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 Pharmaceutical Medicine : 
Enhancing  Patient Benefit 

Pharmaceutical Medicine (Medicines 
Development) is the medical scientific discipline 
concerned with  the Vision for the Future of : 
• Discovery 
• Development 
• Evaluation  
• Regulatory aspects  
• Safety surveillance 
• Research Continuum (RWE,Big Data) 
• Evolving Medical affairs roles and approaches 
• Bioethics standards 
• Building capabilities of commercializing 

medicines for the benefit and safety of 
patients and the public. 

Clinical Research 

continuum  

Medical Affairs 

Benefit/Risk 

Regulatory 

Science 

Clinical 
Operations 

Safety & 

Epidemiology 
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Strategic Research  Scientific Agenda 
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Ευρωπαϊκόσ Οργανιςμόσ PharmaTrain 

15/1/2021 BM  ΠΜ΢ ΕΚΠΑ Λοιμωξιολογία 6 



Προγράμματα και εκπαιδευτικά 
κζντρα PharmaTrain  
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Strategic collaboration 
 
King’s College London 

– Develop content together with IFAPP   
– Program Accreditation 
– Quality Standards 

IFAPP and IFAPP Academy 
– Offers Professional Certification 
– Worldwide distribution   
– Academic Operations 

Private Sector: Pharma , others 
– Unrestricted grants 
– Inputs into the program 
– Expert faculty 

 
Blended Online Modular Program 
 

 
 

 
 
 
 
 
 
 
 

 
Strategic Professional Agenda 

Medical Affairs In Medicines Development 
Certification 
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΢θμαντικι εκπαιδευτικι online 
εκπαίδευςθ 
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Επαγγελματικι ςταδιοδρομία ςτθν 
Κλινικι Ζρευνα  
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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 



Pharmaceutical Medicine/Medicines 
Development Career Path 
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 Η βαςικι κατάρτιςθ των κλινικϊν 
ερευνθτϊν 6/2014  
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Αντίλθψθ δεξιοτιτων  
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Ατομικι αντίλθψθ ερευνθτικϊν 
ικανοτιτων ανά τομζα  
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HΠΑ ενδεικτικά προγράμματα 
εκπαίδευςθσ κλινικϊν ερευνθτϊν 
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• Tufts University Center for the Study of Drug Development   



Δια βίου εκπαίδευςθ ερευνθτϊν 
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Experience 

• Sabbatical 

 

Exposure 

•Exchange program 
 

Network 
• Collaborative projects 



A possible life-roadmap for a 
successful professional career  

15/1/2021 BM  ΠΜ΢ ΕΚΠΑ Λοιμωξιολογία 17 

Source: Talk by Jack Ma at World 
Economic Forum at Davos, 2018 
 



Science & Technology : Innovation 
ecosystem 

• Scientists are always 
probing the distant 
horizon 
– Inspired by curiosity  

 

 

• Science responds to 
uncertainties with 
experimentation designed  

      to create evidence 

 

• Massive changes induced 
by technology that are 
going to transform health 
care 

 

• Big Pharma as Conduit of 
innovation bringing fresh 
,scalable ideas to life 

 

• To Supply innovations that 
patients truly value 
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Science  & Research Spending 
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 Research & Development 
• High Cost & long process  
• Target identification –to 

proof of concept 
pharmacology  (R) 

• 30 % of total R&D cost  
– During 6 and a half years  
–   

– Clinical Development (D)  Phase 
I –III 
• 60% of total budget 
•  Mean duration of 6years  
•  Likelihood of approval  9-18% 

 
 

 
• ~ 2 billion US $ , 10-12 years  

Phase success and LOA from phase 

I  by disease for all indications. 
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Nature Biotechnology 32, 40–51 
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Biomed tracker Clinical  
Development  success rates 2006-

2015 
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Σο  Μοντζλο Ζρευνασ και Ανάπτυξθσ του 20ου αιώνα δεν 
είναι ςυμβατό με τα αναλυτικά μοντζλα επιςτθμονικών 
δεδομζνων  του 21ου  Προ-κλινικι 
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Μετά το τζλοσ των Κλινικών Δοκιμών ακολουκεί θ Εγκριτικι  
Διαδικαςία  ςτθν Ευρωπαϊκι Ζνωςθ για νζα φάρμακα ι εμβόλια 



