATION AND
COMMUNICATIONS TECHNOLOGY

Use of ICT in teaching, laboratory education,
communication with students

e  Systematic use of ICT in teaching. The lecturesare
supported by enriched PPT presentations, which
are also posted in the online classroom.Interactive
whiteboard use during lectures.

e Laboratory education

Learning process through the e-class online platform:

e  Material provision
e Posting of the teaching notes of the course
e Discussions,
e Announcements,
e Assignment of tasks
e  Regular communication with students via e-
mail.
TEACHING METHODS Activity Semester workload
The manner and methods of teaching are Lectures 22
described in detail.
Lectures, seminars, laboratory  practice,
fieldwork, study and analysis of bibliography, | | Independent study 186
tutorials, placements, clinical practice, art
workshop, interactive teaching, educational
visits, project, essay writing, artistic creativity, -
etc. Laboratory practice 12
The student's study hours for each learning
activity are given as well as the hours of non-
directed study according to the principles of the Course total 230

ECTS

STUDENT PERFORMANCE EVALUATION

Description of the evaluation procedure

Language of evaluation, methods of evaluation,
lsummative or conclusive, multiple choice|
questionnaires, short-answer questions, open-
ended questions, problem solving, written work,
essay/report, oral examination, public|
loresentation, laboratory work, clinical examination
of patient, art interpretation, other

Specifically-defined evaluation criteria are given,
and if and where they are accessible to students.

Written exam and assignment.

Assessment language English.

From the beginning of the semester, a complete description
of the content of the course, as well as the way of evaluating
the students, is posted in the electronic class (e-class). The
students also know from the outset the material to be
examined and the relevant bibliography. In the online
classroom, the teacher's notes are also posted, which guide
the student in a thorough manner for his further study.

For the successful completion of the course, a final grade
equal to or greater than 5 is required. The grade is the sum of
the marks of the written exam questions at the end of
semester and of the assignment. The score on a scale of 1-10
for the final exam is based on different types of questions,
which are renewed in each exam. The final written exam
includes: (a) short answer questions and (b) development
questions (c) critical questions d) evaluation questions of
elements of theory.
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COURSE OUTLINE
CGT 102

(1) GENERAL

SCHOOL | SCHOOL OF HEALTH SCIENCES
ACADEMIC UNIT/PARTICIPATING [FACULTY OF MEDICINE / DEPARTMENT OF BIOMEDICAL
UNITS* [SCIENCES
PARTICIPATING INSTITUTIONS** |[UNIVERSITY OF PATRAS / UNIVERSITY OF WEST ATTICA
POSTGRADUATE PROGRAMMIE: (“Cell and Gene Therapies from bench to bedside and Good
TITLE OF POSTGRADUATE [Manufacturing Practices”

PROGRAMME
LEVEL OF STUDIES |POSTGRADUATE/ 2ND CYCLE OF STUDY
COURSE CODE | CGT 102 | SEMESTER | A
COURSE TITLE BIOLOGICAL ASPECTS OF C&GT/ BASIC CELL BIOLOGY
INDEPENDENT TEACHING ACTIVITIES WEEKLY
if credits are awarded forj separate compone.nts of the course, e.g. TEACHIN CREDITS
lectures, laboratory exercises, etc. If the credits are awarded for the GHOURS
whole of the course, give the weekly teaching hours and the total
credits
Lectures 2 8
Laboratory practice 1
Add rows if necessary. The organisation of teaching and the teaching
methods used are described in detail at (d).

COURSE TYPE| General Background (Compulsory)

general background,

special background, specialised general
knowledge, skills development

PREREQUISITE COURSES: BIOLOGY & CGT 101

LANGUAGE OF INSTRUCTION and | GREEK AND ENGLISH
EXAMINATIONS:
IS THE COURSE OFFERED YES
TO ERASMUS
STUDENTS
COURSE WEBSITE (URL) | Biological aspects of C and GT / Basic cell biology -
MasterCGT kat otnv mhatdopua eclass tou MM
https://eclass.upatras.gr

(2) LEARNING OUTCOMES

Learning outcomes
The course learning outcomes, specific knowledge, skills and competences of an appropriate level, which the students will acquire
with the successful completion of the course are described.
Consult Appendix A
B Description of the level of learning outcomes for each qualifications cycle, according to the Qualifications Framework of the

European Higher Education Area
Descriptors for Levels 6, 7 & 8 of the European Qualifications Framework for Lifelong Learning and Appendix B

Guidelines for writing Learning Outcomes
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The course focuses to the presentation and analysis of basic topics in cellular and molecular biology.
Upon completion of the course the students are able to:

e Understand the key concepts of cellular molecular biology and the current data
supporting their importance.

e Perceive the complexity of biological systems and the importance of using
moderntechnologies of molecular biology.

e Have indepth knowledge of the mechanism of the regulation and deregulation of
molecularcellular structures and mechanisms and their contribution to the
etiopathogenesis and manifestation of diseases.

e  Familiarize with the different methods of gene therapy.

General Competences
Taking into consideration the general competences that the degree-holder must acquire (as these appear in the Diploma
Supplement and appear below), at which of the following does the course aim?

Search for, analysis and synthesis of data and information, Project planning and management

with the use of the necessary technology Respect for difference and multiculturalism

Adapting to new situations Respect for the natural environment

Decision-making Showing social, professional and ethical responsibility and
Working independently sensitivity to gender issues

Team work Criticism and self-criticism

Working in an international environment Production of free, creative and inductive thinking
Working in an interdisciplinary environment

Production of new research ideas Others...

Search, analysis and synthesis of data and information, using the necessary technology.
Autonomous work.

Promotion of free, creative and inducting thinking.

(3) SYLLABUS

The course is developed as follows:

e Cells and tissue culture basics.

e  Cells life cycle, cell death, differentiation.

e  Stem cells.

e The immune system and the immune escape of cancer.
e  Cell signaling with focus on T cell signaling.

e  Viruses and viral vectors, non viral gene therapies.
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(4) TEACHING and LEARNING METHODS - EVALUATION
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Use of ICT in teaching, laboratory education,
communication with students

DELIVERY Mostly online courses

Face-to-face, Distance learning, etc.
USE OF INFORMATION AND | Systematic use of ICT in teaching. The lectures are
COMMUNICATIONS TECHNOLOGY | supported by PPT presentations, which are also

posted in the online classroom. Interactive
whiteboard use during lectures.

Learning process through the e-class online platform:
Material provision

Posting of the teaching notes of the course
Discussions,

Announcements,

Assignment of tasks

Regular communication with students via e- mail.
Laboratory education

TEACHING METHODS
The manner and methods of teaching are described|
in detail.
Lectures, seminars, laboratory practice, fieldwork,
study and analysis of bibliography, tutorials,
blacements, clinical practice, art workshop,
interactive teaching, educational visits, project,
lessay writing, artistic creativity, etc.

The student's study hours for each learning
activity are given as well as the hours of non-
directed study according to the principles of the
ECTS

Activity Semester workload
Lectures 24
Independent 184
study,
Bibliography
Study
Laboratory practice 12
Course total 220

STUDENT PERFORMANCE EVALUATION

Description of the evaluation procedure

Language of evaluation, methods of evaluation,
lsummative or conclusive, multiple choice|
questionnaires, short-answer questions, open-|
ended questions, problem solving, written work,
essay/report, oral examination, public
loresentation, laboratory work, clinical examination
of patient, art interpretation, other

Specifically-defined evaluation criteria are
given, and if and where they are accessible to
students.

Written exam and assignment.

Assessment language English.

From the beginning of the semester, a complete description
of the content of the course, as well as the way of evaluating
the students, is posted in the electronic class (e-class). The
students also know from the outset the material to be
examined and the relevant bibliography. In the online
classroom, the teacher's notes are also posted, which guide
the student in a thorough manner for his further study.

For the successful completion of the course, a final grade
equal to or greater than 5 is required. The grade is the sum of
the marks of the written exam questions at the end of
semester and of the assignment. The score on a scale of 1-10
for the final exam is based on different types of questions,
which are renewed in each exam. The final written exam
includes: (a) short answer questions and (b) development
questions (c) critical questions. d) evaluation questions of
elements of theory.

5 RECOMMENDED BIBLIOGRAPHY
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- Suggested bibliography:
e  Pluripotent Stem Cell-Based Cell Therapy- Promise and Challenges - PubMed (nih.gov)
e  Mesenchymal stromal cells: Putative microenvironmental modulators become cell therapy -
PubMed (nih.gov)
e Chimeric Antigen Receptor Therapy - PubMed (nih.gov)
e Long-Term Follow-up of CD19 CAR Therapy in Acute Lymphoblastic Leukemia - PubMed (nih.gov)
e Mechanisms of mesenchymal stem/stromal cell function - PubMed (nih.gov)

- Related academic journals:

PubMed
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COURSE OUTLINE
CGT 103

(1) GENERAL

SCHOOL | SCHOOL OF HEALTH SCIENCES

ACADEMIC UNIT/PARTICIPATING [FACULTY OF MEDICINE / DEPARTMENT OF BIOMEDICAL
UNITS* [SCIENCES
PARTICIPATING INSTITUTIONS** |[UNIVERSITY OF PATRAS / UNIVERSITY OF WEST ATTICA
POSTGRADUATE PROGRAMMIE: | “Cell and Gene Therapies from bench to bedside and Good
TITLE OF POSTGRADUATE [Manufacturing Practices”

PROGRAMME
LEVEL OF STUDIES | POSTGRADUATE/ 2° CYCLE OF STUDY
COURSE CODE | CGT103 | SEMESTER | A’

COURSE TITLE | CELL AND GENE THERAPIES REGULATION
INDEPENDENT TEACHING ACTIVITIES

if credits are awarded for separate components of the course, e.g. WEEKLY
lectures, laboratory exercises, etc. If the credits are awarded for the TEACHIN CREDITS
whole of the course, give the weekly teaching hours and the total G HOURS
credits
Lectures, 2 8

Laboratory practice

Add rows if necessary. The organisation of teaching and the teaching
methods used are described in detail at (d).
COURSE TYPE| Specific Background
general background,
special background, specialised general
knowledge, skills development

PREREQUISITE COURSES: CGT 101 & CGT 102

LANGUAGE OF INSTRUCTION and | English
EXAMINATIONS:
IS THE COURSE OFFERED
TO ERASMUS
STUDENTS

COURSE WEBSITE (URL) | Cand GT Regulation/Aseptic processing - MasterCGT and on the
University of Patras eclass platform https://eclass.upatras.gr

(2) LEARNING OUTCOMES

Learning outcomes

The course learning outcomes, specific knowledge, skills and competences of an appropriate level, which the students will acquire
with the successful completion of the course are described.

Consult Appendix A

e Description of the level of learning outcomes for each qualifications cycle, according to the Qualifications Framework of
theEuropean Higher Education Area

o Descriptors for Levels 6, 7 & 8 of the European Qualifications Framework for Lifelong Learning and Appendix B

o Guidelines for writing Learning Outcomes
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The goal
and regu
Manufac

of this course is to provide knowledge about the current US, EU and local applicable laws
lations of cells and gene therapies products and to provide an overview of current Good
turing, Good Laboratory, Good Documentation, Good Documentation Practices and in

general GxP expectations according to relevant regulatoryguidelines.

Upon completion of this course, students will be able to:

e  Gain knowledge of FDA and EMA C&GT/ATMP guidelines.

e Learn Regulatory requirements of CGT products.

e Learn about the Chemistry, Manufacturing, and Control (CMC) requirements for
different applications from a Quality Control / Quality assurance standpoint.

e Learn about different regulatory pathways for Cell and Gene therapy products(CGTPs)
and Advanced Therapy Medical Products (ATMPs).

e Respondto theregulatory pathway to obtain a GMP manufacturing authorizationin EU.

e  Gain knowledge and understanding of the differences and similarities between FDAand
EMA regulatory paths for CGT/ATMPs.

e Identify the main actions/steps (documentation preparation, submission,
inspections) to succeed in this submission process.

e Understand the regulatory requirements, constraints and solutions for CGT
identification and labeling.

e Be familiar with potential labeling methods and coding of CGT products and
understand how to interpret a CGT label.

e  Be familiar with the GMP rules and understand basic QC lab methods such as ELISA,PCR,
Flowcytometry.

e Understand the regulatory and GMP requirements to maintain quality and safetyduring
the CGT / ATMP product’s life cycle.

e Understand the basic QC/CMC requirements of CGT products.

General Competences

Taking into consideration the general competences that the degree-holder must acquire (as these appear in the Diploma
Supplement and appear below), at which of the following does the course aim?

Search for, analysis and synthesis of data and information, Project planning and management

with the use of the necessary technology Respect for difference and multiculturalism

Adapting to new situations Respect for the natural environment

Decision-making Showing social, professional and ethical responsibility and
Working independently sensitivity to gender issues

Team work Criticism and self-criticism

Working in an international environment Production of free, creative and inductive thinking
Working in an interdisciplinary environment

Production of new research ideas Others...

Search for, analysis and synthesis of data and information, with the use of the
necessary technology Adapting to new situation

Working

independently Team

work
Working

in an international

environment Working in an
interdisciplinary environment Project
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planning and management
Respect for difference and multiculturalism
Showing social, professional and ethical responsibility and sensitivity to gender issues

(3) SYLLABUS

The course is developed as follows:

e  The Regulatory authorities (EMA, FDA) and regulatory review pathways

e Overview of ATMP EU legislation

e  FDA guidance for CGT —and overview

e  CGT Quality and CMC (Chemistry, Manufacturing and Controls) considerations

e Medical Devices Regulation (MDR) for CGT

e  Expedited Programs in EU (EMA) and US (FDA)

e Submitting a File (application) in EU for Manufacturing authorization of a CGT product
e Labelling of CGT products
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(4) TEACHING and LEARNING METHODS - EVALUATION

30

DELIVERY e  Mostly Face-to-face and online courses,
Face-to-face, Distance learning, etc. asynchronousteaching is also available if needed.
USE OF INFORMATION AND | e  Systematic use of ICT in teaching. The lectures are
COMMUNICATIONS TECHNOLOGY supported by enriched PPT presentations, which are
Use of ICT in teaching, laboratory education, also posted in the online classroom. Interactive
communication with students whiteboard use during lectures.
e Laboratory education
[ ]
e Learning process through the e-class online platform:
e  Material provision
e  Posting of the teaching notes of the course
e  Discussions,
e Announcements,
e Assignment of tasks
e  Regular communication with students via e- mail.

TEACHING METHODS e  Activity e Semester workload
The manner and methods of teaching are described|
in detail. Lectures o 22
Lectures, seminars, laboratory practice, fieldwork, Laboratory practice e 9
study and analysis of bibliography, tutorials, Independent study ° 189
placements, clinical practice, art workshop, L
interactive teaching, educational visits, project, B'bI'Ography StUdy
lessay writing, artistic creativity, etc. Course total e 220

The student's study hours for each learning
activity are given as well as the hours of non-
directed study according to the principles of the
ECTS

STUDENT PERFORMANCE EVALUATION

e Written exam and assignment.
Description of the evaluation procedure ° Assessment language English.
Language of evaluation, methods of evaluation,| ®  From the beginning of the semester, a complete
summative or  conclusive, ~multiple  choice| description of the content of the course, as well as
questionnaires, - short-answer _ questions, - open- the way of evaluating the students, is posted in the
ended questions, problem solving, written work, .
essay/report,  oral  examination,  public electronic class (e-class). The students also know
loresentation, laboratory work, clinical examination from the outset the material to be examined and the
of patient, art interpretation, other relevant bibliography. In the online classroom, the
- ] ) o ) teacher's notes are also posted, which guide the
Specifically-defined evaluation criteria are given, d . h h for his furth d
and if and where they are accessible to student in a thorough manner for his further study.
students.. o
®  For the successful completion of the course, a final

grade equal to or greater than 5 is required. The
grade is the sum of the marks of the written exam
guestions at the end of semester and of the
assignment. The score on a scale of 1-10 for the final
exam is based on different types of questions, which
are renewed in each exam. The final written exam
includes: (a) short answer questions and (b)
development questions (c) critical questions d)
evaluation questions of
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e elements of theory.
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(5) RECOMMENDED BIBLIOGRAPHY

REFERENCES — SUGGESTED BIBLIOGRAPHY
1. EMA Guidelines relevant for advanced therapy medicinal products

https://www.ema.europa.eu/en/human-regulatory/research-development/advanced-

therapies/guidelines-relevant-advanced-therapy-medicinal-products

2. Regulation (EC) No 1394/2007 of the European Parliament and of the Council of 13
November 2007 on advanced therapy medicinal products

EUR-Lex - 32007R1394 - EN - EUR-Lex (europa.eu)
3. FDA Cellular & Gene Therapy Guidances

Cellular & Gene Therapy Guidances | FDA
4. Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 20170n
medical devices

EUR-Lex - 32017R0745 - EN - EUR-Lex (europa.eu)
5. EMA — Accelerated assessment

Accelerated assessment | European Medicines Agency (europa.eu)
6. FDA - Expedited Programs for Serious Conditions—Drugs and Biologics

Expedited Programs for Serious Conditions—Drugs and Biologics | FDA
7. Commission Directive (EU) 2015/565 of 8 April 2015 amending Directive 2006/86/EC asregards
certain technical requirements for the coding of human tissues and cells

EUR-Lex - 32015L0565 - EN - EUR-Lex (europa.eu)
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COURSE OUTLINE
CGT 104

(1) GENERAL

SCHOOL | SCHOOL OF HEALTH SCIENCES
ACADEMIC UNIT/PARTICIPATING [FACULTY OF MEDICINE / DEPARTMENT OF BIOMEDICAL
UNITS* [SCIENCES
PARTICIPATING INSTITUTIONS** [UNIVERSITY OF PATRAS / UNIVERSITY OF WEST ATTICA
POSTGRADUATE PROGRAMMIE: | “Cell and Gene Therapies from bench to bedside and Good
TITLE OF POSTGRADUATE [Manufacturing Practices”

PROGRAMME
LEVEL OF STUDIES | POSTGRADUATE/ 2N CYCLE OF STUDY
COURSE CODE | CGT 104 | SEMESTER | A
BIOSTATISTICS AND MEDICAL DATA ANALYSIS
COURSE TITLE
INDEPENDENT TEACHING ACTIVITIES
if credits are awarded for separate components of the course, e.g. WEEKLY
lectures, laboratory exercises, etc. If the credits are awarded for the TEACHING CREDITS
whole of the course, give the weekly teaching hours and the total HOURS
credits

LECTURES 2 5

Add rows if necessary. The organisation of teaching and the teaching
methods used are described in detail at (d).

COURSE TYPE| General Background (Compulsory)

general background,

special background, specialised general

knowledge, skills development

PREREQUISITE COURSES: There are no prerequisite courses.

LANGUAGE OF INSTRUCTION and English

EXAMINATIONS:

IS THE COURSE OFFERED TO | Yes

ERASMUS STUDENTS

COURSE WEBSITE (URL) | https://mastercgt.com/course/biostatistics-
and-medical-data-analysis/

(2) LEARNING OUTCOMES

Learning outcomes
The course learning outcomes, specific knowledge, skills and competences of an appropriate level, which the students will acquire
with the successful completion of the course are described.
Consult Appendix A
o Description of the level of learning outcomes for each qualifications cycle, according to the Qualifications Framework of
theEuropean Higher Education Area

e Descriptors for Levels 6, 7 & 8 of the European Qualifications Framework for Lifelong Learning and Appendix B
o Guidelines for writing Learning Outcomes
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By the end of the course the students will be familiar with:
The main types of study design and sampling plans.
Various methods for visual displays and summary measures for quantitative and
qualitative data.
Appropriate choice of (parametric or non—parametric) methods of statistical analysis
through examples in the health and life sciences.
The use of statistical software (IBM/SPSS) to implement these procedures.
The application of statistical tests in the context of the cell and gene therapies field.

General Competences
Taking into consideration the general competences that the degree-holder must acquire (as these appear in the Diploma
Supplement and appear below), at which of the following does the course aim?

Search for, analysis and synthesis of data and information,  Project planning and management

with the use of the necessary technology Respect for difference and multiculturalism

Adapting to new situations Respect for the natural environment

Decision-making Showing social, professional and ethical responsibility and
Working independently sensitivity to gender issues

Team work Criticism and self-criticism

Working in an international environment Production of free, creative and inductive thinking
Working in an interdisciplinary environment

Production of new research ideas Others...

The aim of the course is to enable students to apply statistical procedures in the context of thecell and
gene therapies field for different study types. In particular, the basic principles of probability theory,
along with the most useful and important probability distributions are presented. Then, the basics of
data presentation in terms of descriptive statistics and visual displays allows the detection of trends in
the data and leads to statistical inference. The mostimportant parametric and non-parametric
inferential methods are covered. Hence, the student will realize how the inherent variability of
biological characteristics unavoidably causes the uncertainty involved when some estimation or
hypothesis test regarding some populationparameter of interest is attempted. In this sense, the
student will be in a position to make a more informed interpretation and evaluation their findings, as
well as those found in the literature. Theoretical, as well as practical guidance is provided, through the
use of IBM/SPSS.

The course, also, promotes

Decision-making,

Analysis and synthesis of data and information, with the use of the necessary
technology,

Autonomous work,

Working in an interdisciplinary environment,

Project planning and management.
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(3) SYLLABUS

° Course Description:

. Introduction-Basic concepts. Biometric material collection: inventories,
specialsurveys, sampling. Presentation of the material (tables-charts).

. Types of data and their presentations. Variable role-type classification.

. Study design. Causation and experiments.

° Descriptive statistics (measures and visual displays for categorical and
guantitativevariables).

. Basic probability concepts. Important discrete and continuous distributions.
° Estimation and hypothesis testing for quantitative data. Credibility Limits.
Samplesize and power.

. One-sample and two-sample inference.

° Multi-sample inference. Analysis of Variance.

. Hypothesis testing for qualitative data. Chi square test as a criterion of
correlation,heterogeneity, good application, difference, etc.

) Measures of association. Mean differences, risk differences, relative risks and
oddsratios.

. Evaluation of laboratory findings

° Correlation analysis (Pearson, Spearman’s rho and Kentall’s tau coefficients).
° Multiple linear regression. Dummy variables. Variable selection procedures.
Modeldiagnostics and influence measures. Collinearity and homoscedasticity. Interaction
terms. Logistic regression.

° Dimensional features. Non-parametric tests (Sign test, Mann-Whitney test,
Wilkoxonsigned rank test, Kruskal-Wallis test).
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(4) TEACHING and LEARNING METH

ODS - EVALUATION
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DELIVERY)|

Face-to-face, Distance learning, etc.

Mostly online courses

USE OF INFORMATION AND
COMMUNICATIONS TECHNOLOGY

Use of ICT in teaching, laboratory education,
communication with students

Use of ICT in teaching, communication with students.
Learning process through the e-class online platform:
e Material provision,

¢ Discussions,

e Announcements,
¢ Assignment of tasks,
¢ Contact via e-mail.

TEACHING METHODS

The manner and methods of teaching are|

described in detail.
Lectures, seminars, laboratory practice, fieldwork,

study and analysis of bibliography, tutorials,
placements, clinical practice, art workshop,
interactive teaching, educational visits, project,

essay writing, artistic creativity, etc.

The student's study hours for each learning
activity are given as well as the hours of non-
directed study according to the principles of the
ECTS

Activity Semester workload
e lectures 24
[ )
e Independent study, 116
Bibliography Study
e Course total 140

STUDENT PERFORMANCE EVALUATION

Description of the evaluation procedure

Language of evaluation, methods of evaluation,
lsummative or conclusive, multiple choice|
questionnaires, short-answer questions, open-
ended questions, problem solving, written work,
essay/report, oral examination, public|
loresentation, laboratory work, clinical examination
of patient, art interpretation, other

Specifically-defined evaluation criteria are given,
and if and where they are accessible to students.

Assessment language English.

From the beginning of the semester, a complete
description of the content of the course, as well as
the way of evaluating the students, is posted in
the electronic class (e- class). The students also
know from the outset the material to be examined
and the relevant bibliography. In the online
classroom,the teachers notes are also posted,
which

guide the student in a thorough manner for his
further study. For the successful completion ofthe
course, a final grade equal to or greater than 5 is
required. The grade is the sum of the marks of the
written exam questions at the end of semester.
The score on a scale of 1-10 for the final exam is
based on different types of questions, which are
renewed in each exam. The final written exam
includes: (a) short answer questions and (b)
development questions (c) critical questions.

(5) RECOMMENDED BIBLIOGRAPHY

- Suggested bibliography:
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1. BartonB., PeatJ. (2014). Medical Statistics: A Guide to SPSS, Data Analysisand
Critical Appraisal, 2nd Edition. Wiley Blackwell.

2. Bland M. (2015). An introduction to medical statistics. 4th Edition. Oxford
University Press.

3. ChowC.-S,, Liu J.-P. (2013). Design and analysis of clinical trials, 2"? Edition.Wiley.
4. Chow C.-S., Shao J., Wang H., Lokhnygina Y. (2017). Sample size calculationsin
clinical research, 3™ Edition. Chapman & Hall.

5. Daniel W.W., Cross C.L. (2018). Biostatistics: A Foundation for Analysis inthe
Health Sciences: A Foundation for Analysis in the Health Sciences, 11t Edition. Wiley
Global Education.

6. HairJ.F,, Anderson R.E., Tatham R.L., Black W.C. (2013). Multivariate data
analysis, 7t" Edition. Prentice-Hall.

7. Kestenbaum B. (2009). Epidemiology and biostatistics: An introduction toclinical
research. Springer.

8. Kirkwood B.R., Sterne J.A. (2003). Essential Medical Statistics, 2nd Edition.Wiley.
9. Rosner B. (2016). Fundamentals of biostatistics, 8t Edition. Brooks/Cole
Cengage Learning.

10. Tabachnick G.R., Streiner D.L. (2008). Using multivariate statistics, 4th

Edition. Allyn and Bacon.

- Related academic journals:

Biostatistics & Epidemiology (Taylor and Francis)

Journal of American Statistical Association

Journal of Royal statistical society — B Annals of Statistics
Biometrics (Wiley)

Statistics in medicine (Wiley)

International journal of biostatistics (De Gruyter)
Biometrika (Oxford Academic)

Epidemiology, Biostatistics and Public Health

. Journal of biopharmaceutical statistics (Taylor and Francis)
10. Clinical trials (SAGE)

11. American Journal of Biostatistics

RNV AW
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2" semester

COURSE OUTLINE
CGT 201

(1) GENERAL

SCHOOL | SCHOOL OF HEALTH SCIENCES

ACADEMIC [FACULTY OF MEDICINE / DEPARTMENT OF BIOMEDICAL SCIENCES
UNIT/PARTICIPATING
UNITS*
PARTICIPATING [UNIVERSITY OF PATRAS / UNIVERSITY OF WEST ATTICA
INSTITUTIONS**
POSTGRADUATE |“Cell and Gene Therapies from bench to bedside and Good
PROGRAMME: TITLE OF Manufacturing Practices”

POSTGRADUATE
PROGRAMME

LEVEL OF STUDIES | POSTGRADUATE/ 2\P CYCLE OF STUDY
COURSE CODE | CGT 201| SEMESTER | B

COURSE TITLE FROM DEVELOPMENT TO GMP

INDEPENDENT TEACHING ACTIVITIES
if credits are awarded for separate components of the course, WEEKLY

e.g. lectures, laboratory exercises, etc. If the credits are TEACHING CREDITS
awarded for the whole of the course, give the weekly HOURS
teaching hours and the total credits
Lectures, 2 9
Laboratoryexercises 1

Add rows if necessary. The organisation of teaching and the
teaching methods used are described in detail at (d).
COURSE TYPE| Special Background (Compulsory)

general background,

special background, specialised
general knowledge, skills
development

PREREQUISITE COURSES: The course of the A semester

LANGUAGE OF | English
INSTRUCTION and
EXAMINATIONS:
IS THE COURSE | Yes
OFFERED TO
ERASMUS
STUDENTS

COURSE WEBSITE (URL) | From development to GMP/EM Product life-cycle from
Development toApproval - MasterCGT Kall TNV MAaThOpUa

eclass Tou MM https://eclass.upatras.gr

(2) LEARNING OUTCOMES

| Learning outcomes
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The course learning outcomes, specific knowledge, skills and competences of an appropriate level, which the students will acquire
with the successful completion of the course are described.
Consult Appendix A
e Description of the level of learning outcomes for each qualifications cycle, according to the Qualifications Framework of
theEuropean Higher Education Area
e Descriptors for Levels 6, 7 & 8 of the European Qualifications Framework for Lifelong Learning and Appendix B
e Guidelines for writing Learning Outcomes
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This course explores the principles of life cycle and quality management of a CGT product. Those in-
clude the translation of cell and gene therapies from idea to clinical manufacturing, quality by
design,technical aspects in viral vector CGMP manufacture, GMP from phase 1 to 3, critical process

parame- ters, technology transfer and the process needed for approval of commercialization of a 40
product as well.
On successful completion of the course, the students will be able to:
° Know the facilities and the procedures used to transfer a cell and/or gene therapy product
to the clinic.
° Make decisions throughout the lifecycle of the development of cell and gene therapies for
their translation to the market.
° Identify all the sources of variability affecting a process and manage them effectively so
thatthe finished medicine meets its predefined characteristics.
° Know in detail the procedures of viral vector production and the transduction protocols
used on human primary cells.
° Know how to implement the appropriate Pharmaceutical Quality System for every phase
of development of a drug production.
° Know how to monitor the Critical Process Parameters (CPP) that impact a Critical Quality
At-tribute (CQA) of a pharmaceutical product.
° Know what a technology transfer pack should contain so that the receiving site is able to
rep- licate the manufacture of a product.
° Know the differences in regulation between FDA and EMA and avoid common pitfalls for

ini-tiating and conducting clinical trials for medicinal products and ensure compliance.

General Competences

Taking into consideration the general competences that the degree-holder must acquire (as these appear in the Diploma
Supplement and appear below), at which of the following does the course aim?

Search for, analysis and synthesis of data and information,  Project planning and management

with the use of the necessary technology Respect for difference and multiculturalism

Adapting to new situations Respect for the natural environment

Decision-making Showing social, professional and ethical responsibility and
Working independently sensitivity to gender issues

Team work Criticism and self-criticism

Working in an international environment Production of free, creative and inductive thinking
Working in an interdisciplinary environment

Production of new research ideas Others...

Search for, analysis and synthesis of data and information, with the use of the
necessary technology Adapting to new situation

Working

independently Team

work

Working in an international

environment Working in an

interdisciplinary environment Project

planning and management

Respect for difference and multiculturalism

Showing social, professional and ethical responsibility and sensitivity to gender issues
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(3) SYLLABUS

The course is developed as follows:

Operating and Sampling Environmental Monitoring System- Operating and Testing
commoused Cleanrooms Equipment

Life Cycle Management

Quality by Design (QbD)

Technical Aspects in Viral Vector cGMP Manufacturing

GMP From Phase | to Phase 3

Critical Process Parameters (QTPP) and Critical Quality Attributes (CQA)
Technology Transfer

Case Study — Target Product Profile Through Tech Transfer

IND and CTA

1
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(4) TEACHING and LEARNING METHODS - EVALUATION
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DELIVERY

Face-to-face, Distance learning, etc.

Mostly online courses,

USE OF INFORMATION AND

COMMUNICATIONS TECHNOLOGY
Use of ICT in teaching, laboratory education,
communication with students

Systematic use of ICT in teaching. The lectures are supported
by enriched PPT presentations, which are also posted in the
online classroom. Interactive whiteboard use during lectures.
Laboratory education

Learning process through the e-class online platform:
Material provision

Posting of the teaching notes of the course
Discussions,

Announcements,

Assignment of tasks

Regular communication with students via e- mail.

TEACHING METHODS

The manner and methods of teaching
are described in detail.

Lectures, seminars, laboratory
practice, fieldwork, study and analysis
of bibliography, tutorials, placements,
clinical practice, art workshop,
interactive teaching, educational
visits, project, essay writing, artistic
creativity, etc.

The student's study hours for each
learning activity are given as well as
the hours of non- directed study
according to the principles of the
ECTS|

Activity Semester
workload
Lectures 22
Independent study, Bibliography 199
Study
Laboratory practice 9
Course total 230

STUDENT PERFORMANCE EVALUATION

Description of the evaluation procedure

Language of evaluation, methods of evaluation,
lsummative or conclusive, multiple choice
questionnaires, short-answer questions, open-|
ended questions, problem solving, written work,
essay/report, oral examination, public|
loresentation, laboratory work, clinical examination
of patient, art interpretation, other

Specifically-defined evaluation criteria are given,
and if and where they are accessible to students.

Written exam and assignment

Assessment language English.

From the beginning of the semester, a complete description
of the content of the course, as well as the way of evaluating
the students, is posted in the electronic class (e-class). The
students also know from the outset the material to be
examined and the relevant bibliography. In the online
classroom, the teacher's notes are also posted, which guide
the student in a thorough manner for his further study.

For the successful completion of the course, a final grade
equal to or greater than 5 is required. The grade is the sum of
the marks of the written exam questions at the end of
semester and of the assignment. The score on a scale of 1-10
for the final exam is based on different types of questions,
which are renewed in each exam. The final written exam
includes: (a) short answer questions and (b) development
questions (c) critical questions

Patras, November 2023
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(5) RECOMMENDED BIBLIOGRAPHY

-Suggested bibliography:

e  https://www.who.int/docs/default-source/medicines/norms-and-standards/current-
projects/qas20-863- gmp-for-investigational-products.pdf

e /https://www.gmp-compliance.org/guidelines/gmp-guideline/eu-gmp-annex-13-
investigationalmedici- nal-products

e /https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-
requirements-qualitydocu- mentation-concerning-biological-investigational-
medicinal_en-2.p

e /https://database.ich.org/sites/default/files/M4Q_R1 Guideline.pdf

e /https://www.ema.europa.eu/en/documents/scientific-guideline/ich-m-4-g- common-
technicaldocu-ment-registration-pharmaceuticals-human-use-quality-step-5 en.pdf

- Related academic journals:
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(1) GENERAL

COURSE OUTLINE
CGT 202

SCHOOL

SCHOOL OF HEALTH SCIENCES

ACADEMIC UNIT/PARTICIPATING
UNITS*

FACULTY OF MEDICINE / DEPARTMENT OF BIOMEDICAL
SCIENCES

PARTICIPATING INSTITUTIONS**

UNIVERSITY OF PATRAS / UNIVERSITY OF WEST ATTICA

POSTGRADUATE PROGRAMMIE:
TITLE OF POSTGRADUATE
PROGRAMME

“Cell and Gene Therapies from bench to bedside and Good
Manufacturing Practices”

LEVEL OF STUDIES

POSTGRADUATE/ 2NP CYCLE OF STUDY

COURSE CODE

CGT202 | SEMESTER | B

COURSE TITLE

QUALITY CONTROL FOR CELL AND GENE THERAPIES AND

EQUIPMENT FORANALYTICAL METHODS

44

INDEPENDENT TEACHING ACTIVITIES
if credits are awarded for separate
components of the course, e.g. lectures,
laboratory exercises, etc. If the credits are
awarded for the whole of the course, give
the weekly teaching hours and the total

WEEKLY
TEACHING
HOURS

CREDITS|

credits

Lectures, 2 9

laboratory| 1
exercises|

the teaching methods used are described

Add rows if necessary. The organisation of teaching and

in detail at (d).

