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Meplypappa

EA.E. Q.1

EAAHNIKH ETAIPEIA
OAPMAKEYTIKHZ

¢ Mépoq 1 ATPIKHE
— Ewoaywyn otnv QappokeuTikn latplkn
* Metamtuylakn ekmaidevon, Motonoinon & Zuvexwlopevn eknaibsvon
— Taoelc otnv KAwikn Epevva & Avarmtuén
o KAWLIKEC AOKIUEC & MeAETEC
e Mepog?2
— MNavénuia COVID-19

* Enidpaon otnv avantuén ¢apuakwy Kol LOVTEAWV EPEVVOLC
* Avamtuén epBoAlwv

e Mepoc3
— KavovioTiko mAaioto yia tig KAvikéc Aokipeg otnv EE
« Méepoc4

— H KAwwkn Epguva otnv EAAGSa
* MNpwtoBoulia EA.E.O.I.

— Clinical Research & Clinical trials Innovation Forum
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Mépoc 1 Qappakevutikn latpiki & Taoelg otnv KAwvikn Epguva

EIZATQIH

15/1/2021 BM NMMZ EKMA AowuwéloAoyia



Pharmaceutical Medicine :
Enhancing Patient Benefit e

BAPMAKEYTIKHE
Pharmaceutical Medicine (Medicines
. . . .o T Clinical Research
Development) is the medical scientific discipline
continuum

IATFIKHE
concerned with the Vision for the Future of : /

* Discovery
 Development -
e Evaluation

e Building capabilities of commercializing

medicines for the benefit and safety of

patients and the public. /TFAPP

Pharmaceutical Medicine

* Regulatory aspects

» Safety surveillance

* Research Continuum (RWE,Big Data)
* Evolving Medical affairs roles and approaches
* Bioethics standards

15/1/2021 , 4
BM MMZ EKMNA Aotpwéloloyia



Strategic Research Scientific Agenda w22

EAMHMIKH ETAPELA
DAPMAKEYTIKHE
|IATPIKHE

PharmaTrain Syllabus Revision Project (SRP)

Pharmaco-
vigilance

Clinical
develop.

Translational
medicine

Preclinical
develop.

Discovery
research

; " K“°W'e"9e Ma"agem""t b AlM: To revise PharmaTrain Syllabus for Pharmaceutical Nedicine /
Educatlon & Tramlng Medicines Development Science V1.0 (2/2010)
I I I I I I » Sponsors: IFAPP, FP, PTF. SRP Project Centre: FPH
Predictive Predictive |dentification Patient Validation of Benefit/Risk b Revised Syllabus V2.0 2018 available: 22 December 2017
pharmacology toxicology of biomarkers recruitment biomarkers assessment d ' '
with regulatory » Roll-out revised PharmaTrain Syllabus V2.0 2018 from 1 January, 2018
authorities
) Efficacy
= Safety Project summary

Education and Traim'ng is the Project Timeline: 4 Nov'16 to 31 Dec 7

L foundation for the entire value chain

Submission of draft revisions: 30 Jun'17
Completion of Syllabus coordination: 31 Aug'17
Review and reconciliation: 30 Nov'17

Revised Syllabus V2.0 available: 22 December 2017

b A . . A

STrapp

19 V5B tical Medicine BM MM EKMA Aotpwétoloyia 5



Evpwmnaikoc Opyaviopnoc PharmaTrain

P HARMAT RAI N News About Us Training Centres Assessment Membership Resources Contact

PharmaTrain's Activities

The SMD Programme has been achieved with great success in Italy

Mastering Medicine Development

PharmaTrain is implementing reliable standards for high-quality postgraduate education and training in Medicines Development. Training Centres,
which offer Diploma Courses, Master Programmes as well as CPD Modules and training courses under the PharmaTrain brand share the high

PharmaTrain standards and undergo quality assessments.
ttps://www.pharmatrain.eu/index.php

15/1/2021 BM NMMZ EKMA AowuwéloAoyia 6



[poypappota Ko EKTToLOEVTIKA

Kevtpa PharmaTrain

Masters / Diploma List

" -y rse P de

Course Name

CEMDC Cooperative European Medicines
Development Course (2017-2019)

Diploma of Advanced Studies in Pharmaceutical
IMedicine

Drug Development Science MSc/PgDip/PgCert

Eu2P Master Degree in Pharmacovigilance and
Pharmacoepidemiology

Master in Preclinical and Clinical Research and
Development of Drugs

IMaster of Advanced Studies in Medicines
Development (MMD)

Master of Science in Clinical Research
MSc Pharmaceutical Medicine
MSc Pharmaceutical Medicine

MSc Preclinical and Clinical Drug Development:
Scientific, Regulatory and Ethical Aspecis

Fharmaceutical Medicine MSc, PaDip

Post-Graduate Programme in Pharmaceutical
Medicine & Medicines Development Sciences

15/1/2021

Course Provider

CEMDC, Semmelweis University
University of Basel - European Center of
Pharmaceutical Medicine (ECPM)
King's College London

Euz2P

University of Milano Bicocca

University of Basel - European Center of

Pharmaceutical Medicine (ECPM)

Donau-Universitat Krems

University Claude Bernard Lyon, Eudipharm

University of Duisburg-Essen

Catholic University Medical School, Rome

Trinity College Dublin

Free University of Brussels (ULB), PHARMED

PharmaTrain Recognition

Centre of Excellence

Centre of Excellence

Centre of Excellence

PharmaTrain Centre

Centre of Excellence

Centre of Excellence

Centre of Excellence

Centre of Excellence

Centre of Excellence

Centre of Excellence

Centre of Excellence

Centre of Excellence

BM NMMZ EKMA AowuwéloAoyia

Country

Hungary

Switzerland

United Kingdom

World Wide (Distance Learning)

Italy

Switzerland

Austria
France
Germany

Italy

Ireland

Belgium



ING'S
College
LONDON

EA.E.Q.1.

EAAHNIKH ETAIPELA
DAPMAKEYTIKHE
[FTHIHE

Strategic Professional Agenda
Medical Affairs In Medicines Development

Certification

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

BM NMMZ EKMA AowuwéloAoyia

Competency Domains for the

Clinical Research Professional




2NUavTikn eknotdevtikn online
ekmatdgvon

EL.E.F.I. Hellenic Society of Pharmaceutical Medicine a Member of...
g 753 followers
3\‘-’ - ®

#EL.E.F.L. is recommending the highly esteemed #CSDD certification course in

#Fdrugdevelopment hosted by #FAmericanCollegeinGreece taking place in March
2021. ...5ee more

e |

i2247 A%

y Ho
.
P

Sy
¢

§ /4

* 5

AR P o
The American College of Greece | Tufts Center for the Study of Drug Development
- ACG Professional Certificate in Clinical Pharmacology. Drug Development and...