Η Ερευνα & Ανάπτυξθ νζων 
φαρμακευτικϊν κεραπειϊν  

Deloitte report 2018 
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΢τάδια και χρόνοι Ζρευνασ και 
Κλινικισ Ανάπτυξθσ φαρμάκων και 

εμβολίων  
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Εγκριτικζσ εξελίξεισ  ςτθν Ευρωπαϊκι Ζνωςθ και οι 
επιςπεφδουςεσ διαδικαςίεσ για καινοτόμεσ κεραπείεσ με 
πρώιμα ςθμαντικά δεδομζνα   
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The Changing Face of Innovation 

33 

– Pharma R&D operates very differently today 
 

– Large internal research efforts are being replaced by access to 
external innovation : Universities, Foundations, Bio techs 
 

– Looking for newer R&D models, adaptive ,virtual innovation 
networks 
 

– Scientific advances still hampered by lack of human disease biology 
understanding- Translational Medicine  
 

– Research Collaborations building pre competitive “COMMONS’’ to 
enhance knowledge 
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The Changing Face of Innovation : 21st century R&D 
model 

Translational Medicine 
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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 

 



Artificial Intelligence in R&D  

• Can AI streamline components of discovery ? 

37 

Mapping Molecular Pathways 
Better uses for Existing drugs 
Back to Biology 
Can deep learning Make sense of Messy Biology ? 
Using existing data better 

Big R& D Pharma engagement in AI with the nascent sector belies its 
urgent need for those solutions  
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Making data science and digital 
dreams a reality in 21st century 
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Generate insights 

 

 

• Data42 launch 

• Digital sleep quality endpoint 
accepted by FDA 

• Oxford Big Data Institute 
collaboration 

 

 

Improve the patient 
experience 

 

• Patient Centric Remote Trials launch 

• Trial Feedback Questionnaires -  
patients feedback 

• Partnerships 

Improve end-to-end 
processes 

• RWD  

• Collaborative Authoring 
expanded 

• Migrated to eSAE reporting  
process 

Data & Digital 

AI in 
diagnosis 

Response 
prediction 

Longitudinal 
analysis 



Accelerating a suite of innovative and 
advanced therapy platforms in 21st 

century 
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mRNA Novel IO Rx delivery Targeted protein degradation Radioligand therapy 

Cell-based therapy CRISPR Gene therapy Covalent binders 

Cancer cell 

T-cell 

CAR-T 



Ζρευνα & Κλινικι Ανάπτυξθ  
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Νεότερα δεδομζνα ζωσ 14/1/2021 
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New  R & D models -clinical trials  

• Master or Platform 
Protocols 

 

• Basket Protocols 

 

• Umbrella Protocols 

 

 

 

• Adaptive protocols 
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Contemp Clin Trials Commun. 2018 Dec 1,2018 
 

.  

| BMJ 2018;360:k698 | the bmj 
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https://www.journals.elsevier.com/contemporary-clinical-trials-communications
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6120722/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6120722/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6120722/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6120722/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6120722/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6120722/


Master protocols -Platform 
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Contemporary Clinical trials Communications 12,2018,1-8 
A.Hitakawa et al 
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Basket protocols 
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Contemporary Clinical trials Communications 12,2018,1-8 
A.Hitakawa et al 
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Umbrella trials 
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Contemporary Clinical trials Communications 12,2018,1-8 
A.Hitakawa et al 
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Adaptive protocols 
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BMJ 2018;360:k698 | bmj 
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H επιδημιολογία ζηην Ε&Α 

IV 

Reinscription 

Prospective 

What are 
tomorrow’s 
markets? 

Epidemiology* 

• Prevalence 
• Incidence 
•Population studies 

Market Research 

• what are the 
unmet needs? 
• what are the  
treatment options? 