COURSE TYPE|
general background,
special background, specialised general
knowledge, skills development

Special Background (Compulsory)

PREREQUISITE COURSES:

The courses of the A semester

LANGUAGE OF INSTRUCTION and | English
EXAMINATIONS:
IS THE COURSE OFFERED Yes
TO ERASMUS
STUDENTS

COURSE WEBSITE (URL)

https://eclass.upatras.gr/modules/document/index.php?cours
e=ME D1470&openD ir=/631aed58vicw QC for
CGT/Equipment - MasterCGT and on the University of Patras
eclass platform https://eclass.upatras.gr

(2) LEARNING OUTCOMES

| Learning outcomes
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The course learning outcomes, specific knowledge, skills and competences of an appropriate level, which the students will acquire
with the successful completion of the course are described.
Consult Appendix A
e Description of the level of learning outcomes for each qualifications cycle, according to the Qualifications Framework of
the European Higher Education Area
e Descriptors for Levels 6, 7 & 8 of the European Qualifications Framework for Lifelong Learning and Appendix B
o Guidelines for writing Learning Outcomes

This course introduces and explores the principles of quality control systems in Cell and Gene
Therapies and the equipment used for the analytical methods. CGT products demand a close
monitoring from start of patient cells/tissue collection (for autologous therapies) or just-in-time
product manufacturing release (for allogeneic therapies) until therapy infusion. The design and
monitoring of the process, needle to needle, must consider how CGT products will be delivered from
the clinical site to the production site and then back to the end user/administration center. The
coursealso analyzes the complexity of starting a cell and gene therapy program from scratch and how
important continuous education and information for personnel is.

The course aims to present and inform students about existing quality control techniques in the field
of cell and gene therapy research and production. Specifically, the students will be taught the
importance of the analysis methods that ensure the safety, identity, purity and effectiveness
(strength) of the product. An important point of the course will be the understanding of the
contamination risks of a GMP laboratory as well as the methods of contamination prevention: from
the correct design of the laboratory to the well-trained staff.

The importance of the detailed monitoring of the products at each stage of their production as well
asthe harmonization of the product labels in accordance with the respective National authorities will
beextensively analyzed. In addition, students will be informed about the necessity of producing and
maintaining stable products, i.e. products that will be able to maintain their physical, chemical and
microbiological structure according to their original therapeutic and toxicological specification.
Finally,a decisive role in understanding the above will be demonstrated by the analysis of the
initiation of a program of cell and gene therapies, from planning the research and development
laboratory, finding sponsors, training the staff to all the legislative documents that must be collected
and read by the competent authorities.
On successful completion of the course, the students will be able to:
e  Know the fundamental concepts and types of bioassays for cell and gene products
e Examine manufacturing techniques and processes for cell therapies, gene- modified
celltherapies and gene therapies.
e Understand the basic rules and requirements for Identity and potency assays to reflect
thefinal product identity and efficacy.
e  Familiarize with potential labelling methods and coding. Understand how to interpret a
CGTlabel
e Learn the importance of aseptic working in a GMP environment to maintain compliance
e  Examine in depth cell therapy manufacturing in order to understand key processes
andtechniques
e Understand the regulatory requirements for working with genetically modified cells to
ensurecompliance with EU and US
e Appreciate the challenges of supply change, logistics and patient location on patient delivery
e Demonstrate knowledge and critical understanding of the qualification process for
ananalytical method: the qualification study planning, writing protocol, execution,
and summarizing the qualification report
e Understand the stability requirements in the drug development process
e Learn and discuss factors that can affect the stability profile of a cell and gene drug
product,understand the principles of stability protocols and study setup.
e  Familiarize with terms such as : SOPs, LOD, LOQ, CCS and GMP and ISO guidelines
e  Critically evaluate the techniques used for the environmental monitoring of a CGT
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GMPlaboratory

iAnalyze and understand the many risks of contamination in a GMP laboratory

General Competences

with the use of the necessary technology
Adapting to new situations
Decision-making

Working independently

Team work

Working in an international environment
Working in an interdisciplinary environment
Production of new research ideas

Taking into consideration the general competences that the degree-holder must acquire (as these appear in the Diploma
Supplement and appear below), at which of the following does the course aim?

Search for, analysis and synthesis of data and information,  Project planning and management

Respect for difference and multiculturalism

Respect for the natural environment

Showing social, professional and ethical responsibility and
sensitivity to gender issues

Criticism and self-criticism

Production of free, creative and inductive thinking

Others...
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Search for, analysis and synthesis of data and information, with the use of the necessary technology
Adapting to new situation

Working independently

Team work

Working in an international environment

Working in an interdisciplinary environment

Project planning and management

Respect for difference and multiculturalism

Showing social, professional and ethical responsibility and sensitivity to gender issues
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(3) SYLLABUS

The course is developed as follows:
e Introduction to Analytical Development
e The new EU Regulation on SoHO (Substances of Human Origin)
e Contamination Control Strategies
e Supply Chains for CGTs
e How to get a CGT cell program started
e How to get a GMP manufacturing authorization
e  Case study (Analytical method qualification)
e Qualification and Validation of
e analytical and bioanalytical methods
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(4) TEACHING and LEARNING METHODS - EVALUATION

DELIVERY)|

Face-to-face, Distance learning, etc.

Mostly online courses

USE OF INFORMATION AND
COMMUNICATIONS TECHNOLOGY

Use of ICT in teaching, laboratory education,
communication with students

e Systematic use of ICT in teaching. The lectures
are supported by enriched PPT presentations,
which are also posted in the online classroom.
Interactive whiteboard use during lectures.

e Laboratory education

Learning process through the e-class online platform:
e Material provision
e Posting of the teaching notes of the course
e Discussions,
e Announcements,
e Assignment of tasks
e Regular communication with students via e-

mail.

TEACHING METHODS . Semester
The manner and methods of teaching are described| Activity workload
in detail.
Lectures, seminars, laboratory practice, fieldwork, Lectures 22
study and analysis of bibliography, tutorials, Independent study Bibliography Study 199
placements, clinical practice, art workshop, Laboratory practice 9
interactive teaching, educational visits, project, Course total 230
essay writing, artistic creativity, etc.

The student's study hours for each learning

activity are given as well as the hours of non-
directed study according to the principles of the
ECTS

STUDENT PERFORMANCE EVALUATION

Description of the evaluation procedure

Language of evaluation, methods of evaluation,
lsummative or conclusive, multiple choice|
questionnaires, short-answer questions, open-|
ended questions, problem solving, written work,
essay/report, oral examination, public|
loresentation, laboratory work, clinical examination
of patient, art interpretation, other

Specifically-defined evaluation criteria are given,
and if and where they are accessible to students.

Written exam and assignment.

Assessment language English.

From the beginning of the semester, a complete description
of the content of the course, as well as the way of evaluating
the students, is posted in the electronic class (e-class). The
students also know from the outset the material to be
examined and the relevant bibliography. In the online
classroom, the teacher's notes are also posted, which guide
the student in a thorough manner for his further study.

For the successful completion of the course, a final grade

equal to or greater than 5 is required. The grade is the sum of
the marks of the written exam questions at the end of
semester and of the assignment. The score on a scale of 1-10
for the final exam is based on different types of questions,
which are renewed in each exam. The final written exam
includes: (a) short answer questions and (b) development
questions (c) critical questions d
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(5) RECOMMENDED BIBLIOGRAPHY
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Suggested bibliography:
“B. Magnusson and U. Ornemark (eds.) Eurachem Guide: The Fitness for Purpose of Analytical
Methods

— A Laboratory Guide to Method Validation and Related Topics, (2nd ed. 2014). ISBN 978-91-
87461-59-0 : https://eurachem.org/images/stories/Guides/pdf/MV_guide 2nd ed EN.pdf

U.S. Department of Health and Human Services, “Food and Drug Administration Analytical
Proceduresand Methods Validation for Drugs and Biologics” (2015) :
https://www.fda.gov/media/87801/download

ICH : Quality guidelines : https://www.ich.org/page/quality-guidelines

European Commission, 2017. Guidelines on Good Manufacturing Practice specific to Advanced
TherapyMedicinal Products (EudralLex, The Rules Governing Medicinal Products in the European
Union, Volume4, Good Manufacturing Practice, Section 6.3, Sub-section
6.26, P. 33). Brussels,Belgium.
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-

4/2017 11 22 guidelines_gmp for atmps.pdf
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COURSE OUTLINE
CGT 203

(1) GENERAL

SCHOOL | SCHOOL OF HEALTH SCIENCES

ACADEMIC UNIT/PARTICIPATING [FACULTY OF MEDICINE / DEPARTMENT OF BIOMEDICAL
UNITS* [SCIENCES

PARTICIPATING INSTITUTIONS** [UNIVERSITY OF PATRAS / UNIVERSITY OF WEST ATTICA
POSTGRADUATE PROGRAMME: | POSTGRADUATE/ 2NP CYCLE OF STUDY

TITLE OF POSTGRADUATE
PROGRAMME
LEVEL OF STUDIES | CGT 203 I SEMESTER | B
COURSE CODE PRECLINICAL AND CLINICAL ASPECTS IN CTG
INDEPENDENT TEACHING ACTIVITIES
if credits are awarded for separate components of the course, e.g. WEEKLY
lectures, laboratory exercises, etc. If the credits are awarded for the TEACHIN CREDITS

whole of the course, give the weekly teaching hours and the total G HOURS

credits

Lectures, 2 6

Add rows if necessary. The organisation of teaching and the teaching
methods used are described in detail at (d).

COURSE TYPE| General Background (Compulsory)

general background,

special background, specialised general

knowledge, skills development

PREREQUISITE COURSES: The courses of A semester

LANGUAGE OF INSTRUCTION and | English
EXAMINATIONS:
IS THE COURSE OFFERED Yes
TO ERASMUS
STUDENTS
COURSE WEBSITE (URL) | Rreclinical and Clinical aspects in CTG - kat otnv mAatdopua

eclass tou NN https://eclass.upatras.gr

(2) LEARNING OUTCOMES

Learning outcomes
The course learning outcomes, specific knowledge, skills and competences of an appropriate level, which the students will acquire
with the successful completion of the course are described.
Consult Appendix A
e Description of the level of learning outcomes for each qualifications cycle, according to the Qualifications Framework of
theEuropean Higher Education Area
o Descriptors for Levels 6, 7 & 8 of the European Qualifications Framework for Lifelong Learning and Appendix B
o Guidelines for writing Learning Outcomes

This course offers an overview of the current status of Cell and Gene Therapies by providing
information about the already commercialised products. It also describes their upcoming future.

It analyses the various types of pre-clinical and clinical studies, various guidelines and stages of drug
development and differences between the world’s regulatory agencies. An important point of the
course will be the understanding that all clinical trials should be oriented in such a way that the
safety, well-being of the patient and data integrity are ensured. The internationally recognized
guideline of Good Clinical Practice describes the basic principles that must be observed by all

1
Patras, November 2023
Page 51


https://mastercgt.com/course/preclinical-and-clinical-aspects-in-ctg/
https://eclass.upatras.gr/

52

participants.

In order to achieve all the above there are essential trial documents such as the clinical protocol that
has to be written. Specifically, this course analyses the complexity of writing a clinical protocol for
CGT

which is a really challenging procedure as it describes the details of the trial by explaining each
essential part of it and how it should be executed.

Finally, the course aims to present and inform students about the importance of monitoring clinical
trials. All monitoring activities are targeted to protect the rights and the well-being of subjects, only
toutilize research data that are accurate, complete and verified from source documents, to ensure
that the conduct of the trial complies with the study protocol, Good Clinical Practice and regulatory
requirements. Therefore the methods a Clinical Research Associate (CRA) uses to monitor an
ongoing trial from the beginning to its conclusion will be presented in detail. There is also an
emphasis on the special considerations for CGT.

On the completion of the course the students will acquire in depth knowledge on the different
phases a CGT should go through with the regulatory authorities -locally and globally and they will be
able to:
e Know how GCP principles apply to the organization and management of clinical trials
e Understand the basic concept of pre-clinical trials and their various stages.
e Learn what a clinical trial protocol is, its purpose and importance and face the challenges
of writing one, especially for CGT.
e Understand the steps in developing a clinical trial protocol in order to conduct an
appropriate clinical trial and obtain reliable results.
o Design relevant studies according to available guidelines to allow them to advance the
drugdevelopment process to human trials.
e Understand the extensive requirements of animal models as well as IND enabling studies.
e Know the difference and concepts of efficacy, toxicology, pharmacokinetics.
biodistribution,GLP.
e Describe the key ethical principles of a clinical trial to a person outside the field.
e Learnand understand what essential trial documents are, their purpose and importance
in order to conduct an appropriate clinical trial and to obtain reliable results.
e Gain in-depth understanding of the basic concept of clinical trial monitoring and
knowimportant measures in the area of quality management.
e Acquire knowledge towards the extensive requirements with respect to the sponsor’s duty
tosupervise a clinical trial.
e  Possess expertise in the field of CAR-T cells, understand which patients can receive CAR-
Tcells up to now, patient management and follow-up.

General Competences
Taking into consideration the general competences that the degree-holder must acquire (as these appear in the Diploma
Supplement and appear below), at which of the following does the course aim?

Search for, analysis and synthesis of data and information, Project planning and management

with the use of the necessary technology Respect for difference and multiculturalism

Adapting to new situations Respect for the natural environment

Decision-making Showing social, professional and ethical responsibility and
Working independently sensitivity to gender issues

Team work Criticism and self-criticism

Working in an international environment Production of free, creative and inductive thinking
Working in an interdisciplinary environment

Production of new research ideas Others...
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Search for, analysis and synthesis of data and information, with the use of the necessary technology
Adapting to new situations

Decision-making

Working

independentlyTeam

work

Working in an international environment
Working in an interdisciplinary

environment

Project planning and management

Respect for difference and multiculturalism
Production of free, creative and inducive thinking
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(3) SYLLABUS

The course is developed as follows:

e Current status and future of Cell Therapies

e  Current status and future of Gene Therapies

e  Pre-clinical studies design

e  (Case study of Monitoring CGT Therapies & Related Methodologies Part |

e Introduction to clinical trials

e  Principles of good clinical practice in gene and cell therapy trials and essential trial documents
e  How to monitor CGT treatments

e (Case study of Monitoring CGT Therapies & Related Methodologies Part Il

e Apheresis/Cell procurement

e Commercialised products in Cell and Gene Therapies
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(4) TEACHING and LEARNING METHODS - EVALUATION

DELIVERY

Face-to-face, Distance learning, etc.

Mostly online courses

USE OF INFORMATION AND
COMMUNICATIONS TECHNOLOGY

Use of ICT in teaching, laboratory education,
communication with students

e Systematic use of ICT in teaching. The lectures
are supported by enriched PPT presentations,
which are also posted in the online classroom.
Interactive whiteboard use during lectures.

Learning process through the e-class online platform:
e Material provision
e Posting of the teaching notes of the course
e Discussions,
e Announcements,
e Assignment of tasks
e Regular communication with students via

lessay writing, artistic creativity, etc.

The student's study hours for each learning
activity are given as well as the hours of non-
directed study according to the principles of the
ECTS

e-mail.

TEACHING METHODS Activity | Semester workload
The manner and methods of teaching are described| Lectures 26
in detail.
Lectures, seminars, laboratory practice, fieldwork, —
study and analysis of bibliography, tutorials| | Independent study, Bibliography 134
placements, clinical practice, art workshop, Study
interactive teaching, educational visits, project, Course total 160

STUDENT PERFORMANCE EVALUATION

Description of the evaluation procedure

Language of evaluation, methods of evaluation,
lsummative or conclusive, multiple choice|
questionnaires, short-answer questions, open-|
ended questions, problem solving, written work,
essay/report, oral examination, public|
loresentation, laboratory work, clinical examination
of patient, art interpretation, other

Specifically-defined evaluation criteria are given,
and if and where they are accessible to students.

Written exam and assignment

Assessment language English.

From the beginning of the semester, a complete description
of the content of the course, as well as the way of evaluating
the students, is posted in the electronic class (e-class). The
students also know from the outset the material to be
examined and the relevant bibliography. In the online
classroom, the teacher's notes are also posted, which guide
the student in a thorough manner for his further study.

For the successful completion of the course, a final grade
equal to or greater than 5 is required. The grade is the sum of
the marks of the written exam questions at the end of
semester and of the assignment. The score on a scale of 1-10
for the final exam is based on different types of questions,
which are renewed in each exam. The final written exam
includes: (a) short answer questions and (b) development
questions (c) critical questions
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(5) RECOMMENDED BIBLIOGRAPHY
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- Suggested bibliography:
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e Declaration of Helsinki - Ethical Principles for Medical Research Involving Human
Subjects (October 2013, current version)

e International Council for Harmonisation of Technical Requirements for
Pharmaceuticals for Human Use (ICH) — Guideline for Good Clinical Practice (GCP)
E6(R2)

e Clinical Trials Regulation EU No. 536/2014 on Clinical Trials on Medicinal
Products for Human Use

e Regulation (EU) No 536/2014 Questions & Answers

e Guidelines on Good Clinical Practice specific to Advanced Therapy Medicinal
Products C(2019) 7140 final

e FEudralex Volume 3 NOTE FOR GUIDANCE ON THE QUALITY, PRECLINICAL AND
CLINICAL ASPECTS OF GENE TRANSFER MEDICINAL PRODUCTS

e Regulation (EC) No 1394/2007 of the European Parliament and of the Councilof 13
November 2007 on advanced therapy medicinal products; https://eur- lex.europa.eu

e Therapeutic Apheresis: A Handbook, 6th edition, Product Code: 193025, ISBN
:978-1-56395-997-4

e Therapeutic Apheresis: A Handbook, 6th edition, www.aabb.org, 8th editionof
FACT-JACIE Standards

e https://www.ebmt.org/sites/default/files/2021-
12/STS_5_2_041_FACTJACIE%20Standards%20Eighth%20Edition_8_
1_R2_12142021_ForWeb.pdf

e |ICH:Quality guidelines : https://www.ich.org/page/quality-guidelines

- Related academic journals:
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COURSE OUTLINE
CGT 204

(1) GENERAL

SCHOOL | SCHOOL OF HEALTH SCIENCES

ACADEMIC UNIT/PARTICIPATING [FACULTY OF MEDICINE / DEPARTMENT OF BIOMEDICAL
UNITS* |SCIENCES
PARTICIPATING INSTITUTIONS** [UNIVERSITY OF PATRAS / UNIVERSITY OF WEST ATTICA

POSTGRADUATE PROGRAMME: | POSTGRADUATE/ 2NP CYCLE OF STUDY
TITLE OF POSTGRADUATE
PROGRAMME

LEVEL OF STUDIES | CGT 204 | SEMESTER | B

COURSE CODE | SCIENTIFIC / LAB MANAGEMENT
INDEPENDENT TEACHING ACTIVITIES

if credits are awarded for separate components of the course, e.g. WEEKLY
lectures, laboratory exercises, etc. If the credits are awarded for the TEACHIN CREDITS
whole of the course, give the weekly teaching hours and the total G HOURS
credits
Lectures 2 8

Add rows if necessary. The organisation of teaching and the teaching
methods used are described in detail at (d).

COURSE TYPE| General Background (Compulsory)

general background,

special background, specialised general

knowledge, skills development

PREREQUISITE COURSES: There are no prerequisite courses

LANGUAGE OF INSTRUCTION and | English
EXAMINATIONS:
IS THE COURSE OFFERED Yes
TO ERASMUS
STUDENTS

COURSE WEBSITE (URL) | Scientific / Lab management - MasterCGT and on the University of
Patras eclass platform https://eclass.upatras.gr

(2) LEARNING OUTCOMES

Learning outcomes

The course learning outcomes, specific knowledge, skills and competences of an appropriate level, which the students will acquire
with the successful completion of the course are described.

Consult Appendix A
e Description of the level of learning outcomes for each qualifications cycle, according to the Qualifications Framework of
theEuropean Higher Education Area
e Descriptors for Levels 6, 7 & 8 of the European Qualifications Framework for Lifelong Learning and Appendix B
o Guidelines for writing Learning Outcomes
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The course provides basic knowledge of the world of finance and its application to the development of
Advanced Therapy Medicinal Products (ATMP). This course covers best practices for managing trans-
lational research projects, including how to analyze key factors that contribute to successful transla-
tional research. Additionally, it provides an introduction to the basic principles of management ac-
counting, as well as cost accounting and cost analysis in CGT research projects. The course also ad-
dresses the challenges in commercializing CGT products and provides strategies for dealing with regu-
latory and commercialization challenges. It includes case studies of successful commercialization of
CGT products, as well as an overview of the management of CGT treatment pipelines.

Students will learn how to identify funding opportunities and how to combine those that are related
to their research. Additionally, the course examines the differences between academic and industry
research, specifically in the development of ATMP, and how both can benefit from each other.
Furthermore, the course covers emerging research organizations and the importance of cost account-
ing and cost analysis in CGT research projects. Students will examine case studies of management ac-
counting in CGT research projects, which will help them understand how to effectively manage the
financial aspects of developing and bringing an ATMP to market.

On successful completion of the course, students will be able to:
® Implement best practices for managing translational research projects
® Analyze key factors that contribute to successful translational research

e Understand the basic principles of management accounting, as well as cost accounting and
cost analysis in CGT research projects

® Navigate regulatory and commercialization challenges in the commercialization of CGT prod-
ucts

® Manage CGT treatment pipelines effectively.
o Identify funding opportunities and combine them with their research

® Understand the differences between academic and industry research in the development of
ATMP

® (Create a blueprint for developing an ATMP product from start to finish
® Manage CGT treatment pipelines effectively
® Analyze case studies of successful treatment pipeline management

® Understand the key factors that contribute to successful translational research

General Competences
Taking into consideration the general competences that the degree-holder must acquire (as these appear in the Diploma
Supplement and appear below), at which of the following does the course aim?

Search for, analysis and synthesis of data and information, Project planning and management

with the use of the necessary technology Respect for difference and multiculturalism

Adapting to new situations Respect for the natural environment

Decision-making Showing social, professional and ethical responsibility and
Working independently sensitivity to gender issues

Team work Criticism and self-criticism

Working in an international environment Production of free, creative and inductive thinking
Working in an interdisciplinary environment

Production of new research ideas Others...
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Search for, analysis and synthesis of data and information, with the use of the necessary technology
Adapting to new situations

Decision-making

Working independently

Team work

Working in an international environment

Working in an interdisciplinary environment

Production of new research ideas

(3) SYLLABUS

The course is developed as follows:

e |t covers three main areas: research and development (R&D), translational
research management, and financial management and Howto secure funding for
R&D projects from competitive programs.

e Itprovides a comparison of CGT research and development in academic
institutions versus industry.

e It covers the process of taking research from the laboratory to themarket,
including the regulatory and commercialization aspects.

e |t provides practical examples of translational research management anddiscusses
the challenges that may arise.

e The course covers how to build and manage successful research organizations,
including the development of research strategies and themanagement of
research teams.

e It covers the basics of financial accounting, including bookkeeping, balance
sheets, and income statements and focuses on using financial information for
decision-making, including cost analysis and budgeting.

e [taddresses the unique challenges involved in bringing CGTs to market,including
regulatory and reimbursement issues.

e The course also provides an overview of the process of developing andmanaging
CGT therapy pipelines
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(4) TEACHING and LEARNING METHODS - EVALUATION

DELIVERY)|

Face-to-face, Distance learning, etc.

Mostly online courses

USE OF INFORMATION AND
COMMUNICATIONS TECHNOLOGY

Use of ICT in teaching, laboratory education,
communication with students

e  Systematic use of ICT in teaching. The lectures
are supported by enriched PPT presentations,
which are also posted in the online classroom.
Interactive whiteboard use during lectures.

e Laboratory education

Learning process through the e-class online platform:
e  Material provision
e Posting of the teaching notes of the course
e Discussions,
e Announcements,
e Assignment of tasks
e  Regular communication with students via
e-mail.

TEACHING METHODS
The manner and methods of teaching are described|
in detail.
Lectures, seminars, laboratory practice, fieldwork,
study and analysis of bibliography, tutorials,
blacements, clinical practice, art workshop,
interactive teaching, educational visits, project,
lessay writing, artistic creativity, etc.

The student's study hours for each learning

Activit Semester
ctivity workload
Lectures 26
Independent study, Bibliography Study 134
Course total 160

activity are given as well as the hours of non-
directed study according to the principles of the
ECTS

STUDENT PERFORMANCE EVALUATION

Description of the evaluation procedure

Language of evaluation, methods of evaluation,
lsummative or conclusive, multiple choice|
questionnaires, short-answer questions, open-|
ended questions, problem solving, written work,
essay/report, oral examination, public|
loresentation, laboratory work, clinical examination|
of patient, art interpretation, other

Specifically-defined evaluation criteria are given,
and if and where they are accessible to
students..

Written exam and assignment.

Assessment language English.

From the beginning of the semester, a complete description
of the content of the course, as well as the way of evaluating
the students, is posted in the electronic class (e-class). The
students also know from the outset the material to be
examined and the relevant bibliography. In the online
classroom, the teacher's notes are also posted, which guide
the student in a thorough manner for his further study.

For the successful completion of the course, a final grade
equal to or greater than 5 is required. The grade is the sum of
the marks of the written exam questions at the end of
semester and of the assignment. The score on a scale of 1-10
for the final exam is based on different types of questions,
which are renewed in each exam. The final written exam
includes: (a) short answer questions and (b) development
questions (c) critical questions
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(5) RECOMMENDED BIBLIOGRAPHY

- Suggested bibliography:

- Related academic journals:
https://tri.uams.edu/about-tri/what-is-translational-research/

https://www.esgct.eu/Policies--advocacy/EMA-guidance.aspx
https://www.ifats.org/

https://www.fiercebiotech.com/

https://www.regmednet.com/
https://www.insideprecisionmedicine.com/
https://isct.connectedcommunity.org/resources/resource-library
https://orbsentherapeutics.com/

https://www.sartorius.com/en/applications/cell-and-gene-therapy/cell-therapy/msc/msc-pd/msc-
optimization-and-characterization-solution

https://www.cell-easy.com/
https://ct.catapult.org.uk/facilities/stevenage
https://www.meddeviceonline.com/resource/medical-device-manufacturing

https://tri.uams.edu/training/training-opportunities/video-library/

1
Patras, November 2023
Page 62



Lecturers

63

ACADEMIC
SURNAME-NAME MODULE RANK INSTITUTION EMAIL
SPYRIDONIDIS CGT UNIVERSITY OF
1 ALEXANDROS 101,103,201, PROFESSOR PATRAS spyridonidis@upatras.gr
202,203
KRIEBARDIS AS. UNIVERSITY OF . .
2 ANASTASIOS 6T 102 PROFESSOR WEST ATTICA akrieb@uniwa.gr
CHANIOTIS UNIVERSITY OF - .
3 DIMITRIOS CGT 101 PROFESSOR WEST ATTICA dchaniotis@uniwa.gr
UC DAVID
, INSTITUTE FOR ghauer@ucdavis.edu /
4 | BAUER GERHARD cGT 101 KaBnynms | peGENERATIVE sbauer001@aol.com
CURE
MICHALOPOULOS UNIVERSITY OF . .
5 STATHIS CGT 101,201 Dr. WEST ATTICA smichal@bioacademy.gr
UNIVERSITY OF . .
6 FORTIS SOTIRIOS CGT 102 Dr. WEST ATTICA sfortis@uniwa.gr
GEORGE
PAPANIKOLAOU
7 PAI;?“DA(::’?;II:\OU CGT 202 Dr. GENERAL papada 1@hotmail.com
HOSPITAL OF
THESSALONIKI
CGT 102 PROFESSOR UNIVERSITY OF lygerou@upatras.gr;
8 LYGEROU ZOI PATRAS lygerou@med.upatras.gr
CGT 102 PROFESSOR UNIVERSITY OF mouzaki@upatras.gr
9 MOUZAKI PATRAS athanasia.mouzaki@ il
ATHANASIA i ! uzaki@gmail.com
mouzaki@ med.upatras.gr
10 NIKA KONSTANTIA CGT 102 AS. UNIVERSITY OF knika@upat
PROFESSOR PATRAS e
GEORGATZAKOU UNIVERSITY OF .
11 CHARA CGT 102 Dr. WEST ATTICA cgeorgatz@uniwa.gr
GEORGE
PAPANIKOLAOU
12 VARDI ANNA CGT 203 Dr. GENERAL anna_vardi@yahoo.com
HOSPITAL OF
THESSALONIKI
13 ROUKOS VASILIS CGT 102 AS. UNIVERSITY OF kos@upat
PROFESSOR PATRAS e it Lallee B
UNIVERSITY OF . . .
14 | KOTTINH ANDRIANA CGT 102 Dr. kotini.andriana@gmail.com
PATRAS
15 NAHUM SAGI CGT 202 Dr. ORGENESIS sagi.n@orgenesis.com
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PAPAGEORGIOU

UNIVERSITY OF

16 EFSTATHIA CGT 104 PROFESSOR WEST ATTICA efipapag@uniwa.gr
GENERAL
17 ZACHARIOUDAKI CGT 101, 102, Dr UNIVERSITY mp.upatras@gmail.com
VASILIKI 103, 201,202 ‘ HOSPITAL OF £Mp-Up £Mat.
PATRAS
GENERAL
UNIVERSITY L .
18 LIGA MARIA CGT 203 Dr. HOSPITAL OF marialigal8 @yahoo.it
PATRAS
CHATZIMICHAIL AS. UNIVERSITY OF
19 EFETHERIA CGT 203 PROFESSOR IOANNINA ehatzim@uo.gr
ZOUMPOULAKIS AS. UNIVERSITY OF .
20 PANAGIOTIS CGT 204 PROFESSOR WEST ATTICA pzoump@uniwa.gr
21 | FATOUROS CHRONIS CGT 204 Dr. THERACELL chronis.fatouros@theracell.eu
22 CHATZI':\II\IIDREOU CGT 204 Dr. THERACELL evi@theracell.eu
AS. UNIVERSITY OF . .
23 ASONITOU SOFIA CGT 204 PROFESSOR WEST ATTICA sasonitou@uniwa.gr
24 REEM MIARI CGT 102 Dr. ORGENESIS .
reem.m@orgenesis.com
UNIVERSITY OF e .
25 LIOSI SOFIA CGT 104 Dr WEST ATTICA sofialiossi@gmail.com
AS ARISTOTLE
26 PSATHA NIKOLETA CGT 101 PROFEéSOR UNIVERSITY OF
THESSALONIKI npsatha@bio.auth.gr
27 CAPLAN VERED CGT 101 Dr. ORGENESIS vered.c@orgenesis.com
28 RAMATI YARON CGT 103 ORGENESIS info@orgenesis.com
29 SANI MIRI CGT 103 Dr. ORGENESIS info@orgenesis.com
OTTO-VON-
DIMITRIS GUERICKE-
30 MOUGIAKAKOS CGT 203 Dr. UNIVERSITAT
MAGDEBURG m.themeli@amsterdamumc.nl
VON DER LEYEN
31 CGT 103 Prof ORGENESIS
HEIKO ro hvdleyen@orgenesis.com
32 KYPRIOTI EUGENIA CGT 204 THERACELL . L
eugenia.kyprioti@theracell.eu
CGT 101, 103, PhD UNIVERSITY OF . .
33 KEFALA DIONYSIA 201, 202 Candidate PATRAS dion.kefala@gmail.com
34 SAVOPOULOS CGT 101, 103, PhD UNIVERSITY OF
NIKOLAOS 201, 202 Candidate PATRAS nicksavvo@hotmail.com
35 LYSANDROU CGT 101, 103, PhD UNIVERSITY OF
MEMNON 201, 203 Candidate PATRAS memlys@gmail.com
UNIVERSITY OF .
36 KOTINI ANDRIANA CGT 204 Dr PATRAS eyal.n@orgenesis.com
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37 EYAL NERIA CGT 203 Dr. ORGENESIS elenicelli@yahoo.gr
AS ARISTOTLE
38 GAVRIILAKI ELENI CGT 203 PROFEéSOR UNIVERSITY OF stephen.m@orgenesis.com
THESSALONIKI
CGT 203 Inf .
39 | MINGER STEPHEN Dr. ORGENESIS nfo@orgenesis.com
. CGT 203 . .
40 Gilad Beck Orgenesis Info@orgenesis.com
CGT 204
41 TSEVELEKI VIVIAN Dr. Theracell

vivan.tseveleki@theracell.eu
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[XTOPIA KAI ®YXIOT'NOMIA TOY TMHMATOZX IATPIKHX KAI
TOY AIIMX

To Tunua latpkng, TG ZxoAng Emotnuwy Yyeiag, tou MNaveniotnuiov MNatpwv 1&pubnke to 1977
Kol OE€xetal meplocotepoug amo 180 doutntég etnoiwg. ExeL TuoTOMOlNpéEVO ME «AploTta»
Mpoypappa Mpomtuxlakwy Smoudwyv KabBwg Kot pa TAslada Mpoypappdtwy METAMTUXLOKWY
Irnoudwv Kol Katéxel e€éxovoa B€on otnv ekmaibeuon Kol KATAPTION TWV LATPWV TNG EMOUEVNC
VEVLAG. ALaXpOVIKOG 0TOXOC Tou latplkol TUAMOTOG Elval n opoxr TOLOTIKN G eKMaideuoNng OTOUG
TIPOTITUXLAKOUC KOl PETATITUXLOKOUC doltnTEG, N avamtuén tng €peuvag, N TAPOXN TIOLOTIKWY
UTINPECLWV UYElag otoug TtoAlteg tng Notlodutikrg EANGS0G. H gpsuvnTikn Spactnplotnta tou
Tunpotog mepAapPAVEL TOOO TIG BACLKEC EMLOTAUEG, 000 Kol TIG KAWVIKEG elSIKOTNTEC. OAeg oL
EKTIOLOEUTIKEG, EPEUVNTIKEG KOL KALWVIKEG Sdpaotnplotnteg mapouctalovial pe cadnvelo otnv
LotooeAida pag.