15/1/2021 BM MMZ EKMA AowpwéloAoyia 9



ErtayyeApotikn otadtodpopio otnv
KAwikn Epsuva

Life Science Career Tips Tips for PhD students & Postdocs

Why Clinical Research is a Hot Career Choice
For 2021 and Beyond

=z uodstec Oct 19, 2020 <% O

Imagine waking up to the news that the vaccine you relentlessly worked upon has saved millions
of lives across the globe! Clinical research is one of the noblest fields that attempt to improve the
quality of life! It involves translating basic and advanced research involving human subjects into
novel treatments and therapies. Indeed, with medical and pharmaceutical companies growing at
a fast pace, there is a huge demand for proficient clinical research professionals. Let us look at
what clinical research has to offer us in the near future!

https://www.enago.com/academy/clinical-research-hot-career-2021-
beyond/?utm_source=emailer&utm_medium=email&utm_campaign=news_061020

15/1/2021
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Pharmaceutical Medicine/Medicines
Development Career Path

Hero in Pharmaceutical Medicine

Global Fellow in Medicines Development Y

1
Specialist in Medicines /fF AP P

Development Pharmaceutical Medicine

Career Path in Pharmaceutical Medicine/Medicines
Develooment

15/1/2021 BM NMMZ EKMA AowuwéloAoyia 11



H Baolkn Kotaption TwV KAWVLKWY
EpEUVIT[d)V 6/2014 CDCenterWatCh

Encompasses all elements of
communication within the site and between
the site and sponsor, CRO and regulators.

Encompasses knowledge of scientific
concepts related to the design and analysis of

Understanding of teamwork skills clinical trials
necessary for conducting a clinical trial
Scientific
Communication Concepts and
and Teamwork Research
Design Encompasses care of
Encompasses the principles patients, aspects of human
and practice of leadership and subject protection and
professionalism in clinical 4 Ethical and safety in the conduct of a
research Leadership and Participant Safety clinical trial
Professionalism Considerations
Encompasses how datais | ~Data Management Medicines
acquired and managed during a and Informatics Developmentand
Regulation

clinical trial, including source
data, data entry, queries, quality
control, and correction and the
concept of a locked database

Encompasses content required at the site

level to run a study (financial and personnel
aspects). Includes site and study operations
(not encompassing regulatory / GCPs)

15/1/2021

Clinical Trials
Operations
(GCP’s)

Study and Site
Management

Joint Task Force for Clinical Trial Competency

BM NMMZ EKMA AowuwéloAoyia

Encompasses knowledge of
how drugs are developed
and regulated

Encompasses study management and GCP
compliance; safety management (AE
identification and reporting, post market
surveillance and PV) and handling of
investigational product

12



AvtiAnpn deélotntwyv

4% Asia/Australia (n=65) ‘
TABLE 6: Seif-Perceived Competence in Domain by Academic Degree

Domains Competence/Role (mean value)

: Ho st A5 Diploma | BA/BS Post-BA/BS | Masters Doctorate
24% 31% sondaylegee (=) (=9 0 Cetfoe | p=t6) (=R
Western Europe USA/Canada 1=39) =1
(n=377) (n=489)

*Scientific Concepts and Research Design -~ | 0. 02 03 03 03 05 07
*Hhica and Partcpant Safety Considerations | 0.5 05 06 0 0§ 07 08
4% Medicines Development and Regulation 03 04 04 04 04 05 05
Latin America/Caribbean (lnica Trials Operatons 06 06 l6 0 07 07 08
n=653
¢ ) Study and Site Management 05 07 0§ 05 07 06 0§
Data Management and Informatics 05 05 06 06 0§ 06 0§
Leadership and Professionalism 0§ 04 0§ 06 07 07 0§
*Communication and Teamwork 05 05 05 05 06 07 0

Notz: Domeainstagged () ANOVA p < 00001 across domain and degree eamed at 3% sgnifcance levl, Shaded areas > 0.6 ‘competent”

TABLE 7: Self-Perceived Relevance to My Position of Domain by Academic Degree

Domains Relevance/Role (mean value)
o Post- AS/AD Diploma BA/BS Post-BA/BS | Masters Doctorate
Secondary Degree | (n=92) (n=119) n=31Y) (ertificate (n=462) (n=330)
(n=35) (n=133)
Scientific Concepts and Research Design 03 02 04 02 03 04 06
Ethical and Participant Safety Considerations | 0.6 07 06 06 06 07 07
Medicines Development and Requlation 04 04 04 03 04 05 04
(linical Trials Operations 06 07 07 06 07 07 07
Study and Site Management 05 07 07 06 06 06 07
Data Management and Informatics 06 06 06 05 06 06 06
Leadership and Professionalism 06 07 07 06 07 07 07
*Communication and Teamwork 06 06 04 05 04 04 07

Note: Domains tagged (*) ANOVA p < 0.0007 across domain and degree eamed at 5% significance level. Shaded areas = 0.6 "competent.”

15/1/2021 BM M3 EKMA Aotpwélohoyia 13



Atopukn avtiAnyn epevvnTikwv
LKOALVOTNTWV OVO TOLLEQ

TABLE 1: Self-Perceived Level of Competence in JTF Domains by Role

Domains Competence/Role (mean value)

DM RA CRC/CRN CRA RM/PM P1/CoP|

(n=47) (n=290) (n=559) | (=177) | (n=357) | (n=354)
Scientific Concepts and Research Design 03 0.3 03 04 04 0.8
Ethical and Participant Safety Considerations 04 0.7 0.7 0.7 0.7 0.8
Medicines Development and Regulation 03 0.5 04 0.5 0.5 0.5
Clinical Trials Operations 04 0.6 0.6 038 0.7 0.8
Study and Site Management 0.3 0.4 0.5 0.6 0.7 0.7
Data Management and Informatics 0.7 04 0.6 0.7 0.6 0.7
Leadership and Professionalism 04 0.5 0.6 0.6 0.7 0.8
Communication and Teamwork 0.5 0.5 0.6 0.6 0.6 0.8

Naote: ANOVA p<0.0007 between roles across all domains at 3% significance. Shaded area = 0.6, “competent.”

15/1/2021 BM MMZ EKMA Aotpwélohoyia 14



HIMA evOELKTIKA TIPOYPAMOTAL
eKTIALLOEVONC KALVIKWV EPEUVNTWV

Sample online offerings:

e Northwestern University, Clinical and Translational Sciences Institute Introduction to Clinical
Research Online Modules

e University of Washington, Institute of Translational Health Sciences (ITHS), Self-Directed Learning
Center

e Office of Research Integrity: The Lab, The Research Clinic
e NIH: Teaching the Responsible Condiict of Research
e ACRP: GCP—An introduction to ICH GCP Guidelines

e Collaborative Institutional Training Initiative (CITI): Populations in Research Requiring Additional
Consideration

o UC Davis: Strengthening Provider Patient Communication Skills in Clinical Trials.

