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Εισαγωγή 

ΜΈΡΟΣ 1  

ΦΑΡΜΑΚΕΥΤΙΚΉ ΙΑΤΡΙΚΉ 
& ΤΆΣΕΙΣ ΣΤΗΝ ΚΛΙΝΙΚΉ 

ΈΡΕΥΝΑ
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Research  Scientific Postgraduate Education 

and continuous learning
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Ευρωπαϊκός Οργανισμός 

PharmaTrain
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https://www.pharmatrain.eu/



Προγράμματα και εκπαιδευτικά 

κέντρα PharmaTrain
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XX.YY.2012/7
PharmaTrain-Klingmann

Objectives and Achievements of the 

IFAPP - PharmaTrain Collaboration

IFAPP and PharmaTrain – A successful collaboration on quality in education in 

pharmaceutical medicine

IFAPP Webinar: 27 October, 2022



XX.YY.2012/8
PharmaTrain-Klingmann

The IMI Project «PharmaTrain» Consortium

➢ EFCPM = European Federation of Course Providers in 

Pharmaceutical Medicine (most of the European universities offering 

Pharmaceutical Medicine Diploma or Master Courses), was later renamed 

to “PharmaTrain Federation” 

➢ IFAPP 

➢ Additional universities like Copenhagen, Freiburg, 

Strasbourg, etc.

➢ Learned societies like EUFEPS, Faculty of Pharmaceutical 

Medicine, EFGCP, DIA, EORTC, etc.

➢ 15 pharmaceutical companies
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PharmaTrain-Klingmann

From Syllabus Topics to Modular Content 

Learning Outcomes and Competencies

covering the entire medicines development process

180 topics

14 Syllabus Sections

6-12 module programmes (taught at master level)

6-10 Learning outcomes per module towards 

Diploma/Master degree (academic)

towards a set of cognitive competencies required 

for Specialist title (vocational)
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PharmaTrain-Klingmann

PharmaTrain Modular Product Portfolio

More than 200 Modules from European and Global Partners build the integrated 

programmes and can be used à la carte:

ELM 12

ELM 11

ELM 8

ELM 7

ELM 9

ELM 10

EUPATI

Eu2P

SafeScMET

EMTRAIN

DBM 6

DBM 2

DBM 5

DBM 3

DBM 4

DBM 1

ELM
Electives Forum

MRA

e-Library

aligned with

on-course database

DCTP

CLIC

CPD

ModulesDiploma Courses

30 ECTS

Master

Programme

60(-90) ECTS

+ Thesis
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PharmaTrain-Klingmann

PharmaTrain Quality Criteria for Courses

A formalised and transparent QA/QC policy
1 University accreditation OR a suitable system for approving, monitoring and 

reviewing the training offered

2 A system for ensuring quality of teaching staff 

3 Regular review of the QA/QC processes 

A set of documented criteria for individual modules, 

courses or course programmes 
4 Defined and transparent admission criteria 

5 A predefined set of teaching objectives, leading to defined learning outcomes 

6 Adequate facilities, infrastructure, leadership and competences

7 Assessment of the trainees' achievement according to the learning outcomes

8 A system for collecting, assessing and addressing feedback

9 Adaequate reference materials



XX.YY.2012/12
PharmaTrain-Klingmann

PharmaTrain Centre Assessment Process

Assessment on-site or virtual 

(1-2  assessors)

Recognition request by the centre

Preparation of documents and questionnaires

Nomination of 3 assessors

Preparation of the assessment visit

Assessment report with recommendation

Approval by the Executive Board PTF



XX.YY.2012/13
PharmaTrain-Klingmann

PharmaTrain Recognition

PharmaTrain Centers of Excellence
University-based courses in pharmaceutical medicine fulfilling the PharmaTrain 

Centre of Excellence Recognition requirements

PharmaTrain Centers 
Diploma and master programmes as well as large training organisations covering 

topics of the PharmaTrain Syllabus and fulfilling the PharmaTrain Centre 

Recognition requirements

PharmaTrain Courses 

Individual “short” courses of at least 8 hours duration covering a PharmaTrain 

Syllabus topic and fulfilling the PharmaTrain Course Recognition requirements



XX.YY.2012/14
PharmaTrain-Klingmann

PharmaTrain Federation’s and IFAPP’s Global Role 

Creation of a global quality environment in pharmaceutical 

medicine and clinical research through 

➢ Training of different stakeholders in medicines development 

✓ Physicians’ specialisation in pharmaceutical medicine

✓ MD/Non-MD “Specialist in pharmaceutical medicine”