To TuApa latpkng tou Mavemotnuiov MNotpwv oteydleTol OTNV TAVEMLOTNULOUTIOAN GE TOAU
KOVTLVH amootaon oo to Mavenotnpioko Noookopeio Matpwv oto mpodaotio Pio tng MNatpag, pLag
TMOANG HE ONUAVTLIKA loTopla Kal MOALTLOTIKN Spaoctnplotnta. Ta TURpata latplkng tng IX0ANG
Emotnuwyv Yyeiag tou Mavemotnuiov MNatpwv kat Blolatpikwy Emotnuwy tou Mavemotnuiou
AUTIKAG ATTIKAG OPYQVWVOUV KoL AELTOUpyoUV amod To akadnuaikd €tog 2021-2022 A.N.M.3. ue
titho «Cell and Gene Therapies: from bench to bedside and Good Manufacturing Practices»,
oclUpdwva pe Tig Statdelg g anddaong autng, kabwg Kat Ti¢ Statdagelg tou N. 4485/2017 (DEK
114 t. A’/ 4.8.2018), énwc tpomnomnotiBnke Kat LoyVel. To A.MN.M.X. otoxeVeL otn mopoxn vyPniov
EMUMESOU  PETATITUXLAKAC ekmaibevuong oe mruxloUxoug AEl OTO YVWOTIKO QVTLKEIPEVO TWV
Oepanewwv pe Advanced Therapeutic Medicinal Products (ATMPs) (Ddppaka Mponyuévwy
Oepanelwyv) Onwg elval oL KUTTAPLKEG Kal oL yovidlakeg Bepareieg (KM@). Ou KIO Bpiokovtal otnv
TPWTN YPOAUUNA TNG oUYXPOVNC EEATOULKEUEVNG LATPLKAG Kal TNV TeAeuTaia Sekaetia €xouv Seigel
HeEYAAn mpoobdo o6oov adopd tn Oepameia mMoOAAaMAWV acBevelwv Tou PEXPL Tipoodarta
BewpnBnkav un waolpeg. OL KMO otnv mapovoa ¢acn £xouv edapuoyn otnv Alpatoloyia yla
OVTLUETWILON ASUXQLUIWY Kol AspdwpdATwy OMwe Kot yoviblakn Bepancio BoAacoolpiwy
(eykekplpéva mpoiovta CART amd Novartis, Cellgene, Gilead kat yoviSioka ripoiovta Bluebird) aA\a
Kal otnv Aotpwéloloyia (multivirus specific cytotoxic T cells) katl veupoAoyia evw otn TeAky ¢aon
elval va eykplBolv avrtiotoa mpoiovta otnv Oykoloyia aM\d KalL oe AAAOUG TOMELG OTwWG
peupaToAoyia KoL avayevvnTikn Latpikr). H mpwtn UAN mapaywyng Twy Ko sival ta kOTTapa f ot
Lotol Tou aoBevouc. Autd adol cuAAexBouv amo KAWVIKOUG LaTtpouc, Ba MPEMEL ev ouveXEia va
SlakvnBouv Kat va emegepyaotouv o€ £L0KEG Good Manufacturing Practice (GMP) epyaotnpLlakeg
HOVASEC amd KATAAANAQ €ELEIKEUEVO TIPOCWTILKO KL £V cuveXELa va SlakvnBouv e achan Kot
£\eYXOUEVO TPOTIO €K VEOU TIPOG TNV VOONAEUTLKI HovASa OTIou 0 KALVLKOG LaTtpdg Ba ta xopnynoet
otov 00Bev wg efatoplkevpévn Bepameia. uvenwg, ol KM@ amoteAoUv TN E€MTOMUN TNG
HETAdPAOTIKAG €peuvac e Slaitepn edoapuoyr otnv cuyxpovn latplkry OMOU EMLOTAUOVES
SLadopwv eldIKoTNTWY e £€LSIKEVEVN YVWON CUUMPATTOUV otnv Bepameia tou acBevouc. H
napaywylkn Stadwkacia 600 kal n dlakivnon kat KAWIKY edappoyr] oUTwY Twv Bepamelwy Kot
SiEmete and oadEC Kal CUVEXWE ovaveoUPEVO VopoBeTko mAaioto (r.y. ®EK B 4131/22.12.2016,
OEK 229/7AEK2016, ®EK 1152/B/29-3-2018). Baowkdg oKOTOC TOU MPOTEWOpeVoU NMME sival va
ekmaldeloel anodoltoug emiotpoveg Sladopwyv el8KOTATWY ota medla ¢ mapaywyng,
Slakivnong, KAWIKNG afloAoynong kat KAWLKAG edappoyng Ko, pedetwvtog T0c0o to PLOAOYLKO
uTtooTpwia Twv KMO 600 Kal To VOUOBETIKO puBULOTIKO MAQLCLO TTapaywynG Kat ebpapuoyng TouG.
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AIIOXTOAH TOY A.IL.M.XE. «CELL AND GENE THERAPIES»

To A.N.M.Z. «Cell and Gene Therapies» €xeL wW¢ OMOCTOAN TNV APLOTN METAMTUXLAKOU EMLTESOU
ekmaildevon kot efelbikevon emotnUOvVwy, WOTE va elval kavol va uloBetioouv Kal va
avtamnokplBouv oTi¢ VEEC MPOKANOELS TTou B€tel n €€€AEN TNG TEXVOAOYLOG OTNV EMLOTAUN TNG
LOTPLIKAG MECO amd TNV €EOTOULKEUUEVN LOTPLKN KAl TNV  EVOWHATWON TG TEXVoAoyiag tng
autopatonoinong os 6,TL adopd TIG KUTTOPLKEG Kol yovidlakeg Bepameieg, ol omoieg €xouv Rén
opxloel va enekteivovtal og OAO TOV KOOWO HE Taxelc puBuoug.
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‘OPTANA AIOIKHXEHX TOY AIIMX

Ma TV opyavwan KoL TNV ev yével Aettoupyia Tou Audpupatikol Mpoypdupatog METAMTUXLOKWY
Irnioubwv (A.N.M.Z.) apuodia 6pyava eival ta akolouBa (map. 1 tou apbpou 81 tou v. 4957/2022):

a) n ZUykAnTtog Tou AvwTtatou Ekmaldeutikou I6pupatoc (A.E.L.),
B) n Emwtponr) Mpoypdppatog Imoudwy,
v) 0 AleuBuvtr¢ tou A.N.M.Z. kal

8) n Emtporny Metamtuylakwy Imoudwv

o) H ZUykAntog tou I6pUpatog €XeL TIC akOAOUOEG 0pobLOTNTEC:

1) eykpivel tnv i6puon Npoypdppatog Metarmtuytakwy Zmouvdwv (M.M.Z.) rj Tnv tpomonoinon Tng
anédaong ibpuong tou N.M.L,,

2) eykplvel TNV mopdtaon T XPOVLIKAG SLapKeLaG TNG Asttoupyiag Twv MN.M.Z.,

3) ouykpotel Tnv Emtpon Mpoypdupatog Smoudwy, o€ MEPIMTWON SLOUTUNUATIKWY
Sudpupatikwy N kowwv MN.M.Z.,

4) anodaocilel Tnv katapynon Twv N.M.Z. mou npoodépovtal amno to A.E.IL.

B) H Erutponn Mpoypappatog Enovdwv (EMZ): e mepimtwon SLATUNUATIKOU 1} SUSPUHATIKOU 1)
KowoU A.MN.M.Z. apuodlo opyavo avii tng Xuvéleuong Ttou TuAuotog eival n Emtpormi
Mpoypdappatog Xnoudwy, n onoia amoteAeital and péAN A.E.M. twv cuvepyaldpevwy TUNUATWY
Tou (6lou 1 dAou AEI kot ouykpoTteital pe amodaon tng ZuykAntou tou A.E.l. tou avaAapavel tn
Stolkntikn umootnplén tou A.M.M.Z., KATOMLV £l6AYNONG TWV JUVEAEUOEWY TWV CUVEPYALOUEVWV
TUNUATWY 4] OpUOSLWV opyavwv Twv
ouvepyolopevwyv  dopéwv. O axkpBig aptBude Twv peAwvV TN  EmtpomnAg  Kat N
gKpoownnon kabe ocuvepyalopevou Tunuatog i A.E.l. tng nuedamng n aAlodamrg kabopiletal
oTo TIPWTOKOAAO ouvepyaolag. Av oTo ANM.Z. OUMUETEXOUV dopeig
™¢ nuedanng i aAAoSarr g tou Sev APEXOUV LOOTLUN eKTaideuon Kot LOOTIUA Trtuyia pe ta ALE.L.,
OTNV EMLTPOTN TPOYPAHATOC otoudwyv KABe popéag Suvatal va ekmpoowreital pe éva (1) pélog,
TO omnoio avadelkvietal amd TO apuOdlo Opyavo Tou GOopEN KOl OCUUUETEXEL OTO
SL80KTIKO €pyo Tou A.M.M.Z. ITNV €MLTPOTH TOU TPOYPAUUATOC 6TtouSwv SUVATAL VO CUUUETEXOUV
Ouoétipol KaBnyntég tou TUAHATOG 1 Twv cuvepyalOpevwy TUnUAatwy, eddoov mapéxouv SL6AKTLKO
£€pyo oto A.NM.M.Z.

H Emutponn Mpoypdppatog 2roudwy eivat appodia yia tTnv opydvwan, loiknon Kat Staxeiplon
tou A.M.M.Z. kat Woilwc:

1) ouykpotei Emitponég yia tnv afloAdynon Twv attoewyv Twv uroPrpLwv LETATTTUXLOKWY
doltnTwv Kot eykpivel Tnv eyypadn autwyv oto A.M.M.Z,,
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2) avaBETeL To SLOAKTIKO £pyo O0TOUG SLdAokovteg Tou A.N.M.L.,

3) elonyeitat mpocg tn TUYKANTO TNV TpomoTnoinon the anodaong idpuong tou A.N.M.Z., kKaBwg Kat
™V napdtaocn tng dtapketag tou A.MN.M.L.,

4)oUYKPOTEL EEETAOTIKEG ETUTPOTIEG YLOL TNV EEETACN TWV SUTAWUATIKWY EPYACLWV TWV
HETAMTUXLOKWY doLltnTwV Kal opilel tov emiPAEnovta avad epyaocia,

5) Slamiotwvel TNV emtuxn oAokAnpwon t¢ doitnong, mpokKeLévou va amovenBei o Tithog tou
ANM.Z.,

6) eykpivel Tov amoloylouo tou A.M.M.L,,

7) npaypatomnolel tnv e€€taon Twv Kpltnplwv nept amallayng and ta TéAn dpoitnong Kat ekdidet
attiodoynuévn anddaon nept anodoxng n andppudng tng aitnong,

8) eykpivel kaBe aANo BEpa ou amalteital yia tTnv opaAn Aettoupyia tou AMNME.

y) O AwevBuvtig Zmoudwv tou AMME mpoepyetal and to pEAn A.E.M. tou TpApatog katd
npotepatotnta Babuibag Kabnynti i Avaminpwtr Kabnyntn kot opiletal pe amodaon tng
Erutponig Mpoypdupatog Imoudwv yia et Ontela, pe SuvatotnTa avavéwong xwpig
TEPLOPLOUO.

O AteuBuvtn¢ tou A.M.M.Z £XeL TIC aKOAOUBEG apUOSLOTNTEC:

1) npoebpelel tng Emttponr|¢ Npoypdppotog Imoudwy, GUVTACOEL TV NUEPNOLa SLatagn Kot
OUYKOAEL TG OUVESPLACELS TNG,

2) elonyeitol ta B£pata mou adopolv otnv opyavwon Kat Asttoupyia tou A.M.M.2. tpog tnv ENZ

3) elonyeitot mpog tnv E.M.X kat ta Aowutd opyava tou A.M.M.Z kal tou A.E.l. BEpato OXETIKA HE TV
amoteAeopatikn Asttoupyia tou A.M.M.Z,

4) eivot Emotnuovikog YrieuBuvog tou mpoypdppatog ol udwva e to apbpo 234 tou v. 4957/2022
KOl 0LOKEL TIC AVTIOTOLYXEG O PpLOSLOTNTEG,

5) napakoAouBel Tnv UAomoinon Twv anodpAcewv Twv opyavwy tou A.M.M.Z. kal Tou Ecwteplkou
Kavoviopol pETAMTUXLOKWY Kol SLOOKTOPIKWY TIPOYPAUUATWY omoudwy, Kabwg Kol Tnv
napakoAolOnon ektéleong tou mpounoAoyLopol tou A.M.M.L.,

6) aokel omotadrmote AAAN appodlotnta, n onola opiletal otnv anodacn iSpuong tou A.N.M.2.

O AtevBuvticg tou M.M.Z., KoBWC Kal ta PMEAN TNG EMITPOMAG TMPOYPAUUOTOS oToudwv Sev
Skalouvtatl apolBng i owacdnmote anmolnpuiwong yla tnv eKTEAECH TWV apUOSLOTHTWY TIOU TOUG
avaTiBevTal KoL oXeTIlETAL UE TNV EKTEAECT TWV KABNKOVTWYV TOUC.

Oplopog véou SleuBuvtn, og mepinmtwaon napaitnong wnopei va mpaypatomnolnBel pe anodoaon tng
Emtponic MpoypApupatog Imoudwy, KOTOMV UTMOBOARG aitnong Twv HEAWV Kol OLTLOAOYLKAG
£kBeong Tou attpatog aAhayng/mapaitnong.

£) H Emutpon Metamtuylokwy Inoudwv: Me anodaon tng ZUYKAATOU, KATOMLY TPOTAcNS TWV
Koountelwv twv XxoAwv tou Mavemotnuiov Noatpwv cuykpoteltal n Emttpon MeTOmTUXLOKWY
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Inoubwv. H Emttponr) anoteAeitatl amno éva (1) péhog Adaktikol Epeuvntikol Npoowrkou (A.E.NM.)
and KaBe IxoAn tou A.E.L, €va (1) péNog mou mpoEpyxetal amd TIG Katnyopieg peAwv Edikol
Ekmawdeutikov Mpoowrikou (E.E.NM.), Epyactnplakol Atdaktikol Mpoowrikol (E.ALM.), kat Et&ikov
TexvikoU Epyaotnplakou MNpoowrikov (E.T.E.M.) tou A.E.I. kot tov AvtutplTtavn, tou eivatl apuodilog
yla akadnuaikad 0pata, wg Mpoedpo. Ta PéAN TNG EMLTPOMAG £X0UV EUTELPLO OTNV OPYAVWON Kol
CUUUETOXN o€ mpoypappota oroudwv Seutepou KUKAoU omoudwv. H Bntela tng Emttpormnnig sivat
Suo (2) akadnuaika £tn.

AppobLétnta tng Emitpomnig elvat:

1) n umoBoAr yvwung mpocg tn 20ykAnto tou A.E.l. yia tnv idpuacn VEWV IPOYPOUUATWY
HETOUMTUXLOKWY CTIOUSWV N TNV TPOTIOTIOLNoN TwV &N AELTOUPYOUVTWY TIPOYPAUUATWY
HETOMTUXLOKWY CTIOUSWYV, HETA amo afloAdynon Twv alTNUATWY TwV JUVEAEUCEWY TWV TUNUATWY
yla tnv (6pucon VEWV TPoYyPAUUATWY LETOMTUXLOKWY OTIOUS WV, TWV CXETIKWV eKBECEWV
OKOTILUOTNTOC KAl BLWOLUOTNTAG TOUC KAl TNV KOGTOAGYNnon tng Asttoupyiag tou A.N.M.X., kabBwg
Kall N SuvaTtoTNTA AVOITOUITHG TOUG, oV N €lonynon Sev elval EMAPKWE aLTloAoyneévn i ot
OUVOSEUTIKEG ekBEoELG Sev elval TTANPEL,

2) n kataption oxediou Kavoviopou yla mpoypappoto SEUTEPOU KAl TPITOU KUKAOU oTtoudwy Tou
A.E.I. kaw n urtoBoAr] Tou Tpog TN UYKANTO,

3) n ekmévnon Mpotumou oxediou Kavoviopou Asttoupylag MpoypapoToq LETATTUXLOKWY
onoudwy,

4) 0 £\eyxo¢ TG TAPNONG TwV Kavoviopwy Aeltoupyiag Twv MPoypoppATWwY LETATITUXLAKWY
onoudwy,

5) n mapakoAolBNnon g epappoyng tne vopobeaoiag, tou Kavoviopou Kol Twv anodacewyv twv
opyavwv dloiknong tou A.E.l. amo ta mpoypaUUOTO LETOMTUXLOKWY GTIOUSWY,

6) N mapakoAouBOnon tn¢ epappoyng tng Stadikaociog amarlayng and TNV UTOXPEWGN KOTOBOANG
teAwv doltnong,

7) kaBe GAAN appodlotnta ou opiletal amo tov Ecwteptlkd Kavoviouo.

Me anodacon tng ZUYKANTOU, KATOTLY EL0NYNONG TNG Emttpornr¢ Metamtuylakwy Imoudwy,
EYKPLVETAL O KOAVOVIOUOC TTPOYPOUUATWY LETATITUXLAKWY Kal SLEAKTOPLKWY OTIouSwv, 0 omoiog
amotelel SLakpltd kKedhAAALO TOU E0WTEPLKOU KAVOVIOUOU Asltoupyiog tou A.E.I.
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AKAAHMAIKO HMEPOAOTIO

H ZUykAntog tou Navemnotnuiov MNatpwv kabopilel pe oxetikn Tng anddacn tnv évapén kat Anén
TWV HaBNUATWY Tou XELUEPLVOU Kal EapLvol eEQUAVOU, KABWGE KoL TWV EEETACTIKWY TEPLOSWV
EKAOTOTE aKASNUAIKOU £TOUGC, N OMOLA KOl AVAPTATAL OTO OXETIKO TeSio TG emionung
LotooeAidag tou I6pvpartoc: https://www.upatras.gr/stay-tuned/academic-calendar/
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YIIOXTHPIKTIKEX HAEKTPONIKEYX E@APMOT'EX KAI
AIOIKHTIKEX AOMEX

To Mavemotiuo MNatpwv epappolel Eviaio Z0otnpua Ymnpeowv HAEKTPOVIKAG
Fpappateiog, 6mou 1o Ynoouotnua Alaxeiptong KUkAou Zwrg @oltntwv KHAUTTEL TOV AN PN KUKAO
dolitnong, mpoodépovtag otig GoLtHTPLEG KAl Toug ¢oltnTEC Tou MAVEMLOTNUIOU NAEKTPOVLIKES
uUTinpeoieg pilag otaong oe kaBe otddlo autol Tou KUKAOU. Elval £0TIACUEVO MTPWTIOTWE OTNV
€EUTINPETNON TWV TIPOTITUXLOKWY KOL LETATTTUXLAKWY HOLTNTWV KOL OE SEUTEPEVOVTWG oTa EAN AEN
tou Maveniotnuiou. https://www.upnet.gr/services/progress/

o 16pupatikog NAoyaproopog kat HAektpovikd Toxudpopeio: [MMapoxrn mMPOCWIKOU
dpupatikou Aoyaplacpol Kal Aoyoplacpol nA.ta. the popdng @upnet.gr, pe duvatotnta
npooBaong kal cuvdeong ota MAnpodopLaKA cuoTHUaTa Tou I6pUpatog pe avénuévo eninedo
oaodaleiag, and omnolodimote unoAoyloth €ival cuvdedepévog oto Sladiktuo ywplc avaykn
EYKATAOTACNC EMUTAEOV TIPOYPAUUATWY. OL poLTNTEG Mo paAaBAvVouV TouG AoyapLaooUs TOUG
OUECWC LETA TNV EyYpadr] TOUG.

e Edappoyn evnuépwong dpottntwv my.upatras (https://my.upatras.gr/): To Navemotrpo
Natpwv avémtuée tnv edbappoyn my.upatras n onoia Sivel tn Suvatotnta otoug PoLtnTECG Kal
TIC GOLTNTPLEG TOU VO €XOUV OE €va ONUELD OUYKEVTIPWHEVEG OAEG TIC MANPodopPieg Tou
Xpelalovtal yla TNV Kobnuepwvy toug moapoucio oto Mavemotiuio kat tv ¢oltnon toug.
MrtopoUv va cuvSeBoUV e ToV LEPULOTLKO TOUG AOyapLaopO Kal va £X0UV TPOCROCN 08 GUXVEC
EPWTNOEL; OO OAEG TG SOUEG TOU LOPUMATOG, O OAA TA AOYLOMIKA KAl TLG NAEKTPOVLKES
uminpeoieg mou mpoodEpel Swpedv To MAVEMIOTALILO, 0 CUVEECOUC TIPOG TLC LOTOCEALSEC TWV
Sopwv Tou 16pUlATOG, OTO MPOYPAUUO LABNUATWY KAl TNG EEETACTIKAG, OF XAPTEG LE OAA TA
ktipla, aiBouvosg Stdaokaliag, wifi, kuAikela Touv TuApatog, os MAnpodopieg yia ta MMM, K.o.
H epappoyn sivat StaBéoiun yla katéBaopa o Kvnto tThAédwvo f uTtoAoyLoTh).

e  Ekmaudeutikéc mAatdoppueg aclyxpovng Sidaokaliag kot edpapuoyEg tnAeknaidevong
(https://eclass.upatras.gr/): H mAatpopua Upatras e-class anoteAel éva oAokAnpwuévo Iuotnua
Awaxeiplong HAektpovikwv Mabnudtwy. & aUTAV aVOPTATOL TO EKTOLEEUTIKO UALKO TOU KAOE
pobnuotog aAAd kot mAnpodopleg-avakolvwoelg, UAIKO Kot SLOAEEELG kaBwe kat SnAwoELg
epyaotnplwv kol eéetaoswy. INUeElwVETAL OTL N gyypadn oto e-class dev umokablotd thv
UTIOXPEWTLKN Stadikaoia SnAwong padnudatwyv otnv HAektpovikn Mpappateia (progress), oute
n xpnon tou tnv dta Lwong ddackalia. Tautoxpova He TNV MPOoPacn OTO EKMALOEUTIKO UALKO
KaL TG Suvatotnteg ARPng Tou UALKOU Twv pabnpdtwy PndLokd, oL doltntéG Kal oL SLI8ACKOVTEG
€XOUV emiong MPOCoPaon o€ UL TAELASA PECWY ETUKOWVWVIOC YLa TNV OUAAN KOl ATPOCKOTTN
Sle€aywyn Tou padniuatog aAlad kat Suvatotnta xpriong tg edappoyng Open eClass Mobile yia
nipooBacn amod Ta Kwntd toug thAédwva. EmumAéov ol epappoyEg zoom kat Microsoft Teams
napéxovral dwpedv amod to Mavemotiuo ya tn Sie€aywyn Twv pabnudtwyv o cuvonkeg e’
anootdaoewg eknaidevong (https://www.upnet.gr/remote-teaching/).

e HAektpoviki Mpappateia (https://progress.upatras.gr): H HAektpovikr Mpappoteio Tou
TuARUaTOG £lval To KUPLO EpYAAELO NAEKTPOVLKNG SLOXELPLONG TNE TOPELOG KaL arodoitnong Twv
doLTNTWY, TNPWVTOG TOUTOXPOVO OAX T TIPWTOKOA alodAA£LaG Ta omola emBAaAAovTal amnod tn
OXETIKN VopoBeoia, omw¢ autd otnpilovial anmd TNV KEVIPLKN UNNPecia tautomnoinong twy
XPNOTWV, TIOU £XEL WG KEVIPLKO oTolxeio eAéyxou Kal mpdoPaong to Wpupatikd email. Me to
epyaleio auto To SLSAKTIKO MPOOWTILKO HECW TNG KEVTPLKNC UTINPEciag toutomnoinong tou,
Slaxepiletal 0An tnv dadikacia avaptnong Twv Padpoloyiwy, Tov EAEYX0 KOL TO YEVIKOTEPO
oKadnuaiko €pyo Tou kabe dpottnth OAwv Twv Babuidwv, os cuvepyaoia e tnv Mpappateio tou
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Tupotog. OLdoltntég €xouv duvatotnta yla SHAwaon Hadnudtwy, avaveworn eyypadng, EAeyxo
nmpoodou, UMOPBOAN aitnong TMLOTOMOWNTIKWY Kol amodolitnong, mAnpododpnon ylo tnv
akadnuaiki doun, ta pabnuato, Toug SLI6ACKOVTEG, KATL.

e HAektpovikn AfLoAdynon - NAnpodopLako I0otnua MOAIN
(https://ps.modip.upatras.gr/): Onwc MPoPAENETAL QO TNV OXETLKN VopoBeoia kabe e€aunvo
KOl TPV TtV évapén tng e€etaotikng meplodou, oL ¢oltnTEG €xouv To SlKalwpa Kol TNV
urnoxpéwon va afloloyouv ta padriuata kal Toug SL86Aokovieg Pe otdxo tn BeAtiwon tng
molotnTag Twv omoudwyv Toug. H Sladikacia, n onoia Baociletal otig odnyieg tng MOAIMN tou
Mavemnotnuiou Matpwv, efacdalilel MANpwG TNV avwvupia kKol omoteAel Tautoxpova
ONUOVTIKO gpyadeio SlachdAlong TnG molotnTag Twv ormoudwv Kat avaAnng SLopbwtkwv
napeypacswyv. Ito Mavemiotnuio Matpwv To £pyo auTtod emuteAsitat amod tn Movada
Awaodpaiiong MNowdtntag (MOAIN-MMN), n omoila, Héow TNG Sladlkaclag NAEKTPOVIKWY
alohoynoswv, Sivel Tn SuvatdTNTO OUCLACTIKAG AMOTUMWONG TNG EKMALSEVUTIKAG AsLToupylag
NG OKASNUAIKAG LOVASOC KAL TWV ETL LEPOUC TIPOYPAUUATWY OTIoUSWV Kal Stapdpdwonc twv
KOTAAANAWY oTpatnywkwy yla tnv BeAtiotonoinon tou¢. EmumAéov, Péow Twv amoypadlkwyv
SeAtiwv mou cupmAnpwvouv ta HEAN AEN, eival duvatr n amotumwon TwV OVAYKWVY TNG
OKASNUAIKAG KOWVOTNTAG OAAQ KAl TNG ETMMAPKELAC TWV TIOPWV.

e  BiBAloBnkn Kou Kévtpo MAnpodadpnong Naveniotnpiov Natpwv
(https://library.upatras.gr/information): E&pelel otnv MavemniotnuounoAn (Plo) omou ot
dottnTtég £xouv T duvatotnta npocBaong os 400 BEoeLg HEAETNG OTA AVOYVWOTHPLA OAWV TWV
opodwv, Kol Pmopouv va enwdeAnbolv pe a) davelouo BBAiwv, B) €leyxo mpwrtoTuTiog
gpyaclwv kat mpoAndng AoyokAomng péow xpnong tng sdappoyng Turnitin, y) kotdBeon
EpyaolwV oe 6pupatika anobetnpla “Nnueptnc” kat “ABnva” kot 8) pe xprion e€omAlopol
TPOOPBAcNC ATOUWY HUE ELOIKEC OVAYKEG OTO EVIUTIO KAl NAEKTPOVIKO TIANPOodOopPLAKO UALKO
(http://library.upatras.gr/disabled).

e EpyolAeio “AAe§avépela” (https://alexandria.upatras.gr/): To epyadeio Stacuvdéetal pe
O1ebveic BLBAoypadikég Baoelg Sedopévwy Kal Kataypadel TiG BLBALOUETPLKEG EMEOOELG TOU
MavenLoTniou o GUYKEKPLUEVA XpovorapaBupa. O xpnotng Exel mpooBacn TOCO 0T ATOULKA
ToUu BLBAlopeTpkd Sedopéva (LEOW TOU LOPUHATIKOU AOyapLOCHOU), 0G0 KOl OTO GUVOALKA
OUYKEVTPWTLKA oTolyela Tou Naveniotnpiov, KABWG KAl 08 LEPLKA CUYKEVTPWTLKA OTOLXELQ, TT.X.
ova XxoAn, Tunuo kot Babuida.

e  Axkadnpaiky Tautotnta HE eVOWMHATWHEVO AgAtio Doutntikol Eiwoutnpiov (MAZO):
O doutntN¢ TNV TapaAapBAVEL KATA TNV gyypadr) TOU OTO TPWTO £TOC GTIOUSWVY TOU KOl LE TOV
16lo MAoyoploopd £xel mpooPoon o OANEC TG KEVIPIKEG NAEKTPOVIKEC UTNPECieg Tou
Mavemnotnuiou MNatpwv. MNa tig Stadikaoies kat tpodmo xoprnynong tng Akadnuaikng Tautotntog
HE TO evowpatwpévo MAIO o ¢outntig mopsl va evnuepwBel amd tnv LotooeAiba
https://www.upatras.gr/foitites/protoeteis/akadimaiki-taftotita-kai-paso.

e Yyelovouk MepiBaAPn: O dottntég mou dev €xouv AAAN LATPLKI KOL VOOOKOUELAKN
niepiBaAn Sikatovuvtal MARPN LATPODAPUAKEUTIKI KOl VOGOKOUELOKH TiepiBaAyn oto EXY, pe
enibelen tou ApBuol Mntpwou Kowwvikng Acdaiiong (AMKA), xwpi¢ TNV MPOOoKOULoN
BiBAlapiou uyelag. Neploodtepeg MAnpodopieg o poltnTr Ppilokel oTNV LOPUUATIKY LOTOOEALSA
https://www.upatras.gr/foitites/foititiki-merimna/ygeionomiki-perithalpsi/.

e  TuApa AmaoxoAnong, Ztadtodpopiag ko Ataclvéeong: O GoLtnNTNC EVNUEPWVETAL LECW
NG LotooeAldog https://www.cais.upatras.gr/ yia O€0eLg epyaoiag, LETATITUXLOKA TIPOYPA AT
omoudwv, nuepibeg, OUVESPLA, OUPMOOCLO Kol oepvapla. OL Spdoel tou THAHATOC
AnooyoAnong, 2tadlodpopiag kat Alacuvdeong tou MNavemniotnpiou MNatpwv oxedlalovrtal Pe
TETOLO TPOTO, WOTE va 06nyolV otn BeAtiwon Twv SELOTATWV KAl LKOVOTATWVY TWV GOoLTNTWV.
21a mMAaiola autnc TNG apXnNg AapBdavovtal umoPLy Kol oL LOLaITEPEG aVAYKEG TWV ATOUWY TIOU

MNdtpa, NoéuPplog 2023
J/ T7 sehibo 11



https://ps.modip.upatras.gr/
https://library.upatras.gr/information
http://library.upatras.gr/disabled
https://alexandria.upatras.gr/
https://www.upatras.gr/foitites/protoeteis/akadimaiki-taftotita-kai-paso
https://www.upatras.gr/foitites/foititiki-merimna/ygeionomiki-perithalpsi/
https://www.cais.upatras.gr/

OVAKOUV Of E€UAAWTEC KOWWVIKEG OUASEG (ApeA, TAAAVOOTOUVTEG, METAVAOTEG, ATOMO LE
YAWOOLKEG KOl TIOALTIOMIKEG BLattepdTNTeG KTA). OL dolTnTEG pmopouyv va aneuBuvovtal oto
Tunuo ArtacxoAnong, Ztadodpopiag kot Ataclvéeong tooo yla tAnpodopisc mou adopolv ot
EKTTOLOEUTIKA KOl E€TAYYEAUATIKA Ofpata oAAG Kal yla CUMBOUAEUTIKY, TIPOKELUEVOU Vo
BonBnBouv otnv Mpoomabeld Toug yla dpon Twv SUCKOALWY, TTOU QVTLUETWIL{OUV TOCO OTNV
akadnuaikn toug mopeia 600 kol otnv €vtagn Toug otnv ayopd epyaciog svrormilovrag ta
duvatd toug onpeia kal BEATLWVOVTAC TIG EMAYYEALATIKEG TOUG OeELOTNTEC. H CUUPBOUAEUTIKN
TIAPEXETAL EITE ATOULKA £(TE OPOASIKA UE TN CUPUETOXN TwV poLTnTWV Og gpyacthpla. EmutAéoy,
Slvetal n Suvatotnta ylo tTNAEoU UBOUAEUTIKI, WOTE va eEunnpeTouvTaL GOLTNTES KAl amddoLTol
ApeA niou SuckoAelovtal va LETAKLYNBOoUV MPOG TLG EYKATAOTACELG Tou Mavemotnuiou.

e Iuviyopog tou ®outnth (https://synigorosfoititi.upatras.gr/): Otav UTApXEL KAmOLX
duoemidutn Syoyvwuia, Sladopomolnuévn TPOCEYYLON TOU 08nyel o AmMOKAIVOUOEG
EKTLUNOELG VLA TIG EVEPYELEC TIOU TPETEL vVa Yivouv 1| Kamola KatayyeAio petafd dpoltntwy Kal
BeoULKWV opyavwy, S1600KOVIWY, UTINPECLWY R 6TEAEXWV ToU Mavemotnuiou.

e Yrnpeoieg Kowwwvikig Mépuvag (https://socialwelfare.upatras.gr/services/): Napéxovtal
otoug dpoltntég Tou Mavemotnpiov MNatpwy Kol KUPLWG TOUC GOLTNTEG TTIOU TIPOEPXOVTOL Ao
EuntaBeic Kowvwvikég Opadeg, yla tn BeAtiwon tng molotntag {wng Toug o OAn TNV akadnUaikn
Toug Topela, TNV eKMOLSEUTIKN KOL KOWWVLIKI TOUG &VOWMATWON otnv [MavemotnuLlakn
Kowotnta kal otn ouvéxela tnv évtafn otnv Kowwvia Kol ayopd epyoociag. JUYKEKPLUEVA
napéxovral umnpeoieg Wuxokowwvikng kat TupBouAeutikig ItnpEng, Wuxohoylkng tnpLéng,
latpwky  Ymootnpgn kat QuowkoBepaneieg, Ynnpeoleg Wnowakng MpooBaociuotntag,
ErayyeApotikn ZupBouleutikr, Yrotpodieg olkovoptkng evioxuong, Metakivnon @oltntwy pe
Avannpia, Juppetoxn o ABANTIKEG APACELG.

e Yyiewn kat Aodpaleia (http://osh.upatras.gr/index.php): MNapéxetat and to Naveniotn o
Matpwv og OAOUG TOU Xwpoug tou. O 08nyog Yylewng kat Aopaielag (OYANM) mapéxel Eva
TAALoLo opyAvwaong TG UYLELWVAG KoL TNG achAAELOC HECA OTOUC XWpPoug Tou MNavemiotnpuiou,
EVW TA TPWTOKOAAA Tou avadépovtal otov O8nyo Ba mpénel va tTnpoUVTaL UE ETUUEAELO.

e Aiktwo Anodoitwv (alumni): Metd tnv olokAnpwon Twv ormoudwv Toug oL GoLTNTEG
TPOTPETIOVTAL Vo gyypacdouv otov Lototomno anodoitwy (https://alumni.upatras.gr/) kat va
okohouBoUv ta péoa KOWwVLKAG Siktuwong (www.facebook.com/upatrasalumni) kat va
Sdwatnpnoouv v enadn Pe to MNOVEMIOTAULO WOTE VA EVNLEPWVOVIAL Yyl TO VEQ TOU
MavemLoTNUioU, Yo TO LETATTTUXLOKA TIpoypapata ortoudwy, yio B€oelg epyaciag, Kabwg Kat
yla TG dlakpioelg — PpaBevoelc Twv amodoitwy tou 16pupatog. NMAnpodopieg OXETIKA UE TNV
gyypadn otov Lototono anodoitwv Umopel o doltntA¢ va avalntriosl otov cUVSEoUo
https://alumni.upatras.gr/register/.
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0 GEZMOZX TOY AKAAHMAIKOY XYMBOYAQY

To petamtuytako npoypappa Cell and Gene Therapies evotepviletal MARPWE TIC EMTA POOLIKEG
agleg tng AeBvoug Kowotntag Akadnuaikng Zuppouleutikng (NACADA) mou SLEmouv tnv
AoKNoN TNG aKAdNUAIKAG CUMBOUAEUTIKAG KAl OL OTIOLEC €lval o MARPN cUUTvVOLA HE TIG afieg
TIou TipeoPelel OUVOAIKA TO TUAUO Kal KaBodnyoUuv TIG EVEPYELEC OAWV TWV HEAWV
Tou: elAikpvég  evbladépov, Sfopeuon, evduvapwon, oupmepiAndn,  akepaldtnta,
EMAYYEAUOTIONOC Kal oeBaopog. H mapoxn akadnuoikwy cupBOUAEUTIKWY UTINPECLWY ATO T
MEAN Tou MeTamrtuytakol TPOoYPAUUATOC YIVETAL UE YWWHOVA TNV TPOCEYYLON TG KATagUWwTIKAG
JupPouleutikng (Appreciative Advising), n omola tpooSLopileTal W N «OKOTILUN, CUVEPYATLKN
TIPOKTIKI TNC UTIOBOANG OETIKWY, QVOLKTWV £pWINUATwY Tou BonBolv toug doltntég va
BEATLOTOMOLAOOUV TIG EKTTALSEUTIKEG TOUG EUTIELPIEG KAL VA EKTTANPWOOUV TO OVELPA, TOUG
OTOXOUG KOl TG SuVaATOTNTEG TOUG. »

O/H akadnuaikog cupBouldog eival mavta Sltabéolog/n yla tnv uootnpLEn Kat tn Slaxeiplon
ornolacdnmote akadnuaikng N mpoownikng SuokoAiag mapéyxovrag oto ¢oltnT CUUPBOUAEUTIKN
uroothpLEn Kal kabodrynaon, Kal LEPLUVWVTAG TAUTOXPOoVA yia Tnv enihuon kabes Bépatog mou
Ba mpokUPeL Kata Tn SLdpkeLa TNG dpoltnong oto MMX.
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MHXANIXMOZX AIAXEIPIXHY ®OITHTIKQN ITAPAITONQN

1o Mavemotnuo Noatpwv Spubnke kal Asttoupyel amd to 2021, Mpadeio He TNV EMwvUULa
«Zuvnyopog tou PoltnTA» Tou amookonel otn SlapecoAdfnon HeTaly amnod Tn pia MAEUpPA TWV
doltnTwv Kat amd tv AAn Beopikwy 0pyavwy, SLEACKOVTWY, UTINPECLWVY I OTEAEXWV TOU
Mavenotnuiou, 6tav uTtapxel kamola ducemiAuth Siyoyvwiia, dtadopomolnpévn mPooéyyLon ou
o6nyel og amMOKAIVOUCEC EKTLUNOELG YLO TIC EVEPYELEG TIOU TIPETIEL VA YIVOUV 1] KATTOLA KATayyeALa.
To ypadeio tou Zuvnydpou tou doutntr «dev €xeL appodlotnta oe Bfpata e€€eTACEWY Kal
BaBuoloyiog» onwe pntd avadépel o Nopog. MANV Twv INTNUATWY auTwv Opwe, Ba amoteel
Tavta pla yébupa eMKOVwWVILOG yLa:

. Sleukoluvon Twv doltnTwv He Ta Opyava SLoiknong Kal TG UTINPECIEG TOU
TIAWVETILOTN LoV,

o e€étoon kat avolitnon AVocswv ota atthpata dortnTwv/Ipuwy yla B€pato mou
OVTIHETWTTI{OUV PIE TIC AKASNUAIKEC ] TIC SLOKNTIKEG UTINPEGLEC,

. efétoon avadopwv | KatayyeAlwv Twv GoLtnTwy ylo TV THpnon dlatdfewv Kot
Kavovwv tn¢ Sgovtoloyiag Kot TnG MaVENLoTNULOKAG vopoBeaiag,

o eVNUEPWON TWV POLTNTWYV YLO TA SIKOLWHOTA KOL TG UTIOXPEWOELG TTIOU OITOPPEOUV

omd TO VOMULKO TAaiolo aMd kal ta AOn Tou amoppeéouv amod thv £vtoén otnv
Maveruotnuiakn Kowotnta.