Tufts University Center for the Study of Drug Development

15/1/2021 BM NMMZ EKMA AowuwéloAoyia 15



Awa Blou ekmatldevon epeuvnNTwyY

Rule of 70:20:10

70’ - EXPERIENCE
Experiential Learning

New and Challnging Expe Experience

e Sabbatical

R Work Haipng Workes Sole Probiems

Reflective Practice

20’ - EXPOSURE
Social Leaming

eExchange program

% Communtes, Networks and Sarng

Caaching and Menloring
i

|

e Collaborative projects

.+ 40" - EDUCATION
Learn L Formal Learning

Structured Coursas
and Programs

15/1/2021 BM M3 EKMA Aotpwélohoyia 16



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

15/1/2021

Mentor

Longterm
Relationship
driven

Not manager
Expertin skills

required for
futurerole
Plan owned by
mentee
Selected by
mentee

Fig.8 Diverse mentoring approaches can have an even broader
impact on careers. A career when it progresses through the right men-
toring and under the influence of supportive peers, helps nudge the

Coach

Shortterm
Task/ situation
driven

Can be manager
Expertin
coaching
Onuson both
coachand
coachee
Manager involved
in assigninga
coach

Sponsor

Long term
Trustdriven

Not manager
Works in same
business atleast 1
to 2 levels above
manager
Commitmentby
both sponsor &
candidate
Sponsor happens

A possible life-roadmap for a
successful professional career

Peer /
Buddy

Longterm
Trustdriven
Not manager
Sameas your

level

Initiative by the
candidate
Selected by
candidate

three key levers of job performance and career success: ability, moti-
vation, and opportunity

Goodboss.
Good company.

Learnhow to dothings Try different things.
You can afford to

properly.

Do things thatyou
aregood at.
Start prioritizing
stability.

Train & develop
young talent, next
generation.

Lend your
experience.
Stay with
grandchildren!

I |MD “ Marriage | Kids

| Children education, Parents

“ Children settlement, marriage(s)

BM MMZ EKMA AowpwéloAoyia
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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



Science & Research Spending

GO0 —vessmsmrinsoereeiisusermsarssssssisisr it sTis st LS N S e S Se s e s a s sa ue
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Japan
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= Germany Clinical Research

§ 1O O s s e e e S e e S - .55 322 S South Korea

(&3 France

India
o - . .L United Kingdom

2001 2005 2009 2013 2017 onature

Source: National Science Foundation

Population Health
New Drug and Biologics Approvals and R&D Spending honacodimrsrico N asaarca

genes-protoins-cells-animal models-patients-health core organization

NME/NBE Approvals

1963 7968 1973 1978 1983 19BR 19935 1988 2003 2008 2013

RA&D expenditures are adjusted for inflafion; curve is a 3-year moving average for NME/NBEs
Souwrces: Tufts CSDD; PARMA, 2014 Industry Profile
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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
| Il
* 60% of total budget
* Mean duration of 6years
* Likelihood of approval 9-18%

e ~2billionUSS, 10-12 years

BM MMZ EKNA Aotpwéloloyia

I by disease for all indications.

100 Phase 2 W Phase 3 <+ LOA
90+ 18%
17%
80
1%

70 68% 67
" 65% 83%
@ 3% 60%  61%
o 601 2%
Q
?
o 50
1)
]
L
o

Phase success and LOA from phase

53%

1%
0%
50 4 a b
ol 49 % 45%
401 3ol 349 5 I
32
o 309 T,
30 28 26% r
20-1 b
101 o |
& & d
b 3 &
» Qg: ?\\

Nature Biotechnology 32, 40-51
(2014)

The bars represent phase 2 and phase 3 success rates and the line represents LOA from phase 1.

-

| @seyd wou
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Biomed tracker Clinical
Development success rates 2006-
2015

Prabability of Success

NME vs. Biologic vs. Non-NME Likelihood of Approval from Phase I
304
100% 8&%90% 6.4%
90% Hzm
80% = ;
g 70% 74% =m mm
§ 70% 66 & o % s 1
ol 57% g1 13.0% 380,
n 60% P 114% 3y 45
= 5.6%
E 50% 48% 49 alﬁ
h -
E 40% 34 5%
g Wk iy 22.6% 0%
¥ & & p ¢
o
S 115 f{;jfﬁj fffff/jfﬁff
10% 6.2
f &S
0% i

PhaseIto Phasellto Phaselllto NDA/BLAto PhaseIto
Phase I  PhaseIIl  NDA/BLA  Approval  Approval

NME BBiologic MNon-NME
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To Movtélo Epeuvac kat Avantuénc touv 20° awwva dev
glvoll GUMBATO HE Tt AVOAUTIKA LOVTEAOL EMLOTNHOVLIKWYV

Mpo-KALVIKA KAwvikn
Epeuva

daoewc 1,111

Alin il Longitudinal

di : ‘ Response .=
iagnosis _ ‘ ~ i
& : 1 [y'? prediction | analysis

Data & Digital

BIG DATA  ANAILYTICS DECISIONS
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To Avaduopevo Movtélo Yrniep -Kawvotopou Epguvac kat
‘ Avarnrtuénc tou 21°° auwva —

Eykplon 1o

KAWLKEC YN* amno . E
. QTto pELVA 0
Mpo-KAWLKN MeAéteg J Tic Aoye  DdoEwe R I'IpooBoeon &
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Meta to T€Ao¢ Twv KAvikwv Aokipwv akoAouBei n Eykpitiki
Awadikaoia otnv Evpwrnaikn Evwon ywa véa pappaka i epPoALa

Small scale studies

Pharmaceutical
quality

T 007 ~Q
Q- § 03

In vitro In vivo

Non-clinical

Pe Do Do Do Do Do De De

00 000 o000
OO OO Seas
00 000 o000
OO OO0 Seas
28 AR Add
28 AR Add
00 000 o000
O OO aee
00 00O 00
D OO Maee
00 000 0& [ ]
0 O Maee
00 000 o000
D MEE Saas
I I I

Clinical trials

al it 8§

 mma—

EMA EC Scale up production Safety studies
Evaluation & P Safety
decision Manufacturing monitoring



H Epsuva & Avamtuén VEwvV
DOPUOKEUTIKWY BEpaTtELWV

Tecostobriganassettomaret §2 468m - Latesstage pipelinesire
sicsdsgnwsnsi | )()18 results for large cap

N
record levels " o1 188m oncology asset

w g S biopharma companies

2010 R&D returns have fallen to the lowest level

10.1% in nine years
m s \ 2012

B 7.3% N
Forecas ek ) 5.5% 2016
Sesper 4.2%
assethae WY
more
than
halved
since 2010 :

N/

m
$816m  S407m

15/1/26M NMMZ EKNA Aotpwéloloyia
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PHASES OF THE RESEARCH AND DEVELOPMENT PROCESS

Screening (10,000 molecules)

