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Faculty of Pharmaceutical Medicine of 

the Royal Colleges of Physicians -UK

Definition of Pharmaceutical Medicine

 Pharmaceutical Medicine is the medical scientific discipline concerned 
with the discovery, development, evaluation, registration, monitoring 
and medical aspects of marketing of medicines for the benefit of 
patients and the health of the community.

 At core of the discipline is the clinical testing of medicines, translation of 
pharmaceutical drug research into new medicines, safety and well-being 
of research participants in clinical trials, and understanding the safety 
profile of medicines and their benefit-risk balance.

 In addition to expertise in the science of drug development 
pharmaceutical physicians need a thorough understanding of 
pharmacoeconomics, medical aspects of the marketing of medicines, 
business administration and the social impact of healthcare on patients 
and public health.

 Pharmaceutical physicians work in the pharmaceutical industry, drug 
regulatory authorities and contract research organisations, but have 
a close affinity with their medical colleagues in primary and secondary 
health care and at universities.
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Source/reference: Faculty of Pharmaceutical Medicine of the Royal Colleges of Physicians of the United Kingdom 

(https://www.fpm.org.uk/)

https://www.fpm.org.uk/


Research  Scientific Postgraduate Education and 

continuous learning –

Pharmaceutical Medicine Specialty: UK, Ireland, Belgium
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Ευρωπαϊκός 
Οργανισμός 
PharmaTrain

https://www.pha

rmatrain.eu/
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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
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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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Diploma Basic course 
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Elective Modules 
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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
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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
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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
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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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ctsa.org/education/competencies
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Translational Medicine pathfinder 
is based on material contained in the 
following three journal references.
 Sung NS, Crowley WF Jr, Genel M, Salber P, Sandy L, 

Sherwood LM, et al. Central challenges facing the 
national clinical research enterprise. JAMA. 2003 Mar 
12;289(10):1278-87. PubMed ID: 12633190

 Westfall JM, Mold J, Fagnan L. Practice-based 
research – “Blue Highways” on the NIH roadmap. 
JAMA. 2007 Jan 24;297(4):403-6. PubMed 
ID: 17244837

 Szilagyi PG. Translational research and pediatrics. 
Acad Pediatr. 2009 Mar-Apr;9(2):71-80. PubMed 
ID: 19329097
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http://sfx.hul.harvard.edu/sfx_local?__char_set=utf8&id=pmid:12633190&sid=libx%3Ahul.harvard&genre=article
http://www.ncbi.nlm.nih.gov/pubmed/12633190
http://sfx.hul.harvard.edu/sfx_local?__char_set=utf8&id=pmid:17244837&sid=libx%3Ahul.harvard&genre=article
http://www.ncbi.nlm.nih.gov/pubmed/17244837
http://sfx.hul.harvard.edu/sfx_local?__char_set=utf8&id=pmid:19329097&sid=libx%3Ahul.harvard&genre=article
http://www.ncbi.nlm.nih.gov/pubmed/19329097


Η βασική κατάρτιση των 

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



Ατομική αντίληψη ερευνητικών 

ικανοτήτων ανά τομέα 

15/12/2023
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Εμπειρία Βιοεπιστημόνων  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


Δεξιότητες &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
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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
The Joint Task Force for Clinical Trial Competency (JTF) conducted a global survey of 
clinical research professionals requesting respondents to self-assess their competencies 
in each of the eight domains of its Core Competency Framework version 3.1.

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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Average self-assessed competency rating 

by experience &professional 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  



Δια βίου εκπαίδευση 

ερευνητών
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Experience

• Sabbatical

Exposure

Exchange program

Network
• Collaborative projects



Τάσεις στην Κλινική 

Ερευνα
Οικοσύστημα καινοτομίας και έρευνας 
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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
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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

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

*Υπό 

Προϋποθέσεις



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

15/12/2023BM  ΠΜΣ ΕΚΠΑ Λοιμωξιολογία 34



Γονιδιωματική και  Θεραπείες 

Στόχευσης
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Γονιδίωμα και θεραπευτικοί στόχοι
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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



Outline

of 

emerging 

clinical 

trials 

designs 

DCTs* and hybrid trials

Adaptive trials with bio markers / translational research trials

Pragmatic trials 

In silico trials

Pharmacoepidemiology post approval trials and studies

Externally controlled trials FDA draft guidance Feb 2023

Why: To  optimize knowledge gain and reduce uncertainty 

What we need is : Shorter CT* times, improved patient safety, 
less biased endpoints , fewer ethical concerns , more risk 
modification by using specific biomarkers 

How : with the right CT design ,appropriate ethics and 
biostatistics to achieve highest possible evidence.

In fact, we cannot eliminate uncertainty.

* DCT : Decentralised Clinical Trial 

**CT: Clinical Trial

15/12/2023 38
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Increasing reliance on RWD in study 

designs

15/12/2023

n engl j med 386;18 nejm.org May 5, 2022
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FDA 2022 Novel Drug approvals: 

less rigorous evidence-37 

approvals- 413 Clinical trials

15/12/2023
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Published: August 8, 2023. 

doi:10.1001/jamanetworkopen.2023.27650 Open 

Access: This is an open access article distributed under 

the terms of the CC-BY License. © 2023 Kaplan RM et al. 