Ma tnv kataypadn mapandovwy eival mavtote SLab£ouo otoug poltnteg To «HAEKTPOVIKO Evtumo
YrnoBoAn¢ Napandvwy» péow tng otooeAidag tou ANME. Ol dpoltnTéG Pnopolv va urnoPfailouv
YPOTTO TAPATOVO Yyla BEuata ] eVEPYELEC TOU ATMTOVIAL TNG TOLOTNTAG EKMALSEUTIKWY Kol
Slolkntikwy umtnpeowwv tTou AMME. H emnihuon tou mpoPAnuatog pmopel va emiteuxbel pe tn
oUPBOAN tou AleuBuvtr Tou AMMZE ) dAAou SLddokovtog Tou MpoypAuaToG.
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[TPOTPAMMA ERASMUS+

To Mpoypappa Erasmus+ emyopnyel tTnv KLvNTIKOTNTA TWV GOLTATWY TOOO YLa OTIoUSEC o€ |§pUpata
avwtatng Exnaidsuong, 600 Kal yla TPAKTIK doknon. Ou ¢poLtnTEG UMopPoUV va PETaKLVnBoUv
OUVOALKA PEXPL 12 HAVEG KATA TN SLAPKELX TWV UETANMTUXLOKWY TOUu¢ oroudwv Aappavovtag Eva
TOOO WG Hnviaio emyoprnynon avaloya He Th xwpa unmodoxng. doltntég mou mpoEpyxovtal ano
KOWWVIKA gumtaBei¢ opddeg Sikalovvtal CUMMANPWUATLKA emyopnynon. Ot dpol kobwg Kot
avaAutika ot Stadikaciec umoBoAng aitnong, popLodotnong kKal emAoync avadEpovtol Kal otny
LotooeAida ERASMUS+ ToU I6pUpaTOG. (https://www.upatras.gr/international-
relations/erasmus/programma-erasmus/).
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OPTANQXH MAOGHMATQN

Ta pabnuata tou A.M.M.Z. eival e€apnviaio kot meplthapBavouv 8 BewpnTikd Kal 5 MPAKTKA
padnuata koppou kal Ste€ayovtal otnv AyyAikn yAwooo. Me anodacn tng EL6IKAG AUSPUUOTIKAG
Emutponng, padnuata Suvavtat va Stdaxbouv kat otnv EAANvikA yAwooa. MNa th AqPn AtmAwpatog
Metantuytakwy Imoudwv (A.M.Z.) oL ¢oltnNTEG UTToXPEOUVTAL va TOPAKOAouBrioouv Kol va
€€€TOOTOUV ETUTUXWG OE OAA TA HABNUOTA, TA CEUVAPLA, TIG AOKNOELS TIPOOOMOLWOoNG Kal TNV
ETILTUYXN ouyypadn epyaclwv mou Ba toug avateBouv. To cUVOAO TWV MLOTWTIKWY Hovadwy (M. M.
i E.C.T.S.) mou amattouvtal yla TNV anoktnon tou A.M.Z. avépyetal o€ 60, ot 30 M.M. To mpwTto
g€aunvo kat 30 MN.M. to delUtepo e€apnvo.
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To MpOoypapUd TwV HoBNUATWY SlapopdwVETaL ava eEAUNVO WG €ENG:

Mivakag 1. MNpoypappa padnuatwyv avd e€aunvo

. Doptog
, , MaBnoLakog , , E.C.T.S./
E K , T
gaunvo woLKOG KUKAOC (MK) (tAog ' epyaoltac M.
(wpeg/e&dpunvo)
MK 1 (MeLkto Introduction to
1st CGT 101 Bewpla kat CGT GMP/ Cell 230 9
£pyaotnplo) Production
1st MK 2 (Melkto Biological aspects
CGT102 Bewpla kal of CGT/ Basic cell 220 8
£pPYOOTAPLO) biology
1st MK 3 (MeLkto .
CGT103 Bewpla kat ceT regulat|on.s/ 220 8
\ Aseptic processing
£pyaotnplo)
Ist Biostatistics and
CGT104 MK 4 (Qswpia) medical data 140 5
analysis
2nd MK 5 (MeLkto From
CGT201 Bewpla kat Development to 230 9
£pyaoThpLo) GMP/ EM
2nd MK 6 (MeLkto
CGT202 Bewpia kat Qc for CGT/ 230 9
. Equipment
Epyaotnplo)
2nd Preclinical and
CGT203 MK 7 (@swpia) Clinical aspects in 160 6
CGT
2 , ientific/ L
nd 1 6204 | MK 8 (@ewpia) Scientific/ Lab 160 6
Management
Total 1590 60
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MPOrPAMMA AlIAAZKAAIAZ

Tnv ePbopada €vapéng Ttwv HABNUATWY TPAYUATOTOLE(TAL OUVAVINON HE TOUC VEOUC
HETOMTUXLOKOUG POLTNTEG, TIPOKELEVOU VA eVNUEPWOOUV yLa TO EKMALSEUTIKO £pyo Tou AMME. MNa
TNV mapakoAoubnon Twv HaBNUATWY Ol CUUMETEXOVTEG UE £€6pa TNV ABrva TpOCEpPXOVTaAL OTO
Mavemotiuo Autiknig AttikAg: MavemniotnuiovmoAn AAoouc AlydAew (MAN/TMOAH 1), A/von: Ayiou
Inupidwvog, 12243 Awydlew, KTIPIO K9 AIOOYZA: 308 evw oL CUMUETEXOVTEG e £€6pa tnv Matpa
nipocépyovtal oto MNavemnotipo MNatpwv: Ktiplo NMpokAwikwy Asttoupylwy, lodyelo, alb. K250048,
Tunua latpkng, Plo. OL akplBeic nuéEPeg Kal wpPeg Twv pabnudatwyv kabopilovtol £melta anod
OUVVEVONON e TOUG L6 AOKOVTEG.

. MNdtpa, NoéuPplog 2023
J/T? ZeNibo 18




ZYNOMTIKH MEPITPA®H TQON MAGHZIAKQN AMOTEAEZMATQN

OL doutntég amoktolv Babld yvwon OAwv Twv mruxwv ¢ Stadkaociag mapaywyng CGT,
okoAouBwvTaC TPOCEYUEVEG 08NYLEG TTIOU CUUUOPGWVOVTAL HE TA TPOTUTIA KAAAG KOTAOKEUNC
(GMP). Katavoouv toug 8L1ddopoug TUTTOUG KUTTAPWY KL TIG BAOLKEG APXEG TIOU OXETL{OVTAL LE TNV
Kuttapikn Blodoyia, kaBwg Kot pe TG S1adopeg LeBOSOUC KUTTAPLKWY Kol YoviSLakwv Beparmelwy.
EmutA€ov, amoKToUV YVWOELG OXETIKA LLE TOUG KavoviopoUg CGT otig HMA, tnv EE Kot TOTKA, evw
£€OLKELWVOVTOL PE TOUG LOXUOVTEG VOUOUG, KAVOVIOUOUC Kol 08nyileg yla tn BEATIOTN TMPAKTLKA.
Avamtuooouv KA Katavonon Twv Baclkwy opXwV OTATIOTIKAC avAAUONC Kal Twv epaploywy
TouG ota BeparmneuTtika tpoidvta CGT. TEAOC, e TNV MAPOKOAOUONGN TWV MPAKTIKWY Hadnpatwy,
ovamntuooouv SeflOTNTeG 0 PaOLk KUTTAPLWKN PBlodoyia, mapaywyr KUTTAPWY KAl OONTITIKN
enefepyacio. Me oUVOALKN Katavonon amod tThv avamtuén €wg tnv eumoplki aflomoinon twv
TpoiovTwy, KaBwg Kal og BEpata molotntag epopuoldpevng otnv Blopnxavia Kot Tnv mopaywyn,
oL POLTNTEG £XOUV ATIOKTNOEL TG OMAPALTNTESG YVWOELG VLA L0 ETITUXNHEVN KOPLEPOL OTOV TOUEQ TNG
Kuttaptkig kat Nrovidlakrg Ospaneiag.

Mo avaAuTika ava e€apnvo kKal Bepatiky evotnTa:

A’ EEAMHNO

OswpnTikéG Mabnotakég Evotnteg

Introduction to CGT GMP/ Cell Production: Ot ¢owtntég pabaivouv tn BEATIOTN TPAKTLKN
MPOCEYYLON yla TNV tapaywyr Kuttapikwyv kal FoviSLoKwV Ogpamelwy XpNOLULOTOLWVTOG 08nyieg
MoU CUUUoPdWVOVTAL HE TIC KATeEUBUVTAPLEG YpaupéG Tou cGMP (current Good Manufacturing
Practice). AMOKTOUV yVWOELG TIOU KAAUTITOUV OAEG TLG UALKOTEXVIKEG KOL TIPOKTLKEG TITUXEG pLag GMP
(Good Manufacturing Practice) mapaywyng.

Biological aspects of CGT/ Basic cell biology: OL dottntég sival os Béon va KoTtavooUV TOUG
5L0pOPOUC TUTIOUGV KUTTAPWY, KABWE KAl TIG BAGCLKEG TTTUXEG TIOU OXETI{OVTOL LE TNV KUTTAPLKN
BloAoyia omwg emiong Kat T Stadopeg pebBodoug (Loyevelg kal pun Loyeveic ¢popeig) yovidlakng
Bepareiag.

CGT regulations/ Aseptic processing: Ot ¢poLtnTEG EEOLKELWVOVTAL E TOUG KAVOVIOUOUE TwV HIMA,
TG EE Kol TWV TOTUKWY KAVOVIOUWV VLot TLG KUTTAPLKEG Kal YOVISLaKEG Bepameieg. laxUovTteg vouol,
KOVOVLOUOL KOl KATELBU VTN PLEG YPAUUEG YLa TIG BEATIOTEC IPAKTIKEG TiBEVTOL ETTL TANTOG.

Biostatistics and medical data analysis: OL dottnTég pabaivouv Ti¢ BaolkEG apXEG TNG OTATLOTIKNG
olvaAuong Kol Twv epappoywy Toug ota BepameuTikd mpoiovta C&GT.

Practical Module: Basic cell biology, Cell Production, Aseptic processing
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B’ EEAMHNO

OswpnTikég Mabnotakég Evotnteg

From Development to GMP/ EM: Ot ¢pottntég e€0LKeELWVOVTAL LLE Ta Brjpota Ttov sival amapaitnta
yla va tpowOnOel pia mponyuévn Bepareia amo 1o epyaoTnPLoKO TEPLBAAAOY HEXPL TNV EUTTOPLKNA
6100g0n otnv ayopd. AvaAUovTal TIOLEG EKTLUNOELS QTaLToUVTalL o€ KABe Bripa otnv mopeio mpog
tnVv eumoptkn Stabeon.

QC for CGT/ Equipment: Ot ¢poLTnTEG ATIOKTOUV YVWOELG OXETIKA UE TIG SLaBEatpec avalloeLg oTtov
KAA60, KaBwC Kot TLG BEATLOTEG MPAKTLIKEG YLOL TO TTWE SnLoupyEital Eva ox£6L0 eAEyXOU TIOLOTNTOG
Ko yla tn pEBodo BACEL TNG omolag EMAEYETAL  CWOTH AVAAUGH YLO L0 CUYKEKPLUEVN Bepareia.

Preclinical and Clinical aspects in CGT: Ot ¢poitnTtég e€otkelwvovTal Pe TIg Stadopeg PAcELS TTou
MPEMEL VoL TEpAoeL o C&GT amo TLG pUBULOTIKEG APXEG - OE TOTILKO KAl TIAYKOOLO eTtimedo. MoLeg
elval oL avaykeg o KABe dpAon Kol TWE TAPEXOUE TNV KAAUTEPN TOLOTNTA OTOUC aoBeve(c.

Scientific/ Lab Management: Ot ¢pottntég KatavooUv T Slaxeiplon Kol TLG OTTOLTHOELG TIOU QUTH
CUVETTAYETOL OE EPEUVNTIKO MAALOLO- AVATITUEN EPELVNTIKWY OPYOVIOHWY- OTPATNYLKN Slaxeiplon-
Sloxeiplon xaptopulakiou- BaoLkd OLKOVOULKA BEpata Kal AOyLOTLK).

Practical Module: Environmental Monitoring, Equipment

Ndtpa, Noéupprog 2023
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ZYNOMTIKH NEPIFTPA®OH TON MAGHMATQN

A’ EEAMHNO

Introduction to CGT GMP/ Cell Production

NepiAnyn: BEATIOTN TMPOKTIKA TPOCEYYLON ylo tnv mapaywyn Kuttoplkwv Kot FoviSlakwv
OeparmelwV XpnoLpomolwvTog odnylec mou cUPUOPPWVOVTAL HE TIG KOTEUOUVTHAPLEG YPOAUUES TOU
cGMP (current Good Manufacturing Practice).Qa kaAUPoUV OAEC TIC UAIKOTEXVLKEG KOl TIPOKTLKEG
TTUXEG plag GMP (Good Manufacturing Practice) mapaywyng .

AvaAutiko Npoypappa: ELoaywyr] OTLG KUTTAPLKEG KaL yovidlakeg Bepameieg (C&GT), BaolkeC apXEG
GMP, Itolxeia evog cuotnpatog dtaoddAiong ototntag (QA System), E€oikeiwon pe to AleBvég
JupBoUAlo yla v Evappovion twv Texvikwv Amattioewv yla Qappakeutikd Mpoidvta
AvBpwruivng Xpnong ((ICH) Q8-Q12), Texvoloyisg tng C&GT/ATMP mapaywyns, MpokARoELg g
C&GT/ATMP napaywyng, Ztolxeia tou uotiuatog Ataxeiptong Motdtntoag (ZAM/QMS) kot o poAog
Tou YrievBuvou Motwdtntag (QP).

Biological aspects of CGT/ Basic cell biology

NepiAnyn: H UAN Tou pHaBAATOC OTOXEVEL TNV KATOVONON TwV SLadopwv TUTIWV KUTTAPWY,
KaBwWE KoL TwV BACLKWVY TITUXWV TIOU OXETL(OVTAL [IE TNV KUTTAPLKA BloAoyla Omwe emiong Kal Twv
Sladopwv uebodwv (Loyeveig kat pn oyeveic popeic) yovidlakng Beparmneiog.

AvaAutiko Mpoypoappa: Boolkd otolxeio KUTTAPWY Kat LoToKaALEPYELag, KUKAOG {wNG KUTTAPWY,
KUTTOPLKOG Bdvatog, Kkuttaplkr ynApavon, Oiadopomoinon, BAaoctikd kOttapa, MeAETEG
TEPUTTWOEWY KUTTAPLKWY TUTIWV (MSCs, avooomoLnTikd KUTtapa, BAACTIKA KUTTOP), AVTamoKkpLon
TOU OVOOOTIOLNTLKOU GUOTHMATOC OTLG KUTTAPLKEG Bepareieg, Kuttaplkn onuatodotnon pe épudaon
otn onuatodotnon twv T KuTtapwy, lol kal oyeveis dopeig, un Loyeveic yoviblakeg Bepameieg,
MeA£teg mepintwonc yoviSlakwy Bepamelwv (Loyeveic popeic, pun oyeveic dopeig).

CGT regulations/ Aseptic processing

NepiAnyn: Napouciacn kavoviopwyv Twv HMA, tng EE Kol TV TOMKWY KAVOVIOUWV YLO TLG
KUTTOPLKEG Kol YOVISLOKEG Beparmeieg. loxUovTeg VOUOL, KAVOVIOUOL KOl KATEUBUVTAPLEG YPOLMES
yla TLG BEATLOTEG TPAKTIKEG.
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AvaAutiko Mpdypappa: Ot pubuotikeg apyxec (FDA, EMA) kat ol odol puBuLoTikng e€€taong (amo
IND o€ BLA, ané IMPD os MAA), Emlokonnon tng vopoBeoiag ATMP (EE), Emlokénnon odnyuwv
CGT (FDA), O£pata notdtntag C&GT/ Chemistry, Manufacturing, and Control (CMC) KuTttapikng
Kal yovidlakng Bepamneiog, Kavoviouol tatpikwv cuokeuwv (MDR) kal Premarket Approval
Application (PMA), Taxela mpoypappata, opdpavo papLako Kol Voookouelakr e€aipeon( orphan
frug and Hospital exemption), YtoBoAn dakélou yla £ykplon KUTTOPLKAC mapaywyng, Real World
Data.

Biostatistics and medical data analysis

NepiAnyn: Napouciacn TwWV PACIKWY APXWV TN OTATLOTIKAG AVAAUONG KoL TwV £HAPUOYWY TOUG
ota Bepamnevtika npoidvra C&GT.

AvaAutiko Mpdypappa: MAnBuouodg, deiypa kat cuAdoyn dedopévwy, MeBobdoloyia

TepLlypad K¢ OTOTIOTIKAG LE TN Xprion Tou SPSS, AnoteAéopata eniBiwong (Kaplan-Meier, Cl,
avtaywvloTtkol kivéuvol), MovomopayovTIKEG CUYKPLOELG, 2TATLOTLKN Tou Gray ylo aBpoLoTIKEG
ouVaPTAOELG eMintwong, MaAwvdpounon Cox, MoAvpetaBAnth avaluon, MNapouciaon SeSopévwy
HKPWV Kot peyaAwv dedopévwy (small and big data).
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B’ EEAMHNO

From Development to GMP/ EM

NepiAnyn: Mapouocioon tTwv BnudTwyv mou ival amopaitnta yla va mpowdnBel pia mponyueévn
Beparneia and to epyactnplakd meplBaAlov HEXPL TNV eumoplkn dlabeon otnv ayopd. Moleg
EKTLUNOELG amaltouvtal oe KaBe Brpa otnv mopeia mpog tnv eunopikr Stdbeon.

AvaAutiko Npoypappa: O kKUKAog Lwng, Mowotnta péow oxedlaopol (Quality by Design- QbD),
AfLoAoynon Kot emkUpwon, Zuvexng emaAnBsuon tng Sladlkaoiag KoL TpocéyyLon Tou KUKAoU whg
pag Stadkaoiog mou €xel kaBlepwBel amod Tig apxeg tou QbD, Investigational New Drug (IND) ko
Clinical Trial Application (CTA).

QC for CGT/ Equipment

NepiAnyn: Napouciacn StaBéoipwyv avaAlloewyv oTtov KAAS0, KaBwc Kal BEATIOTWVY MPOKTLIKWY YLa
To MW¢ dnuloupyeital eéva oxESLo eAéyxou MOLOTNTOG Kal ETUAEYETOL N CWOTH AVAAUCH ylol pLa
OCUYKEKPLUEVN Bepareia.

AvaAutiko Npoypappa: ELoaywyr) otnv avaAutikn avantuén (Analytical Development), EmukUpwon
Kal miotonoinon eomAlopol (DQ-PQ), Itpatnylkég eAéyxou tng empuoAuvong, AloAdynon kot
ETUKUPWON QVOAUTIKWY Kol BloavoAutikwy PeBOSwy, EmkUpwon UMOAOYLOTIKWY CUCTNUATWY,
MeAéteg otaBepotntag - oxeSlaopudg, anodoaon, UTIoBoAN ekBEécswv Kal cupnepacpata, AAucida
edodlaopou yla CGT, Melétn nepintwong (miotomnoinon avaAutikng pebodou).

Preclinical and Clinical aspects in CGT

NepiAnyn: Napoucioon evog umofaBpou oXeTIKA e TIG SLadopeg GACELG TTOU TIPETIEL VAL TIEPAOEL
pLa C&GT armo TG PUBLILOTLKEG APXEC - OE TOTILKO KL TtayKOGOWLO eminedo. Moleg eival oL avAyKeg o
KABe dpAon Kol WS TTAPEXOULE TNV KOAUTEPN TTOLOTNTO OTOUC A0OEVEILC.

AvaAutiko Mpoypappa: lotopikr avoaokonnon tg tpéxoucag CGT, Tpéxouoa KATAOTAON TWV
KAWIKwY Sokipwv CGT Kal Twv eumoplkwy Bepamelwy, IXeSLAOUOC TPOKAWVIKWY HEAETWY,
IXeSLAOUOC KAWLIKWY HEAETWVY: MW OUVTACOETAL €va KAWVLIKO TPWTOKOAAO yia tnv CGT, Elcaywyn
OTLC KAWVIKEG SOKLUEG, MWG va EEKLVNOETE €va POy pappa KuTtapwv CGT, KataAAnAdtnta Sotwv Kat
aoBevwyv, Adaipeon/ mpounbela kuttdpwv, OpOR KAk mpaktiky otn Bepancio CGT, Mwg
eAéyyovtal ol KAWVIKEG SoKLUEG, EkBeon Bepamelwv CGT KoL TWV MAPEVEPYELWV TOUG.
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Scientific/ Lab Management

NepiAnyn: Katavonon NG Oloxeiplong os €PeuvnNTIKO TAALOLO- avamtuén €gPEUVNTIKWY
opYaVIoUWV- oTpatnyLkn dlaxeiplon- dlaxeipion xaptodpulakiou- Baoikd olkovouLka BEpata Kal
Aoylotikn).

AvaAutiko Mpdypappa: Aladikacio dlaxeiplong tng HeTaPPaOTIKAC £peuvag (KAl LECW UEAETWV
nepimtwong), Avamtuén epsuvntikwv opyaviopwyv, CGT RnD otnv E&A/Akadnpaikn kowotnta
gvavil ™G Plopnyxaviag, MpokAnoelg yia tnv eicodo twv CGTs otnv ayopd, Awaxeipion
Bepamnevtikol aywyoU (therapy pipeline), Xpnuatootkovoplky Aoylotikn, E€aodalion
XPNHOTOSOTNONG Ao AVIAYWVLOTIKA TIPOoYPA AT £PEUVAC Kal avamntuéng (RnD).
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A=IOANOTHZH ®OITHTQON: EZETAZEIZ -EPTAZIEX

H afloAdynon twv doltntwy npaypatonoleital pe tn HéBodo tng € amootdoewg e€€taong, HEow
£€eTAOEWVY LE XPAON TPOTWV KoL HECWV ToU va e€aodaAiletol o adLABANTOC XOPAKTAPAS OLUTWV
(6mwg evepyomolnpéveg KAPePeC kaB’ OAn TN Slapkela TnG e€€Taon ) Kal pe amdAuto oefacud oTLg
Slataelg tng vopobeoiag nepl mpoowrikwy dedopévwy.

H aflohoynon yivetal péow e€eTACEWVY KOl €pyaolwy (TEAIKEG YpamTéG MOAMATANG emAoyAS A
Bépata mpog avamtu€n, oladIKEG 1 ATOULKEG epyaocieg). AapBdvouv xwpa tnAeSlaokéPelg yla
napoyn Sleukplvicewv kot kaBodrynon, Wote n AUeon emkowwvia Hetofl S16A0KOVTOC Kol
doutnth, va SLeUKOAUVEL TN SLeCaywyn TwV EEETACEWV KAL TNV EKTIOVNON TWV £pYAcilwy, KaBwE Kat
v emniteuén aAAnAenidpaong HETAEU TwV CUPUETEXOVTWY. MpoKettal yia on-line dtadikacieg kalt
EVOWHOTWVOUV  EPWTNOEL AVOLKTOU KAl KAElOTOU TUTOU He TOAAEG  SuvatoTnTeG
ETIOVAXPNOLUOTIOINONG EPWTNOEWY, dnuloupyiog Stadopetikwv Slaywviopdtwy and dsfapevn
EPWTHOEWV K.ATTL.

Me npodopikn e€€tacon pe xprion thAediaokeng. Abopad mpodoplkr e€€Tacn pe xprion epyodsiwy
tAedLaokePng.
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[TIEPIF'PAMMATA MAOHMATQON
A’ EEAMHNO

NEPITPAMMA MAGHMATOZ CGT 101
1. TENIKA
2XOAH| ZXOAH EMIZTHMQN YTEIAZ
TMHMA/ZYMMETEXONTATMHMA IATPIKHZ (ENIZNEYAON) /TMHMA BIOTATPIKQN

TMHMATA*

EMNIZTHMQN

ZYMMETEXONTA IAPYMATA**

NANENIZTHMIO NATPQN / MANEMIZTHMIO AYTIKHE ATTIKHZ

METANTYXIAKO NMPOrPAMMA
2MOYAQN: TITAOZ N.M.Z.

A.N.M.Z “Cell and Gene Therapies from bench to bedside and
Good Manufacturing Practices” MaveniotruLo Matpwv

EMINEAO 2MOYAQN

METAMNTYXIAKO/ 2°¢ KYKAOZ ZMOYAQN

KQAIKOZ MAOGHMATOZ| CGT 101 | EZAMHNO A
TITAOZ MAGHMATOZ EIZAIQrH ITIZ KYTTAPIKEZ KAl TONIAIAKE:Z OEPANMEIEZ KAI
ITIZ GMP
AYTOTEAEIZ EKNAIAEYTIKEZ APAZTHPIOTHTEZ
O€ TEPLMTWON TOU OL TILOTWTLKEG LOVASEG QIOVELOVTOL OE SLOKPLTA LEPN
Tou padnuatog .. AtaAééelg, Epyaotnplakeg AoKnoeLg K.ATL. Av oL EBAOMAAIAIEE NIZTOTIKES
TUOTWTLKEG LOVASEG QIMOVELOVTAL EVLALA VLA TO GUVOAO TOU MabnuaTog QPEZ MONAAES
avaypate tig eBSopadlaies wpeg GOPTOU Kal TO GUVOAO TWV MLOTWTIKWV AIAASKANIAS
Hovadwv
Alalé€elg 2 9
Epyactipla 1

TYNOZ MAOGHMATO2

YroBadpou , levikwv Vwoewy,
Emwotnuovikrc Meploxrig, Avarmtuéng Aeélotritwy,

M'evikol YroPBdaBpou(Ymoxpewtiko)

NPOANMAITOYMENA MAOHMATA:

Agv UTTAPYOULV TPOOTALTOUEVA HaBuaTa.
Baolkég yvwaoelg xnueiag kat BloAoyiag Ba
SleukoAUvouv TV Katavonaon tou padhuaroc.

TNQ23A AIAAZKAAIAZ ko
EZETAZEQN:

ATTAIKH

TO MAGHMA NPOzMEPETAI ZE
®OITHTEZ ERASMUS

Nat

HAEKTPONIKH ZEAIAA OE-
MATIKHZ ENOTHTAZ (URL)

Introduction to C and GT GMP - MasterCGT kat otnv
mAatdoppua eclass tou MM https://eclass.upatras.gr

2. MAOGHZIAKA ANOTEAEZMATA

S 117

MNdtpa, NoéuPplog 2023

Jeliba 26



https://mastercgt.com/course/introduction-to-c-and-gt-gmp/
https://eclass.upatras.gr/

Ma6nolakda ArtoteAécpata
Meplypdpovral Ta padnoLaKd amoTeEAETUATH TOU AT UATOG OL CUYKEKPLUEVEG YVWOELS, SEELOTNTEG KAL LKAVOTNTES KATaAAAou Emtu
QITOKTIIOOUV OL (OLTNTEG UETA TNV ETLTUX OAOKApwWan ToU uadiUaTog.
JuuBouleurteite to Mapaptnua A (Eexwploto apyeio ato e-mail)

o [leptypapri tou Emutédou twv Madnolakwyv AoTeEAeoudTwy yLa kade éva KUKAo omoudwv cuupwva ue MAaioto MNpoadvtwy toi

Xwpou Avwtatng Exknaibevang

o [leptypacpikoi Aeikteg Emumédwvy 6, 7 & 8 tou Eupwriaikou lMAataiou Mpoooviwv Awd Biou Madnong
xou Iapdptyuo B

o [lepiAnmtikog O8nyog ouyypapric Madnolakwv AtoteAeoudtwy
MepAnmtikoc 06nyog auyypaprc Madnaotakwy ArtoteAeoudtwy

Me tnv oAoKApwon Tou HaBnuatog, ol GoLTNTEG AVAEVETAL:

e No QmnoKToouv POOCLKEC YVWOELG YlOL TG KUTTOPLKEG Kal yovidlakég Beparmeieg kol va
avtilappavovtal tn Aoyikn EMAOYI G TOUG yla T Bepameio cUYKEKPLUEVWY aoBeVELWY.

e Na £X0UV YVWON OXETIKA HE TIC ueBdSoug 810pbwong AavBacuévwy yovidiwv.

e Na avayvwpilouv TIC KATNYOPLEG UKWV POPEWV TIOU XPNOLLOTIOLOUVTOL YLO TIG YOVIOLOKEC
Beparneieg.

e Noa npoadlopilouv Baolkeg €vvoLeg yla TNV avoooBepareia Tou kapkivou kot pebodoucg yla
TNV evioxuon TG AVOOOAOYLKI G AITOKPLONG EVAVTLO OTO KAPKLVIKA KUTTOPA.

e Na avtiloppavovtatr oe Babog kat va pmopoUv vo emAé§ouv TV PEATLOTN TEXVLKN
KOTAOKEUNG KUTTOPLKWY KAl Yyovidlakwv Bepamewwyv xpnowlonowwvtag odnyleg mou
CUUTIITTOUV LLE TLG KATEUOUVTAPLEG YPAUUEG TWV OCUOTNUATWY 0p6I G TPAKTIKAG.

e Na &exwpilouv Vv in vivo yoviSlakn Bepameia amd tv ex vivo Baclopévn oe KuTTOpPQA
yoviSiakn Beparmeia.

e Na eival oe Béon va ovouAGOUV TPELS TUTIOUC TPOIOVTIWY TIOU TIOPAYOVTAL Yla KALVIKEG
£DAPUOYEC KUTTOPLKAG KOl YyOVISLaKA G Beparmeiag.

e Na yvwpilouv tov €€OmMALOUO TIOU XPNOLUOTIOLELTAL VIO TNV KATAOKEUT] QUTWV TWV TIPOLOVTWV.

e Na eival og Béon va fexwpilouv ta aVOLXTA, KAELOTA KOl QUTOMOATOTOLNUEVA CUOTHUATA
Tlapaywyng mPolovTwy KUTTAPLKAC Kot YoviSLlakn ¢ Oepareiag.

e Na kataAafaivouv to culoylopd micw amod tnv emhoyn yovidiakng Bepameiag ya pa
aoBévela.

e Na yvwpilouv tn yeveTikr BAcn KANPOVOULKWY VOOWV.

e Na £xouv utoPLv Toug LeBodoug S10pBWONG EAATTWHATIKWY YOVISLWV.

e Na KATAVOOUV TO OKEMTIKO ylot TNV €MAOYN TWV KAPKLVIKWY OTOXWV Kol va yvwpilouv Tig
T(POOEYYLOELG TIOU €XOUV ETITUXEL O€ KALVLKO emtimedo.

e Na opifouv Tl onuaivel "GMP".

e Na meplypddouv T ival pa GMP eykatdotaon.

e Noa &xouv BewpNTIKECG YVWOELG YLOL TO TWG va eLogABouv, va eEEABOUV Kal VoL EpyacTOUV OF [LaL
gykatactacn GMP.

e No KATOVOOUV Ta TIOLOTLKA XOPOKTNPLOTIKA €VOG TMPOLOVIOG KUTTAPLKAG KOL YOVISLOKAG
Bepaneiog mou kataockeualetal pe GMP.

e Na eival o BEon va XpnOLLOTIOLOUV TIG KATEVOBUVTAPLEG YPOAUMEG TG ICH yia va Staodalilouv
TNV Tapaywyr OMOTEAECUATIKWY Kol UPNnANg molotntag mpoiovtwv CGT mou €xouv
avantuyxBel kal kataywpnOel cwotd.

e Na £XOUV KOTOVONOEL TIC £VVOLEG, TIC TPOKANCELG Kal TIC AUCELC TwV TEXVOAOYLWV
enegepyaoiog kuttdpwyv CGT.

e Na avayvwpilouv Tig MPOKANCELS TNG TTOPAYWYH G KAL VA KATAVOOUV TOV QVTIKTUTIO TOUG.

e Na £X0UV GUVELSNTOTOLAOEL TIG TIPOKAN OELG TN OMOKEVTPWHEVNC TTAPAYWYHG.

e Na £€youv pabBeL Toleg eival ol VOULKEG euBUveG evog QP, CUYKEKPLUEVA OTO MAQAICLO TNG
Stadkaoiag StaBeong maptibwv (€kdoon teAlkol mpoidvtog).

e Na npooblopllouV TIG EVEPYELEG TTOU TIPETIEL VAL EKTEAECTOUV Kol To emtinedo enifAeng mou
TPEMEL va. epappootel oe SladopeTikoug Touelg (pubutotikég, QA, QC) mpokelpévou va
KaTaokevooTel 0pBa éva aodalég TeEALKO TTPOioV yla Toug acBevelc.

Fevikég IKavoTNTEG
NauBavovtac umoyn TG YEVIKES LKAVOTNTEG TTOU TIPETIEL VAL EXEL QUTOKTHOEL O TTTUXLOUXOG (OMWGE QUTES QVaypaQOVTAL OTO
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Mapaptnua AutAwpatog kat mapatidevial akoAoudwg) oe mota / TOLEG ATO ALUTEG ATTOTKOTEL TO Uadnua;.

Avalnitnon, avaiuan kot cuv9ean 6e50UEVWY Kal Sxeblaouos kat Staxeiplan Epywv

TTANPOPOPLWY, UE TN XPHON KAL TWV QapaitnTwV 2€Bao0G 0T SLaPOPETIKOTNTA Kot 0TNV TTOAUTTOALTLOULKOTN T
TEXVOAOYLWV 2eBaoudg oto puOLko meptBailov

lMpooapuoyr o€ VEEG KATAOTAOELS Emtibetén KowwvikriG, emayyeAUQTIKAG Kat NOLKAG UTTEUTUVOTNTAG Kot
AnyYn anopacswv evatodnoiag oe 9éuata @UuAou

Autévoun epyacia AOKNON KPLTIKIG KOt AUTOKPLTLKIG

Ouadikn epyacia Mpoaywyn t¢ eEAeUTEPNGS, SNULOUPYLKIG KOl ETTAYWYLKIG OKEWYNS
Epyaoia oe 5tedveg meptBailov

Epyaocia oe Slemiotniuoviko eptBaAiov

Mapdywyn VEwV EPEUVNTIKWV LOEWV

Avalnitnon, avaiuan kot cuvBean SeSougvwy kat TANPOQoPLWV
Mpooapuoyr o€ VEEG KATAOTACELS

Argn anopdoewv

Autévoun epyacia

Epyaoia o€ diemiotniuoviko neptBaiiov

Sxeblaouoc kat Staxeipion Epywv

ACKNON KPLTIKIG KO QUTOKPLTLKIG

Mpoaywyn tng eAeUTepng, SNULOUPYLKIG KoL EMAYWYLKIG OKEYNS

3. MEPIEXOMENO OEMATIKHZ ENOTHTAZ

To pabnuo avantioostal we e€AG:

Melétn meplntwong .

Elcaywyr ot £VVOLEG TWV KUTTOPLKWYV KoL YOVISLOKWY BepameLwy.

BaolkéG apxEg cuoTnUatwy 0pbng mapaywyns (GMP), (Mépog 1&2).