(o} 5 years 10 years 15 years 20 years 25 years

; Patent expiry SPC (supplementary
- protection certificate) max.+ 5 yeai

10 years of R&D 2 to 3 years
of administrative procedures

15/1/2021 BM MMZ EKMA AowpwéloAoyia 27



>tadla kat xpovol Epsuvac ko
KAwvikng Avamtuénc poppakwy Ko
eUPOALWV

' Vaccine available for use

-> ) Pharmaceutical quality
H - Non-clinical research
- Phase II -
AL
£
- PhaseIll = | O

Scientific evaluation and authorisation -

Large-scale production
Studies after authorisation »)

I R R R R R AR R NN NN RN

Q)

&

[£2

—
=

[ 3§
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Evkpultikeg e€eliéelc otnv Evpwmnaiki Evwon kot ot
‘ EMLOTIEVOOVOEC SLOOLKOGLEC YLOL KALVOTOUEC OEpATELEC ME
TPWLHLA CNMAVTIKA dedopeva

Pre-clinical Phase 1-3 Phase 4
research clinical studies clinical studies

Accelerated assessment
PRIME

Priority Review*
Fast track /
Breakthrough Therapy

/ RMAT designations. Fast track procedure

FDA
EMA

Swissmedic . Parallel review initiatives:  *
*New pilots at FDA: e.g. RTOR ~ Orbis, ACCESS




Why clinical development needs disruptive innovation

ROl of R&D continues to fall ...

.. While costs of development continues to rise?
IRR of R&D for large pharma cohort Gbn
Percent -l ______ 3\42%)1 1*’,
Cost of Capital 2 25 :
\10.1 ostof Cap 2 25
2

w2010 2011 2012 2013 2014 201

1. Business Menitor Intenational, Harvard Business Review and CMS (Centers for Medicare and Medicg
2. Adapted from: Muncs, B. Nature Reviews Drug Discovery, B:950, 2002

1
1970 1890 2010

Number of planned
study volunteer
visits

Total number of
procedures per
protocol

73% Types of medical

procedures required 56%) Length of participation

, 1.Getz, K. A & Campo, R A. New Benchmarks Charactantzing Growth In Prolocol Design Compieadty. Ther. Innow. Regul. Scl. 52, 22-28 [2018)
1?%/%% EKMA Aotpwérlohoyia 2. Report from CISCRP. Permeptions & Insights Study Report on The Participation Dacision-Making Process, (2017) 31



Rethinking drug discovery —
Turning the Titanic?

Elias A. Zerhouni, President Global R&D, Sanofi
Editorial in Science Translational Medicine, January 20714

‘We must acknowledge that no
single institution, company,
university, country, or government
has a monopoly on innovation.’

15/1/2021 BM NMMZ EKMA AowuwéloAoyia 32



The Changing Face of Innovation

— Pharma R&D operates very differently today

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

— Lookin%(for newer R&D models, adaptive ,virtual innovation
networks

— Scientific advances still ham‘oered by lack of human disease biology
understanding- Translational Medicine

— Research Collaborations building pre competitive “COMMONS” to
enhance knowledge



The Changing Face of Innovation : 215t century R&D

Research Development
Discovery Early Development Full Development Launch

Candidate e A |

Selection PpIovs
Aot % Drug and Animal PK initial Dose Efficacy  Safety and Label Life-cycle
: phase ! target efficacy, PK human efficacy management,
: ; and safety safety post-marketing
e safety
B Translational Medicine Team
: Involved :
: A A A A
esionas DC PPA FDP SoP 4 Launch

Submission




www.ScienceTranslationalMedicineorg 6 February 2013 Vol 51ssue 171 11eml

Biomedical
informatics

Hypothesis

Cell lines

Kristin Baxter,"? Elizabeth Horn,' Neely Gal-Edd," Kristi Zonno,'? James
O’Leary,’ Patrick F.Terry,* Sharon F. Terry™

Basic science: Research
and knowledge base

Assay
development

Molecular

pathway Compound
libraries

Phenotypes

Researcher/

IRB approval Contractual and

legal agreements

Recruitment
Qualified
investigators
and study staff

Informed Partidpant
consent gy enrollment
development,

clinical research, Updated natural
and regulatory history
requirements

Clinical cohort,

Phase 1 clinical
trials (PIC,

Identification of safety, dose)

subpopulations

Phase 2 clinical
trials (safety,
Responders, efficacy, dose)

nonresponders

Phase 3 clinical
trials (safety,
efficacy)

Standard

screening

Misses

Approved
compound

Clinical trial
planning and
preparation

Therapeutic

Trial design and clinical

IND
application

FDA: reporting,
meetings,
amendments

Safety
NDA or BLA

of care

Phase 4
(postmarketing)

!

Insurance coverage
and reimbursement

Lead
optimization
Chemistry,
manufacturing,
and control

Medicinal
chemistry

Non-GLP studies o'

Acute In vitro / in vivo
toxicology

phamacology

Efficacy / Proof
Dose of concept

<GMP manufacturing

GLP preclinical
studies

Therapeutic
discovery and
nonclinical
research

Downloaded from stm sciencemag.org on April 17, 2015

i Pharmacology Long-term
) e
in inical ?
practice {ongoing)
Sustained
Access to product availability
therapies
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The Changing Face of Innovation : 215t 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

e Can Al streamline components of discovery ?

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 Al with the nascent sector belies its
urgent need for those solutions



Making data science and digital
dreams a reality in 215 century

Al in 4 = Longitudinal

Respons&

dia n05|s/ ‘

& — 4 predlctlon analysis
- W’V\ p‘f’il‘f' f’ / % :
vy @kat: Ve

Data & Digital

BIG DATA  ANALYTICS  DECISIONS

Lk HIN [ in 1l

o il

'c'.'-." iy il !H

ot ||.|| Wi
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Accelerating a suite of innovative and
advanced therapy platforms in 215

century

Cancer cell um 3 & ) N
¢ T e [R5 ‘\,
CAR-T GARIBOY BVeRiS  HOMOLOGY Berkeley
Cell-based therapy CRISPR Gene therapy Covalent binders

(6\‘";%) ’\S\@
e/
e
P < =
= NST Tz n“m
WYSs 5 INSTITUTE !
mRNA Novel 10 Rx delivery Targeted protein degradation Radioligand therapy
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Epeuva & KAwikn Avarmtuén

Traditional development

Process
. development, Large scale
Design and preclinical, production
exploratory toxicology Clinical trials Regulatory anscl
preclinical st'udies review distribution

Coldnn oo S

2 e \\\i\\-c&b o
Years 2-4 years 1-2 years 2 years 2-3 years 1-2 years

15 years

COVID-19 vaccine development

Process
development,
Design and  Preclinical, Clinical trials Regulatory
exploratory toxicology review

preclinical studies
Phase Il

B3 FDA,
: » Phase V/ EMA
- Overlapping clinical
hases

i s etc.
3 -~ S >
> s << &
Pre-existing from <> o> Review on :?roﬂing
SARS-CoV-1 = o
- Co\:M P -::: or o Production at risk EUA?
development
months months months

10 months to 1.5 years
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Coronavirus Vaccine Tracker

By Carl Zimmer, Jonathan Corum and Sui-Lee Wee Updated Jan. 8, 2021

PHASE 1 PHASE 2 PHASE 3 LIMITED APPROVED ABANDONED

Vaccines Vaccines Vaccines Vaccines Vaccines Vaccines
testing safety inexpanded in large-scale in early or approved abandoned
and dosage safety trials  efficacy tests  limited use for full use after trials

Vaccines typically require years of research and testing before
reaching the clinic, but in 2020, scientists embarked on a race to
produce safe and effective coronavirus vaccines in record time.
Researchers are currently testing 64 vaccines in clinical trials on
humans, and 20 have reached the final stages of testing. At least 85
preclinical vaccines are under active investigation in animals.