JAMA Network Open. Corresponding Author: Robert M. 

Kaplan, PhD, Clinical Excellence Research Center, 

Stanford University

https://www.fda.gov/drugs/new-drugs-fda-cders-new-

molecular-entities-and-new-therapeutic-biological-

products/novel-drug-approvals-2022

https://www.fda.gov/drugs/new-drugs-fda-cders-new-molecular-entities-and-new-therapeutic-biological-products/novel-drug-approvals-2022
https://www.fda.gov/drugs/new-drugs-fda-cders-new-molecular-entities-and-new-therapeutic-biological-products/novel-drug-approvals-2022
https://www.fda.gov/drugs/new-drugs-fda-cders-new-molecular-entities-and-new-therapeutic-biological-products/novel-drug-approvals-2022


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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AI in R&D

BM  ΠΜΣ ΕΚΠΑ Λοιμωξιολογία
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Health Technology,2023, 13, 

203-213



Opportunities 
&Challenges

Health 

Technology

,2023, 13, 

203-213 
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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

*



Μέρος 2
Πανδημία COVID-19

Επιδράσεις στην Ε&Α και ανάπτυξη 

εμβολίων
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Η πανδημία και ανάπτυξη των 

εμβολίων έναντι της COVID-19

Χρόνοι ανάπτυξης και επιτάχυνση διαδικασιών  
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 Διαφορές Μοντέλου Ερευνας



Η έρευνα των MRNA εμβολίων ξεκινά 

το 1960 
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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

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


Εξαιρετικά πρωτόγνωρη 

ευρύτατη ερευνητική συνεργασία
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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 .



Προεγκριτική και Μετεγκριτική 

παρακολούθηση ασφάλειας εμβολίων
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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



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 

15/12/2023
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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



Springer Nature Book -My Chapter 

 Ethical 
innovation for 
global health: 
pandemic, 
democracy and 
research ethics
 Editor: Chieko Kurihara, 

Japan /Ames Dhai, South 
Africa /Dirceu Greco, 
Brazil

 Medicines 
Development 
for Global 
Health 

 Varvara 
Baroutsou

 Published;

 https://link.springer.com/book
/10.1007/978-981-99-6163-4
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https://link.springer.com/book/10.1007/978-981-99-6163-4
https://link.springer.com/book/10.1007/978-981-99-6163-4


GOOD CLINICAL TRIALS 

COLLABORATIVE 

The Good Clinical Trials 
Collaborative, established in 
2020, is a not-for-profit 
organization focused on 
promoting new guidance to 
enable better randomized 
controlled trials (RCTs) globally. It 
is led by Professor Sir Martin 
Landray, co-architect of the 
Covid-19 RECOVERY trial and 
supported by Wellcome and the 
Bill & Melinda Gates Foundation.

https://www.goodtrials.org/
who-we-are/about-good-
trials-collaborative/

https://www.goodtrials.org/wp-

content/uploads/2023/04/GCTC-

guidance-ENG.pdf
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https://www.goodtrials.org/who-we-are/about-good-trials-collaborative/
https://www.goodtrials.org/who-we-are/about-good-trials-collaborative/
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Bad Research

 96 reviews authored by 546 
reviewers from 49 Cochrane 
Review Groups of 1659 trials done 
in 84 countries. 

 Of the 1640 trials providing risk of 
bias information, 

 1013 (62%) were high risk of bias 
(bad), 494 (30%) unclear and 

 133 (8%) low risk of bias. 

 Bad trials were spread across all 
clinical areas and all countries. 

 Well over 220,000 participants (or 
56% of all participants) were in 
bad trials. 

 The low estimate of the cost of 
bad trials was £726 million; our 
high estimate was over £8 billion.

Five recommendations: trials should be neither 

funded (1) nor given ethical approval (2) unless they 

have a statistician and methodologist; trialists 

should use a risk of bias tool at design (3); more 

statisticians and methodologists should be trained 

and supported (4); there should be more funding 

into applied methodology research and 

infrastructure (5).

15/12/2023
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The WHO 
guidance lists 
12 features 
needed for 
strong trials : 
July 19, 2023

public consultation: 
ended Sept 15,2023

1.Appropriate trial populations;
2.Robust randomization;
3.Adequate size;
4.Blinding and masking of the intervention(s);
5.Adherence to the trial intervention(s);
6.Completeness of participant follow-up;
7.Relevant measures of outcomes;
8.Proportionate, efficient and reliable data 
capture;
9.The same outcome assessments for all 
randomized groups;
10.Statistical analysis;
11.Assessment of beneficial and harmful 
intervention effects; and
12.Data monitoring for safety and 
effectiveness.