AleBVEG ZupBoUALo Evappoviong Texvikwy Antattioswy yia Gapuakeutikd Mpoiovta
AvBpwrivng Xpnong. (ICH)

Texvoloyleg mapaywyng KUTTAPLKWY KOL YOVISLOKWY BEPATTELWVY KAL TTPONYUEVWV
OUPUAKEUTIKWV TTPOTOVTWV.

AUGKOAILEG KOUL TIPOKANOELG TTAPAYWYNG KUTTAPLKWY KoL YoVISLaKwV Beparmelwy Kot
TIPONYHUEVWV GOPUAKEUTIKWY TIPOIOVIWV.

Kataokeun mAatpopuag POCare

Juotnua dlaxeiplong motdtntag (QMS) kat PoAog YrieuBuvou Mowdtntag (QP).

4. AIAAKTIKEZ kot MAGHZIAKEE MEGOAOI - ASIOAOTHEH

TPOMOZ NAPAAOZHEZ| Awa {wong Kot Stadlktuaka padnuota.

Mpoowro ue npoowro, EE amootd-

Oews eknaibevon K.,
XPHZH TEXNOAOTIQN
NAHPO®OPIAZ KAI ENIKOINQNIQN

e Juotnuartikn xprion TNE otn Stbaokahia. OL Slahéelg
uTooTnpilovtal amno eUNMAOUTIOUEVEC TAPOUCLAOELG PPT,
Xprion T.[1.E. otn Atbaokadia, otnv , . ‘o '
. , ; Ol OTtOLEG OVaPTWVTOL KoL 0TNV NAEKTPOVLKH TAEN. Mvetatl
Epyaotnpiaxn Eknaideuon, otnv Emtikowvwvia X X X i X
LLE TOUC POLTNTEC xprion Stadpaoctikol White- board katd tig StahegeLc.

e Epyaotnplakn Ekmaibeuon

Yrootnpln pabnolakng Sladikaciog HECW TNG NAEKTPOVLKIA(
mAatdopuag e-class, tng mAatdopuag zomm Kol TOU NAEKTPOVLIKOU
rtoxuSpopeiov péca amno :

e Mapoyn UALKOU Kal avaptnon SI8AKTIKWY ONUELWOEWY

® SUINTNOELG
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* AVOKOLWVWOELG
¢ AvaBeon epyaclwv

¢ Erukowwvio u€ow NAeKTPoVIKoU tayudpopeiou

OPrANQzH AIAAZKAAIAZ
Meptypagovral avaAutika o Tpomog Kot pédodol Apaotnplotnta ®Doprog Epyaaiag
Stéaokaliag. ALOL?\S'EELQ 22
WiaAééetg, Seuwvapla, Epyaotnpiakn Aoknan, T
Woknon  [ebiou, MeAétn &  avdAuon Epyactnplakn Acknon 12
BiBAoypapiac, @povratriplo, MpaktkAJAUTOTEANG MEeAETN, 186
(TortoSétnon), KAwwkr Aoknon, KeAdexvikd[suyypadr Epyoaoiwv
Epyaotripto, ; Ata§paoru<n ’ 616aal<a’/ha, s0voro Mo ar,’ HaTOG
EKTTOUOEUTIKEG  ETILOKEWELS, EKmovnon UEAETNG . ,
(project), Suyypar epyaciac / epyaoctwy, (25 wp'ec (pOp'I'OU i 230
KaAAitexvikn Snutoupyia, K.AT. £pyaotag ava noTwTkn

povada)

Avaypdpovtal ol wpeg UEAETNG TOU @oLTnTr yLa
ka9 padnoiakn Spaoctnpotnta kadws Kot ol
wpeg un kadodnyoUuevng UEAETNG wWOTE O
lgUVOALKOG popTog epyaciag oe eninedo eéaurivou
va avtiototyei ota standards tou ECTS

AZIOAOTMHZIH ®OITHTQN
Meptypacpn e Stabikaciac aéloAdoynang

MéGobot  akioddynang,
N Svunepacuartikn, Aokiuaocia
MoAdartAri¢  Emidoyrig,  Epwtioelg  ZUvtoung|
WAnavinong, Epwtrioelg  Avamtuéne  Aokiuiwv,
Ertiluan MpoBAnudtwv, Mpant) Epyacia, ExSeon
Avapopad, Mpowoptky  Eé€taon,  Anudoid|
Mapouvaoiaon, Epyaoctnpiakn Epyacia, KAwikn|
Eé€taon Aadevoug, KaAAitexvikn Epunveia, AAAn
WAAAeg

Mwooa AéloAdynong,
Aapoppwtikn

Avapépovtal pntd mpoobLOpLOUEV KPLTHPLAL
aéloAdynong kat eav kat tou givat mpooBaaotua
Q7O TOUG (POLTNTEG,.

(

Ipamtég e€eTAOELG KAl gpyaaia

Mwaooa aflohoynaong AyyAkn.

Ao TNV apXr TOU EEQUAVOU aVaPTATAL OTNV

nAektpovikn Ta€n (e-class) mAnpnc meplypadr Tou mepLEXOUEVOU
TOoU padnuaroc, kabwg Kot Tou

tpdmou aflohdynong twv doltntwy. OL GpoLtnTeg

yvwpilouv, emiong, e€apxnic tnv e€etaotéa UAN KOL TN OXETLKNA
BiBAoypadia. Stnv nAektpovikn TEEN avaptwvtal eniong Kot
ONUELWOELG TOU KaBnyntr, oL oroieg kaBodnyouv Tov poLtntr Ue
TPOmo SLe€0SLKO yLO TNV TEPALTEPW UEAETN TOU.

Mo TV €mLTUXR OAOKANPWGN TOU LABATOC QMaALTETAL TEALKOG
BaBuog ioog i peyaAltepog tou 5. H Babpoloyia eivat aBpolopa
ToU BaBuwV TWV EPWTNCEWYV TNG YPATTNG EEETACNG OTO TEAOG TOU
e€apunvou kat Tng epyaciag. H BabuoAoyia otnv kAipaka 1-10 ya
Vv ek g€€taon Baciletal og SLadoPETIKWY TUIWV EPWTHOELC,
ol omoleg avavewvovtal og KABe eE€taon. H TeEAKN ypamtn
e€€taon mep\appavel: (a) epwtnoelg cuvToung aravinong (B)
EPWTNOELG AVATTTUENG (V) EpWTNOELS Kploewc.

6) epwtnoelg mMoAAATTANG ETUAOYNG

5. ZYNIZTQMENH BIBAIOIPA®IA

-lMpotewvouevn BiBAoypapia :
-ZUvapn EMLOTNUOVLKA TTEPLOSIK AL

High KA, Roncarolo MG. Gene Therapy. N EnglJ Med. 2019;381(5):455-464.d0i:10.1056/NEJMra1706910.
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-Bulcha JT, Wang Y, Ma H, et al. Viral vector platforms within the gene therapy landscape.Sig Transduct
Target Ther.

2021;6(1):1-24. doi:10.1038/s41392-021-00487-6.

-Sumner CJ, Crawford TO. Two breakthrough gene-targeted treatments for spinal muscular atrophy:
challenges remain. J Clin Invest.128(8):3219-3227.

doi:10.1172JCI121658.

-Kohn DB, Kuo CY. New frontiers in the therapy of primary immunodeficiency: From gene addition to gene
editing. Journal of Allergy and Clinical Immunology.2017;139(3):726-732.d0i:10.1016j.jaci.2017.01.007.

-Kohn DB, Booth C, Shaw KL, et al. Autologous Ex Vivo Lentiviral Gene Therapy for Adenosine Deaminase
Deficiency. New England Journal of Medicine. 2021;384(21):2002-2013. doi:10.1056/NEJM0a2027675.

-Thrasher AJ, Williams DA. Evolving Gene Therapy in Primary Immunodeficiency.
Mol Ther. 2017;25(5):1132-1141-d0i:10.1016/j.ymthe.2017.03.018

-Gillmore JD, Gane E, Taubel J, et al. CRISPR-Cas9 In Vivo Gene Editing for Transthyretin Amyloidosis. N Engl J
Med.2021;385(6):493-502.d0i:10.1056 NEJM0a2107454

-O’Donnell JS, Teng MWL, Smyth MJ.

Cancer immunoediting and resistance to T cell-based immunotherapy. Nat Rev Clin Oncol. 2019;16(3):151-
167.d0i:10.1038 s41571-018-0142-8

-Chen DS, Mellman I. Oncology Meets Immunology: The Cancer-Immunity Cycle. Immunity. 2013;39(1):1-
10.d0i:10.1016/j.immuni.2013.07.012

-Waldman AD, Fritz JM, Lenardo MJ. A guide to cancer immunotherapy: from T cell basic science to clinical
practice. Nat Rev Immunol. 2020;20(11):651-668.d0i:10.1038/s41577-020-0306-5

- Jhunjhunwala S, Hammer C, Delamarre L. Antigen presentation in cancer: insights into tumour
immunogenicity and immune evasion. Nat Rev Cancer.

2021;21(5):298-312.d0i:10.1038/541568-021-00339-z

-Hulen TM, Chamberlain CA, Svane IM, Met 0. ACT Up TIL Now: The Evolution of Tumor-Infiltrating
Lymphocytes in Adoptive Cell Therapy for the Treatment of Solid Tumors. Immuno. 2021;1(3):194-
211.d0i:10.3390/immuno1030012

-Labanieh L, Majzner RG, Mackall CL. Programming CAR-T cells to kill cancer. Nat Biomed Eng.
2018;2(6):377-391.d0i:10.1038/s41551-018-0235-9.

-Schuster SJ, Bishop MR, Tam CS, et al. Tisagenlecleucel in Adult Relapsed or Refractory Diffuse
Large B-Cell Lymphoma. N Engl J Med.2019;380(1):45-56.d0oi:10.1056/NEJM0a1804980.
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NEPIFPAMMA MAGHMATO2

CGT 102

1. TENIKA

2XOAH 2XOAH ENIZTHMQN YTEIAX

TMHMA/ZYMMETEXONTA | TMHMA IATPIKHZ (ENIZNEYAON) /TMHMA BIOTATPIKQN
TMHMATA* | EMisTHMQN

SYMMETEXONTA IAPYMATA** NANENISTHMIO MATPQN / MANEMIZTHMIO AYTIKHE
ATTIKHZ
METANTYXIAKO MPOTPAMMA A.MN.M.Z “Cell and Gene Therapies from bench to bedside
INOYAQN: TITAOZ N.M.X. and Good Manufacturing Practices” Mavemniotiuwo Noatpwv
EMINEAO ZMOYAQN | METAMNTYXIAKO/ 2°¢ KYKAOZ ZNOYAQN

KQAIKOZ MAGHMATOZ | CGT 102 EZEAMHNO 2MOYAQN | A

TITAOZ MAOGHMATO: | BIOAOI'TKEX OYEIX TQN C&GT/ BAXIKH
KYTTAPIKH BIOAOI'TA

AYTOTEANEIZ AIAAKTIKEZ APAXTHPIOTHTEZ

O€ TIEPINMTWON TTOU OL TILOTWTIKEG UOVASEG AITOVEUOVTAL OE SLAKPLTA UEPN EBAOMAAIAIES

TOU paINUAToG LY. ALaAEEELS, EpyaoTnplakes AOKIOELS K.ATL. Av ol QPES NIZTQTIKEZ
TILOTWTLKEG UOVASEG QUTOVEOVTAL EVLALA YLO TO CUVOAO TOU UATHUATOG MONAAEZ
. Do , , AIAAZKANIAZ
avaypayte tig eBdouadiaiec wpec Stdéaokadiag kat to oUVoAo Twv
TLOTWTIKWVY UOVAS WV

Alalé€elg 2 8

Epyaotipla 1

TYNOZ MAGHMATOZ | levikoU YroBaBpou(Ymoxpewtikd)
YrnoBadpou, levikwv 'Vwoewv,
Emwotnuoviknc Meploxrg, Avamtuéng
Aeélotntwv

MPOAMAITOYMENA MAOHMATA: | BAZIKEX TNQ2EIZ BIOAOTIAZ KAl CGT 101

TAQ2ZA AIAAZKAAIAZ kot | EAAHNIKH KAI ATTAIKH
EZETAZEQN:

TO MAGHMA MNMPOZ®EPETAI ZE | NAI
®DOITHTEZ ERASMUS
HAEKTPONIKH ZEAIAA | Biological aspects of C and GT / Basic cell biology - MasterCGT

MAGHMATOZ (URL) | kat otnv mhatdopua eclass tou MM https://eclass.upatras.gr

2. MAOHZIIAKA ANOTEAEZMATA
Ma6nolakda AntoteAéopata

Meptypdpovral ta padnoLaKkd amotEAECUATA TOU HATNUATOG Ol GUYKEKPLUEVEG YVWOELS, SEELOTNTEG KA LKAVOTNTEG
kataAArAou enutéSou mmou Ja AToKTHOOUVY 0L (POLTNTEC UETA TNV ETLTUXN OAOKANPpWOoN TOU UadiuaToG.
SuuBouleuteite to Mapaptnua A (éexwploto apyeio oto e-mail)
o [leptypaupri tou Emunébdou twv Madnotakwy AoteAecudtwy yLa kade eva kUkAo omoudwv ouupwva ue MAaioto
Mpoooviwv Tou Evpwriaikou Xwpou Avwtatng Ekmaidevong
o [leptypapikoi Agiktes Emutédwvy 6, 7 & 8 tou Eupwriaikou lMAatciou Mpoooviwv Aia Biou Mdadnong

xou Iapdptyuo B
MepiAnntikog 08nyog ouyypaprns Madnolakwv AmoteAeouatwy

J MNdtpa, NoéuBplog 2023 Yehiba 31



https://mastercgt.com/course/biological-aspects-of-c-and-gt-basic-cell-biology/
https://eclass.upatras.gr/

To padnua avadépetal otnyv mapouaciaocn kot avaAuon Baotkwy BEUATWY KUTTAPLKAG KoL LOPLAKAG
Blohoyiag. Me thv ohokArjpwaon tou padnipatog, ol pottntég Ba elval o B€on va

3. Katavoouv TiG KOUPLKES EVVOLEG TNG KUTTOPLKAG LOPLAKA G BloAoylag Kot TwV cUyXpovwy
6eSopévwy Toug

4.  AvtiaapBavovtal Thv TOAUTIAOKOTNTA TWV BLOAOYLKWV CUCTNUATWY KAl Th onuacia Tng
XPNONG TWV GUYXPOVWVY TEXVOAOYLWYV TNG LOPLOKAC Bloloyiag.

5. Tvwpilouv og BABoc Tov UNXOoVIoUO TNG pUBULONG KO TNG AmoPPUBULONG TWV LOPLAKWV
KUTTOPLKWVY SOUWY KAl LNXAVIGUWY KAl TN cUBOAN Toug oTnV altlonaboyEvean Kol oTnv
€kONAWON TWV VOO UATWV.

6. Tvwpllouv TG Sladopetikég peBOdouG yovidlakng Bepamneiag.

FeViKEG IKaVOTNTEG

AauBavovrag urmoyn TG YEVIKEG LKAVOTNTEG TTOU TIPETIEL VXL EXEL ATTOKTIOEL O TTUXLOUXOG (OMWE QUTEG aVAypAPOVTAL OTO
MNapaptnuo AmAwuatog kot mapatidevial akoAdoUdwe) o€ mota / TOLEC A0 AUTEC ATTOOKOTTEL TO Uddnua;.

Avainitnon, avaAuan kat cuviean 6eS50uEvwy Kot Sxeblaoucg kat Staxeiplan Epywv

TIANPOPOPLWY, UE TN XPrION KL TWV amapaitnTwy JeBaoudg otn SLaPOoPETIKOTNTA KAl OTNV TTOAUTTOALTLOULKOTN T,
TEXVOAOYLWV 2eBaoudg oto puOLko meptBaAlov

lMpooapuoyr) o€ VEEG KATAOTAOELG Entibelén kowwvikng, emayyeAuatikrc kot nBikn¢ umeuduvotntag
AfYn anopdoewv kat evatodnaoiag og Féuata pUuAou

Autdvoun epyaacia ATKNON KPLTIKIG KOt AUTOKPLTLKIG

Ouadikn epyaoia Mpoaywyrn ¢ EAEUTEPNGS, SNULOUPYIKNG KOt ETTOYWYLKIG OKEWYNG

Epyaocia oe 6teQveg meptBailov
Epyaoia o€ Siemiotnuoviko neptBaAiov
Mapaywyn VEwv EPEVVNTIKWY LEEWV

Avadliitnon, avaiuon kot cuvIean 6e60UEVWY KoL TANPOPOPLWY, UE TN XPHON KL TWV QITapaiTNTWY TEXVOAOYLWV.
Autovoun epyaoia.

Mpoaywyn tn¢ eAeUTepnc, SNULOUPYLKNG KL ETTAYWYLKNC OKEYNC.

3 NEPIEXOMENO MAOGHMATOZ

To pabnua avartoceetot og e&Ng:

e BOOLKEC YVWOELG KUTTOPLKWVY KAAALEPYELWV.

e Kuttaplkog KUKAOG, KUTTAPLKOG Bavatog, kuttaplkn dtadopomnoinon.

e Stem cells.

e  To avooomolnTikd ocUOTNUA KAl | avoooAoYLKN Sladuyr Tou Kapkivou.
e  Kuttapikf onpatoddtnon.

e likol KoL un Likol dpopelc yovidlakng Beparmeiag

4. AIAAKTIKEZ kot MAOHZIAKEZ MEOOAOI - AZIOANOTHZH

TPOMOZ NAPAAOZHZ | Ala Zwong Kat SladIKTuaKa pobnuata
Mpoowro ue mpoowrto, EE amooTtdoews
eknaidevon K.Am.

XPHZH TEXNOAOTIQN e  Juotnuatiki xenon TMNE otn Sdaokahia. Ot
NAHPO®OPIAZ KAI ENIKOINQNIQN SlaAégelg urtootnpifovtal and EUMAOUTIOUEVEG
Xprion T.[1.E. otn Aidaokalia, otnv TapouaoLdoelc PPT, oL omoleg avaptwvtal Kat otnv
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Epyaotnptakn Ekmaibevon, otnv Entkotvwvia
UE TOUG (QPOLTNTEC

NAekTpoVviKN TA&n. Mvetal xprion Stadpactikou
White- board katd tig SLoAEEeLc.

e Epyaoctmproxn Exnaidevon
YrootnplEn pabnaotakng Sladikaciog HECW TNG NAEKTPOVLKNC

mAatdpopuag e-class, tng mAATPOpUAG zomm KOl TOU
nAektpovikol taxudpopeiov péoa amo :

e Mapoyn VALKoU Kal avaptnon SL80KTIKWY ONUELWOEWY
® UINTAOELG

* AVaKOLWVWOELG

* AvaBeon epyaclwv

e Emukolvwvia péow nAektpovikol taxudpopeiou

OPIFANQzH AIAAZKAANIAZ

Meptypdpovrar  avaAutike o

ugédobol Stbaokaliag.

TPOMOG Kot

AaAé€etg, Seuwvapla, Epyaatnplakry Aoknon,
Aogknon  lMebiou, MeAétn &  avdaduon
@povrtiotijpto,
(Torto¥€tnaon), KAwikny Aoknon, KaAAteyviko
Epyaotrpto, Stbaokalia,
EKTalSeUTIKEG eTTLOKEYELG, EKmovnon UEAETNG
(project), Suyypapn epyaoiac / epyactwy,
KaAAwteyvikn dnutoupyia, K.Am.

BiBAtoypapiag, Mpaktikn

Awabpaotikn

Avaypd@ovtaL oL WPEG UEAETNG TOU poLTnTh yLa
kade padnatakn Spactnplotnta kKadwes Kot ot
WPEG UN KadobNyoUUEVNG UEAETNG CUUPWVA UE
TG apy€G Tou ECTS

, @oprogEpyaocia
Apaotnplotnta ’l’:'fa‘;-z : :ou <

AwdéEerg 24

Epyaoctprokn Acknon 12
Avtotednic Melé, 184
Xvuyypaon Epyaciav,
Iapakorovdnon
EKTTOUOEVLTIKOD DAMKOV

220

2¥volo MaOnuarog

AZIOAOrHzZH OOITHTON

Meptypapn e Stadikaoiag afloAdoynong

Mwooa A&oAdynong, MéGobot aloAdynong,
ALQUOPPWTLKY 1 ZUUITEPAOUATIKY, AoKiuaoia
MoAdartAri¢  Emdoyrig, Epwtrioels Zuvtoung
Anavtnong, Epwtrosig Avamrtuéng Aokipuiwv,
Enmiduan MpoBAnudtwy, [panti Epyaoia,
ExOeon / Avagopa, [lpogopikny Eéctaon,
Anudota Mapouciaon, Epyactnpiakn Epyaocia,
KAwvikny  E&€taon  AadevoUg,  KaAAwteyvikn

Epunveia, AAAn / AAAeg

Avapépovtal pnta mpoobSLoplouéva KpLtipLa
aéloAdynong kat eav kat tou eivat mpooBaoctua
QIO TOUG (POLTNTEG.

Ipamtég e€ETAOELS KAl Epyaoia
Mwooa afloAdynong AyyAukn.

Ao TNV apXr) TOU EEQUNVOU OVAPTATOL OTNVNAEKTPOVLKN
Taén (e-class) mARpng mepLypadr] Tou TTEPLEXOUEVOU TOU
pobnpatog, kKabwg Kat Tou TPOMou atloAoynong Twv
doutntwv. Ot potntég yvwpilouv, eniong, e€apxng tnv
g€etaotéa UAN Kal tn oxetkn BLBAloypadia. Itnv
NAEKTPOVLKN TAEN avopTWVTAL ETLONG KAL ONUELWOELG TOU
KaBnyntn, oL omoieg kaBodnyouLv tov dolTnTH UE TPOTO
S1e€081KO Lo TNV TIEPALTEPW UEAETN TOU.

o tnv emtuxf oAoKANPwWaoN Tou HabruoTog anatteitol
TeAKOG BaBudg loog 1 peyalutepog tou 5. H Babuoloyia
elvat aBpolopa tou BabUwY TWV EPWTACEWV TNE YPATITAG
g€£taong oto téAog Tou €aprivou Kol th¢ epyacioc. H
BaBuoAoyia otnv KAlpaka 1-10 yia tnv TeEAKN e€€Taon
Baociletal o SladopeTKWY TUTIWY EPWTHOELG, OL OTIOLEG

v 7
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avavewvovtal og KaBe eE€taon. H telikn ypartn e€€taon
niepthapBavel: (a) epwtnoelg ouvtopng amdavinong (B)
EPWTNOELG AVATTUENG (V) EPWTNOELS KPLOEWG. 6) EPWTNOELG
TOAAQTIAN G ETUAOYNAG €) EpWTHOELG aLoOAOYNONG oToLElWwV
Bewplag.

5. ZYNIZITQMENH-BIBAIOTPADIA

-n Tpotewdpevn BiBAloypadia :

e  Pluripotent Stem Cell-Based Cell Therapy- Promise and Challenges - PubMed (nih.gov)

e Mesenchymal stromal cells: Putative microenvironmental modulators become cell therapy -
PubMed (nih.gov)

e  Chimeric Antigen Receptor Therapy - PubMed (nih.gov)

e Long-Term Follow-up of CD19 CAR Therapy in Acute Lymphoblastic Leukemia - PubMed
(nih.gov)

e Mechanisms of mesenchymal stem/stromal cell function - PubMed (nih.gov)

-Zuvaodr EMLOTNUOVIKA TEPLOSIKA:

PubMed
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(1) FENIKA

NEPIFPAMMA MAGHMATO2

CGT 103

2XONH

2XOAH ENIZTHMQN YTEIAZ

TMHMA/ZYMMETEXONTA
TMHMATA*

TMHMA IATPIKHZ (EMIZMEYAON) /TMHMA BIOTATPIKQN
EMIZTHMQN

ZYMMETEXONTA IAPYMATA**

MANENIZTHMIO NATPQN / MANENIZTHMIO AYTIKHZ
ATTIKHZ

METANTYXIAKO MPOTPAMMA
2NOYAQN: TITAOZ N.M.Z.

A.N.M.Z “Cell and Gene Therapies from bench to bedside
and Good Manufacturing Practices” MNavemniotiuo Natpwv

EMIMNEAO z2MOYAQN

METANTYXIAKO/ 2°¢ KYKAOZ ZMOYAQN

KQAIKOZ MAOGHMATOZ

CGT 103 EZAMHNO ZMNOYAQN | A’

TITAOZ MAGHMATOZ

KANONIZMOZ KYTTAPIKQN KAI TONIAIAKQN OEPAMEIQN

AYTOTEAEIZ AIAAKTIKEZ APAZTHPIOTHTEZ
O€ TIEPINMTWON TTOU OL TILOTWTIKEG UOVASEG ATTOVEUOVTAL OE SLAKPLTA
UEPN TOU padnuatog .. AlaAgéetg, Epyaotnplakés AGKNOELS K.ATTL. Av oL
TILOTWTIKEG UOVASEG QUTOVEOVTAL EVLALA YLO TO OUVOAO TOU UaGNUaTOG
avaypate tic eBSouadiaiss wpec StbackaAiac kot to cUVoAo Twv
TUOTWTIKWY oVASwV

EBAOMAAIAIEZ
QPEZ
AIAAZKAAIAZ

NIZTQTIKEZ
MONAAEZ

Alalé€elg 2 8

Epyaotipla 1

TYNOZ MAGHMATOZ
YroBadpou , levikwv Vwoewv,
Emwotnuovikric Meptoyric, Avamntuéng
Agélotritwv

El6tkoV YroBdBpou

NPOAMAITOYMENA MAOHMATA:

MPOAMAITOYMENA CGT 101 & CGT 102

FNQ23A AIAAZKAANIAZ kaw
EZETAZEQN:

AyyAKn

TO MAGHMA MNMPOZMEPETAI ZE
®OITHTEZ ERASMUS

HAEKTPONIKH ZEAIAA
MAGHMATOZ (URL)

C and GT Regulation/Aseptic processing - MasterCGT kat
otnv mhatdopua eclass tou MM https://eclass.upatras.gr

(2) MAGHZIAKA ANOTEAEZMATA

Ma6nolakda ArntoteAéopata

Meptypagovral Ta padnoLakd amoTeEAETUATA TOU oI UATOG OL CUYKEKPLUEVESG YVWOELS, SEELOTNTEC KAL LKAWVOTNTEG

KkataAArAou enutéSou mou Ba aTOKT)OOUV OL (POLTNTEG UETA TNV ETLTUXN) OAOKARPWON TOU UaTHUATOG.
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JupBouleuteite to Mapaptnua A

o [leptypaepr) tou Emtunébou twv Madnolakwv AoteAeoudtwy yla kade éva kUKAo ortoubwv cuupwva ue to MAaioto
Mpoadvtwv tou Evpwrniaikou Xwpou Avwtatns Eknaideuang

o [leptypapikoi Aeiktes Emutédwvy 6, 7 & 8 tou Eupwriaikou lMAatoiou MNpoooviwy Aia Biou Madnang kat to Mapaptnua B

o [lepiAnmtikog O8nyog ouyypapric Madnolakwv AoteAeoudtwy

To pHABnuo MopEXEL YVWOELG OXETIKA LIE TOUG EV LOXUL KAVOVIOLOUG KoL VOUOBEGIEG TWV KUTTAPLKWV

Kal yoviSlakwy BepameuTikwy mpoloviwy mou LoxUouv otnv Eupwnaikn évwon, ot HVwpéveg

moAtteieg aAAQ Kal o AAAEG XWPEG oToV KOOUo. ETtiong, £XEL WG OKOMO va apEXEL pia cuvodn Twv

LOXUOVTWY KaVOVWwY KOAAG TIPOLOKEUAOTLKNG TIPOKTLKNG, KOANG EPYAOTNPLAKAG TIPAKTLKAC, KOANG

TIPAKTIKAG TNG TEKUNPLWONG KOL YEVIKA UTIO ToV 0po G X P OAEG TIG OVOUEVOWEVEC QTIALTHOELG

oUUPWVA LE TIG OXETLKEG KATEUBUVTPLEG 08NYIEG TWV PUBULOTIKWVY apywV.

Me tnv oAokArpwaon tou pabriuatog ol anodotltol eival os Béon va:

e KOTEXOULV TIC ATIOPAITNTEC YVWOELG OXETIKA LE TIG KateuBuvTr pleg 0dnyieg tou EMA kat FDA
yla Ta KUTTOPLKA Kal yoviSlakd mpoidvra.

e [vwpllouv TIC OMALTAOELS TWV PUOULOTIKWY QUTWV 0PXWV YLa TO KUTTAPLKA KAl YOVISLOKA
mpoiovta.

e [vwpilouv yla TIg anattroelg ou adopouv tnv Xnueia, thv Mapaywyr kat tou EAéyxou
(CMC) vwa Sladopetikeég altrioel pakéAwv amd TAEUPAG TOLOTIKOU €EAEYXOU  Kall
SlaoddaAiong moLotnTag.

e  KOTAVONOOUV TLG QTALTAOELS TWV PUOULOTIKWY apXWV, TOUG TIEPLOPLOMOUG OAAG KAl TLG
AUOELG TOU LOYXUOUV ylol TAUTOTOLNON KAl OAMAVON TWV KUTTOPLKWY Kol yoviSlakwv
Bepamnevtikwy npoioviwy CGT.

e AvTOTOKplvOVTOL OTIG AMOITAOELS KOTABEoNG Kal £ykpong $akéAwv KUTTAPKWY Kal
yoviSlokwv Bepameutikwv mpolovtwy (CGT) kat Advanced Therapy Medical Products
(ATMPs), oUudwva HE TOUG KAVOVEG KOANG TIAPOOKEUQAOTIKAG TIPAKTIKAG KOl va
nipoPaivouv OTIG AMaPAITNTEC TTPOETOLUACLEG TTOU ETITACOOUV OL PUBULOTIKEG PXEG.

e Katavoroouv Tig ladopEC Kal OUOLOTNTEG OTA LOVOTIATIO KOTABOEoNC Kol £YKPLONG Tou
LoxVouv otnv Eupwrmaikn £évwon kat tig HMA yla Ta KUTTOPLKA KOl YOVISLOKA BeparmeuTikd
nipoiovta CGT / ATMP kaBwg Kat vol ETAEYOUV TO CWOTO LOVOTIATL KATABEON G Kol £yKPLoNG
TWV VEWV QVATITUYUEVWY KUTTOPLKWY Kal yoviSlakwy Bepameutikwy mpoiovtwy CGT /
ATMP

e EfowkelwBouv pe TIg Suvatotnteg mMou Uumdpyouv ot HeBOSoUG kwdilkomoinong Kat
ONMOVONG KUTTAPLKWV Kal yoviSlakwy Bepameutikwy mpoioviwy CGT Kal va KATavonoouV
TIWG VOL EPUNVEVOUV HLa eTIKETa CGT.

e EfowkewwBolv pe ToOug Kavoveg TNG KoAng TMapaokKeEUOOTIKAG TPAKTIKAG Kal va
KATAVON 00UV TIG BACLKEG EpyaoTNPLOKEG HEBOSOUG TIOLOTIKOU gAéyxou OmwG ELISA, PCR,
Flowcytometry.

e Katavonoouv TI( amaltioel tTwv kavovwv KaAng MapackeUAoTIKAG TPAKTLIKAG TwV
PUBULOTIKWV apxwV £ToL WOTE va Statnpeital N achAleLla Kol N TTOLOTNTA TWV KUTTAPLKWY
Kall yoviSlakwy Beparmeutikwy npoidviwyv CGT / ATMP og 6An t SLdpkela tou KUKAOU {whg
TOUG.

e Katavorjoouv Ti¢ amoattioelg yio. QC/CMC Twv KUTTAPLKWY KAl YOVISLOKWY BEPATEVUTIKWY
nipoiovtwy CGT / ATMP.

e EkTIpOUV TRV TBavotnTa TwV TTPoBANUATWY / actoxlwy / KvdUvwy Katd th SLAPKELD TNG
TIOPAYWYNG TWV KUTTOPLKWY KAl YOVISLOKWY BEPAMEUTIKWY TPOIOVIWY £TOL WOTE VA
EVOWHATWOEL N oLOTNTA AIO TA MPWLUA OTASLA TNG AVATITUENG TOUC, EDapUOlovTag TIG
apx€G Slaxeiplong Twv KwdUVwWY oTnv moldTNTA £yKALPA KoL TIPOANTITIKA £TOL WOTE val
SlaodaAiotel 0Tl TEAKA MpoidvTa Ba elval achaAn KAl ATOTEAECUATIKA OTAV XOpnynBouv
oe avBpwmougG.

o  3xedlalouv Kal vo ouvtnpoUV TIC amaltoUpeveg adldppnkteg aAucideg TauTOTNTAG KOL
ETITAPNONG TNG XVhAaoLLoTNTAG 08 OAN TV £hoSLooTIKY aAucida TWV KUTTOPLKWY Kal
yoviSLlokwv Bepameutikwy poiovtwv CGT / ATMP.

Fevikég IkavotnTeg

Avadlhtnan, avaAuon kat cuvdean Sebouévwy Kat | Jxedlaouoc kat Staxeiptan Epywv
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TTANPOWOPLWY, UE TN XPHION KAL TWV aAmapaitnTwV 2eBaouoG atn SLAPOPETIKOTNTA KAl aTNV

TeXVOAoyLwv TTOAUTTOALTLOULKOTN T

lpooapuoyr o€ VEEG KATAOTAOELS SeBaouog ato puatko neptBailov

AfYn anopdoewv Emtibetén KowvwvikrG, EmayyeAUQTIKIG Kot NKIG
Autovoun epyaaia unteuBuvotntag kat evatodnoiag oe Yéuata eUAou
Ouadikn epyacia A0KNON KPLTIKIG KL AUTOKPLTLKIG

Epyaoia og 6ieQvég meptBailov Mpoaywyn t¢ eEAeUTePNS, SNULOUPYLKIG KL ETTOYWYLKNG
Epyaoia o€ Stemiotnuoviko neptBaAlov oKEPNG

Mapdywyr VEwV EPELVNTIKWY LOEWV

Avalritnon, avaAuan kat cuvOean SeSoUEVWY KalL TANPOQOPLWY, LUE TN XProN KoL TWV QmapaitnTwy TEYVOAoYLWV
lMpooapuoyr o€ VEEG KATAOTACELG

AnYn anopdoewv

Autovoun epyacia

Ouadikn epyacia

Epyaoia oe 5tedveg meptBailov

Zxebdlaouoc kat Staxeiptan Epywv

2eBa0o0G aTn SLAPOPETLKOTNTA KAt OTNV TTOAUTTOALTLOULKOTN T

SeBaoog oo uotko neptBaiiov

(3) NEPIEXOMENO MAGHMATOZ

‘ To padnua avantocoetot og e&Ng:

o Ot puOUIOTIKEG — KAVOVIOTIKEG apXEC Papuakoy otV Evpdnn kot Apepiki kol ovackomnon tov
povomaTidv Kotabeong Kot £ykplong tovg- The Regulatory authorities (EMA, FDA) and regulatory review
pathways

*  AvookOmnomn evpomaikng VopoOesiog Yo GaprakeuTiKd Tpoidvta mponyuévay Bepameldy - Overview
of ATMP EU legislation

e Avookomnon katevBuvriplov ypoappdv tov Apepikdvikov Opyovicpod @apudkov (FDA) yu
KLTTOPLKA Kol Yovidlokd Bepamevticd mpoidvta - FDA guidance for CGT —and overview

e Ilowdtrta kot ZovOeon, MéBodog ITapaymyng ko Mapaywyucol EAeyyotl 6Ta KLTTOPIKAE Kot YOVISOKA
Bepoamevticd mpoidvta - CGT Quality and CMC (Chemistry, Manufacturing and Controls) considerations

o Koavoviopdg 10TpoTeXVOAOYIKOV GUGKEVMV Y10 KLTTOPIKG KOl Yovidlakd Oepamevtikd mpoidvia, -
Medical Devices Regulation (MDR) for CGT

o YHvtoua mpoypdupato Eykpiong otig Evpomaikéc kot Apeptkavikes pubBoTIKEG apy s QapUAKOVY -
Expedited Programs in EU (EMA) and US (FDA)

o KoatdBeon pakérov (aitnong) otig Evpomaikég apyés yio amdknon Adeng Topoymyng KOTTAUPIKOD Kol
yovidtakoV BOepamevtikod Tpoidvtog - Submitting a File (application) in EU for Manufacturing
authorization of a CGT product

e THUOVOT TV KUTTOPIKAOV Kot YOVISLHK®V Bepamevtikdy mpoidvtwv - Labelling of CGT products

(4) AIAAKTIKEZ kot MAGHZIAKEZ MEGOAOI - AZIONOTHZH

TPOMOZ NAPAAOZHZ | Ala {wong Kat Stadlktuakd pabnuata.
Mpéowro pe npéowro, EE anootaoews
eknaibevon KA.