BM NMMZ EKMA AowuwéloAoyia
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Neotepa dedopeva ewe 14/1/2021

15/1/2021

New additions and recent updates

Jan. 6

Jan. 6

Jan. 4

Jan. 4

Jan. 3

Jan. 4

Jan. 3

Jan. 3

Dec. 31

Dec. 30

Dec. 30

Dec. 30

Dec. 28

Brazil says Sinovac’s vaccine has an efficacy of 78 percent.

The European Union authorizes Moderna’s vaccine.

Israel authorizes Moderna'’s vaccine.

Taiwan's Medigen moves to Phase 2.

India authorizes a vaccine from Bharat Biotech.

Mexico authorizes the Oxford-AstraZeneca vaccine.

India and Argentina authorize the Oxford-AstraZeneca vaccine.

India's Zydus Cadila moves to Phase 3.

The W.H.O. gives emergency validation to the Pfizer-BioNTech vaccine.
China approves the Sinopharm vaccine.

Britain authorizes the Oxford-AstraZeneca vaccine for emergency use.
Sinopharm announces an efficacy rate of 79 percent.

Novavax begins a Phase 3 trial in the United States.

BM NMMZ EKMA AowuwéloAoyia 42



New R & D models -clinical trials

Master or Platform * Adaptive protocols
Protocols
| BMJ 2018;360:k698 | the bm)j

Basket Protocols

Umbrella Protocols

Contemporary Clinical
Trials Communications

Contemp Clin Trials Commun. 2018 Dec 1,2018

BM NMMZ EKMA AowuwéloAoyia
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https://www.journals.elsevier.com/contemporary-clinical-trials-communications
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Master protocols -Platform

Patient registration

Analysis of genomic information using NGS

T wg mg

Marker 1 Marker 2 — Marker N Negative for
positive positive positive all markers
Sub-study
- Sub-stud LR Sub-
Sub-study 1 ub-study 2 ub-study N Hoowiap

Contemporary Clinical trials Communications 12,2018,1-8
A.Hitakawa et al
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Basket protocols

tumor
type A

tumor
type B

tumor
type C

N7

15/1/2021

marker A
'
targeted drug A

i

Sub-study A

Contemporary Clinical trials Communications 12,2018,1-8

A.Hitakawa et al

tumor
type X

tumor
type Y

tumor
type Z

N7
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=

Sub-study N
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Umbrella trials

& tumor type X
marker A marker B
targeted targeted
dEgA control drugB control
Sub-study A Sub-study B

BM NMZ EKNAB\ouwéloAoyia

marker N

PN

targeted ——
drug N
Sub-study N

Contemperary-Clinical trials Communications 12,2018,1-8
A.Hitakawa et al




Adaptive protocols

Interim analysis Final analysis

T - e
TET

Conventional trial

'i' Treatment 1

'i' Standard of care

Original planned
sample size

il '.'
Adaptive clinical trial with sample size reassessment
Increased

- ° ° 0.2 e o
sample size s o @
'll. Standard of care 'I. ". P i m

Adaptive clinical trial with response adaptive randomisation
- [ ] -
T — -7 B
Allocation ratio adapted to
favour enrolment to treatment 1 e ® o

'i' Standard of care i' '.' I 'n' 'l' 'n'

Adaptive clinical trial with adaptive enrichment design

0
EEEERE m.llllll

[ ] -
N ) MR Treatment 1 = -,
™Y - <R i
. o o : I
Standard of care =
Tre SSR i

BMJ 2018;360:k698 | bmj
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HE EE W
Patient involvement in medicines _f
EUPATI

R&D: a practical roadmap akouild

on Therapeutic Innovation

Protocol . .
syno sis Trial Steering )
s Qesi . Committee : Information to
HmR— articipants
Setting  protocolfolow 5 P agcslecmdiments Regulatory
reseahrch Protocol - . > new safely information Affairs
& pnOﬂ es des| n ; access . MAAevaluall
e gap analysis reievgnt endpoints, o z Data & Safefy: EPAK summaries
Seaning : PRO ¢ Investigator ¢ Monitori L
:%ghn!ng it «  in-/exclusion criteria H g onitoring :- updated s‘&fgtv
i sl e SimesiaoL  meefings | Board S
defining patient- n )
o R oo Salaries oot taues
vaiue and moblllty ussueslloglshm opportunmes amendments
utcomes «  data protect
» adherence maasures OMOngger ts
Research Research Design Research Conduct and Market Authorization and
Prioritie: and Planning Operations Post-approval
i E : i ; ; E ¢ Post-Study
g Info[matlon P Ethics Review Rﬁg’?arrs.g?nm . Communication
Nedum Fundraising §r | |} S | L L B,
Pm : dxsggma?:at'on ¢ Informed £ patient community - professiongte ity
disease ¢ Consent
area O - P Health  ° ShiGien®
Ui
required et?nrt}z?o!tuaelguleg L s ':,?33332‘ Tech no|ogy ?Lii%'"&’rgﬁ"u of o
Assessment  patient community /
rsy:x&gﬁn‘fgsnfamﬂy members professionals

Improving Patient Involvement in Medicines Research and Development: A Practical Roadmap. Geissler, Ryll, Leto, Uhlenhopp, Therapeutic Innovation & Regulatory
Science (2017), doi: 10.1177/2168479017706405, and at www.eupati.eu
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H € European Netwiork of Cent
H E n I 6 n I'I I OAOYI CI GT n V E &A ww fourrg%g?:\a:o:g:ie;iolggyr:;d Pharmacovigilance

frneeeee
il
TeenReRRLY

EMA PASS,PAES

eunethta

EUROPEAN NETWORK FOR HEALTH TECKNOLOGY ASSESSMENT

Market Research R . .
eal life= Pharmaco-epi
Pharmaco- P
Epidemiology* e what are the i .
- P gy A o economics e Efficacy
Prospective e e Cost eff « Tolerability
e Prevalence treatment obtions? * Costﬁ |caf_cty e Proper Use
. H [ ]
What are e Incidence P Cost i.?.i : e Performance
7, . . [ ] -
tomorrow’s ePopulation studies ost-utifiity
markets? . .
Licensing Price Reinscription
Animal . .
I II III Post-licensin
Tox IV g
N - NG /
T~ Y
12 years 5/10/15 years
FDA
?Ilgypes of Studies .
e postmarketing
1. Cohort studies — A cohort (group) of individuals with exposure to a chemical and a cohort without exposure are followed aver
time to compare disease occurrence. |ﬂICmatl0na| SOCIth 1
2. Case control studies — Individuals with a disease (such as cancer) are compared with similar individuals without the disease to Or PharmacoepldEmIOk)gy St u d I e S

determine if there is an association of the disease with prior exposure to an agent.
3.C i studies — The prevalen:

such as:

° TV vAgn lory conditions among furniture makers.
4 Ecnloggﬁfﬂfzg:g’gnce of a disease in one geographical area is compared to that of another area, such as: B M n M z E K n A /\O Luw& OAOV Kol

of a disease or clinical parameter among one or more exposed groups is studied,

49

o Cancer mortality in areas with hazardous waste sites as compared to similar areas without waste sites.
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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

SSIBLE SCENARID 1 A recent analysis of May 9,2020 from the

peals and Valleys Center for Infectious Disease Research and
Policy at the University of Minnesota describes
the various shapes that wave might take.

2020 2021 2022
The first scenario shows an initial wave of cases — the current one — followed SCENARIO 3
by “peaks and valleys” that shrink over time. Slow Burn
SCENARIO 2
Fall Peak
2020 2021 2022
The third possibility shows an intense spring peak that turns into a “slow
burn,” with smaller ups and downs.
2020 2021 2022

In the second, a larger “fall peak,” or possibly a winter peak, and subsequent
smaller waves come after the current one. This is similar to what happened
during the 1918-19 Spanish flu pandemic.
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E€EALEn TNC mavoOnuLac
14-1-2021

CORONAVIRUS
JOHNS HOPKINS Home  Tracking Testing Tracing Vaccines ByRegion  News

UNIVERSITY & MEDICINE RESOURCE CENTER

Tracking Home Critical Trends Global Map U.S. Map Data in Motion

COVID-19 Dashboard by the Center for Systems Science and Engineering (CSSE) at Johns Hq

Global Deaths
Global Cases a 0
H I

1.996.948

388.709 deaths

us
Cases by

Country/Region/Sovereignty ;07..?95 deaths
razi

us 151.918 deaths
India India

137.916 deaths

Mavircn

{ Global Dea...

Brazil
Russia

United +

Kingdom .
France Esri, FAO, NOAA

T owelmas Cumulative Cases Active Cases Incidence Rate Case-Fatality Ratio Testing Rate
Admin0

https://coronavirus.jhu.edu/map.html
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E€alpeTika MpwTOYyVWPnN EVpuTaTH
£PEUVNTLKN ouvepyooLla& OCUwWaonN

Unprecedented levels of collaboration, information-sharing, innovation
Permanent adoption of R+D-accelerating COVID-19 measures is a top FDA priority

Active discussions regarding how to sustain the momentum to ensure rapid
vaccine/therapeutic development

Many lessons learned about the need for better preparedness

(7@} World Health

% Organization

Commitment and call to
action: Global collaboration
to accelerate new COVID-19
health technologies

A Global Collaboration to Accelerate the Development,
Production and Equitable Access to New COVID-19
diagnostics, therapeutics and vaccines

15/1/2021

COVID-19: Collaboration is the engine of global
. ) = science - especially for developing countries
A Happy Exception: The -
Pandemic [s Driving Global \'

Scientific Collaboration

Issues in Science and Technology

World Economic Forum
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Eupu daoua tunwv epPoilwv

Virus Viral vector
Inactivated Replicating
Weakened Non-replicating

Nucleic acid Protein-based

B DNA B Protein subunit
RNA Virus-like particles

Virus

Viral vector
Mucleic acid
Protein-based

Other*

0 5 10 15 20 25 30
Number of vaccines in development
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Evkplon epPoAiwv evavtt COVID-19

EMA Public Stakeholders Meeting

11/12/2020

COVID-19 vaccines must be approved according to the same standards
that apply to all medicines in the EU

STANDARD COvID-19
Vv Safety Vv Safety
v Quality v Quality
V Efficacy V Efficacy
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Ermtttaxuvopevn ,emaAAnAn Ko
emtavaAnmrtikn dtadkaola

EMA Public Stakeholders Meeting
11/12/2020
STANDARD VACCINES COMPARED WITH COVID-19 VACCINES

Timelines

COVID-19 vaccine development is compressed in time, applying the
extensive current knowledge on vaccine development

STANDARD COvVID-19

Vaccine available for use . . Vaccine available for use
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2UVEPYOOLO KOl ETILKEVTPWON OTNV
KOTETELYOU OO TIPOTEPALOTNTA
avantuénc twv EpBoAlwyv

EMA Public Stakeholders Meeting

11/12/2020
STANDARD VACCINES COMPARED WITH COVID-19 VACCINES

Resources

COVID-19 vaccine development mobilises more resources simultaneously

COVID-19

IIIIIIIIIIIIIIIIIIIIIIIIII
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Ou Apyec erlPAETIOUV OTEVA KOl
e&apxNc tnVv Epeuva TwV eUPoAilwv
SutAaolalovtac To OUVOULKO TOUC Kol
gTLTOXUVOUV TNV dLadkaoila

EMA Public Stakeholders Meeting
11/12/2020

STANDARD VACCINES COMPARED WITH COVID-19 VACCINES
Expert Task Force & continuous dialogue

COVID-19 vaccine development is supported by early, continuous
dialogue between developers and a dedicated group of regulatory
experts EMA COVID-19 Task Force

CCCCCCCC

aaaaaaaaaaaaaaa o *-
( TF) /' M ... -
(@ o ‘e
— & a &
S N O N A
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Napaywyn tTwv epufoAlwv Eekva
VWPLTEPO yLA VA ELVAL ALUECOL
SlaBeoLpa

EMA Public Stakeholders Meeting
11/12/2020
STANDARD VACCINES COMPARED WITH COVID-19 VACCINES

Manufacturing

Companies are expanding manufacturing and production capacity to
ensure efficient vaccine deployment

STANDARD COovID-19

Approval w
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>uvoilovtac ta Sedopeva yla Ta
oAl

EMA Public Stakeholders Meeting
11/12/2020

** Eywvav OAec ol kaBlepwpeveg KAVIKEC MeAETEC OTWC YL
oAa ta pappaka

s Ta xpovoSLaypAppaTo ATAV CUVTOUOTEPA SLOTL

ETUKEVTPWONKAV OAEC Ol SUVAELG KAl OL TTOPOL ﬁ

Pl
s OL peAETec €yvayv og oAU peyalouc mAnBuopoug / \
ATOMWV ‘

s EdeL€av peyain peiwon véoou amod tnv COVID-19

s YynAa npotuna Mototntac ,AcpaleLac Ko
ATIOTEAECUATIKOTNTOLG

s MopapeEVouVv KATIOLEG aBEBALOTNTEC LOKPOXPOVLOG

MPOoOTACLAC KAl LETAS00NC OTNV KOWOTNT
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R e
= PORTAI_