Pharmaco-
economics 

• Cost efficacy 
• Cost benefit 
• Cost-utility 

12 years 
5/10/15 years 

I III II Post-licensing 

Licensing Price 

Animal 
Tox 

Real life= Pharmaco-epi 

• Efficacy 
• Tolerability 
• Proper Use 
• Performance 

49 

EMA PASS,PAES 

FDA 
postmarketing 

studies 

* 
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ΕΠΙΔΡΑ΢Η ΢ΣΗΝ ΕΡΕΤΝΑ ΣΩΝ 
ΕΜΒΟΛΙΩΝ & ΦΑΡΜΑΚΩΝ 

Μζροσ 2 Πανδθμία COVID -19 
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In 2020, this remarkable statement 
is playing out with each passing day. 

 
In 2006, Larry Brilliant stated that 90 percent of the 
epidemiologists in his confidence agreed that there 

would be a large pandemic—in which 1 billion people 
would sicken, 165 million would die, and the global 

economy would lose $1-3 trillion—within two 
generations.  



Prepare for  waves of infection 

15/1/2021 52 

A recent analysis of May 9,2020 from the  
Center for Infectious Disease Research and 
Policy at the University of Minnesota describes 
the various shapes that wave might take. 

BM  ΠΜ΢ ΕΚΠΑ Λοιμωξιολογία 



Εξζλιξθ τθσ πανδθμίασ   
14-1-2021 
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https://coronavirus.jhu.edu/map.html 



Εξαιρετικά πρωτόγνωρθ ευρφτατθ 
ερευνθτικι ςυνεργαςία& όςμωςθ 
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Ευρφ φάςμα τφπων εμβολίων 
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Ζγκριςθ εμβολίων ζναντι COVID-19  
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ΕΜΑ Public Stakeholders Meeting 
11/12/2020  



Επιταχυνόμενθ ,επάλλθλθ και 
επαναλθπτικι διαδικαςία 
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ΕΜΑ Public Stakeholders Meeting 
11/12/2020   



΢υνεργαςία και επικζντρωςθ ςτθν 
κατεπείγουςα προτεραιότθτα 

ανάπτυξθσ των Εμβολίων  
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ΕΜΑ Public Stakeholders Meeting 
11/12/2020   



Οι Αρχζσ επιβλζπουν ςτενά και 
εξαρχισ τθν ζρευνα των εμβολίων 

διπλαςιάηοντασ το δυναμικό τουσ και 
επιταχφνουν τθν διαδικαςία 
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ΕΜΑ Public Stakeholders Meeting 
11/12/2020   



Παραγωγι των εμβολίων ξεκινά 
νωρίτερα για να είναι άμεςα 

διακζςιμα  
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ΕΜΑ Public Stakeholders Meeting 
11/12/2020   



΢υνοψίηοντασ τα δεδομζνα για τα 
εμβόλια   
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ΕΜΑ Public Stakeholders Meeting 
11/12/2020  

 Ζγιναν όλεσ οι κακιερωμζνεσ Κλινικζσ Μελζτεσ όπωσ για 
όλα τα φάρμακα 
 

 Σα χρονοδιαγράμματα ιταν ςυντομότερα διότι 
επικεντρϊκθκαν όλεσ οι δυνάμεισ και οι πόροι  
 

 Οι μελζτεσ ζγιναν ςε πολφ μεγάλουσ πλθκυςμοφσ 
ατόμων 
 

 Ζδειξαν μεγάλθ μείωςθ νόςου από τθν COVID-19 
 

 Τψθλά πρότυπα Ποιότθτασ ,Αςφάλειασ και 
Αποτελεςματικότθτασ  

 
 Παραμζνουν κάποιεσ αβεβαιότθτεσ  μακροχρόνιασ 

προςταςίασ και μετάδοςθσ ςτθν κοινότθτα  
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https://www.recoverytrial.net/ 
 
 

https://www.recoverytrial.net/
https://www.recoverytrial.net/


A virtual clinical trial ςτθν διάρκεια τθσ 
πανδθμίασ 

Νζα Πραγματικότθτα  
Σθλεϊατρικι ,Registries, RWE,PROs,Virtual trials 
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Patient Focused Drug Development 
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A decentralized vs conventional  model trial in 
Switzerland 
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 Κλινικζσ Μελζτεσ και Σεχνθτι Νοθμοςφνθ 