XPHZH TEXNOAOTIQN e JYuotnpoatikn xprion TMNE otn SdaokaAia. OL SLaheselg
NAHPO®OPIAZ KAI ENIKOINQNIQN unootnpilovtat and eUMAOUTIOUEVEG TTAPOUCLATELSG PPT,
Xprion T.[1.E. otn Aibaokadia, otnv oL oTtoleg avapTwvTaL Kot TNV NAEKTPOVIKA TAEN. Mvetatl

Epyaotnpiakn Exnaidevon, oty Entkowwvic xprion dtadpaotikov White- board katd tig StaAESeLs.

UE TOUG QOLTNTEG

o  Epyoompuokn Exnaidevon
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Yrootnpn pabnolakng OSladikaciag HEOW TNG NAEKTPOVLKAG
mAatdoppag e-class, Tng mMAatdpopUoc zomm Kol TOU NAEKTPOVIKOU
taxubpopeiov péca amnod :

e Mapoxn UALKOU Kal avaptnon SLEOKTIKWY ONUELWOEWY
® 3ulNTNOELG

* AVOKOLVWOELG

¢ AvaBeon epyaclwv

* Emkowavia péom nAektpovikod tayvdpopeiov

OPFANQZH AIAAZKANIAL AvaoTnowTnTa ®doprog Epyaociag
pactiptoth Eaurvou
Meplypdpovrat  avaAutikd o TPOmMOG Kol AAEEELC 22
uédodbot Stbaokaliag. Epyaotnplaki Acknon 9
AutoteAng MeAétn, 189

AwaAéetg, Seutvapla, Epyaotnpiakn Aoknon,
Aoknon  lMebiou, MeAétn &  avaduon Zuvypad:r'] Epvaoubv,
BiBAoypapiag,  @povtiotipto,  [Mpaktikr NapakohouBnon
(Toro9€tnaon), KAwikrp Aoknon, KaAAitexviko €KL eUTIKOU UALKOU
Epyaotripto, Awabpaotikn Stdaokalia, ZUvoAo Madnuarog
EKTTOUOEUTIKEG ETILOKEWELS, EKmTOvnan UEAETNG (25 wpeg poptou epyaciac 220
(project), Suyypagr epyaocioac / epyactwv, avd meTwtiky povasda)
KaAAwteyvikn dnutoupyia, K.Am.

Avaypd@ovtal oL WPeG UEAETNG TOU poLTNTh yla
kade padnotakn dpaotnplotnta Kadws Kot ot
WpeG un kadobnyoUUEVNG UEAETNG CUUPWVA UE
TG APXEG ToU ECTS

AZIONOTHZH OOITHTON | T'pamtég e§eTdoELg Kt epyaoio
Meptypapn ¢ dtadikaoiag aloAoynong rMwooa afloAdynong AyyAwr.

Ao TNV apXr TOU EEQUNVOU OVAPTATAL OTNV NAEKTPOVLKN TAEN (e-

rdwooa A&loAdynong, Médobot agioAdynonc, class) mM\ipng meplypadn Tou mepLEXOpEVOU Tou Labnuatog,

Awapoppwtikr) 1) Jupnepacpatikn, Aokuaoio KaBwg KaL Tou Tpodmou afloAdynong twv dottntwy. Ol pottnteg
MoAarric  Endoyr¢,  Epwtoeis Zbviouns | \ypnizouv, entionc, eEapxic TV efetaotéa UAN KAt Th OXETIKA
Anavtnong, Epwtrioeic Avamtuéne Aokiuiwv, A (o5 A . , ,
Enidvon  MpoBAnudtwy, oanti Epyacia, BBAloypadia. TNV NAEKTPOVIKN TAEN OVOPTWVTAL ETLONG KOl
Exdeon / Avapopd, Mpowopir E&étaon, ONUELWOELG TOU KaBnyntr, ot omoieg kaBodnyouv tov dottntr Ue

Anpdota Mapouciaon, Epyactnpiar Epyacia, | TPOMO SLEEOSIKO YO TNV TIEPALTEPW UEAETN TOU.
KAwvikry  E&€taon  AodevoUg,  KaAAtteyvikn
Epunvela, AMn / AMeg Mot TNV eMTUXY OAOKARPWON TOU HaBr LATOC Aratteitot TEAKOC
BaBuog ioog f peyaAltepog tou 5. H Babuoloyia eivat aBpotlopa
ToU BaBUWV TWV EPWTACEWV TNG YPATTA G EEETOONG OTO TEAOG TOU
Avagépovtar pntd mpoobioplopeva kpripla | efquvou Kat T epyaciac. H BaBuoloyia otnv kKAipaka 1-10 yia
aéloAdynong kat eav kat tou eivat npooBaotua , , . ' " .
. ) TNV teAkn e€€taon Baoiletal oe S10pOPETIKWY TUTIWV EPWTNOELS,
QTTO TOUG POLTNTEG. , , , , , )
oL omoleg avavewvovtal o€ kKABe e§€taon. H teAkn yparmtn
e&étaon mep\appavel: (o) epwtroelg cuVToUNng amavtnong (B)

EPWTNOELG AVATTTUENC (V) EPWTAOELS KPLOEWC. ( 6) EPWTNOELG

TOAAQTIAN G ETUAOYNAG €) EpWTHOELG aLOAOYNONG oToLElwv
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Bewplag.

(5) TYNIZTQMENH-BIBAIOTPADIA

- Mpotewouevn BiBAloypapia:

e EMA Guidelines relevant for advanced therapy medicinal products
https://www.ema.europa.eu/en/human-regulatory/research-development/advanced-
therapies/guidelines-relevant-advanced-therapy-medicinal-products

e Regulation (EC) No 1394/2007 of the European Parliament and of the Council of 13
November 2007 on advanced therapy medicinal products EUR-Lex - 32007R1394 - EN - EUR-
Lex (europa.eu)

e  FDA Cellular & Gene Therapy Guidances Cellular & Gene Therapy Guidances | FDA

e Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on
medical devices EUR-Lex - 32017R0745 - EN - EUR-Lex (europa.eu)

e EMA — Accelerated assessment Accelerated assessment | European Medicines Agency
(europa.eu)

o  FDA - Expedited Programs for Serious Conditions—Drugs and Biologics Expedited Programs
for Serious Conditions—Drugs and Biologics | FDA

e Commission Directive (EU) 2015/565 of 8 April 2015 amending Directive 2006/86/EC as
regards certain technical requirements for the coding of human tissues and cells EUR-Lex -
32015L0565 - EN - EUR-Lex (europa.eu)
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https://www.ema.europa.eu/en/human-regulatory/research-development/advanced-therapies/guidelines-relevant-advanced-therapy-medicinal-products
https://www.ema.europa.eu/en/human-regulatory/research-development/advanced-therapies/guidelines-relevant-advanced-therapy-medicinal-products
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32007R1394
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32007R1394
https://www.fda.gov/vaccines-blood-biologics/biologics-guidances/cellular-gene-therapy-guidances
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32017R0745
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/accelerated-assessment
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/accelerated-assessment
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/expedited-programs-serious-conditions-drugs-and-biologics
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/expedited-programs-serious-conditions-drugs-and-biologics
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32015L0565
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32015L0565

NEPIFPAMMA MAGHMATO2

CGT 104

1. TENIKA
2XOAH2XOAH ENIZTHMQN YTEIAZ
TMHMA| TMHMA [ATPIKHZ
TMHMA/ZYMMETEXONTATMHMA IATPIKHZ (EMIZMEYAON) /TMHMA BIOTATPIKQN EMNIZTHMQN

TMHMATA*

ZYMMETEXONTA IAPYMATA**

MANENIETHMIO NATPQN / MANENIZTHMIO AYTIKHE ATTIKHZ

METANTYXIAKO MPOrPAMMA

2MOYAQN: TITAOZ N.M.z.

A.M.M.Z “Cell and Gene Therapies from bench to bedside and Good
Manufacturing Practices” Navemniotruio Natpwv

EMINEAO ZMOYAQN

METANTYXIAKO/ 2°5 KYKAOZ ZNOYAQN

KQAIKOZ MAOGHMATO?Z]

CGT 104 ESAMHNO ZMNOYAQNIA’

TITAOZ MAGHMATOZ

BIOZTATIZTIKH

AYTOTEAEIX AIAAKTIKEX APAXTHPIOTHTEX
o€ TEPITTMOT) TOV Ol TLOTOTIKEG HLOVAOEG OTOVELLOVTAL GE OLOKPLTA MEPT|
Tov pabnuatog m.y. Awehééels, Epyaoctnplokéc Acknoslg KA. Av ot EBAOSIZ;AEAZIAIEZ MNIZTQTIKEX
TOTOTIKES LOVAOES ATOVELOVTOL EVIALOL Y10L TO GUVOAO TOV a0 LaTOg AIAAZKAAIAY MONAAEX
avaypayTe TG efdopadiaies dpeg S1006KAAING KoL TO GOVOLO TV
TOTOTIKOV LOVAO®OV
AwoAéEerg 2 | 5

TYNOZ MAGHMATOZ
Yropabpov , I'evikawy [vidoewy,
Emomuovirng Iepioyns, Avemroéng

Aoty

F'evikoL YrmoBaBpou (Yrmoxpewtiko)

MNPOAMAITOYMENA MAOHMATA:

Aev UTLAPYOLV

FAQXXA ATAAXKAAIAY kan
EEETAXEQN:

AyyAni

TO MAOGHMA ITPOX®EPETAI
2XE ®OITHTEX ERASMUS

HAEKTPONIKH ZEAIAA
MA®HMATOZX (URL)

https://mastercgt.com/course/biostatistics-and-medical-

data-analysis/
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2 MAOHZIAKA ANOTEAEZMATA

Meptypdpovtal Ta padnoLaKkd amoTEAECUATA TOU UATUATOG Ol CUYKEKPLUEVEG YVWOELS, SEELOTNTEG Kol LKAVOTNTEG KATAAANAoU emutédou

ITou Yo AITOKTHOOUV 0L POLTNTEG UETA TNV EMLTUXN OAOKANpwOon Tou Uadripuatog.

PuuBouleurteite to lMapaptnua A (Eexwploto apyeio ato e-mail)

o [leptypaepr) tou Emtumébou twv Madnaolakwy ATOTEAECUATWY pla Kade Eva KUKAO ormoubdwy auugwva pe lMAaioto MNMpoadviwv tou
EupwrtaikoU Xwpou Avwtatng Ekrtaibevang

o [leptypapikoi Acikteg Emumédwvy 6, 7 & 8 tou Eupwrnaikou lMAataiou Mpoooviwv Awd Biou Madnong

wou Iapoptyuo B
[ Tepinmrikog Oonyos ovyypapns Mabnoiaxdv Amoteleoudrwy

Me tnv emtuxnuévn oAokArpwaon tou pabruatog ot pottntég/TpLeg Oa:

o 'EXOuV amoKTAoEL eEELOLKEV PLEVEC YVWOELG TN EMLOTA NG TNG BLOOTATIOTIKAG KAl TWV EhapUoywV
¢ og Oépata neplypadrg kot avaAuong BLOUETPLKWY

o Sebopévwy otic Emiotipeg Yyeiog. Edikdtepa, Ba €xouv KaTavonoeL Th

e peBobdoloyia epopUoynG TNG CUUTTEPACHOTLKAG OTATLOTIKNG AVAAUONG 0 BEPOTO LATPLKNG
£PEUVAC KOLL KALVLKAG TIPAKTIKNC.

o yvwpllouv TIG PACLKEG OTATLOTLKES TEXVLKEG, Oa XOUV ATOSESELYLEVN YVWON KaL KATavonon
BeUATWY TNG EMLOTAUNG TNG ZTATLOTLKAG

e 'EXOUV TNV LKAVOTNTO VO GUYKEVTPWVOUV KL Va EpUNVEVOUV cuvadh oTolxela (katd kavova
€VTOC TOU YVWOTLKOU Toug mediou) yla va Stapopdwvouv katdAAnAo mAaioto dte€aywyng
£€peuvag Kol Kpiloelg mou meplhappavouv
npoPANUatTIoNO o€ cuvadn {nTHuaTa.

e  MmopoUv va emidéyouv pLa péBodo oTaTloTiknG avaluong Le Baon tov oxeSlaopud tng
UeAETNG KaL Ta Sedopéva TTOU €XOUV CUANEEEL.

e Opyavwvouv Kat Ba avalouv ta cuMexBévta Sedopéva e Xprion TEXVIKWV TteplypadIkig A
ETIOYWYLKAC OTATLOTIKAG.

e  Mrmopouv og LKAVOToLNTIKO BaBuod va avayvwpilouv Tig TAEoV SLaSeSOUEVES TEXVIKES
OTATLOTIKAG AVAAUGONC LATPLKWY SE60UEVWV.

e  Oa elval og Béon va adoOLWVOUV ETILOTNOVIKA ApBpa Kol va TA KOVOTIOLoUV TO0O CE
€LOLKEVLEVO OO0 KaL O€ UN-EEELOLKEUEVO KOLVO.

o Qa £youv avarmruéel ekelveg TIG 5£ELOTNTEC AMOKTNONG YVWOEWVY, TIOU TOU
XPELATOVTAL YLOL VO CUVEXLOEL OE TIEPALTEPW UETATITUXLAKESG OTIOUSEG e peyaho Babuo autovopiog

ZKOTOG TOU LoOnpatog ival va katavooouv ot GpottnTES TG PACLKEG EVVOLEG TNG OTATLOTIKAG EMLOTAKNG, KOl
™V edapuoyr TOUC OTNV EPEUVA OTLC ETILOTHHEG UYELQC.

2TOXO0G TOU HaBruaTog elval va KaTaoTHoEL Toug GOoLTNTEC LkavoUlg va adopolwoouy tn Stbackopuevn UAN Kat
va a€LlOToLCoUV TIC YVWOELG TOUG TOCO OTOV EMAYYEAUATIKO TOUG edio 600 Kal o€ VPUTEPEG EPAPHUOYES TNG
BLOOTATLOTLKAC, OL OTOLEC €lval amapaitnTeg 0To MAALOLO TNG LEAETNC TWV TTPOPRANUATWY UYELC.

Ievikég IkavoTnTteg
Aopffdvoviag vown TIg YEVIKES IKAVOTNTEG TOV TPETEL VO, EYEL ATOKTHOEL 0 TTVYI0VX0G (OTWS avtég avaypdpoviar ato Hopdptnuo AimAduotog
Ko mopotifevion axoiodOwe) oe wolo. / moies amd avTéES amooKomeEL To Habnua; .
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Avaintnon, avaAuvan kat ouvieon Sedouévwy kat JxedLaouoc kat Staxeiptan Epywv

TANPOPOPLWY, UE TN XPriON KAl TwV AIapaiTNTWY JeBaoudg 0T SLAPOPETIKOTNTA Kot OTNV TTOAUTTOALTIOULKOTN T

TexvodoyLwv 3eBaoudg ato puotko eptBaiiov

Mpooapuoyr O VEEG KATAOTAOELG Emtibeién kotvwvikng, emayyeAuarikig ko NSk ¢ umeuduvotnTag kot evatodnaoiag
NnYn amopacswv oe Yéuata uAou

Autovoun epyaocia AOKNON KPLTIKIG KOUL QUTOKPLTIKIG

Ouadikn epyacia

Epyaoia oe Stedveg meptBarlov

Epyaocia og SLemLotniUoviko eptBaAiov
Topdywy véwv epeovntik®y 1060V

Lpoaywyn g eevBepng, OnuIOvPYIKHG Kol EXOYWYIKHG OKEWNS

® Avalntnon, avaluon kat cuvBeon Sedopévwy Kal TAnpodopLWY, LE TN XPOoN Kol TwV anapaitntwy
TEXVOAOYLWV

® ANYn anodpacswv

® Autdvopun gpyacia

® Ouadikn epyacia

® Epyaoia o SLEMOTNUOVIKO TiepLBAAAOV

® [lpoaywyn TnG EAeVBepNG, SNULOUPYLKNAG KAL EMAYWYLKNG OKEYNG

2 J MNdtpa, NoéuBplog 2023 Sehiba 42




3. NMEPIEXOMENO MAOHMATOZ

e FEioayoyn — Baowég évvoteg. Astypatoinmrikég pébodot - Ynoroyiopog Aetypatog. XvAhoyn Kot
TOPOVGIAOT] TOV GTOTIOTIKOD DAKOD (TTIVAKEG, YPOPLOTA).

o Yyedlaouog LEAETNG ATIOTNTO KOL TEIPAOLTOL.

o [leprypagikn tatiotikn (UETpo BEoNC KOl S1UGTOPAC, YPUPIKT] OTEIKOVIGT TOIOTIKMV KOl TOGOTIKMY
HeTafAnTOV).

e  Boowég apyés Tov mBavoTHT®V. ZNUAVTIKES KOATAVOUES.

e ’'Fleyyolr YnoBécewv mocotikav dedopévav. Alaotipate Eumiotoodvne. loydg xon péyebog tov
detyporoc,

o 'Eleyyor YnoBéoewv evog detyparog, 000 detypdatwy, ToAAdy derypdtomv (ANOVA).

"Eleyyor vmoBécewv mootikdv dedopévmv. Chi squared test ko pn mopoapetpicoi Eheyyot (Sign test,

Mann-Whitney test, Wilkoxon signed rank test, Kruskal-Wallis test).

Métpa cuoyétiong. Alpopd LEGHV, S10PoPA PIGKOD Kot AGY0L CYETIKMY TOOVOTT®V.

A&l10AdyNoN EPYOCTNPLOKDY EVPNUATMV.

Avéivon Xvoyétiong (Pearson, Spearman rho kat Kentall’s tau cuvteleotéc)

I[MoMamdn ypoppikny maAvopounor. Emdoyn petapintov. YevoopetaPintés. Awnyvootikd

povtéda. Aoylotikni molvdpopunon. Elcaymyn ot padnuotkn poviehonoinon. Eeappoyéc.

4. AIAAKTIKEZ ko MAOHZIAKEZ MEGOAOI - AZIONOlMHzZH
TPOIIOX IIAPAAOZHY ® Al Zwong kat Stadiktuakd padrpota.

Ilpoowmo ue mpocwro, EE amootdoend

EKTOIOEVON K.AT,
XPHXH TEXNOAOI'TQN |prion T.M.E. otn Adaokalia, otnv Epyaotnplakn Eknaibeuvon
IHAHPO®OPIAY KAI Yrootrpién padnotakig Stadikaciog Heow tng NAEKTPOVLKAG

EMIKOINQNION [mAatdoépuag e-class:

Xprion T.ILE. oty Aidaokoiio, otnv . . .
Epyaotnpiaxn Exroidcvon, oty Emixowvawvio, ue I'Iapox’r] UALKOU,
TOVG POITNTES e JulntnoeL,

e  AVOKOLWOELC,
e AvdaBeon gpyaciwy,

Enikowvovia péEcm NAEKTPOVIKOD Tayvdpoueiov

OPrANQzH AIAAZKAAIAZL ¢0’p1'0Q Epyaat’ag
Meptypapovral avaAutikd o Tpomog kat pedodot r p
si6aoKaiac. Apastypiotyza Ecapjvov
AwaAééelg, Sewvapla, Epyaotnpiakrn Aoknon,
WAoknon  [ediou, MeAétn &  avdAuon At b4
BLBALoypapiag, ®@povriotrplo, Mpaktikn 10, g&glg

(TomtoO€tnon), KAwwkny Acgknon, KaAAiteyviko
Epyaatripto, Awadpaotikn Sbaokalia,
EKTTUOEUTIKEG ETILOKEWELS, EKmOvnon UEAETNG
(project), Suyypaeri epyacias / epyacwwy,| |sGvodo Maa?rwaroc
KaAAiteyvikn énutoupyia, K.AT.

Avtotednc MeAiétn, Zuyypaopn] Epyaciodv 116

(25 wpes poptov epyacios avd 140

Avaypdpoviar o1 dpeg UEAETHS TOL YoITHTH YIo. MOTOTIKI) HOVAOaQ)
KOs pobnolaxn opaotnpiotnro. kKoOWHS Koi ol
apes un  kaboodnyoduevns pelétne wote o
OVVOLIKOG POPTOS EPYATIAS OE ETITENO ECOUITVOD
va. avuorolyei oto. standards oo ECTS
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AZIOAOTHZH @OITHTQON| H a&10A0ynon Tov eotnTav Yivetol otny ayyAkn yAdcooo pe
MTeptypaqri T Stadikaoiag agioAdynong NV XPNON YPUTTOV EPYACLAOV, JOKLULAGIO TOAAUTANG ETAOYNG

Mwooa AéloAdynong, Médobdot aloAdynong, KOl EpMTNGELG GLVTOUTIG ATAVITIOTIG.

Alapoppwtiky 1 Suumepaouatiky, Aokiuaoia
MoAdartAric  Emidoyrig,  Epwthioelc  ZUvtoung
Artdavinong, Epwtroelg Avantuéng  Aokiuiwv,
ErtiAuan MpoBAnudtwy, Mpanty Epyacia, ExSeon
Wvapopda,  lMpopopwkry  Eé€taon,  Anudoia|
Mapouciaon, Epyaotnpiakn Epyacia, KAwiki
Eéetaon Aodevoug, KaAAitexvikn Epunveia, AAAn
AAAeg

Avagpépovior  pyTté. TPOGOIOPIGUEVE. KPLTHPIQ
a10A6ynong kai €Gv kar mov £ivol mPoofaciio.

OO TOVG POITNTES, .
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5. ZYNIZTQMENH-BIBAIOTPADIA
A. EAAnvikn

e [amayewpyiou Edn (2017).Bloctatiotikn kot Edpappoyég, 2"'Ekdoon, EKAOZEIZ NEQN
TEXNOAOTIQN MON. ENE.

e Barton B., Peat J. (2014). Medical Statistics: A Guide to SPSS, Data Analysis and Critical
Appraisal, 2nd Edition. Wiley Blackwell.

e Bland M. (2015). An introduction to medical statistics. 4th Edition. Oxford University
Press.

e Chow C.-S,, Liu J.-P. (2013). Design and analysis of clinical trials, 2nd Edition. Wiley.

e Chow C.-S,, Shao J., Wang H., Lokhnygina Y. (2017). Sample size calculations in clinical
research , 3rd Edition. Chapman & Hall.

e Daniel W.W., Cross C.L. (2018). Biostatistics: A Foundation for Analysis in the Health
Sciences: A Foundation for Analysis in the Health Sciences, 11th Edition. Wiley Global
Education.

e Hair J.F., Anderson R.E., Tatham R.L., Black W.C. (2013). Multivariate data analysis, 7th
Edition. Prentice-Hall.

e Kestenbaum B. (2009). Epidemiology and biostatistics: An introduction to clinical
research. Springer.

e Kirkwood B.R., Sterne J.A. (2003). Essential Medical Statistics, 2nd Edition. Wiley.

e Rosner B. (2016). Fundamentals of biostatistics, 8th Edition. Brooks/Cole Cengage
Learning.

e Tabachnick G.R., Streiner D.L. (2008). Using multivariate statistics, 4th Edition. Allyn and
Bacon.

- Related academic journals:

Biostatistics & Epidemiology (Taylor and Francis)

Journal of American Statistical Association

Journal of Royal statistical society — B Annals of Statistics
Biometrics (Wiley)

Statistics in medicine (Wiley)

* pwN P
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MEPITPAMMATA MAGHMATQN

B’ EEAMHNO
NEPITPAMMA MAGHMATOZ
CGT 201
(1) TENIKA
IXOAH IXOAH ENIZTHMQN YTEIAZ
TMHMA/2YMMETEXONTA TMHMA IATPIKHZ (EMIZNEYAON) / TMHMA BIOIATPIKQN EMISTHMQN
TMHMATA*
SYMMETEXONTA IAPYMATA** MANENISTHMIO NATPQON / MANEMIZTHMIO AYTIKHE ATTIKHS
METANTYXIAKO MPOTPAMMA A.N.M.Z “Cell and Gene Therapies from bench to bedside and Good

2MOYAQN: TITAOZ 1.M.2.

Manufacturing Practices” Mavemniotruio Natpwv

EMINEAO zMNOYAQN

METANTYXIAKO/ 2°¢ KYKAOZ ZMOYAQN

KQAIKOZ MAGHMATOZ

CGT 201 EZEAMHNO 2MNOYAQN | B

TITAOZ MAGHMATOZ

AMNO THN ANANTY=H zTIZ GMP

AYTOTEAEIZ AIAAKTIKEZ APAXTHPIOTHTEZ
O€ TIEPIMTWON TTOU OL TILOTWTIKEG UOVASEG QITOVELOVTAL OE SLAKPLTA UEPN
ToU padnuatog .. AtaAééeig, Epyaotnplakec AGKNOEeLG K.ATL. Av ol
TILOTWTIKEG LOVAOEG QITOVELLOVTAL EVIALX YL TO CUVOAO TOU Hadnuatog
avaypayte tic eBdouadiaicc wpeg Stbaokadiac kot to cUVoAo Twv
TLOTWTIKWVY oVASwV

EBAOMAAIAIEZ
QPE2
AIAAZKANIAZ

NIZTQTIKEZ MONAAE2

AlalE€eLg 2 9

Epyaoctipla 1

TYNOX MAGHMATOZ
YrnoBadpou , levikwv [VWwoewy,
Emiatnuovikrig Mepioxrig, Avamtuéng
Agélotritwv

El81koU YroBaBpou(Ymoxpewtiko)

MNPOAMNAITOYMENA MAOHMATA:

Ta pabnuota tou A'e€aurvou

MPOANAITOYMENA MAOHMATA: | AyyAwa
TAQ2IA AIAAZKAAIAZ ko | No
ESETAZEQN:

TO MAGHMA MPOZMEPETAI ZE
OOITHTEZ ERASMUS

From development to GMP/EM Product life-cycle from Development to
Approval - MasterCGT
https://eclass.upatras.gr

Kal otnv mAotdpopua eclass tou NN
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https://mastercgt.com/course/from-development-to-approval/
https://mastercgt.com/course/from-development-to-approval/
https://eclass.upatras.gr/

(2) MAGHZIAKA ANOTEAEZMATA

Ma6noilakda AtoteAéopata

Meptypdpovtal ta uadnoLaKkd amotEAECUATA TOU UADNUATOG Ol GUYKEKPLUEVEG YVWOELS, SEELOTNTEG KAl LKAVOTNTES KATAAANAou enutédou mou Ya
QITOKTI)OOUV OL (POLTNTEG UETA TNV ETULTUXN 0AOKARPpwaon Tou UadriuaTog.
JuuBouleurteite to lMapaptnua A (éexwplato apyeio ato e-mail)
o [lIeptypapri tou Emunébou twv Madnolakwyv AmoteAeoudatwy yLa kade éva kUkAo ormoudwvy auupwva ue MAaioto Mpoooviwv tou Evupwnaikou
Xwpou Avwtatng Exknaibevang
o [leptypapikoi Aeikteg Eumédwvy 6, 7 & 8 tou Eupwraikou lMAataiou Mpoooviwv Awd Biou Madnong
xou Iapdptyuo B
o [lepiAnmtikog O8nyoc cuyypapric Madnotakwyv AOTEAECUATWY

To pabnua autd efepeuvd TIC apxEG Tou KUKAOU {wAG Kal tnv molotnta Staxeiplong evog mpoidvrog CGT. Autd
nep\apBAavouv ThV HETARAON TWV KUTTAPLKWY Kol yoviSlakwy Bgparmelwv amd tnv 16€a otnv KAWVIKA Ttapaywyr, Tov
TIOLOTIKO OXESLAOUO TOUC, TEXVIKA {nTrApata otnv mapaywyr] CGMP ukwv ¢opéwv, GMP amnd tn ¢don 1 otn 3, kpiolueg
S108LIKAOTIKEG TTapAPETPOUG, HeTadopd TteXxvohoyiag kabBwe Kal Tty amattolpevn Stadikaoia yia thv adslodotnon
EUTIOPLKAG EKUETAANNEUON G EVOC TIPOIOVTOG.
Katd tnv ohokApwon tou podnuatog, ol pottntég Ba eival kavol va:
e [vwpllouv Mw¢ MPEMEL va €lval OL EYKATACOTACELG KOL OL amapaitnte¢ Sladlkaoieg ya tn petadopd ULag
KUTTAPLKAG N YOVISLOKA G Bepamelog oTtnv KALWVIKN.
e AapBdavouv amodacelg kKatd tn SLApKELA TOU KUKAOU {WwNG TNG OAVATTUENG MLOG KUTTOPLKNAG KoL YOVISLOKNG
Bepameiog yla tn petadopd tng oTnV ayopd.
e Avayvwpilouv OAeg TIG INYEC peTtaPAntotntag mou mpoofaAlouv pla Stadikacia kot va tig Staxetpilovratl
QIMOTEAECUOTIKA £TOL WOTE TO TEALKO PAPHUAKO VA EXEL TO TIPOKAOOPLOUEVA XAPAKTNPLOTIKA TOU.
e Zépouv Aemtopepws T Sladlkaocieg mapaywyng ukol ¢opéa Kol TO TPWTOKOANA EMLUOAUVONG TWV
avOpwWILVWV TPOSPOUWY KUTTAPWV.
e [vwpilouv nwg va edpappolouv to KatdAnAo cloTnua GapUAKEUTIKAG TTOLOTNTAG YLo K&Be ddon avamtuéng
£VOC GOPUOKEUTIKOU TTIPOIOVTOC.
e [vwpilouv nwc va mapakoAouBouyv Tig mapaperpoug CPP mou €xouv avtiktumo oto CQA evog GpapUaKeUTIKOU
npoidvtoc.
e Tvwpllouv e1g Baboc T Stadopég otnv akoAouBoU eV TIPAKTIKH TwV PUOULOTIKWY opyaviopwy FDA kat EMA
wote va anodevyouv ocuvnBOlopéveg Tayideg ywa tnv évapén kot Stefaywyr] KAWIKWV SOKIUWV yla
daPUAKEUTIKA TTpOiloVTa, £XOVTAC TTAVTA WG 0TOXO0 TV e€acdalilovtag mARpous cupuopdwon .

Fevikég IkavoTnTeg
AauBavovrag uroyn TiG YEVIKES LKAVOTNTEG TTOU TIPETTEL VAL EXEL ATTOKTIOEL O IITUXLOUXOG (OTTWG UTES avaypdpovTal oto lapaptnua AUTAWUATOS Kot
napatidevral akoAoudwc) o€ oLa / TTOLEG ATTO AUTEG ATTOTKOTEL TO UATNUA;.
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Avallitnon, avaiuon kot ouvean SeS0UEVWVY KoL TTANPOPOPLWVY, UE TN XPHON KAL TWVY AIAPAITATWY TEXVOAOYLWV

lMpooapuoyr o€ VEEC KATAOTATELG

Autovouén epyaciag

Ouadikn epyacia

Epyaoia og 61eBvég neptBailov

Epyaocia og SLemiotnuoviko eptBaiov

xebdtaouoc kao Stayeipnan Eépywv

2eBa0o0G 0N SLAPOPETIKOTNTA KOl OTNV TTOAUTTOALTLOULKOTN T
2eBaoog oo puolko neptBailov

Mpoaywyn tn¢ eEAeUTepnG, SNULOUPYLIKIG KL ETTAYWYLKIG OKEYNS

(3) NEPIEXOMENO MAGHMATOZ

FevikéG IKavoTnTEG

AauBavovrag uroyn TiG YEVIKES LKAVOTNTEG TTOU TIPETTEL VAL EXEL ATTOKTIIOEL O TTUXLOUXOG (OTTWG UTES avaypdpovtal ato apdptnua AUTAwWUATOS Kot
napatidevral akoAdovBwg) o€ moLa / TOLEC ATTO AUTEG ATTOOKOTEL TO padnua;.

Avadlhtnon, avaAuon kat ouvIean Se60UEVWVY Kot TANPOPOPLWY, UE TN
XPHoN KoL Twv amapaitnTwy TexVoAoyLwv

lMpooapuoyr O VEEG KATAOTATELG

Anign anopdoewv

Autévoun epyacia

Ouadikr epyaoia

Epyaoia oe 5tedveg meptBailov

Epyaocia og Slemiotnuoviko meptBaAiov

Mapdywyn VEwv EPEUVNTIKWV LEEWV

Sxeblaouog kat Staxeiplan Epywv

2eBaoudg otn SLaPopETIKOTNTA KAt 0TNV TTOAUTTOALTLOULKOTN T
2eBaoudg ato puaolko reptBaAlov

Emtibelén KowwVIKrG, emayyeAUQTIKG Kot YLK UTEUTUVOTNTAG Kol
evatodnoiac oe 9euata @UAou

A0KNON KPLTIKNG KL UTOKPLTLKIG

Mpoaywyn t¢ eEAeUTEPNGS, SNULOUPYIKNG KOl EMTAYWYLKIG OKEYNG

H Sdopr Tou pabnuatog eivat n akoAoudn:

e OLOTPATNYLKEC TIOU XPNOLUOTIOLOUVTAL YLa VO LETOPEPBOUV ETUTUXWE OL KUTTAPLKEG KAl YOVISLOKEG Beparmeieg

amnod TNV L6€a oTNV KALVIKA.

e OLamodAacelg moLoTIKOU oxeSLaooU oL omoieg e€aodalilouv tnv mowdtnta otnv Sladikacia mapaywyng.

e TIG TEXVIKEG AEMTOUEPELEG TTOU GUVOSEVOULV TNV TAPAYWYH UKWV POPEWV KAVWV Va EMLLOAUVOUV e
aodalela Ta KUTTAPA OTOXO TTOU TtpoopilovTal yla KUTTapPLKEG Oepareisc.

e OL6paotnpLOTNTEG MOV XPELATETAL VA YivOUV yla KABE pia armo TiG TPELG PACELS TWV KALVIKWV SOKLUWV.

e Ta mMPpwTtokoAa GMP Twv KUTTAPLKWVY KoL YovISLaKwy BepameLwy OV XpnoLUOToLoUVTaL yio TN Hetadopd
TeXVOAoylag Kal TTou mapouotalouv HovoSIKEG TIPOKANOELG.

e To mpodiA otd)XeLONC TOU TTPOLOVTOC SLapéaou TG 060U HeETadopdc.
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® Ol pUBULOTIKEG ATOLTHOELG YL TLG KAWIKEG SoKLUEG oTig HMA (FDA) kat otnv Eupwnaikn Evwon (EMA) £tol
wote va enttevyBel n emBLPUNTA CUUUOPdwWON.

(4) AIAAKTIKEZ kat MAGHZIAKEZ MEOGOAOI - AZIONOTHZH

TPONOZ NAPAAOZHZ
lMpoowro pe npoowro, EE amootdoews
eknaidevon K.Am.

Al {wonc kal dtadlktuokad pabnuoara.