✓ “University Professional in Clinical Trial Practices”

✓ Responsibility-adapted training of investigators

➢ Growing the course quality recognition environment 

“PharmaTrain Course Recognition”

➢ Enabling the competence of professionals working in 

pharmaceutical medicine / medicines development



Επαγγελματική σταδιοδρομία στην 

Κλινική Έρευνα 
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https://www.enago.com/academy/clinical-research-hot-career-2021-

beyond/?utm_source=emailer&utm_medium=email&utm_campaign=news_061020



NIH Core competencies for 

Clinical Research
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https://clic-

ctsa.org/education/competencies



Η βασική κατάρτιση των κλινικών 

ερευνητών 6/2014 
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17
https://mrctcenter.org/clinical-trial-

competency/



Ατομική αντίληψη ερευνητικών 

ικανοτήτων ανά τομέα 
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Εμπειρία επιστημόνων  Χορηγών 
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Front. Pharmacol., 05 March 2019 
| https://doi.org/10.3389/fphar.2019.00188

https://doi.org/10.3389/fphar.2019.00188


Εκπαιδευτικές ανάγκες επιστημόνων 

χορηγών 
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Front. Pharmacol., 05 March 2019 
| https://doi.org/10.3389/fphar.2019.00188

https://doi.org/10.3389/fphar.2019.00188


Average self-assessed competency 

rating by role and by domain
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Therapeutic Innovation &regulatory Science (2022) 56:607-615
https://link.springer.com/article/10.1007/s43441-022-00395-z



Self-assessed competency 

rating by experience

Self-assessed competency by 

professional certification
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certification

Therapeutic Innovation &regulatory Science (2022) 56:607-615
https://link.springer.com/article/10.1007/s43441-022-00395-z



HΠΑ ενδεικτικά προγράμματα 

εκπαίδευσης κλινικών ερευνητών
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• Tufts University Center for the Study of Drug Development  



Swiss Clinical Trials Organization 

Tools for academic researchers
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https://www.sctoplatforms.ch/



Δια βίου εκπαίδευση ερευνητών
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Experience

• Sabbatical

Exposure

Exchange program

Network
• Collaborative projects



Case Study

BASIC RESEARCH AND 

PHASE I BASED ON A 
BIOLOGIC PLAUSIBLE 

HYPOTHESIS
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Repurposing of UDSA case study for Covid-19 



The authors first showed that the 

controlling transcription factor known 

as the farnesoid X receptor, or FXR 

affects ACE2 expression. Reducing the 

binding of FXR should therefore reduce 

ACE2 expression

The red staining here is spike 

protein; you can see that it is 

markedly lower in the cells 

exposed to UDCA (right column).



They also showed that mice and hamsters 
treated with UDCA had lower levels of ACE2 in 
their nasal passages.They also showed that mice and 

hamsters treated with UDCA had lower 

levels of ACE2 in their nasal passages 

and lung.



The authors were able to show that ACE2 levels went down in the exposed 

lung. And, importantly, when samples of tissue from both lungs were 

exposed to SARS-CoV-2, the lung tissue exposed to UDCA had lower levels 

of viral infection.



Eight human volunteers were recruited to take UDCA for 5 days. 

ACE2 levels in the nasal passages went down over the course of 

treatment. They confirmed those results from a proteomics 

dataset with several hundred people who had received UDCA 

for clinical reasons. Treated individuals had lower ACE2 levels.
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Τάσεις στην 

Κλινική Ερευνα

ΟΙΚΟΣΥΣΤΗΜΑ
ΚΑΙΝΟΤΟΜΙΑΣ ΚΑΙ 

ΕΡΕΥΝΑΣ
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Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do eiusmod tempor incididunt ut labore et 

dolore magna aliqua. Ut enim ad minim veniam, quis nostrud exercitation ullamco laboris nisi ut aliquip

ex ea commodo consequat. Duis aute irure dolor in reprehenderit in voluptate velit esse cillum dolore

eu fugiat nulla pariatur. Excepteur sint occaecat cupidatat non proident, sunt in culpa qui officia

deserunt mollit anim id est laborum.

Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do eiusmod tempor incididunt ut labore et 

dolore magna aliqua. Ut enim ad minim veniam, quis nostrud exercitation ullamco laboris nisi ut aliquip

ex ea commodo consequat. Duis aute irure dolor in reprehenderit in voluptate velit esse cillum dolore

eu fugiat nulla pariatur. Excepteur sint occaecat cupidatat non proident, sunt in culpa qui officia

deserunt mollit anim id est laborum.

Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do eiusmod tempor incididunt ut labore et 

dolore magna aliqua. Ut enim ad minim veniam, quis nostrud exercitation ullamco laboris nisi ut aliquip

ex ea commodo consequat. Duis aute irure dolor in reprehenderit in voluptate velit esse cillum dolore

eu fugiat nulla pariatur. Excepteur sint occaecat cupidatat non proident, sunt in culpa qui officia

deserunt mollit anim id est laborum.

Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do eiusmod tempor incididunt ut labore et 

dolore magna aliqua. Ut enim ad minim veniam, quis nostrud exercitation ullamco laboris nisi ut aliquip

ex ea commodo consequat. Duis aute irure dolor in reprehenderit in voluptate velit esse cillum dolore

eu fugiat nulla pariatur. Excepteur sint occaecat cupidatat non proident, sunt in culpa qui officia

deserunt mollit anim id est laborum.

LOREM IPSUM DOLOR SIT AMET, CONSECTETUR ADIPISCING

ELIT, CONSECTETUR ADIPISCING
The Changing Face of Innovation : 21st century 
model

Advanced engineer materials  and genetic 
engineer technologies

e.g. nanotechnology,  tissue engineering ,CRISPR

Advanced therapies platforms

e.g. gene , CAR-T therapies, AntiSO,  siRNAs

Data science and digital technologies and 
Medicine



Μοντέλο R&D

9/12/2022BM  ΠΜΣ ΕΚΠΑ Λοιμωξιολογία

36



Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do eiusmod tempor incididunt ut labore et 

dolore magna aliqua. Ut enim ad minim veniam, quis nostrud exercitation ullamco laboris nisi ut aliquip

ex ea commodo consequat. Duis aute irure dolor in reprehenderit in voluptate velit esse cillum dolore

eu fugiat nulla pariatur. Excepteur sint occaecat cupidatat non proident, sunt in culpa qui officia

deserunt mollit anim id est laborum.

Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do eiusmod tempor incididunt ut labore et 

dolore magna aliqua. Ut enim ad minim veniam, quis nostrud exercitation ullamco laboris nisi ut aliquip

ex ea commodo consequat. Duis aute irure dolor in reprehenderit in voluptate velit esse cillum dolore

eu fugiat nulla pariatur. Excepteur sint occaecat cupidatat non proident, sunt in culpa qui officia

deserunt mollit anim id est laborum.

Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do eiusmod tempor incididunt ut labore et 

dolore magna aliqua. Ut enim ad minim veniam, quis nostrud exercitation ullamco laboris nisi ut aliquip

ex ea commodo consequat. Duis aute irure dolor in reprehenderit in voluptate velit esse cillum dolore

eu fugiat nulla pariatur. Excepteur sint occaecat cupidatat non proident, sunt in culpa qui officia

deserunt mollit anim id est laborum.

Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do eiusmod tempor incididunt ut labore et 

dolore magna aliqua. Ut enim ad minim veniam, quis nostrud exercitation ullamco laboris nisi ut aliquip

ex ea commodo consequat. Duis aute irure dolor in reprehenderit in voluptate velit esse cillum dolore

eu fugiat nulla pariatur. Excepteur sint occaecat cupidatat non proident, sunt in culpa qui officia

deserunt mollit anim id est laborum.

LOREM IPSUM DOLOR SIT AMET, CONSECTETUR ADIPISCING

ELIT, CONSECTETUR ADIPISCING

Το Αναδυόμενο Μοντέλο Υπέρ -Καινοτόμου Έρευνας 
και Ανάπτυξης του 21ου αιώνα  

Προ-

κλινική 

Έρευνα

Κλινικές 

Μελέτες 
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Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do eiusmod tempor incididunt ut labore et 

dolore magna aliqua. Ut enim ad minim veniam, quis nostrud exercitation ullamco laboris nisi ut aliquip

ex ea commodo consequat. Duis aute irure dolor in reprehenderit in voluptate velit esse cillum dolore

eu fugiat nulla pariatur. Excepteur sint occaecat cupidatat non proident, sunt in culpa qui officia

deserunt mollit anim id est laborum.

Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do eiusmod tempor incididunt ut labore et 

dolore magna aliqua. Ut enim ad minim veniam, quis nostrud exercitation ullamco laboris nisi ut aliquip

ex ea commodo consequat. Duis aute irure dolor in reprehenderit in voluptate velit esse cillum dolore

eu fugiat nulla pariatur. Excepteur sint occaecat cupidatat non proident, sunt in culpa qui officia

deserunt mollit anim id est laborum.

Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do eiusmod tempor incididunt ut labore et 

dolore magna aliqua. Ut enim ad minim veniam, quis nostrud exercitation ullamco laboris nisi ut aliquip

ex ea commodo consequat. Duis aute irure dolor in reprehenderit in voluptate velit esse cillum dolore

eu fugiat nulla pariatur. Excepteur sint occaecat cupidatat non proident, sunt in culpa qui officia

deserunt mollit anim id est laborum.

Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do eiusmod tempor incididunt ut labore et 

dolore magna aliqua. Ut enim ad minim veniam, quis nostrud exercitation ullamco laboris nisi ut aliquip

ex ea commodo consequat. Duis aute irure dolor in reprehenderit in voluptate velit esse cillum dolore

eu fugiat nulla pariatur. Excepteur sint occaecat cupidatat non proident, sunt in culpa qui officia

deserunt mollit anim id est laborum.

LOREM IPSUM DOLOR SIT AMET, CONSECTETUR ADIPISCING

ELIT, CONSECTETUR ADIPISCING

Εγκριτικές εξελίξεις  στην Ευρωπαϊκή Ένωση και οι 
επισπεύδουσες διαδικασίες για καινοτόμες θεραπείες με 
πρώιμα σημαντικά δεδομένα  



Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do eiusmod tempor incididunt ut labore et 

dolore magna aliqua. Ut enim ad minim veniam, quis nostrud exercitation ullamco laboris nisi ut aliquip

ex ea commodo consequat. Duis aute irure dolor in reprehenderit in voluptate velit esse cillum dolore

eu fugiat nulla pariatur. Excepteur sint occaecat cupidatat non proident, sunt in culpa qui officia

deserunt mollit anim id est laborum.

Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do eiusmod tempor incididunt ut labore et 

dolore magna aliqua. Ut enim ad minim veniam, quis nostrud exercitation ullamco laboris nisi ut aliquip

ex ea commodo consequat. Duis aute irure dolor in reprehenderit in voluptate velit esse cillum dolore

eu fugiat nulla pariatur. Excepteur sint occaecat cupidatat non proident, sunt in culpa qui officia

deserunt mollit anim id est laborum.

Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do eiusmod tempor incididunt ut labore et 

dolore magna aliqua. Ut enim ad minim veniam, quis nostrud exercitation ullamco laboris nisi ut aliquip

ex ea commodo consequat. Duis aute irure dolor in reprehenderit in voluptate velit esse cillum dolore

eu fugiat nulla pariatur. Excepteur sint occaecat cupidatat non proident, sunt in culpa qui officia

deserunt mollit anim id est laborum.

Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do eiusmod tempor incididunt ut labore et 

dolore magna aliqua. Ut enim ad minim veniam, quis nostrud exercitation ullamco laboris nisi ut aliquip

ex ea commodo consequat. Duis aute irure dolor in reprehenderit in voluptate velit esse cillum dolore

eu fugiat nulla pariatur. Excepteur sint occaecat cupidatat non proident, sunt in culpa qui officia

deserunt mollit anim id est laborum.