Fimnd out about
TtThhe Iarsest
COVID-19 trial
inmn the World

FEEC e T T ot cheslarTe

learning rcpe_ac._uk

REGHEVERY

®
Randomised Evaluation of COVID-19 Therapy

()XF()RD

1E FOR PATIENTS FOR SITE STAFF RESULTS NEWS Search Q

This national clinical trial aims to identify treatments that may be beneficial for people hospitalised with suspected or

confirmed COVID-19

° A range of potential treatments have been suggested for COVID-19 but nobody knows if
. any of them will turn out to be more effective in helping people recover than the usual

POPaKCAD== o standard of hospital care which all patients will receive. The RECOVERY Trial is currently

RECOVERY Trial=Randomised-Ev...
testing some of these suggested treatments:
= Low-dose Dexamethasone (now only recruiting children)
- Azithromycin (a commonly used antibiotic)
= Tocilizumab (an anti-inflammatory treatment given by injection)

Convalescent plasma (collected from donors who have recovered from COVID-

19 and contains antibodies against the SARS-CoV-2 virus)

REGN-COV2 (a combination of monoclonal antibodies directed against

coronavirus).
Data from the trial are reqularly reviewed so that anv effective treatment can be identified

BM NMMZ EKMA AowuwéloAoyia 65
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https://www.recoverytrial.net/
https://www.recoverytrial.net/

A virtual clinical trial otnv 6lapkela tn¢
riovonuioe

Néa MNpaypotikotnta
TnAciatpikn ,Registries, RWE,PROs,Virtual trials

The NEW ENGLAND JOURNAL of MEDICINE

Decentralized clinical trials

Improving trials for patients ‘

Trial conducted in which ever setting is best Digtal Recrutment

for participant and stud
x} N N A Randomized Trial of Hydroxychloroquine
as Postexposure Prophylaxis for Covid-19
“w L[]

ORIGINAL ARTICLE

&5 Direct to Patient Drug
7 Delivery

— D.R. Boulware, M.F. Pullen, A.S. Bangdiwala, K.A. | M. L
ﬁ : = E.C. Okafor, C.P. Skipper, A.A. Nascene, M col, M. Abassi, NN\W. E

ePRO & Engagement M.P. Cheng, D. LaBar, S.A. Lother, L.J. MacKenzie, G. C t, N. b
Telemedicine </l R. Zarvehanski L E. Kallv. 1:S. Schiwartz EG. McD: R Raiacir
based trial visits ) S ot Sttt 3 R

I.C. Lee, and K.H
Connected Sensors & Novel
Study Doctor Participant Endpoints
-

HomeNursing&LocaICareProviders Patient Focused Drug DeVE|0pment
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A decentralized vs conventional model trial in
Switzerland

Contemporary Clinical Trials Communications 11 (2018) 120-126

Contents lists available at ScienceDirect

Contemporary Clinical Trials Communications

ELSEVIER journal homepage: www.elsevier.com/locate/conctc

Building clinical trials around patients: Evaluation and comparison of n
decentralized and conventional site models in patients with low back pain |%&

Carsten Sommer”, Diego Zuccolin®, Valdo Arnera”, Nicole Schmitz", Pernilla Adolfsson®,
Nicoletta Colombo®, Raphaelle Gilg®, Bryan McDowell*"

“* Medgate AG, Basel, Switzerland

© eResearchTechnology, Philadelphia, USA

“ Novartis Pharma AG, Basel, Switzerland

< Novartis Pharma Schweiz AG, Rotkreus, Switzerland

ARTICLE INFO ABSTRACT

Keywords: Clinical trials are slow and costly, built around the research centers that study local participants. Building
Decentralized clinical trial clinical trials around patients in their homes and community through remote visits and monitoring could en-
eHealth

hance recruitment and increase convenience for participants. This study evaluated different trial settings, a
decentralized arm via telemedicine center (virtual study conduet), a conventional arm via health clinic (onsite
study conduct) and a mixed model arm. Acute low-back pain patients (20-65 years) were recruited to this non-

Patient-centric trial
Access to trials

Recruitment
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Digital endpoints
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Where do digital endpoints fit in?

Physiological Functional
@ Performance
U oS0 08D

Behaviour

Address clinical needs by
focusing on functional domains
bridging disease areas

Digital endpoints can provide competitive advantage
.. through lowering burden and generating novel insights
.. o enable building a better chain of evidence to advance our medicines

+  hitps:/fwww youtube com/watch?v=QCF5rgUvnoo
+  hitps:/fonlinelibrary. wiley.com/doifabs/10.1002/cpt.866
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KAwikéc Meléteg kat Texvnti Nonpoouvn

Analytics, technology, clinical trials — journey

“The right therapy, to the right
patient at the right time”

E2E
Machine
Learning

Patient
Centric
Technology

Digital
Endpoints

Digital
Therapeutics
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/ nnovative Europe’s partnership
| medicines
(imp)

nitiative for health
Trials@Home

GOm FACTS & FIGURES

Start Date 01/09/2019
Center of excellence - remote decentralised clinical trials End Date 31/08/2024

Call IMI2 - Call 14
Ongoing | IMI2 | Clinical trial design, Digital health, Real-world data, evidence, Regulatory and HTA Grant agreement number 831458
processes

Type of Action:

S umma ry RIA (Research and Innovation Action)

In a conventional clinical trial, patients have to make regular trips to the clinic for check-ups to Contributions 3
monitor their condition. Many patients are understandably put off by the distance to the clinic IMI Funding 19036 998
and how often they would be expected to make the trip, and many patients who initially join EFPIAin kind 19248 295
trials drop out for logistics reasons. Digital technologies and wearable devices mean it is now Other 45977
possible to assess patients remotely — while they are at home, or going about their daily lives. If Total Cost 38331270

used during clinical trials, they could dramatically reduce the number of times patients are
expected to visit the clinic.

Trials@Home aims to explore the potential of digital technologies for use in ‘remote

decentralised clinical trials’ (RDCTs). They will develop and test methods to streamline data

collection as well as patient recruitment and retention. They will also discuss RDCTs with

patients as well as regulators, payers, health technology assessment bodies (HTAs) and ethics PROJECT LINKS

bodies, to ensure that the project outcomes can be implemented. At the heart of the project is

a study in which one group of patients will have the conventional clinical trial experience with
15/ ¥ég@lidrclinic visits; a second group of patients will partiéiaté\éermplktdl) rmotely an@ third @TrialsatHome

group will follow a partly conventional / partly RDCT approach. The project will use the results

Twitter



KANONIZTIKO MNAAIZIO KAINIKQN
AOKIMQN



2toxevovtoc tnv Avamtuén tng KAwikng ‘Epevvac yua
TNV €€eVpPeON VEWV KALVOTOUWV Beparelwv otnv EE

Clinical Trials in the EU - what has changed over time?