XPHZH TEXNOAOTIQN

NAHPO®OPIAZ KAI EMIKOINQNIQN
Xprion T.M.E. otn Abaokaldia, otnv
Epyaotnptakn Eknaideuon, atnv Entikowvwvia
LE TOUG (POLTNTEG

e Juotnuartikn xprion TMNE otn Stbaokaiia. OL SlaAEEelg
umooTtnpillovtal amno eUMAOUTIOUEVEG TApoUaLAcels PPT, oL omoleg
QVaPTWVTAL KAl 0TNV NAEKTPOVLKA TAEN. MveTal xprion
Sladpactikol White- board katd tig SlaAéEeLg.

e Epyaotnplakn Eknaideuon

Yoot pEn padnotakng dtadikaoiag pEow TnG NAEKTPOVIKAG TAATHOPUAG e-
class, Tng mMAatdOpLOC Zzomm Kol TOU NAEKTPOVIKOU TaxuSpopeiou péoa amnod

* Mapoxn UALKoU Kal avaptnon SLEAKTIKWY ONUELWOEWV
® JUINTNOELC

* AVOKOWVWOELG

¢ AvaBeon gpyaclwv

I1. e Emikowvwvio péow nAektpovikol taxudpopeiou

OPIFANQZH AIAAZKAANIAZ

Meplypdpovtar avaAutikd o0 TPOMOG Kot
ueédobol St6aokaliog.

AaAé€etg, Seuwvapla, Epyaotnplakry Aoknon,
Aogknon  lebiou, MeAétn &  avdAuon
BiBAoypagpiag, @povriatiiplo, Mpaxtikn
(Torto¥€tnon), KAwikny Aoknan, KaAAitexviko
Epyaotripto, Awabpaotikn Stbaokalia,
EKTTOUOEVUTIKEG ETILOKEWELG, EKmTovnan UEAETNG
(project), Suyypagn epyacias / epyaciwy,
KaAAwteyvikn dnutoupyia, k.Am.

Avaypapovtal oL WPES UEAETNG TOU poLTNTI) YLa
kade padnotakn Spactnplotnta kadws Kot ot

WPEG Un kaBobnyoU eV UEAETNG OUUPWVA LUE

Apaotnplotnta ®Doprog Epyaociag Eéaurvou
AwogEeic 22

Epyacmprokn Acknon 9
Avtotedic Melét, 199
Xvyypaon Epyaciov
2bvolo MaOnuarog

25 a)preg (oo'/{rov 230

gpyacios avd,

TGTOTIKY HOVIOA,)
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LG apy€¢ Tou ECTS

AZIONOTHzZH ®OITHTON

Meptypacpn e Stadikaoiac aéloAdynang

Mwooa AéoAdynong, MeGobot atoAdynang,
ALQUOPPWTLKY 1 SUUITEPACUATIKY, AoKiuaoia
MoAdartAri¢  Emtdoyrig, Epwtrioelg  Zuvtoung
Anavtnong, Epwtriosic Avamtuéng Aokiuiwv,
Ermtiduon  MpoBAnudtwy, [panty Epyaocia,
Ex9eon / Avagopd, [lpopopikri E&Etaon,
Anuéota Mapouoiaon, Epyaotnpiakn Epyaoia,
KAwvikny  Eé€taon  Aodevoug,  KaAAwteyvikn

Epunveia, AAAn / AAAeg

Avagépovtal pntda mpoobloplouEVa KPLTHPLA
aloAdynanc kat eav kat ou givat mpooBaotua
QIO TOUG (POLTNTEG.

Ipamtég €TAOELG KAl pyaoia
Mwaooa aflohoynaong AyyALkn.

Ao TNV apXn Tou €apvou avaptatal oTny NAEKTPOVLKN Ta€n (e-class)
TIAAPNC Tteplypadr TOU MEPLEXOUEVOU TOU HaBruatoc, kabwe KoL Tou
TpoéMou afloAdynong Twv doltntwy. OL pottntég yvwpilouvy, eniong,
e€apxNg TNV e€etaotéa VAN Kal T oXeTikn BLBALoypadia. TNV NAeKTPOVIKA
TAEN AvoPTWVTOL EMLONG KOL ONUELWOELG TOU KaBnynTr), oL OTolEg
KaBodnyouv Tov dpoltnTh e TPOTIO SLEEOSIKO YLaL TNV TIEPALTEPW UEAETN
Tou.

o TNV emtuxfi oAoKApwan Tou padhipatog analteitatl TeAkog Baduog
loog | peyahUtepog tou 5. H Babuoloyia eival dBpotopa tou Babuwv twv
EPWTNOEWV TNG YPATTHG £EETAONG OTO TEAOG TOU €EQIVOU KALTNG
epyaociag. H Babuoloyia otnv kKAipako 1-10 yia tnv Tehkr] e€€taon
Baoiletal og SLaPOPETIKWY TUTIWY EPWTHOELG, OL OTIOLEG AVAVEWVOVTAL OE
KABe e€€taon. H tehwkn) yparttr e€€taon mep\apBAaveL: (o) EpwWTAOELS
olvTouNn¢ anavtnong (B) epwthoslg avamntuéncg (v) epwtRoeLg kpioewc. ( §)
EPWTNOELG TOANATANG ETUAOYNG €) EPWTAOELG AfLoAOYNONG OTOoLXELWV
Bewplag.

(5) ZYNIZTQMENH-BIBAIOTPADIA

- Mpotewouevn BiBAoypapia:\

e  https://www.who.int/docs/default-source/medicines/norms-and-standards/current-projects/qas20-863-gmp-for-

investigational-products.pdf

e /https://www.gmp-compliance.org/guidelines/gmp-guideline/eu-gmp-annex-13-investigationalmedicinal-products

e /https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-requirements-qualitydocumentation-

concerning-biological-investigational-medicinal en-2.p

e /https://database.ich.org/sites/default/files/M4Q_R1 Guideline.pdf

e /https://www.ema.europa.eu/en/documents/scientific-guideline/ich-m-4-g- common-technicaldocument-

registration-pharmaceuticals-human-use-quality-step-5_en.pdf
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https://www.who.int/docs/default-source/medicines/norms-and-standards/current-projects/qas20-863-gmp-for-investigational-products.pdf
https://www.who.int/docs/default-source/medicines/norms-and-standards/current-projects/qas20-863-gmp-for-investigational-products.pdf
https://www.gmp-compliance.org/guidelines/gmp-guideline/eu-gmp-annex-13-investigationalmedicinal-products
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-requirements-qualitydocumentation-concerning-biological-investigational-medicinal_en-2.p
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-requirements-qualitydocumentation-concerning-biological-investigational-medicinal_en-2.p
https://database.ich.org/sites/default/files/M4Q_R1_Guideline.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-m-4-q-%20common-technicaldocument-registration-pharmaceuticals-human-use-quality-step-5_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-m-4-q-%20common-technicaldocument-registration-pharmaceuticals-human-use-quality-step-5_en.pdf

NEPITPAMMA MAOHMATO2

CGT 202
(1) TENIKA
2XOAH | >XOAH EMIZTHMOQN YTEIAZ
TMHMA/ZYMMETEXONTA | TMHMA IATPIKHZ (EMNIZMEYAON) / TMHMA BIOTATPIKQN EMIZTHMQN
TMHMATA*

ZYMMETEXONTA IAPYMATA**

MANENIZETHMIO NATPQN / MANENIZTHMIO AYTIKHZ ATTIKHZ

METAMNTYXIAKO NPOrPAMMA
2MOYAQN: TITAOZ N.M.z.

A.M.M.Z “Cell and Gene Therapies from bench to bedside and Good
Manufacturing Practices” Mavemniotfiuo Natpwv

EMINEAO ZMOYAQN

METANTYXIAKO/ 2°5 KYKAOZ ZNOYAQN

KQAIKOZ | CGT 202 EZAMHNO 2MMOYAQN B
MAGHMATOZ
TITAOZMAGHMATOZ MOIOTIKOZ EAEMXOZ MNA KYTTAPIKEZ KAI TONIAIAKEE ©OEPANEIES/

EZOMAIZMOZ ANAAYTIKON MEOOAQN

AYTOTEANEIZ AIAAKTIKEZ APAXTHPIOTHTEZ
O€ MEPINTWON TTOU OL NILOTWTLKEC UOVAOEG ATOVELOVTOL OE
OLAKPLTA UEPN TOU UadnUaATOG TL.X. ALdAEEELS, EpyaaTnpLakEg
AOKINOELG K.ATL. AV OL TILOTWTIKEG UOVASEG ATTOVEOVTOL
eviaia yLa To GUVOAO ToU UadINUATOC aVaypayTe TG
eBbouadiaies wpeg Stéaokadiog kot To cUVOAO TwvV
TUOTWTLKWVY OVASwV

EBAOMAAIAIEZ
QPEZ AIAAZKAAIAZ

NIZTQTIKEZ
MONAAEZ

AwAégerg

Epyaotpua

TYNOZ MAGHMATOZ
Yropabpov , I'evikwv [vooewy,
Emotnuovikig Ieproyig, Avamroéng
Aeiotitav

El81koU YroBaBpou(YmoxpewTiko)

MPOAMNAITOYMENA MAGHMATA:

Ta pabrpata tov A'e€aprvou

FNQ23A AIAAZKAANIAZ ko
EZETAZEQN:

ATTAIKA

TO MAGHMAIPOZ®EPETAI ZE
®OITHTEZ ERASMUS

NAI

HAEKTPONIKH ZEAIAA
MAOHMATO2
(URL)

QC for CGT/Equipment - MasterCGT kot otnv mAatdopua eclass tou NN

https://eclass.upatras.gr
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https://mastercgt.com/course/qc-for-cgt-equipment/
https://eclass.upatras.gr/

(2) MAGHZIAKA ANOTEAEZMATA

Ma6fnolakda ArntoteAéoparta
Meptypdpovral ta uadnolaKd aoTEAEGUATA TOU UATNUATOG OL CUYKEKPLUEVEG YVWUOELS, SEELOTNTEG KAl LKAVOTNTES KaTaAAAou emutédou
TT0U Yo ATTOKTIOOUV OL (POLTNTEG UETA TNV ETUTUXT) OAOKApWON TOoU UodNUATOG.
JuuBouleurteite to lMapaptnua A
o [leptypaeprj tou Emutébou twv Madnaotakwv AOTEAEOUATWY yLa KadE Eva KUKAO omoubwv aUupwva e to MAaioto MNpooovtwy tou
EupwrtaikoU Xwpou Avwtatn¢ Exknaibevuanc
o [leptypapikoi Asikteg Emutédwv 6, 7 & 8 tou Evpwrnaikou lMAatoiou Mpoaoviwy Aia Biou Madnong kot to MNapaptnua B
o [lepiAnmtikog O6nyog auyypaprc Madnaotakwy AmoteAsoudtwy

AUTO TO MAONUO €l0AYEL Kal SLEPEUVA TIG APXEC TWV CUOTNUATWY TIOLOTIKOU €AEYXOU OTLG KUTTOPLKEG KO
YOVISLOKEG Beparmeleg Kol Tov €EOMALOUO TIOU XPNOLUOTOLEITAL yia TIC avaAuTikéG uebodouc. - Ta mpoidvta
KUTTOPLKWY Kol yoviSlakwy Bepamelwyv amaltolv otevr) mapakoloubnon amé tnv €vapén tng oculloyng
KUTTApWV/IoTWV acBevwy (ylo. autoloyeg Bepareiec) i v ykalpn ameheuBépwan mopaywyng mpoiovrog (yia
aAAoyeveig Beparmeieg)uéxpl Tnv €yxuon tng Bepameiag. O oxedlaoudc kot n mapakoholBnon tng Stadikaoiag,
npeneL va AapBavel umodn Tov TPOTOo Le Tov omoio ta npoiovta Ba mapadobouv arod tnv KAWVLIKN Tonobeoia otnv
tonoBeoia mapaywyng KaL oTn CUVEXELQ TTILOW oToV TEALKO Xprotn/kévtpo Slaxeiplong. To padnua €xel wg oToxXo
Va KATATOTIOEL KL VO EVIUEPWOEL TOUG POLTNTEG OXETLKA LE TLG UTIAPYXOUCEG TEXVIKEG TIOLOTIKOU €AEYXOU OTOV
TOMEQ TNG £PEUVAC KAL TIOPAYWYN G KUTTAPLKWVY KOL YOVISLOKWY Beparmelwy. JUYKEKPLUEVA OL eKTIALSEVOUEVOL Ba
S6axBolv tn omoudaldtnta Twv HEBOSdwvV avaluong oL omoieg Staodalilouv tnv aoddAela, ToUTOTNTA,
KaBapdtnta Kol TNV anoteAeopatikdtnTa (LoxUG) Tou TPOoIdVTOoG. INUAVTLKO onueio tou pabrupotog Ba
QAMOTEAECEL N KATOONON TWV KWWEUVWY HOAUVONG evog epyaotnpiou OpBng Mapaokeu AOTIKNG TIPAKTIKAG KOBWG
Kal ot péBodol mpoAnYPng LOAuvong : amo To cwotd oXeSLOOUO TOU EPYACTAPLOU PEXPL TO KOAA EKTIALSEUEVO
TMPOoWTLKO. H ormoudaldtnta thg AEMTOUEPOUG TapakoAoUBNONG TWV MPOIOVTWY O KABE 0TASLO TNG MAPAYWYN S
TOUG KABWG Kal N evappdvion TwWV ETIKETWV TwV MPOLOVIWYV cUpdwva He TG ekaotote EBVIKEG apyég Oa
avaAuBolv ektevwe. EmutpooBétwg, ol doutntég Ba evnuepwBolv yla TNV avaykaloTnTa TOPOywynG Kot
Slatrpnong otabepwv mpoidviwy, SnAadn mpoidovtwv mou Ba Pnopolv va Slatnpricouv TNV GUOLKN, XNLKN KoL
UikpoBlodoyikr dour toug cUPbwWva UE TOV APXLKO BEPATEVTIKO Kol TOELKOAOYLIKO TPpOoaSLloplopo TouG. TEAOG,
KaBoploTIKO pOAO OoTNV KATavonon twv mapanavw Ba maisl n avaluon tng évapéng evog mMPOypAUUATOC
KUTTOPLKWY KAl YOVISLOKWY BEpATELWY, Ao TOV OXESLAOUO TOU XWPOU E€PEUVAC KOl TTApAYwWYNG, Thv glpeon
XOPNYWV, TNV EKMAlSEVON TOU MPOCWTILKOU PEXPL OAA TOL VOUOBETIKA £yypada Tou PETEL va cUAAEXBoUV Kal va
gleyxBolv amod TG apuoSiec apyEG.

Me tnv enttuyr oAokAfpwaon Tou pabruatog, ot anodotrol sivat os O£on va:

e Katavoouv BaclkoUg KOVOVEC KOL QTTALTAOELG TWV OVOAUTIKWY LEBOS WY TOLOTNTAC OTLG KUTTOPLKES KOl
YOVISLaKEG Bepareieg MOU AVTLKATOMTPL{OUV TNV TAUTOTNTA, LOXY KAl ATIOTEAECHUATIKOTNTA TOU TEALKOU
TpolovTog.

o  Avayvwpilouv TEXVIKEG Kal SLaSIKAOLEG TApAY WY G KUTTAPLKWY Kal YoviSLakwy BeparmeLwy.

e  EkTLMoUV TN onpoaoia kat ormoudaldtnta tng Slatrnpnong acnmrikou neptBAAAovtog o évav Xwpo
Tapaywyng mpoloviwy Kal cURPOopdwan He TNS odnyieg Twv Pubuiotikwy Apxwy.

e [pocblopifouv TIg amalTAOEL TwV PUBULOTIKWY ApXWV KATA TNV EpYAOLA [LE YEVETIKA TPOTIOTIOLNUEVA
KUTTapa yla Tn Staoddiion moldtntag kot aodaielag oidwva pe Toug Kavoveg thg Eupwnaikng évwaong
KL TNG ALLEPLKAG.

e  Awakpivouv kat va e§nyouv Tig IPOoKANOELG oTNV £PoSLOOTIKN 0AUGLSa TwV KUTTAPIKWY Beparelwy.

e  AvaAUoUV TOUG APAYOVTEC TIOU UIMOPOoUV va ennpedcouy To podil otabepodTnTAC EVOG KUTTAPLKOU KOl
yoviSLakoU GapUaKEUTIKOU TIPOLOVTOC, VO KATAVOOUV TIC APXEG TWV MPWTOKOAAWY oTaBepdTNTAC KAl TN

puBULON TNC HEAETNG.
e  Amnoktroouv e€olkelwon pe BePeALWSELG EVVOLEG TWV KUTTAPLKWY Kal YoVISLaKwY Beparmelwy.

e [vwpilouv TIG BACLKEG AVAAUTIKEG TEXVIKEC YL TOV TIOLOTIKO EAEYXO AUTWV.
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e Na katavoUV TIG amaLtoeLlg Twv PubuLotikwy Apxwy, Tig LeBodoug emorpuaveong kat kwdikomoinong.
e Na afloAoyouV TIG ETIKETEG TWV KUTTAPLKWVY KAl YOVISLOUKWYV TIPOLOVTWVY

e Na KaTavooUV TIG amattioelg eAéyxou otabepotntag otn dladikaoia avamntuéng dapuakwy.

FeViIKEG IKavOTNTES

Avadliitnon, avaAuon kat cuveon Sedouévwy kat
TTANPOPOPLWY, UE TN XPrON KAl TWV amapaiTtnTwV
TexVOAoyLwv

lMpooapuoyr O VEEC KATAOTATELG

AfYn anopdoewv

Autovoun epyacia

Ouadikn epyacia

Epyaoia oe 61eOvég meplBaAiov

Epyaoia o€ Siemiotnuoviko ieptBaiiov
Mapdywyn VEwV EPEUVNTIKWY LOEWV

Avallitnon, avaiuon kot ouvOeon eSouévwy Kat
TTANPOYOPLWVY, UE TN XPHON KL TWV QmapaiTnTWV
TEXVOAOYLWV

lMpooapuoyr o€ VEEC KATAOTAOELG

AjyYn anopdoswv

Autévoun epyaocia

Ouadikn epyacia

Epyaocia og 6ieBveg meptBaAiov

Epyaoia o€ Siemiotnuoviko neptBaiiov
Mapdywyn VEwV EPEUVNTIKWY LEEWV

AapuBavovrag uroyn Ti§ YEVIKES LKAVOTNTEG TTOU TIPETIEL VO EXEL ATTOKTHOEL O TTUXLOUXOG (OlWw¢ AUTEG avaypdpovtal ato lapaptnua
AutAwuarog kat mapatidevrat akoAoUdwe) og mota / TOLEC AT AUTEG AITOOKOTEL TO uadnua;.

Sxeblaouos kat Slaxeiplon Epywv

2€Baoudc aTn SLaPOPETIKOTNTA Kot 0TNV TTOAUTTOALTLOULKOTN T
2eBaoudg oto puotko neptBaAlov

Emtibetén KowvwvikrG, EmayYEAUQTIKIG Kot NIKI G UTTEUTUVOTNTAG KL
gvatodnoiag oe Jéuata pUuAou

A0KNGON KPLTIKIG KAl QUTOKPLTIKAG

Mpoaywyn t¢ eEAeUIEPNG, SNULOUPYIKNC KAL ETTAYWYLKIG OKEWYNG

AAgg...
Sxeblaouog kat Staxeiptan Epywv

S€Baou0¢ aTn SLAPOPETIKOTNTA KoL 0TNV TOAUTTOALTLOULKOTN T
2eBaoudg oto puatko neptBaAlov

(3) NEPIEXOMENO MAGHMATOZ

To pnabnua avantvecetol og €ENG:

e Elwoaywyn otig Avahutikég MeBodoug EAEyxou Molotntag

e O véog Kavovlopog tn¢ EE yia tig oucieg avBpwrivng mpogheuong

®  JTPOTNYLKEG EAEYXOU TNG LOAUVONG

e Edodlaotikn alucida Kuttapikwv Kat FoviSlakwy Oegpamelwy

o [wg va eKLVAOETE €va TPOYPALO KUTTOPLKAG KoL YOVISLaKn ¢ Bepameiog

e [wcva AdPete adela MAPACKEUNG POIOVTOC KUTTAPLKNC KAl yoVISLOKAG Bepareiag
e  Meléteg oTabepoTNTAC - OXESLAOUOG, ATOS00N, AvVaPOPES KOl CUUTIEPATHATA

e Mehétn nepintwong: Notonoinon AvaAutikwv MeBddwv

(4) AIAAKTIKEZ kou MAGHZIAKEZ MEOOAOI - A= IONOMHzH

TPOMOZ NAPAAOZHZ
Mpéowro e npoowrno, EE amootdoewg
eknaidevon k.Am.

Al Lwonc kat dtadlktuokd pabnuata

ST
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XPHZH TEXNOAOTIQN °

Juothuartikn xpnon TNE otn §tdaokaAia. OL SlaAéEelg
NAHPO®OPIAZ KAI ENIKOINQNIQN

Sooral UTlooTN pLlovTal Ao EUMAOUTIOUEVEG TAPOUGCLATELS PPT, oL
Xprion T.M.E. ot A ia, , . L , ,
Ll R P | OTOoLEC avapTwWVTaL KAl oTtnV hAeKTPOVIKA TAEN. Mvetal xprion
Epyaotnptakn Ekraideuon, atny B ) | ,
Emukowvwvia 4e ToUG QoLTnTég Stadpaotikol White- board katd tig SLaAéEeLs.

o  Epyaotmproxn Exnoaidgvon

Yrmootpn pabnotakng OSwadlkaciag HEOW TNG  NAEKTPOVIKNAG
mAatpopuag e-class, tng mMAatpopuag zomm KoL TOU NAEKTPOVIKOU
rtaxubpopeiou péoa amnod :

e Mapoxn UALKOU Kal avaptnon SL8OKTIKWY ONUELWOEWY

® JulNTNOELG

* AVOKOWVWOELG

* AvaBeon gpyactlwv

(. ETKovwvia péow nAektpovikol Taxudpopeiou

OPTANQZH AIAAZKAAIAS 2 , ®éproc Epyaciac
Meptypdpovtal avaAutikd o Tpomog kot uedodol ROOTl PO Efaurvou
515ac'rl<a/hag. ’ o Al(xlé?;alg 2D
AtaAeéelg, Zeuwvapia, Epyaotnpiakn Aoknon,

Aoknon  Mediou, MeAétn &  avdduon| [Epyactnplokn Acknon 9
6(6/\[0)/;?(1([)[(1(, CDplovrltcm]pto, I'lpOlKTLKfZ Avt orsM] c ngé_m’ 199
(Tomod€étnon), Khwiknp Aoknon, KaAdireyviko,

Epyaotripto, Awabpaotikn Stbaokalia, Zuyypaoh Epyaciov

EKTTOULOEVUTIKEG  ETILOKEWELS, EKmOvnon UEAETNG
(project), Suyypagn epyaciac / epyaoiwy,
KaAAitexvikn dnutoupyia, K.A.

ZUvoAo Madnuarog 230
Avaypagpoviar o1 wpes pedEs o0 poimnmi yia | (25 WPEC POPTOU EPYATiaG
xale pobnoiaxn opootypiotyto. kabwg koi o1 . . .

p , p , avd nmotwTtiky povada)
wpes un  kaboonyoduevns pelétng wote o
OVVOAIKOS POPTOG EPYATIAS O€ ETITEIO ECOUNVOD
va. avuotoyel ota standards oo ECTS

AZIONOIMH:IH MOITHTQN | Tpamntég eeTAOELC KaL epyaoia
Meptypapn e Stadikaciag atoAdynong Mwooa agloAoynong AyyAkn.
Amo tnv ) v v ) v
Mwooa A&oAdynong, Médobdor a&loAdynong, nom ap),(n .FOU egaprvou OL apratat ot , ,
Mapopowrhi 1 Suprepacuatixr, Aokacia | NAEKTPOVIKY TAEN (e-class) MAApNG Tieptypadry Tou TEPLEXOUEVOU TOU
MoAdarmAic  Emdoyric, Epwtrioeic Soviounc | HABAUOTOG, KABwWG KoL Tou
Anavtnong, Epwrtrioels Avdmtuéng Aokwiwv, | tpoTou afloAdynong Twv ¢oltntwy. OL holtnTES
Ermtiduon  [lpoBAnuatwy, [panty Epyaoia, ‘ . . (o :
vwpllouv, eniong, e€a TNV €§€TAOTEN UAN KOLL TN OXETLK
Ex9son / Avagopd, [Mpogopikn E&étaon, yvwpll " NG, e£apxnc TN , E ,n n, X n
Anuboia Mapouciaon, Epyactnpiaxd Epyacia, | BPAOYPadIa. TNV NAEKTPOVIKA TAEN avapTwvTal eniong kat
KAwikri  E&taon Aocdevols, KaAuweyviki | ONUELWOELG TOU KaBnyntr, oL omoieg kaBodnyouv tov pottntn pe
Epunveia, AAMn /AMeg TPOTO SLe€0BIKO yLo TNV TIEPALTEPW UEAETN TOU.
Avapépovtal pnta mpoodlOpLOUEVA KPLTHPL , i i , ,
a€loASynonc kaw eqv ket ou eiva mpooBacua | 1L TNV ETUTUXA OAOKANPWON TOU HABNUATOC ATaLTETAL TEALKOG
QT TOUG (POLTNTEC. Babuodg loog i peyaAltepog tou 5. H Babuoloyia eival abpoloua tou
BaBuwv Twv EPWTACEWY TNE YPATITHG E£TAONC OTO TEAOG TOU
g€apunvou Kat tng epyoociag. H Babuoloyia otnv kAipaka 1-10 yia thv
telikn e€€taon Booiletal os SLadopeTIKWV TUTIWV EPWTHOELS, OL
ormnoleg avavewvovtal o KABe e€€taon. H tehwkn) yparmtr e€€taon
nieptAapBavet: (o) EpWTAOEL CUVTOUNG amavtnong (B) epwTtnoeLg
avantuéng (y) EpwTRoELg KpLoEWG.
( 6) epwtroelg MOANATAN G ETUAOYNAG
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5) ZYNIZTQMENH-BIBAIOTPADIA

e “B.Magnusson and U. Ornemark (eds.) Eurachem Guide: The Fitness for Purpose of Analytical
Methods

— A Laboratory Guide to Method Validation and Related Topics, (2nd ed. 2014). ISBN 978-91-
87461-59-0 : https://eurachem.org/images/stories/Guides/pdf/MV guide 2nd ed EN.pdf

e U.S. Department of Health and Human Services, “Food and Drug Administration Analytical
Proceduresand Methods Validation for Drugs and Biologics” (2015) :
https://www.fda.gov/media/87801/download

e |CH : Quality guidelines : https://www.ich.org/page/quality-guidelines

e European Commission, 2017. Guidelines on Good Manufacturing Practice specific to Advanced
TherapyMedicinal Products (Eudralex, The Rules Governing Medicinal Products in the
European Union, Volume4, Good Manufacturing Practice, Section 6.3, Sub-
section 6.26, P. 33). Brussels, Belgium.
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-

4/2017 11 22 guidelines gmp for atmps.pdf
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https://www.fda.gov/media/87801/download
https://www.ich.org/page/quality-guidelines
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NEPIFPAMMA MAOHMATOZ
CGT 203

(1) FENIKA

IXOAH | ZXOAH ENIZTHMQN YTEIAZ
TMHMA/SYMMETEXONTA | TMHMA IATPIKHZ (ENIZNEYAON) / TMHMA BIOIATPIKQN
TMHMATA* | ENIZTHMQN
SYMMETEXONTA IAPYMATA** | NANEMIZTHMIO NATPQN / NANEMIZTHMIO AYTIKHZ ATTIKHZ
METANTYXIAKO NMPOTPAMMA | A.N.M.Z “Cell and Gene Therapies from bench to bedside and
ZMOYAQN: TITAOZ N.M.2. | Good Manufacturing Practices” Mavemiotuto MNatpwy
EMINEAO £NOYAQN | METAMNTYXIAKO/ 2° KYKAOZ 2MOYAQN

KQAIKOZ MAGHMATOZ | CGT 203 EZAMHNO ZNOYAQN | BO
TITAOZ MAGHMATOZ | MPOKAINIKEZ KAI KAINIKEZ OWEIZ TQN CGT

AYTOTEANEIZ AIAAKTIKEZ APAZTHPIOTHTEZ

O€ TIEPIMTWON TTOU OL TILOTWTIKEG UOVASEG ATTOVELOVTAL TOE SLOKPLTA UEPN EBAOMAAIAIES

ToU padnuatog m.x. AlaAééelg, Epyaotnplakes AGKNOELG K.ATL. Av ot QPE3 NIZTQTIKEX

TILOTWTLKEG UOVASEG QUITOVEUOVTAL EVIXQ YLO TO GUVOAO TOU UadNUaTOS AIAASKAAIAS MONAAE2
avaypayte T eBoouadiaies wpeg Stéaokadiag kat to oUvoAo Twv

TULOTWTLKWVY oVASwV

AwodéEerg 2 6

Epyaotmpuokég aoknoelg -

TYNOZ MAGHMATOZ| levikou YroPBaBpou(YmoxpewTiko)
Yropabpov , I'evikawyv [vidoewy,
Emotnuovikig Iepioyng, Avamroéng
Ae&rotitwy

NPOANAITOYMENA MAGHMATA: | Ta pabriuata tou A eaurvou

TAQZ3A AIAAZKAAIAZ Kot | AyyAilkd

EZETAZEQN:
TO MAGHMA MPOZMEPETAI ZE | Noaw
®OITHTEZ ERASMUS
HAEKTPONIKH ZEAIAA | Rreclinical and Clinical aspects in CTG - kat otnv mAatdoppa
MAGHMATOS (URL)

eclass tou NN https://eclass.upatras.gr

(2) MAGHZIAKA ANOTEAEZMATA

Ma6nolakda AntoteAécpata
Meptypapovral To uadnoLaKd ATOTEAEGUATA TOU UATNIUATOG OL GUYKEKPLUEVES YVWOELS, SEELOTNTEG KAL LKAVOTNTEG
kataAAnAou emuméSou mou Jao ATTOKTHOOUV OL POLTNTEG UETA TNV ETLTUXN OAOKANPWON TOU UaOUATOG.
SuuBouleuteite to MNapdaptnua A
o [leptypaeprj tou EmtutéSou twv Madnolakwv AoteAeoudTwy Lo kade Evar KUKAO amoudwv aUu@wva e to lMAaioto
Mpoodviwv tou EupwriaikoU Xwpou Avwtatng Ekmaidevong
o [leptypacpikoi Aeikteg Emunédwy 6, 7 & 8 tou Eupwnaikou MAatoiou Mpoodviwy Awa Biou Madnong kat to Mapaptnua B
o [lepiAnmtikdg O6nyog auyypaplic Madnaotakwv AoteAeoudtwy
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https://mastercgt.com/course/preclinical-and-clinical-aspects-in-ctg/
https://eclass.upatras.gr/

To padnua avto npoodépel obalpLKr EMLOKOTNGN TN TPEXOUOCAS KATAOTAONG TWV KUTTOPLKWY Kol
yoviSlakwy Bepamelwy mapéxovrag mAnpodopieg yia ta Rén eUmopeuaTONOLNEVA TTPOTOVTA OAAL
KalSLaypadel To enepyOpevo LEANOV auToU Tou Topéa. Mapouotdlel emiong toug Stddopouc TUTTOUC
TIPOKALVIKWVY KOl KAWVIKWV HEAETWY, Sladopeg KATEUOUVTAPLEG YPAUUES KAl OTASLO avATTUENG
dappaKwyY KoL TG SLadopEg HeTal TwV pUBULOTIKWY GOPEWV TOU KOGHUOU. EVa GNUAVTIKO GNUELO TOU
poBnuartog eival n otioon oto OTL OAEC oL KALVIKEG SOKLUEG Ba TIPEMEL VL EIVOLL TIPOCOVATOALOUEVEG
METETOLO TPOTO Wote va Staodpaliletal n achaAela, n eunpepio Tou acBevolg Kol N AKEPALOTNTA
Twv dedopévwyv. H SLlebvwg avayvwplopévn kateuBbuvtipla ypappn OpBng KAwwkng MpaKTikig
TEPLYPADEL TLG BACIKEG APXEG TIOU TIPETIEL VAL TNPOUV OAOL OL CUMETEXOVTEG,.

MpokeLEVOU va ETITELXOOUV OAA TOL TTAPATIAVW UTIAPXOUV amapaitnta SOKLUAOTIKA Eyypada mou
TPEMEL VO oUVTOXO0UV OMWG TO KALVLKO TIPWTOKOAAO. ZUYKEKPLUEVA, AUTO TO LAONUA avaAUEL TNV
TIOAUTTAOKOTNTA TG GUVTAENG EVOG KALVIKOU TTpwTOoKOAAOU yla CGT, To omolo eivat eE6XwE amaltnTikn
Sladikaotia mou ekteivetal e oA emineda. Meplypddovral oL AEMTOUEPELEG TNG SOKLUNG UE
ene€nynoeLg KAOe ouaLAOTIKOU TNG LEPOUG TNG KABWGE KOl TNG EKTEAEDNG..

T€AoGg, To HABnUa oToXEVEL VO TIAPOUGCLACEL KAL VO EVNLEPWOEL TOUG POLTNTEC YLA TN CHUAOoLA TG
TapakoAolBNOoNG TwV KAWVIKWY Sokipwy. ‘OAeg ol Spactnpldtnteg mapakoholBnong oToxevouv
OTNV TPOCTACIO TWV SIKAWUATWY KAl TNG EUNUEPLOC TWV UTIOKELUEVWY, OTN XPNon HoOvo
EPEUVNTIKWV Sedopévwy Tou eival akplpr), MARpN Kat emaAnBeupéva anod éyypada mNync, ya va
Slaodaliotel otL ndiefaywyn NG SOKIUAG CUUHOPPWVETOL HE TO TPWTOKOAMO peAétng, Opbn
KALWVLKN) TIPAKTLKA KOl KOVOVIOTIKEG amattioels. Oa avaAuBel Aowutodv mwg n emcponty Clinical
Research Associate (CRA) mapakoAouBel pla ev e€elifel Sokiun amd tnv apxn LEXPLTO TEAOG TNC.

Me tnv oAokAfpwon tou pabriuatog o pottntig Oa ival os B€on va:
* N'vwpilel twg edpappdlovral ot apxég GCP otnv opydvwaon Kat Staxeiplon KAWVIKWY SOKLUWY
* Katavoei tn Baoikr €évvola Twv MPoKAVIKWY SOKLHWVY Kal Twv Sladdpwv otadiwv Toug.
* Mepypddel Tt gival éva TPWTOKOANO KAWVLKWY SOKLUWY, TOV OKOTO KAl TN onpaoia tou Kabwg
KalSLoxeLplleTal TIC TPOKANOELG ouyypadrG Tou.
e Katavoei ta Brjpata yLo TNV avamtuén evog mpwTokOAAOU KAWVIKWY SOKLUWV yLa T Stetaywyn
MLOGKATAAMNANG KALWVIKA G SOKLUNAG KAL TNV OTOKTNON a§LOTILOTWY OMOTEAECUATWV.
o IxebLAleL OXETIKEG UEAETEG oUpdwva pe TG Slabéoiueg KateuBuvtnpleg odnyleg yla va toug
erutpéPouv va powdrcouv tn Stadikaoia avantuéng Gapudkwy os SOKLUES 0€ avBpwIoUuC.
o KOTaVOEL TIG EKTETAMEVEG OTTALTNOELG TWV {WIKWY LOVTEAWV KABWE KOl TWV HEAETWY TTOU
adopolvta IND.
* TvwpileLtn Sladopd KAl TIG EVVOLEC TNG AMOTEAECUATIKOTNTAG, TNG ToElkoAoylag, TG
dapUAKOKLYNTLKAG, Blokatavoung, GLP.
* Nepypael Ti¢ PaolkéG S€0VTONOYLKEG APXEC ULAG KALVIKAG SOKIUAG O €val ATOUO €KTOC TOU
ETMLOTNHOVIKOU Ttebiou.
* MaBeL kat va avtilappavetal mola eivat ta Bactkd Eyypada SOKLUWY, 0 OKOTOG KAl n onuacia
Tougyla tn Ste€aywyn pag KAtdANAnG KAWVLKAG SOKLUAG KAL TV ammoKTnon aflomiotwy
OTTOTEAECUATWV.
 Katavoei og BaBog t Paoikn évvola TnG mapakoAolBnong KAWVIKWY SOKLUWV KoL Vo yvwpicouv
ONUOVTLKA LETPA OTOV TOHEX TNE SLaeiplong moldtnTac.
* ATIOKTIOEL YVWOELG OXETIKA LE TIC EKTETAPEVEC ATIOLTHOELG OE 0XE0N LE TO KaBrjkov Tou Yopnyou va
eMBAETEL pLa KALVIKE SOKLun.
» AntoktrioeL €elSikevon otov topéa Twv Kuttdpwy CAR-T KAl va KOTOVOrGELTIOLoL a0BeVELG umopoUV
va AdBouv kuttapa CAR-T péxpl Twpa KabBwe Kot vo pmopei va Staxelplotel Kat mapakohouBrost
ooBeveic.