LOREM IPSUM DOLOR SIT AMET, CONSECTETUR ADIPISCING

ELIT, CONSECTETUR ADIPISCING
The Changing Face of Innovation : 21st century 
R&D model

Translational 

Medicine



Προς την εξατομικευμένη ιατρική
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Ιατρική Ακριβείας
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Γονιδιωματική και  Θεραπείες 

Στόχευσης
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Γονιδίωμα και θεραπευτικοί στόχοι
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Εξελίξεις στην Βασική Προκλινική 

Ερευνα 
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Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do eiusmod tempor incididunt ut labore et 

dolore magna aliqua. Ut enim ad minim veniam, quis nostrud exercitation ullamco laboris nisi ut aliquip

ex ea commodo consequat. Duis aute irure dolor in reprehenderit in voluptate velit esse cillum dolore

eu fugiat nulla pariatur. Excepteur sint occaecat cupidatat non proident, sunt in culpa qui officia

deserunt mollit anim id est laborum.

Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do eiusmod tempor incididunt ut labore et 

dolore magna aliqua. Ut enim ad minim veniam, quis nostrud exercitation ullamco laboris nisi ut aliquip

ex ea commodo consequat. Duis aute irure dolor in reprehenderit in voluptate velit esse cillum dolore

eu fugiat nulla pariatur. Excepteur sint occaecat cupidatat non proident, sunt in culpa qui officia

deserunt mollit anim id est laborum.

Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do eiusmod tempor incididunt ut labore et 

dolore magna aliqua. Ut enim ad minim veniam, quis nostrud exercitation ullamco laboris nisi ut aliquip

ex ea commodo consequat. Duis aute irure dolor in reprehenderit in voluptate velit esse cillum dolore

eu fugiat nulla pariatur. Excepteur sint occaecat cupidatat non proident, sunt in culpa qui officia

deserunt mollit anim id est laborum.

Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do eiusmod tempor incididunt ut labore et 

dolore magna aliqua. Ut enim ad minim veniam, quis nostrud exercitation ullamco laboris nisi ut aliquip

ex ea commodo consequat. Duis aute irure dolor in reprehenderit in voluptate velit esse cillum dolore

eu fugiat nulla pariatur. Excepteur sint occaecat cupidatat non proident, sunt in culpa qui officia

deserunt mollit anim id est laborum.

LOREM IPSUM DOLOR SIT AMET, CONSECTETUR ADIPISCING

ELIT, CONSECTETUR ADIPISCING
Εγκριτικές εξελίξεις στις ΗΠΑ και στην Ευρώπη



Adaptive protocols : Μελέτες Προσαρμοστικού Σχεδιασμού
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BMJ 2018;360:k698 | bmj



Master protocols -Platform
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Contemporary Clinical trials Communications 12,2018,1-8

A.Hitakawa et al



Basket protocols
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Contemporary Clinical trials Communications 12,2018,1-8

A.Hitakawa et al



Umbrella trials
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Contemporary Clinical trials Communications 12,2018,1-8

A.Hitakawa et al
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H Επιδημιολογία & 
Φαρμακοεπιδημιολογία την Ε&Α
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IV

Reinscription

Prospective

What are 
tomorrow’s
medical unmet
needs?

Epidemiology*

• Prevalence
• Incidence
•Population studies

Market Research

• what are the 
evidence gaps?
• what are the 
treatment options?

Pharmaco-
economics

• Cost
effectviness
• Cost benefit
• Cost-utility

12 years
5/10/15 years

I IIIII Post-licensing

Licensing Price

Animal
Tox

Real life= Pharmaco-epi

• Efficacy
• Tolerability
• Proper Use
• Performance

EMA 

PASS,PAES

FDA 

postmarketing

studies

*



Η πανδημία 

και ανάπτυξη 

των εμβολίων 

έναντι της 

COVID-19

ΧΡΌΝΟΙ ΑΝΆΠΤΥΞΗΣ 
ΚΑΙ ΕΠΙΤΆΧΥΝΣΗ 

ΔΙΑΔΙΚΑΣΙΏΝ  
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 διαφορεσ μοντελου ερευνασ



Η έρευνα των MRNA εμβολίων 

ξεκινά το 1960 

https://www.nature.com/articles/d41586-021-02483

w?utm_source=Nature+Briefing&utm_campaign=41794890cb-briefing-dy-
20210914&utm_medium=email&utm_term=0_c9dfd39373-41794890cb-44721677

Oct 22, 2021
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https://www.nature.com/articles/d41586-021-02483


https://www.nejm.org/doi/full/10.1056/NEJMp2005630
NEJM May 2020

R&D paradigm shift with Covid-19 
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https://www.nejm.org/doi/full/10.1056/NEJMp2005630


Προεγκριτική και Μετεγκριτική 

παρακολούθηση ασφάλειας εμβολίων
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Εξαιρετικά πρωτόγνωρη ευρύτατη 

ερευνητική συνεργασία& όσμωση
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Operations Warp Speed-

under NIH 

 “Very rapid vaccine development without 

inappropriate corners cut”
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All risk taken 
is financial, 
logistical,
resourcing  
and not on 
safety and 
efficacy.
Bureaucratic 
obstacles 
removed 
and saving 
time from 
gaps 
between 
phases .