Analytics, technology, clinical trials – journey 
to digital health  
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ΚΑΝΟΝΙ΢ΣΙΚΟ ΠΛΑΙ΢ΙΟ ΚΛΙΝΙΚΩΝ 
ΔΟΚΙΜΩΝ 

ΕΤΡΩΠΑΙΚΗ ΕΝΩ΢Η &ΕΛΛΑΔΑ  
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΢τοχεφοντασ τθν Ανάπτυξθ τθσ Κλινικισ ‘Ερευνασ για 
τθν εξεφρεςθ νζων καινοτόμων κεραπειϊν ςτθν ΕΕ 
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CTIS new user 
friendly tool 
• Centralized  e 

submission 
• SINGLE DOSSIER 
• Coordinated 

reviews 
• SINGLE OPINION 
EMA portal early 
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,Febr 2020 Archives 
Athens Medical Society  
www.mednet.gr 
 

Clinical Trial Regulation 536/2014 
 
 

CTR 
536/2014 
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Χρόνοσ ζγκριςθσ :45 θμερϊν  
               -15 θμζρεσ  
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http://www.mednet.gr/


ΠΡΩΣΟΒΟΤΛΙΑ ΕΛ.Ε.Φ.Ι. ΓΙΑ ΣΗΝ 
ΚΛΙΝΙΚΗ ΕΡΕΤΝΑ &ΣΙσ ΚΛΙΝΙΚΕ΢ 
ΔΟΚΙΜΕ΢ 

ΕΛΛΗΝΙΚΟ ΠΕΡΙΒΑΛΛΟΝ 
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Κφριεσ αρχζσ ΕΛ.Ε.Φ.Ι. 

 
• Διαςφάλιςθ του ερευνθτικοφ ςυνεχοφσ   

– προκλινικισ ζρευνασ, μεταφραςτικισ ζρευνασ,  
– κλινικϊν δοκιμϊν,  
– κλινοεπιδθμιολογικϊν μελετϊν –RWE , και  
– μελετϊν οικονομικισ  τεκμθρίωςθσ για τθν- ΑΣΤ 

• Aςκενοκεντρικι προςζγγιςθ –Patient Focused Drug Development 
• Κουλτοφρα  ζρευνασ , ςυνεργαςιών  και ςυςτθματικοφ διαλόγου με τισ  Ενϊςεισ  

Αςκενϊν ,επιςτθμονικϊν φορζων, ερευνθτϊν ,κεςμικϊν φορζων 
Φαρμακοβιομθχανίασ & CRO και Αρχϊν 

• ΢τρατθγικό μεταςχθματιςμό των προτεραιοτιτων  
– χριςθσ νζων τεχνολογιϊν για τθν ςε πραγματικό χρόνο παρακολοφκθςθ ζγκριςθσ, ζναρξθσ 

,εξζλιξθσ και υλοποίθςθσ   των κλινικϊν δοκιμϊν , 
–  επιχειρθςιακισ αριςτείασ ςτθν διαχείριςθ των αλλαγών 

• ΢υνεχιηόμενθ εκπαίδευςθ και πιςτοποίθςθ των επιςτθμόνων Κλινικισ Ζρευνασ 
ςτο ραγδαία εξελιςςόμενο επιςτθμονικό , βιοθκικό , τεχνολογικό, κανονιςτικό 
γίγνεςκαι 
– IFAPP Academy Kings’ College Certification Program ,Diploma , MSc degree  
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Ερευνθτικό ςυνεχζσ 

Research Continuum 
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Η αντιδιαςτολι ανάμεςα ζρευνασ 
. 

 

Με επίκεντρο τον αςκενι  

΢τρατθγικόσ  μεταςχθματιςμόσ  ωσ  
Προτεραιότθτα για τθν Κλινικι 
Ζρευνα   
 
 



EL.E.F.I. Initiative 
Clinical Research & Clinical Trials Innovation Forum 
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Κφκλοσ ςυναντιςεων του 1ου εξαμινου 2021 
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https://www.linkedin.com/company/34933756/admin 

   
/ 

΢ασ ευχαριςτϊ πολφ για τθν προςοχι ςασ 
 
                         www.elefi.gr  
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