Fevikég IkavoTNTEG

AauBavovtag uroyn TLG YEVIKES LKAVOTNTEG TTOU TTPETIEL VAL EXEL ATTOKTHOEL O TITUXLOUXOG (OTTWG QUTEG QVALYPA@POVTAL OTO
Mapaptnuo AutAwpatog kat mapatidevial akodovBwe) o€ mola / OLEC aTtd AUTEC ATTOOKOTEL TO uadnua;.

Avaintnaon, avaduon kat ouvdean SeSougvwy Kat Sxeblaouog kat Staxeipton Epywv

TIANPOWOPLWY, UE TN XPHON KoL TWV AmapaitnTwy 2€Ba00G 0TN SLAPOPETIKOTNTA KA OTNV TTOAUTTOALTIOULKOTNTAL
TeXVOAoyLWV SeBaoudg oto puatko neptBaAlov

lpooapuoyr o€ VEEG KATAOTACELG Enibeién kowvwvikng, emayyeAuatknc kat ndikr¢ umevduvotntag
AfYn aropdacswv Kkat evatodnaiag oe Yéuata uAou

Autovoun epyaoia A0OKNON KPLTLKIIG KAl LUTOKPLTLKIG

Ouadikn epyaocia Mpoaywyrn t¢ eEAeUTEpNGS, SNIULOUPYLKIG KAL ETTAYWYLKNG OKEYNS
Epyaocia oe 6iedvég neptBaMov L.

Epyaoia o€ temotnuoviko neptBaAlov AMeg...

Mapdywyn VEwvV EpEUVNTIKWVY LOEWY e
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Avalntnon, avaluon kot cUvBeon Sedopévwy Kat TANPOGOPLWY, LE TN XPHON KoL TWV amapoitntwy
TEXVOAOYLWV

Mpocapuoyr o€ VEEG

kataotdoslcAnPn anopdcswv

Autovoun spyaocia

Ouadikn epyaocia

Epyaocia os teBvéc meptBaliov

Epyaoia o€ SLeMLOTNUOVIKO

nieptBaiiov

xedlaopog kat Staxeiplon Epywv

JeBaopdg otn SLUPOoPETIKOTNTA KOL OTNV TTOAUTIOALTIOULKOTN T
Mpoaywyn tng eAeUBepnCg, SNULOUPYLKAG KOL ETMAYWYLKNG OKEYNG

(3) NEPIEXOMENO MAGHMATOZ
To pabnpa awtd avartdcoetor ¢ e&Ne:

o H tpéyovca katdotacon kot 1o péArov Tov Kuttapikadv Osponeidv

o H tpéyovoa katdotaon kot 1o pEAlov tov [ovidiakdv Ospaneimv

. Yy eSO UOC TPOKAVIKDOV LELETDV

o Melét mepintwong <<Monitoring CGT Therapies & Related Methodologies Part 1>>
] Eicaymyn otig kKAvikég SoKipég

] Apyég KOG KMVIKNAG TPOKTIKNAG O SOKLUES YOVIOLOKTG KOt KUTTAPIKNG Bepomeiog kot factd
£Yypapa SoKIUOY

] [og va Tapakolovdeite Tig Oepaneieg CGT

] Melét mepintwong <<Monitoring CGT Therapies & Related Methodologies Part 11>>
. Apheresis/Cell Procurement

o Epmopevpatonompéva Tpoidovta o€ KOTTOPLKEG Kot YOVIOLakEG Bepomeieg

(4) AIAAKTIKEZ kot MAGHZIAKEZ ME@OAOI - AZIONOTHzH

TPOMOZ NAPAAOZHZ | Ao {wong kot Stadlktuaka padruarta.
Mpéowmo pe npéowrno, EE amootdoewg
eknaibevon K.Am.

XPHZH TEXNOAOIQN

e Juotnuartikn xprion TNE otn StdaokaAia. Ot
NAHPO®OPIAZ KAI ENIKOINQNIQN

SLaAE€elc urtootnpilovtal amo EUNMAOUTIOUEVES
Xprion T.[1.E. otn Atbaokadia, otnv . , .
, , , nopouoLaoelg PPT, oL omoleg avaptwvtal KoL otnv
Epyaotnpiakn Ekmaibevon, atnv Emtikotvwvia L, X , K
JIE ToUC @olTnTée nAektpovikn tagn. rvetat xprion Stadpaoctikou
White- board katd ti¢ SLoAEEELC.

e Epyaotnplaki Ekmaidsuon

Yoot p€n pabnotakng dtadikaciog LEow TNG NAEKTPOVLKNG
mAatdpopuag e-class, ™ng mMAatdoppag zomm Kol TOU
NAEKTPOVLKOU Taxudpopeiov péoa amod :

* Mapoxr UALKOU Kot avaptnon SLEAKTIKWY ONUELWOEWY

* ZulnTNOELG

* AVOKOLVWOELC

* AvaBeon epyaclwv

* Emkowvwvia péow NAekTpovikoU taxudpopeiou

OPTANQZH AIAAZKAAIAZ A . ®doprog Epyaciag
ﬂeptypdtp?wat avaAuTika o Tpomog kat puédodol paothplotnta Eaunvou
Stéaokaliag. ALOIJ\éEELq 26
WiaAééetg, Seuuwvapia, Epyaoctnpiakn Aoknan, - -

Woknon  Mebiou, Medétn &  avdAuon Autotehri¢ Melétn, 134
BiBALoypapiacg, @povriotiiplo, Mpoktikn| Juyypadn Epyactwv

(Tonof)&:mcm), KAwikr AGKf‘]UI], KMALT&)(VL{(D 20voAo MaBRpatog 160
Epyaotripto, Awabdpaotikn Sidaokalia, (25 wpec boprou epyacia

EkTouSeUTIKEG  ETLOKEYELS, EKmOvnon UEAETNG| avdpchtwslkr'] uopvv('! ) S
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(project), Suyypa@n epyaciac / epyaoiwv,
KaAAtteyvikn dnutoupyia, K.AT.

Avaypagpovior o1 wpeg peAéTng Tov poiTyT Yio.
Kkabe pobnoloxn opaotnpiotnra koOwS Kor ot
wpes un  kaboomyoduevns uelétng wote o
OVVOMIKOS POpPTOS epyaaiog o€ eminedo eCouvon
vo, avuaroiyel oto standards oo ECTS
AZIONOMHzZH MOITHTON | T'pantég eEetdoelc Kou epyacio

Meptypapri e Sradikasiag agloAdynong I'ooca agoAdynong Ayyin.

) . . . Ao TV apyn Tov EEAUVOL AVOPTATOL GTNV
Mwaooa AéloAoynang, MéBobdol aloAoynang, AEKTOOVIKT T('lé (e-class) T\F TEOIYOUOT TOV
ALQUOpPWTLKY 1) SUUTEPACUATIKY, AoKiuaoia n p , l 4 , rIPTIQ’ prrpaen
MoManAric  Emidoyrc, Epwtroels SUvroung TEPLEYOUEVOL TOL HabpoTog, Kabdg Kat Tov
Andvinons, Epwtioels Avdmtuéng Aokyiiwy, | TPOTOL AELOAOGYNGNG TV PolTnT®dV. Ot orTNTEG
EniAvon  MpoBAnpdtwy, — Tpanti  Epyaoia, | yy@pilovy, eniong, eEapyfc ™V e€eTooTén DA Kot )
EkOeon / Avagopa, [lpogopikn Eéétaon, , B B)“ > 2 , é ,
Anudora Tapousiaon, Epyactnpuaksi Epyaci, GX:?,‘CLKH Broypapio. Ty nhextpovikr w’n avaprwvrqt
KAk E€étaon  Aodevolc,  KaAAteyvikr £mioNG KoL ONUELDCELG TOV Kaldnynty, ot onoieg kabodnyodv
Epunveia, AAMn / AMec TOV QOUTNTY UE TPOTO S1EE0STKO Y10 TNV TEPOULTEP® LEAETN
TOV.

Avapépovtal pnta mpoobLoplopEVa KPLTIpLa
aloAdynong kat eav kat mou eivat npocBaotua

arnd Touc gorm e, Mo v emrvyy oAokANpmGT TOL pabnpaTog aotteitot

TeMKOG Pabpog icog N peyadvtepog tov 5. H Babporoyia
glvat dBpotcpo Tov BabUdY TOV EPOTNCEDV TNG YPOTTNG
g&étaong oto téhog Tov e&apvou Kot g epyaciog. H
Boabporoyia oty Khipako 1-10 yio tnv tedkn e&€toom
Bociletot o€ SLOPOPETIKMY TOTWOV EPOTNOELS, OL OTOIEG
avavedvovtol o€ ka0 eEétaon. H tedu ypoarth) e€étaon
nepriapPavet: (o) epotnoglg covtoung andvimong (B)
EPMTAGELS avATTLENG (V) EpOTOELS Kpioems. ( 0) EpOTNCELS
TOAOTANG ETAOYNG

(5) ZYNIZTQMENH-BIBAIOTPADIA
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e [lpotewodpuevn BipAloypadia:

e Declaration of Helsinki - Ethical Principles for Medical Research Involving Human Subjects
(October 2013, current version)

e International Council for Harmonisation of Technical Requirements for Pharmaceuticals for
Human Use (ICH) — Guideline for Good Clinical Practice (GCP) E6(R2)

e  (Clinical Trials Regulation EU No. 536/2014 on Clinical Trials on Medicinal Products for Human
Use

e  Regulation (EU) No 536/2014 Questions & Answers

e  Guidelines on Good Clinical Practice specific to Advanced Therapy Medicinal Products C(2019)
7140 final

e EudralexVolume 3 NOTE FOR GUIDANCE ON THE QUALITY, PRECLINICAL AND CLINICAL ASPECTS
OF GENE TRANSFER MEDICINAL PRODUCTS

e Regulation (EC) No 1394/2007 of the European Parliament and of the Council of 13 November
2007 on advanced therapy medicinal products; https://eur-lex.europa.eu

e  Therapeutic Apheresis: A Handbook, 6th edition, Product Code: 193025, ISBN :978- 1-56395-
997-4

e Therapeutic Apheresis: A Handbook, 6th edition, www.aabb.org, 8th edition of FACT- JACIE
Standards

e  https://www.ebmt.org/sites/default/files/2021-
12/STS_5_2_041_FACTJACIE%20Standards%20Eighth%20Edition_8_
1 _R2_12142021_ForWeb.pdf

e |CH: Quality guidelines : https://www.ich.org/page/quality-guidelines

® -Jyuvadn EMOTNUOVIKA TTEPLOSIKA:
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http://www.aabb.org/
http://www.ebmt.org/sites/default/files/2021-
http://www.ich.org/page/quality-guidelines

NEPITPAMMA MAOGHMATO2
CGT 204

(1) FENIKA

2XOAH | >XOAH EMIZTHMQN YTEIAZ

TMHMA/ZYMMETEXONTA | TMHMA IATPIKHZ (ENIZNEYAON) / TMHMA BIOIATPIKQN
TMHMATA* | ENIZTHMQN
ZYMMETEXONTA IAPYMATA** | NANEMIZTHMIO NATPQN / NANENIZTHMIO AYTIKHE ATTIKHE

METANTYXIAKO MPOTPAMMA | A.M.M.Z “Cell and Gene Therapies from bench to bedside and
ZMNOYAQN: TITAOZ N.M.Z. | Good Manufacturing Practices” NMavemiotruLo Matpwv
EMINEAO ZMNOYAQN | METANTYXIAKO/ 2°¢ KYKAOZ SMOYAQN
KQAIKOZ MAOGHMATOZ | CGT 204 | EEAMHNO 2ZMOYAQN | B

TITAOZ MAOHMATOZ | SCIENTIFIC / LAB MANAGEMENT

AYTOTEAEIZ AIAAKTIKEZ APAXTHPIOTHTEZ
O€ TTEPIITTWON TTOU OL TILOTWTLKEG PUOVASOEC ATTOVELOVTAL OE SLOKPLTA UEPN EBAOMAAIAIES

ToU padnuartog m.y. AtaAé€elg, Epyaotnplakéc AoKRoels k.ATT. Av ol QPES NIZTQTIKEZ
TILOTWTLKEG UOVASEG QUTOVEOVTOL EVLALA LA TO CUVOAO TOU Uadiuatos MONAAEZ
avaypayte ti¢ eBdouadlaicc wpeg Stbaokadiag kat to cUVoAo Twv AIAAZKANIAZ
TULOTWTLKWVY LOVAS WV
AIANEZEIZ 2 6

TYMNOz MAGHMATOZ | TevikoU YmoBaBpou(YmoxpewTtikd)
Yropadbpov , I'evikwv I'varoewv,
Emomuovikng Iepioyng, Avarroéng
Ae&iotitov

MNPOANAITOYMENA MAGHMATA: | Acv untdpyouv Tpoarmnattol heva padruorta.

FNQ2IA AIAAZKAAIAZ kae | ATTAIKH
EZETAZEQN:

TO MAOGHMA MNMPOZ®MEPETAI ZE | NAI
OOITHTEZ ERASMUS

HAEKTPONIKH ZEAIAA Scientific / Lab management - MasterCGT kat otnv
MAGOHMATOZ (URL) | mAatdopua eclass tou MM https://eclass.upatras.gr

(2) MAOHZIAKA AMOTEAEZMATA

Ma6nolakd AntoteAécpata
Meptypapovtat ta adnotakd amoTEAECUATA TOU UATTUATOG OL CUYKEKPLUEVES YVWOELG, SEELOTNTEG KA LKAVOTNTEG
kataAArjdou emiédou mTou Ya AIOKTHOOUV Ol QOLTNTEG UETA TNV ETUTUXH OAOKApwaon Tou padriuoTog.
JupuBouAeuteite to MNapdptnuoa A
o [leptypacpn tou Emutédou twv Madnotakwy AToTeEAeoUATwY yLa kade Eva kUkAo omoudwv auupwva e to MAaioto
Mpoooviwv Tou Evpwnaikou Xwpou Avwtatng Ekmaibeuang
o [leptypapikol Agikteg Emunébwy 6, 7 & 8 tou Eupwmnaikou MAaioiou Mpoodvtwy Aid Biou Madnong kat to Mapaptnua B
o [lepiAnmtikog 06nyog ouyypapric Madnotakwy AltoteAeoudtwy

To pabnpa moapéxel PaoLKEG YVWOELG TOU OLKOVOULKOU TOUEQ OXETIKA HE TNV avartuén kat ebappoyn
Qappakeutikwy Mpoiovtwv Mponyuévng Oeparmneiag (ATMP). KaAurtel Tig BEATLOTEG TIPAKTIKEG YL TN
Slaxeiplon HeTAPPAOTIKWY EPELVNTIKWY EPYWYV, CUUTEPIAALBAVOUEVOU TOU TPOTIOU avaAuaong Bactkwy
TIAPAYOVTWV TTOU CUBAANOUV OTNV ETUTUXNUEVN LETADPOCTIKA EPELVA KL TIAPEXEL LA ETILOKOTINGN TNG
Sladikaotag avamtuéng kat dlaxeiplong aywywv Beparmneiog CGT. EMMA£oV, MAPEXEL LA ELOAYWYH] OTLS
Baokég apxeC TnG AoyloTikng Staxeiplong, kKaBwg Kal TG AOYLOTIKNG KOOTOUG KOl TNG AVAAUGONG KOGTOUG
o€ epeUVNTIKA €pya CGT. EEeTATeL TIC LOVASIKEG TIPOKANOELG TTOU CUVEMAYETAL N eloaywyn Twv CGT otnv
ayopd, CUUTMEPIAOUPBAVOUEVWY TWV KAVOVLIOTIKWY BEUATWY Kal TwV {NTNUATwY anolnuiwong. Napéxet
OTPATNYKEG Yl TG PUBOULOTIKEG TPOKANOELG KaBwG Kal TIC TIPOKANOEL EUMOPEUHATONOLNGNG.
MNep\apPAavel LENETEC TIEPUTTWOEWVY EMITUXNHMEVNG EUTOPEUATONOINONG mpoidviwy CGT, kabwg Kot
ETLOKOTINGON TNG Slaxeiplong twv aywywv enefepyaociag CGT.

Ot doutntég Ba pabouv mwg va evtomi{ouv eukalpleg xpnuatoddtnong Kat mwe va cuvSualouV eKELVEG
TIOU Oxetilovtal Pe TNV £peuvd Ttoug. EmumAéov, to paOnua efetalel TG Sladopéc petall tng
oKadNUATKAG KoL TNS BLOUNXOVIKAC EpELVAC, ELOLKA 0 OTL apopd TRV avamtuén ATMP, kaOwg Kol TIC
Suvatotnteg cuvépyelag kat emwdelol¢ aAAnAsmibpaong avapeoa ota Suo nedia.
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EmutAéov, TO pAONUa KoAUTTelL ovoSUOUEVOUC €PEUVNTIKOUC OpyavIoHoUC Kol Tn onpacia tng
AOYLOTIKAG KOOTOUG Kol TNG avAAUGNC KOOTOUG 0g gpeuvnTka £pya CGT. Ol doltntég Ba e€etdoouy
TEPUTTWOLOAOYLKEG UEAETEG TNG AOYLOTLKAG Slaxelplong oe epeuvnTikd €pya CGT, ol omoieg Ba toug
BonOricouv va KATavonoouv TWC VA SLOXELPLOTOUV OTMOTEAECHATIKA TLC OLKOVOMLKEG TITUXEG TNG
avarmntuéng kat tng Stabeong evog ATMP otnv ayopad.

Me tnv enituxn oAokApwaon Tou padrpatoc, ot poltnteg OBa sival os Béon va:

Edapudlouv BEATIOTEG TPOKTLKEG yLOL TN SLAXELPLON LETAPPACTIKWY EPEUVNTIKWV EPYWV

Avaluouv Baolkolg mapAyovTeg Tou ouBAAOUY oTNV eMLTUXH LETADPAOTIKA EpEuva

Katavoouv TG Baotkég apxEG TNG AOYLOTIKAG SLaxeiplong, kabwg Kat TNG AOYLOTIKAG KOOTOUG KOl TNG
QavAAUONG KOOTOUG OE EPELVNTIKA €pya CGT

Avtamnetépyovtal oTLG PUBLLOTLKES TIPOKANCELG TTIOU OXETIIOVTAL [LE TNV EUMOPEVATOTONON TPOTIOVTWY
CGT

Alaxelpifovtal amoTtEAECUATIKA TOUG aywyoug enetepyaoiag CGT.

Mpoacdlopllouv eukalpleg XpNUATOSOTNONG LA TNV EPEUVA TOUG

Katavoouv tig Sladopég HeTalU TNG akadnUaikAG KAl TNG BLOMNXAVIKAG €pEUVAG OTNV avamtuén Tou
ATMP

Anpoupyouv éva ox€SLo yla TV avamtuén evog npotovtog ATMP armod tnv apxr HEXPL TO TEAOG
Alaxelpilovtal amoTtEAECUATIKA TOUG aywyoug enetepyaoiag CGT

FeVIKEG IKOVOTNTEG
AauBavovtag urmoyn TG YEVIKEG LKAVOTNTEG TTOU TIPETIEL VXL EXEL ATTOKTHOEL O ITUXLOUXOG (OlWE QUTEG aVaypa@OVTaL OTO
Mapaptnua AmAwuatog kot napatidevial akoAoUBwe) oe mola / TOLEG A0 AUTEC ATTOTKOTEL TO Uddnua;.

Avadiitnon, avaiuon kat cuvdean Sebouévwv 2eBa00G 0TN SLAPOPETIKOTNTA KoL OTNV TTOAUTTOALTLOULKOTN T
KoL TANPOQOPLWY, LUE TN XPHaN KAl TwV SeBaoudg oto QuOLko meptBailov
anapaitNTWV TEXVOAOYLWV Emtibetén kowvwvikrG, emayyeAUaTIKG Ko NIk G uteuduvOTNTAG Kot
lMpooapuoyn o€ VEEG kataoTdoels AnYn egvatodnoiag oe Géuata @UAou
AMOPACEWY A0OKNON KPLTIKIG KL UTOKPLTLKIG
Autovoun epyacia Ouadikn epyacio Mpoaywyrn tn¢ eEAeUTEPNGS, SNULOUPYLKIG KL ETTAYWYLKNG OKEYNG
Epyaoia oe 6tedvég meptBaldov Epyaciaoe | ... AMeG...
SleEmIOTNUOVIKO teptBaAlov | ... n
lMapdywyr VEwV EPELVNTIKWV LOEWV

Avadiitnon, avadvon kat cuvIean Se50UEVWY Kol TTANPOPOPLWV, UE TN XPHON KOL TWV amapaiTn TwV TEXVOAoYLWV
lMpooapuoyn o€ VEEG KATAOTAOELS

Argn

anopacewv

Autovoun

epyaoio Ouadikn

epyaoia

Epyaocia og 51edvec neptBaAlov Epyacia oe Siemotnuoviko neptBariovilapdywyri VEwv EpEUVNTIKWV LEEWVY SXESLACTUOC KoL
Staxeiptan épywv
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(3) NEPIEXOMENO MAGHMATOZ
To pabnpo avantveceTol og €ENG:

o KaAUTTeL TPELG KUPLOUG TOUELG: £peuva Kal avamtuén (E&A), Slaxeipion
UETAPPAOTIKAG EPEUVOC KOL OLKOVOULKH Slaxeiplon.

e [apouaotdlel tn pebodoroyia e€aodaliong xpnuatodotnong ya ta épya E&A toug
ard AVIAYWVLOTIKA TIPOYPALATA.

e [apéxel ouykplon TG épeuvag Kal avantuéng CGT og akadnpaikd Ilbpupata vavtl
™¢ Blopnyaviag.

e KaAumrel tn Stadikaoia petadopdc tng Epeuvag amod To EPYACTHPLO TNV ayopd,

*  QUUMEPNOUBOVOUEVWY TWV PUBULOTIKWY TTTUXWV KL TNG
EUTIOpELLATOTIONONG.

o TNapéxel mpaktka mapadeiypata Stoxeiplong HetadpaoTIKAG EpEUVAG Kal
SlampaypateVEeTaL TIG TPOKANOELG TTOU UMOpPEL va mpokUouv.

e [apouaotdlel Tov Tpomo Snuloupylag Kot SLaxelplong EMLTUXNUEVWY EPEUVNTIKWY
OPYOVLIOUWY, CUUTIEPIAQUBAVOUEVNC TNG AVATITUENG EPEUVNTIKWY CTPATNYLKWYV Kall
™G SLoKElpLONG EPELVNTIKWY OUASWV.

e [lpoodépel Baolka oTOLYElQ TNC XPNHUATOOLKOVOULKNG AOYLOTIKNG,
oupnepllappavopévng tng tpnong BLBAlwy, Twv LOOAOYLOUWY KAl TWV
KOTAOTAOEWY EL0OSNLATOG.

e ETUKEVIPWVETAL OTN 0ELOTIOLNGCN OLKOVOULKWY TIAnpodopLwy yia tn Adn
anodpAcewv, cUUNEPAAUPBAVOLEVNC TNG AVAAUONG KOOTOUG Kal TOU
npoumoAoytlopou.
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(4) AIAAKTIKEZ kaw MAGHZIAKEZ MEOOAOI - AZIOAOMHZH

TPOMOZ MNAPAAOZHZ | Al {wongkat SLadiktuoKa podnpota.
lpoowro pe npoowro, E§ amootaoewg
eknaibevon kKA.

XPHZH TEXNOAOTIQN
MNAHPO®OPIAZ KAI ENIKOINQNIQN

e Juotnuartiki xprion TMNE otn dtdaokaAia. Ot
Seora SLaAEEELG uTtOOTN PLlOVTAL ATIO EUTAOUTIOUEVES
jon T.M.E. otn A ia, , , .
Xp el T”, S ot s TLOPOUOLAOELG PPT, oL OTtOLEG avapTWVTAL KOL OTNV
Epyaotnpiakr Eknaibevan, otnv Enkotvwvia L, X , i
LE TOUC QOLTNTEC nAektpovikr taén. Mvetal xprion dtadpaoctikou
White- board katd ti¢ Stalé€eLg.

Yoot plEn pabnotakng dtadikaciog HEow TNG NAEKTPOVLKAG
mAatdopuag e-class, ™G mMAatdoppag zomm Kol TOU
nAektpovikoL Taxudpoueiov péoa amo :
* Mapoxn VAKOU Kal avaptnon SL8AKTIKWY ONUELWOEWY
* JulnNTNOELG
* AVOKOWVWOELG
* AvaBeon epyaclwv
I. * EMikowwvia HEow NAEKTPOVIKOU TaXUSpoueiou

OPTANQZH AIAAZKAAIAS 2 \ ®éproc Epyacioc
Mepypdpovrat  avaAutika o0 TPOmOG Kot paotnplotnta Efauﬁvou
uéﬁoém 6160{01(0{/’1[0((. o Auxké&slg b6

AwaAé€etg, Seuwvapla, Epyaotnpiakrn Aoknon, 2 -

Acknon lebiou, MeAétn &  avdAuon Avtotehig MeAém, (134

BiBAoypagpiag, @povriotripto, Mpaktkn ZD"{Ypa(pﬁ Epyactd)v
(Tortovétnon), KAwwn Aoknon, KaAditexviko | |Svodo MaSnuarog
Epyaotrpto, Atabpaotikn Sitbaokalia, (25 a')peg (00'1”01) 160
EKTTOUSEUTIKEG ETILOKEWELG, EKTTOVNON UEAETNG gpyaciag avd moeTTIK
(project), Suyypaen epyacios / epyaociwv, ,uovo'zéa )

KaAAiteyvikn dnutoupyia, k.Am.

Avaypd@ovtal oL WPEG UEAETNG TOU @OLTNTI YLa
Kkade padnolakn dpaotnplotnta kadws kot ot
WPEG Un kadodnyoUUEVNG UEAETNG CUUPWVA UE
TG apxég tou ECTS
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AZIONOMHzZH MOITHTON | T'pantég eEetdoeic ko epyacio

Neptypaer e Siabikaciag agoAdynong IMoooca agoldynong Ayyiu.
Amd ™V apyn Tov e&opvou avaptéral otV

Mwooa AgoAdynang, Medobou akioAdynong, NAeKTPOVIKY TAEN (e-class) mApng meptypaen Tov
Awapoppwtikn 1 Zupnepacuotiky, Aokiuaoia i , )
MoAAartAric  Emdoyrig, Epwtrioelg  Suvtopng TEPLEYOUEVOL TOV pabfipatog, kabog kat Tov
Andvtnons, Epwtiosig Avamtuéng Aokyiwy, | TPOTOL A&OAOYNONG T®V PottnTdv. Ot PortnTég
Enidvon  MpoBAnudrwy,  [parti  Epyaoia, | yyepilovy, emiong, efapyig ™V eEeTOCTEN VAT Ko T
Exdeon / Avagopd, [pogopikry E&Etaon, , ; , ,
Anuéoa Mapoudiaon, Epyactnpiaxi Epyacia, | OXETHN Bproypapia. Ztnv nMKIp(?VlKn we";n aVOpTAVTOL
Khvikri  E&taon  Acdevouc, Keweyvuri | ETLOTG KOL GMUELDGELG TOV Kabnynt, ot omoieg kabodnyovv
Epunveia, AMn / AMeg TOV QOLTNTI HE TPOTO SeE0SIKO Yo TNV TEPULTEP® UEAETN

TOVL.
Avagépovtal pnta mpocbLopLoUEVA KPLTHPLA
aéloAdynonc kat eav kat tou eivat mpooBaotua

o Touc porTéc, Mo v emtoyr ohokAnpwon Tov pebhuatog omotteiton

TeMKOG Pabudc icog M peyodvtepog tov 5. H fabuoroyia
elvat dBpotcpo Tov Pabudy TOV EpMTACEMY TG YPOTTAG
e&étaong oto T€hog Tov e&apnvov Kot g epyaciog. H
Babporoyia oty KAipako 1-10 yo tnv tedkn e&€taom
Boaciletal oe SLUPOPETIKAOV TOTWV EPWOTIGELS, OL OTOIES
avavedvovtol o€ kd0e e&€taoon. H tehkn ypomt e&étaon
neptlappavet: (a) epmtioeig covioung omavinong (B)
EPWTNOELG AVATTVENG (V) EPMTNHOEIS KPIGEWG.

( 8) epmTHoEIC TOAMOTANG ETAOYNC.

(5) ZYNIZTQMENH-BIBAIOTPADIA

- Mpotewouevn BiBAwoypapia:
https://tri.uams.edu/about-tri/what-is-translational-research/

https://www.esgct.eu/Policies--advocacy/EMA-guidance.aspx
https://www.ifats.org/

https://www.fiercebiotech.com/

https://www.regmednet.com/
https://www.insideprecisionmedicine.com/
https://isct.connectedcommunity.org/resources/resource-library
https://orbsentherapeutics.com/
https://www.sartorius.com/en/applications/cell-and-gene-
therapy/cell-therapy/msc/msc-pd/msc-optimization-and-
characterization-solution

https://www.cell-easy.com/

https://ct.catapult.org.uk/facilities/stevenage

https://www.meddeviceonline.com/resource/medical-device-
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manufacturing

https://tri.uams.edu/training/training-opportunities/video-
library/
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KATAAOI'OX AIAAYXKONTQN

16pupa -

A/A | Ovopatenwvupo MdBnpo 15otnTa Dopéag EMAIL
, CGT ,
1 inu’pLGwvuan 101,103,201, KaBnyntng I'IOLVET,tLG'cr]p.LO spyridonidis@upatras.gr
Aheﬁav&poq 202,203 MNatpwv
Kplepmépsng CGT 102 Av. naVETI,ZLOTI’] Mo | |
2 AvaoTéoLoC Ka®nyntne AUTLKII']q akrieb@uniwa.gr
AtTKNG
, CGT 101 MavemniotiuLo
Xavwwtng , , . .
3 AnpiTenc KaBnyntng AUTLKlI']c, dchaniotis@uniwa.gr
ATTIKNG
CGT 101 UC David
, Institute for bauer@ucdavis.edu
4 Bauer Gerhard KaBnyntng Regenerative ggbauer@;Ol@aol.com/
Cure
MixaASTouAoC CGT 101,201 I'Iavsrftotr] Mo . _
5 EuotédLoc Dr. AUtLKl:]q smichal@bioacademy.gr
ATTIKNG
CGT 102 Mavemniotiuwo
6 Doptng Zwtnplog Dr. AUTIKAG sfortis@uniwa.gr
ATTIKAG
CGT 202 Feviko
Noocokopeio
7 Hana&ono(f)\ou Dr. GE?GGAOWK”C papada 1@hotmail.com
Avaotaoia FewpyLog
MarmnavikoAdo
U
, , CGT 102 , Moveniot Lo lygerou@upatras.gr;
8 Auyepou Zwn Kabnyntpla MNatpwv b Ingrgou@nC?edFTupatrags.gr
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: CGT 102 : mouzaki@upatras.gr
9 MOUZO!K'I‘] KaBnyntpla I'IOLVETIKLGTr]uLo athanasia.mouzaki@gmail.com
ABavacia Motpwv mouzaki@med.upatras.gr
10 vaoTowuva CGT 102 ET[LKOUI[.')r] I'Iaverluotr] Mo knika@upatras.gr
Nika KaBnyntpla | MNatpwv
, CGT 102 MavemniotriuLo
Fewpyat{akou , .
11 . Dr. AuTtikng cgeorgatz@uniwa.gr
Xapa .
ATTIKNG
CGT 203 Feviko
Noocokopeio
12 Bapén Avva Dr. G)elooa?\ovmnq anna_vardi@yahoo.com
lewpylog
MamavikoAdo
v
13 Poukog BaciAng cer 102 AV. I'IOLVET'[LOTr]p.Lo roukos@upatras.gr
KaBnyntng MNatpwv
14 Koru'vn CGT 102 Dr. I'IOLVET'tLGTr]p.LO kotini.andriana@gmail.com
Avdplava MNatpwv
15 Nahum Sagi CGT 202 Dr. Orgenesis sagi.n@orgenesis.com
Naravewoviou CGT 104 MavemoTiuLo
16 Eu:taepi‘(:t KaBnyntpla AU'ELKI"']C efipapag@uniwa.gr
AtTikNGg
CGT 101, 102, MNavemotnuia
17 ZaxaptouS'aKn 103, 201,202 Dr. KO leVIKO ’ emp.upatras@smail.com
BaolAkn Noocokopeio
MNatpwv
CGT 203 MNavemotnuia
18 Alyka Mapia Dr. ko feviko , marialigal8@yahoo.it
NoookopEeLlo
Natpwv
19 Xat(np.txoltrﬂ\ CGT 203 Av. , I'Iaverstom HLo chatzim@uoi.er
EAcuOepia KaBnyAtpla | lwavvivwv ehatzim@uol.gr
’ 2 '
ZouumouAaKkng CGT 204 Av. I_IOLVETSLGTI‘]MLO .
20 MovovioT KaBnvnt AuTikng pzoump@uniwa.gr
yuwtng nyntng ATTKAC
21 | ®atolpog Xpovng CGT 204 Dr. Theracell chronis.fatouros@theracell.eu
22 Xat(n:l':lnﬁpsou CGT 204 Dr. Theracell evi@theracell.eu
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CGT 204 Av MavemniotiuLo
23 | Acwvitou Zodia L AuTIKAG sasonitou@uniwa.gr
KaBnyntpla ,
ATTIKNG
24 Reem Miari R Dr. Orgenesis .
reem.mg_@orgenems.com
CGT 104 MavemniotiuLwo
25 Awdon Zodia Dr AuTikAg sofialiossi@gmail.com
ATTIKAG
26 | WaB& Nuworéra | CT 101 Em. ANO .
KaBnyntng npsatha@bio.auth.gr
27 Caplan Vered CGT 101 Dr. Orgenesis vered.c@orgenesis.com
— =
28 Ramati Yaron CGT 103 Orgenesis info@orgenesis.com
29 Sani Miri CGT 103 Dr. Orgenesis DI i
30 Themeli Maria CGT 101 As. Prof. UMC m.themeli@amsterdamumc.nl
Amsterdam
Von Der L T1
31 on e'r eyen 6T 103 Prof Orgenesis _
Heiko hvdleyen@orgenesis.com
CGT 204
32 Kunptu’)tn Theracell
Euyevia
eugenia.kyprioti@theracell.eu
, , CGT 101, 103, PhD MavemniotriuLo _ _
K A , dion.kefal l.
33 eaid Atovuoia 201, 202 Candidate MNatpwv lon-kefala@gmail.com
34 ZapponouAog CGT 101, 103, PhD MavemiotiuLwo
NikoAaog 201, 202 Candidate Natpwv nicksavvo@hotmail.com
35 Nuoavépou CGT 101, 103, PhD MavemniotiuLo
MEuvwy 201, 203 Candidate MNatpwv memlys@gmail.com
36 Eyal Neria CGT 204 Dr. Orgenesis eyal.n@orgenesis.com
37 I'aBplf]AaKr] CGT 203 ET[LKOU,pr] AMNG elenicelli@yahoo.gr
EAévn KaBnyntpla
38 Minger Stephen CGT 203 Dr. Orgenesis stephen.m@orgenesis.com
CGT 203
39 Gilad Beck Orgenesis Info@orgenesis.com
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CGT 203 Otto-Von-
M iakak icke-
40 Ol:JgI.a .a os Prof. Gu.erlck.e o .
Dimitrios Universitat dimitrios.mougiakakos@med.ovgu
Magdeburg .de
41 | ToePBeAékn Bipiav CGT 204 Dr. Theracell

vivan.tseveleki@theracell.eu
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