Ταχεία ανάπτυξη εμβολίων έναντι COVID-19 

NEJM COVID-19 educational material Jan 2021

❖ Νέες πλατφόρμες για την παραγωγή εμβολίων 

είχαν ήδη τεκμηρίωση και προ-κλινικές μελέτες

❖ Υπερταχεία αλληλούχηση του ιού για την 

επείγουσα ανάπτυξη αντιγόνων για 

ενσωμάτωση στα εμβόλια

❖ Τα στάδια ανάπτυξης των εμβολίων 

εξελίσσονταν παράλληλα

❖ Ο επιπολασμός της νόσου ήταν πολύ υψηλός 

και η νοσηρότητα και θνητότητα απειλητική

❖ Τάχιστη εθελοντική εισαγωγή/στρατολόγηση  

ατόμων στις Κλινικές δοκιμές

❖ Η παραγωγή των εμβολίων εξελισσόταν 

παράλληλα με την διεξαγωγή των Κλινικών 

Δοκιμών

EMA Public Stakeholders 
Meeting Dec 11, 2020
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Επιταχυνόμενη ,επάλληλη και 

επαναληπτική διαδικασία
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ΕΜΑ Public Stakeholders Meeting 

11/12/2020  



Συνεργασία και επικέντρωση στην 

κατεπείγουσα προτεραιότητα 

ανάπτυξης των Εμβολίων 
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ΕΜΑ Public Stakeholders Meeting 

11/12/2020  



Οι Αρχές επιβλέπουν στενά και εξαρχής την έρευνα 

των εμβολίων διπλασιάζοντας το δυναμικό τους και 

επιταχύνουν την διαδικασία
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ΕΜΑ Public Stakeholders Meeting 

11/12/2020  



Παραγωγή των εμβολίων ξεκινά 

νωρίτερα για να είναι άμεσα 

διαθέσιμα 
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ΕΜΑ Public Stakeholders Meeting 

11/12/2020  



COVID-19 therapies efforts 

 WHO Solidarity adaptive trials

 Oxford UK Recovery adaptive trial 

 Monoclonal antibodies

 Antiviral Rx

 Repurposing efforts 

 Anakinra 
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Επιπτώσεις στις κλινικές μελέτες 

στην διάρκεια της πανδημίας
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Νέα Πραγματικότητα 

Τηλεϊατρική ,Registries, RWE,PROs,

Εξ αποστάσεως μελέτες

Patient Focused Drug Development



ΚΑΝΟΝΙΣΤΙΚΟ 

ΠΛΑΙΣΙΟ 

ΚΛΙΝΙΚΩΝ 

ΔΟΚΙΜΩΝ

ΕΥΡΩΠΑΙΚΗ ΕΝΩΣΗ 
&ΕΛΛΑΔΑ 
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Στοχεύοντας την Ανάπτυξη της Κλινικής ‘Έρευνας &

νέων καινοτόμων θεραπειών στην ΕΕ
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CTIS new user 

friendly tool
• Centralized  e 

submission

• SINGLE 

DOSSIER
• Coordinated 

reviews

• SINGLE 

OPINION

EMA portal end 

2021
Challenges*

• Readiness in EU countries

• Impact on ECs 

• Lack of clarity or reduced scrutiny  on patients rights 
in special populations

• Complex trial designs

• Expectations
• 74% positive

• Harmonization

• Acceleration 

of decisions

• Shorter 

timelines for 

Member States 

and Sponsors

• Facilitation of 

Multi state trials

• Enhanced 

transparency

• 38% challenges -

concerns

*Source : P.Galanis

31/5/2019,37,1,FebArchives Athens 

Medical Society  www.mednet.gr

https://www.ema.europa.eu/en/human-

regulatory/research-

development/clinical-trials/clinical-trials-

information-system-training-supportr 2020

CTR 536/2014

9/12/2022
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Χρόνος έγκρισης :45 ημερών -αντί 60 

