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WP1
MAPPING OF PERSONALIZED MEDICINE POLICIES AND PROGRAMMES IN

EUROPE AND CHINA FX;M#0 b E 4 14k E 77 BUER i X A9

* Task 1.1 Mapping PM policies and programmes

o EF11MENMEEETBERFIU

* Task 1.2 Mapping health research and innovation initiatives and stakeholders

s EFS12HEETHEMAFITMBENRERE

* Task 1.3 Mapping PM approaches and standards

o EF13MEMIEET AEMITE

* Task 1.4 Assessment of current health research and innovation collaborations

s EFS14VEZRINETMEMAFSIE

J  output of WP1 WPIRIFL R :

-D1.1. Scoping paper: Review on health research and innovation priorities in Europe and China

-DLL. SEEMRENXH  FERUNANPENET RN ER

-D1.2. Map of major funding agencies and stakeholders in Europe and China

-D1.2. FEFMNAP EMN EEHSZNWANRZERE
-D1.3. Mapping paper: Towards closer EU-China collaboration in PM

-D1.3. RIS - ANsE o ERAE AL BT IR S F
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MAPPING METHODOLOGY
Tk P

(] Desk ResearchZELFF%E:

Websites[ i} :
European Commission, ICPerMed; National Health Ministries & Institutions, etc..

PREEESIZ © ICPerMed ; EIR IESR MM

] DefinitionsTE X :

e A policy measure embodies an institution’s political vision and direction using a set of rules and guidelines that specify
how a particular objective is being met long-term.

o B EN — 25N EWN I KIALIEE B MNAIERE - AN WRBO BRI E -

e A programme is an explicit outline of activities and events following a precise timeframe with rigid budget constraints.

o FXIZHETIBIMELAR - BRI ESEENX AN S Ha0RBFEE AL -

e An action plan is a detailed proposal defining key priorities and objectives with the goal to improve regulations, finding
schemes and knowledge about a certain topic.

o ITENHRIR IFEARVIREE - EX S RBRIMCSIA B - BRNELULZA - EREREGE LT ARV EZMANR -
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Historical Developments of PM in Europe
MEEET ERONR AR E

® 2008: European Commission (EC) set a a renewed vision for the pharmaceutical sector under the heading “Towards
more personalised medicines”

2008 : FXEEE I~ (EC) KI“BMEEMMMEIENET” A - ARIZSTINIL F i Es
e 2010: PM strategy took shape at the EU level with a series of workshops on different research areas developing a
new medicine model
2010 : B EN—ZRIE XN AN RIS - HAHHETED - A LB — R ET MBS
® 2013: The report “Use of “-omics’ technologies in the development of PM” published by EC as a first European policy
document in the field.
2013 : RBEAS AT S ENHEETHAFPERAZEEANBREFZIERIE 0 ROMN B RS G
e 2015: EU Health Ministers defined PM in the Council conclusions on personalised medicine for patients
2015 : FREE A <ENIESERTEE ITMMMEETHNEICPFEX T T HIEETT
® 2015: EU funded project PerMed defines PM 5 challenges in its report “Shaping Europe’s vision for Personalised
Medicine”
2015 : B H RV H PerMed £ E i S“ B EEMM T EIEET BR"HE X 7 M EETRISTRBE A
® 2016: ICPerMed was launched to promote PM and support the science base, establish Europe as a global leader in
PM
e 2016 : B fICPerMed LB MEEET HAZHFHRZEM - RN A M EETHN kKNS E
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PM Policy at EU level BXE— RN MIEETFEER (1)

Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on in vitro diagnostic medical devices

RN S FWONES =T 19984 10 27 B K IR TR IMS T EE V7 22 1 RI$E 5 98/79/EC
Regulation (EC) No 141/2000 of the European Parliament and of the Council of 16 December 1999 on orphan medicinal products
RIS FBONES = T1999F 12816 B K MBI AR TILZ9R (EC) 55141/20005 %15l
Directive 2001/20/EC of the European Parliament and of the Council of 4 April 2001 on the approximation of the laws, regulations and
administrative provisions of the Member States relating to the implementation of good clinical practice in the conduct of clinical trials on
medicinal products for human use
O BUMINSHROMES S T2001F4 48 X HRVIES2001/20/EC, Zie< A UITREERIERE ~ ANMERNE - & REAZEFAZSMIIERIZ IS
SE i R 4 RO lm PR SE B