#{’

...Before May 2004

€

National rules, different
processes/requirements for
authorisation in each EU Member
States

rectilted in delavs and

Federal Institute
for Drugs
and Medical Devices

15/1/2021

...Directive 2001/20/EC
(since 1 May 2004)

First step to harmonise processes
and requirements for clinical trial
authorisations

Introduction of e-application form

...Regulation (EU) No. 536/2014
(published May 2014)

Full harmonisation and combined
assessment of multinational trials
(after full functionality of the EU
portal and EU database)

e-submission

Karl Broich | CT authorisation in the EU: present and future | 09 March 2018 |

BM MMZ EKNA Aotpwéloloyla
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e e e <ol
etk et gt
Validare Applicasion L ——— — —
s e om0 ooy 20 Doy 30 a5
e setecred can by EATh
-— is s i ‘the RMA ot RFI o the art.
536/2014 e romro EEmEnmSTeRe - JED o
Day 0 By Day 6 Assess Part Il Day 0 ‘Application
Mz cprass vangeso e
Condusion During this time, the RMA may i RElto recorded
During this " the sponsor which rirme for 31 days.
e oavo o=y 12
Vaiaaan rerin
psichiee coRfitor

Svslem EMA MB EC

publishes CTR
aval able syslem Is confirma- applies
for audit functional tion in OJ

| L
I | L

TBD 2™ half
2[}20 2021

Source: EMA 2019 (CTR: Clinical Trials Regulation; OJ: Official Journal of the EU; EC: European Commission; MB: Management
Board), updated timelines in red

Xpovocg €ykplonc :45 nuepwv
-15 nuépeg

Clinical Trial Regulation 536/2014

*Source : P.Galanis
31/5/2019,37,1,Febr 2020 Archives

Athens Medical Society ,
www,meljﬁé@,éZOZl BM MM EKNA Aotuwéoloyia

CTIS new user

friendly tool
e Centralized e
submission

* SINGLE DOSSIER

* Coordinated
reviews

* SINGLE OPINION

EMA portal early

2021

Challenges™

Readinessin EU
countries
Impact on ECs
Lack of clarity
or reduced
scrutiny on
patients rights
in special
populations
Complex trial
designs
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Kupiec apxec EN.E.O.I.

*  AwaopAaAlon Tou EPEVVNTIKOU OLUVEXOUG
—  TIPOKAWVIKAG EpEUVAC, LETAPPAOTIKAC EPEVVALG, EA.E.Q.L
—  KAWLKWV SOKLUWVY, E’A’;ﬂ;‘mﬂmﬂg’“
—  KAwoemdnuLoAoykwv peAetwv —RWE , kail IATPIKHE

— MUEAETWV OLKOVOULKAG TEKUNPLwoNG yLa tnv- ATY
* AoBevokevtpikn npoogyylon —Patient Focused Drug Development
* KouAtoUpa €peuvac, CUVEPYOOLWV KOl CUCTNUOTIKOU SLaAOYoU e TIC Evwoelg
AcBevwvV ,EMLOTNHOVIKWY POPEWV, EPELVNTWY ,BECUKWYV POPEWV
QappakoBlopnyaviag & CRO kot Apxwv
*  ITPOTNYLKO UETOOXNMUOTLOMO TWV NMPOTEPALOTATWYV
—  XPNONG VEWV TEXVOAOYLWV YLaL TNV OE TIPOYUATLKO XpOVO TtapakoAolOnon €ykplong, evapéng
,€EEALENG KAl UAOTIOINONG TWV KAWVIKWV SOKLUWV
—  ETUXELPNOLOKNAG APLOTELOG OTNV dLayeiplon TwV aAAaywv
e Zuvexuopevn eknaidevon Kol motonoinon twv emotnpuovwv KAwikng Epeuvag
oto paydaia e€EeAlOCOUEVO ETULOTNUOVLKO , BLONOLKO , TEXVOAOYLKO, KOLVOVLOTLKO
yiyveoOau
— IFAPP Academy Kings’ College Certification Program ,Diploma, MSc degree
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EpEUVNTIKO OCUVEXEC
Research Continuum

Clinical Research

Population Health

Basic Research Research

genes-proteins-cells-animal models-patients-health core organization

Development Growth phase Mature phase

Do we need to change our message? ® Past  Present ® Future

(safety, etc.)
/ Budget impact @ ®
cd . Effects of switching
fety, comparative
" Unmet need/ sa mp ® on outcomes
Evidence ) disease burden @ Adherence® Ec:“"ne“
. Utilization/ Long-te Differentiation in Usage
r eqllll'ed ) prescribing Safet)(r: %%inif;lﬁ sub-populations Difference Differentiate with or vs
Patient patterns outcomes @ @ @  protected formulation
recrmtment. "
® ® Target
Understand populations
standard of ca.rc. @ Trial design
Development Sub- Launch Pricing New New indication/ Competitor
mission review competition formulation goes generic
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Me enikevipo tov acBevn

EA.E.®.I.

EAMHNIKH ETAIPEIA
OAPMAKEYTIKHX
IATPIKHZ
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EL.E.F.l. Initiative
Clinical Research & Clinical Trials Innovation Forum

A Clinical Research Stakeholders'

Forum to accelerate
changes and innovation in GREECE

~@D—

Collect Insights from

stakeholders on Steering Committee of EXPERTS
emerging needs for Define Priorities to transform Landscape
change & innovation I
[ 1
Good practices on ELE.F.l Assess feasibility and Pofient , Clinicol Researchers Clinical Opevations and Sponsors
preparation & Clinical Research & efficiency of statutory Pharmaceulical Medicine, EOF salulory bodies HACRO, SFEE, PEF,
consultation of Clinical Trials frameworks in NEC, YPE, Bloethics, Legal Experts Pif experls
legislative proposals Innovation Forum

operations

ELEFLCPD
Work stream
Foster Professional ethos Confinuos
Potostonal
and develop Prlamond
Modern competencies “' r“:;.‘ Lol
VOCRY
MDeiRrees
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KUkAoc¢ cuvavtnoswv tou 1°¥ e€apunvou 2021

" Wnoplakn 2uvavtnon tou Clinical Research
and Clinical Trials Innovation Forum

Remote Clinical Trials: Ma©npuata amo tnv Navoénpia,
NMpakTikég Npooappoyng kat EEEALENG

Méumtn 14 lavouapiou 2021
wpa 17:00-18:00

EA.E.O.1.
EAAHNIKH ETAIPEIA
OAPMAKEYTIKHE
IATPIKHE
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20C EVYOPLOTW TIOAU YLOL TV TTPOCOXH COC

www.elefi.gr

Follow us on

LinkedIn

https://www.linkedin.com/company/34933756/admin
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EA.E.O.I

EAMANIKH ETAIPEIA
OAPMAKEYTIKHX
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