ημέρες

Σε ισχύ από 31/1/2022- μεταβατική περίοδος 

Υποχρεωτική κατάθεση με τον ΝΚ 31/1/2023

BM  ΠΜΣ ΕΚΠΑ Λοιμωξιολογία

http://www.mednet.gr/


ΠΡΩΤΟΒΟΥΛΙΑ 

ΕΛ.Ε.Φ.Ι. για 

την κλινική 

έρευνα &τις 

κλινικές 

δοκιμές

ΕΛΛΗΝΙΚΟ 

ΠΕΡΙΒΑΛΛΟΝ
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Η αντιδιαστολή ανάμεσα έρευνας
.

Με επίκεντρο τον  ασθενή 

Μετασχηματισμός  

για την Κλινική Έρευνα 

Εθνικός Σχεδιασμός 
• Στόχους και υποχρεώσεις

των φορέων και εταίρων

• Δείκτες αποδοτικότητας

• Σύνδεση Βασικής και 

Μεταφραστικής έρευνας 

• Ψηφιακός μετασχηματισμός 

κουλτούρα συνεργασιών, 

νοοτροπία αλλαγής 
• Κέντρα Κλινικών Μελετών

• Δικτύων Κλινικής Έρευνας

• RWD –RWE
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Κλινικές Μελέτες :Ετοιμότητα για το 

Μέλλον
• Άμεσα  & γρήγορα -Low hanging fruits: Επίλυση 

νομοθετικών προβλημάτων &  Επικαιροποίηση 

προτύπου, βελτίωση της εφαρμογής του πλαισίου & 

υπογραφής συμβάσεων : Μείωση Χρόνου ,Κόστους και 

Υστερήσεων

• Δεοντολογικό πλαίσιο για ΜΠΚΜ & RWE

• ΕΣΥ

• Μεσοπρόθεσμα -The not so low hanging fruits:

Ψηφιοποίηση εγκρίσεων &υπογραφής συμβάσεων , 

Μητρώο ερευνητών , Μητρώα Ασθενειών , Μητρώο 

Κλινικών Δοκιμών & Μελετών

Ατομικός Ηλεκτρονικός Φάκελος Υγείας:

σενάριο κλινικών δοκιμών

• Mακροπρόθεσμα -The moonshots: Δια λειτουργικές 

Ψηφιακές πλατφόρμες (EHR, RWD, bio- gene-banks)



EL.E.F.I. Initiative

Clinical Research & Clinical Trials 

Innovation Forum
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Συμπερασματικά

 Μεταφραστική έρευνα- πανεπιστημιακά κέντρα   

 Επιδημιολογική έρευνα για τα χρόνια  νοσήματα και προτεραιότητες 
στην έρευνα

 Ενίσχυση Μητρώων Ασθενών- Χρήση (EMR) AΗΦΥ ή εθνικό 
ηλεκτρονικό φάκελο Υγείας

 RWD – RWE studies για την διαμόρφωση τοπικών οδηγιών

 Διασύνδεση με διεθνή και τοπικά Δίκτυα Ερευνητών 

 Συμμετοχή σε Consortia με Βιοφαρμακευτική και , 

Μη κερδοσκοπικούς φορείς, ευρωπαϊκούς φορείς, 

ενώσεις ασθενών

 Συνεχιζόμενη εκπαίδευση

 Κουλτούρα διαχείρισης αλλαγών και  καινοτομίας

3 6/26/2022

18ο ΕΤΗΣΙΟ ΣΥΝΕΔΡΙΟ ΕΛΛΗΝΙΚΟΥ ΚΟΛΛΕΓΙΟΥ ΚΑΡΔΙΟΛΟΓΙΑΣ ΒΜ 

26 ΙΟΥΝΙΟΥ 2022
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/

Σας ευχαριστώ πολύ για την 

προσοχή σας

president@elefi.gr

info@elefi.gr

www.elefi.gr

http://link.emailwave.gr/c/443/adda8381fea7f68395584e48bbb2e3fa4898086de549326c738daa9c29ca3f99
mailto:president@elefi.gr
mailto:info@elefi.gr