https://www.who.int/news-room/articles-detail/public-consultation-on-who-guidance-for-best-practices-for-clinical-

trials?utm_campaign=pharmalittle&utm_medium=email&_hsmi=267652943&_hsenc=p2ANqtz--uc-

i2prVEdGaoixZuVRgrkCElzQBpnvf8G_mNlIZpj52fptrbIkRyikPonlNoKT5cwGM5ztyQ0lzrUIrc6lEI8eGc9Q&utm_content=267652943&

utm_source=hs_email
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The remit 
includes, for 

example: 

• any design for a clinical trial: including comparisons of two 
or more interventions (one of which may be to provide no 
additional active intervention beyond usual 
practice/standard care); blinded or not; parallel, cluster, 
crossover or other design; 

• any health intervention: including (but not limited to) 
pharmaceutical and biological therapies; use  of medical 
devices; surgical procedures; vaccination; nutritional 
measures; cognitive, behavioural and psychological 
interventions; physical therapy interventions; digital and 
public health approaches; 

 any purpose: including (but not limited to) guidelines 
processes; recommendations for clinical  practice or 
public health strategies; health technology assessments 
‒ there is some relevance to  regulatory submissions 
noting the central role of the guidance issued by the 
International Council for Harmonisation of Technical 
Requirements for Pharmaceuticals for Human Use 
(ICH), which this document does not replace;  

 any setting: any geographical, economic or societal 
context; and any context including clinical trials  based 
in hospital, primary care or community settings; or 
where the intervention is delivered directly to 
participant 

 any role: including researchers and clinicians; patient 
and public groups (including trial participants); 
regulators and other national health authorities; ethics 
committees and institutional review boards;  research 
funders; trial sponsors (both academic and 
commercial). 
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Important 

clinical trials 

requirements

Declaration of Helsinki (DoH): 
High Level Ethical Principles

CIOMS* Guidelines       : 
Implementation Guidelines

ICH** Documents            : 
Professional Standards

*Council for International Organizations of Medical Sciences 

(CIOMS)

**International Conference Harmonisation (ICH)

15/12/2023
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Declaration of 

Helsinki 

 Ethical principles for 
medical research involving 
human subjects

 Adopted by the 18th WMA General 
Assembly, Helsinki, Finland, June 1964
and amended by the:
29th WMA General Assembly, Tokyo, Japan, 
October 1975
35th WMA General Assembly, Venice, Italy, 
October 1983
41st WMA General Assembly, Hong Kong, 
September 1989
48th WMA General Assembly, Somerset 
West, Republic of South Africa, October 
1996
52nd WMA General Assembly, Edinburgh, 
Scotland, October 2000
53rd WMA General Assembly, Washington 
DC, USA, October 2002 (Note of 
Clarification added)
55th WMA General Assembly, Tokyo, Japan, 
October 2004 (Note of Clarification added)
59th WMA General Assembly, Seoul, 
Republic of Korea, October 2008
64th WMA General Assembly, Fortaleza, 
Brazil, October 2013



 https://www.wma.net/policies-post/wma-declaration-of-helsinki-ethical-principles-for-medical-
research-involving-human-subjects

https://www.wma.net/policies-post/wma-declaration-

of-helsinki-ethical-principles-for-medical-research-

involving-human-subjects/
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Cioms guidelines : 

edition 2016
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ICH Guidelines

https://www.ich.org/page/efficacy-guidelines
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https://www.ich.org/page/efficacy-guidelines


E6GCP(r2)

https://database.ich.org/sites/default/files/E6_R2_Ste

p_4_Presentation_0.pdf
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E6GCP(r3)

https://database.ich.org/sites/default/files/ICH_E6%28

R3%29_Step%202_Presentation_2023_0613.pdf
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Μέρος 3
Ρυθμιστικό πλαίσιο στην Ευρωπαική 

Ενωση και την Ελλάδα
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Διεθνώς το Πρόβλημα είναι :

 80% των ΚΔ καθυστερούν λόγω μη
επαρκούς εισαγωγής κατάλληλων 
ασθενών

 30% των ασθενών διακόπτουν την 
συμμετοχή τους στις ΚΔ

 85% των ΚΔ δεν επιτυγχάνουν τον
προβλεπόμενο αριθμό ασθενών

 70 % των συμμετεχόντων ζουν σε
απόσταση > 2ωρών από το κέντρο 
της ΚΔ
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Κλινικές Δοκιμές: ΚΔ 
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For  boosting innovation and making Europe a leader in the field. 



Μέρος 4
Συμπεράσματα 

Συζήτηση 
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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  για την διαμόρφωση τοπικών 

οδηγιών
 Διασύνδεση με διεθνή και τοπικά Δίκτυα 

Ερευνητών 
 Συμμετοχή σε Consortia με Βιοφαρμακευτική και 

Ιατροτεχνολογική έρευνα  , μη κερδοσκοπικούς 
φορείς & ευρωπαϊκούς φορείς,& ενώσεις 
ασθενών

 Συνεχιζόμενη εκπαίδευση των ερευνητών
 Κουλτούρα διαχείρισης αλλαγών και  

καινοτομίας
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 Σας ευχαριστώ πολύ για την προσοχή σας

 varvara.baroutsou@ifapp.org

 https://www.linkedin.com/company/65277832/admin/f

eed/posts/
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