(1 Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the Community code relating to medicinal
products for human use
R I S FROMESE =T 2001411 A6 B K HIIE<2001/83/EC, XxTF 5 AZEMZE X HIFUMH BHAE N
Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March 2004 for the authorisation and supervision of
medicinal products for human and veterinary use
RIS MBUNIES =T 2004F3A31A K HH (EC) 5726/20045 541, X FXNARMERZmIENNEE
Article 168 of the Treaty on the Functioning of the European Union (2008)

(BMBX 35 1T5%40) (2008) 2168%
Regulation (EC) No 1394/2007 of the European Parliament and of the Council of 13 November 2007 on advanced therapy medicinal products
RIS ARONIES =T 2007811 A13B K MR T R AZ5YH (EC) 1394/2007-5 54l
Commission Recommendation of 2 July 2008 on cross-border interoperability of electronic health record systems (notified under document
number C (2008) 3282)
2008F7A2BMBERSRTE RN A ABREIREMEMIEN ( BRXHHRSC (2008) 3282)
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PM Policy at EU level BXE— RN MEIEETFEER (2)

Council recommendation of 8 June 2009 on an action in the field of rare diseases 2009/C 151/02
FRiMEE S 2200946 A8 H X F & 2 Ul JUE R BT sh AU 1 2009/C 151/02

Council conclusions on innovation in the medical device sector 2011/C 202/03

FUMEBE X T ET M7 AR 4162011/C 202/03

Directive 2011/24/EU on the application of patients’ rights in cross-border healthcare
XFEENANEEIREST PN AES2011/24/EU

Clinical trials - Regulation EU No 536/2014

ImPRIZSS - FR 33 55536/2014-5 &5l

Council conclusions on innovation for the benefit of patients (2014/C 438/06)
FUMBERS X FRERLCFTHILEIC (2014/C 438/06)

Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on the protection of natural persons with regard to
the processing of personal data and on the free movement of such data, and repealing Directive 95/46/EC (General Data Protection
Regulation)

B I =FROMES =T 20164 27B XA (EU) 52016/6795 %%, X FHEN AMEMAEN LY FENEBRRBLAERFERA - FIK
BR1ER95/46/EC (RAFIRRIFRA )

Council Conclusions on the EPC- Commission Joint Report on health care and long-term care in the EU, 2016

2016 FEMMNEER X TEPC-MBEASARMBETA<HFENERKSIRENE LS

Council conclusions on shaping Europe’s digital future 2020/C 202 1/01

FRMIRE & X T 88 E RO 2 R B 4516£2020/C 202 1/01

Commission Recommendation (EU) 2019/243 of 6 February 2019 on a European Electronic Health Record exchange format

B ERET2019F2A6 B KN ABRMME FREEICEMWENAEIN (EU) 2019/243
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PM National Policy and Programs at EU MS level
B 88 B SR B — RV M EE T B R EL SR AN+ &d &

2013 Italian National Plan for Public Health Genomics 2013&%7(*!]!3]%’&4%]25525#
2013 German Personalised Medicine — Action Plan 2013 £ E  ME{E ET-1T7801t Xl

2014 - 2020 Malta National Health Systems Strategy 2014-20204 S H {th[E X ET7 14 & & I

2015 NHS England Personalised Medicine Strategy 20155ENHSFE & = ME{EETT ik S

2015 Finland’s Genome Strategy 20154 3% = B K| 4H % i {
2015 - 2020 Research, Development and Innovation Strategy for the Estonian Health System 2015-2'ﬂ A
2016 Roadbook for the implementation of next-generation sequencing in clinical practice

in oncology and hemato-oncology in Belgium 20165 7E kb F1) B+ B9 A 783 0 [ 7% Beb 723 i PR SE 2% o SC i
2016 Scotlands’ National Clinical Strategy 20164E 73 1& = [ = Il PR &% S

2016 - 2018 Finland: Health Sector Growth Strategy for R&l Activities Roadmap 2016-2018%E A
2017 Italian National Plan for Innovation of the Health System based on -omics sciences 20174 &
2017 - 2020 Denmark National Strategy for Personalised Medicine 2017-2020E /& ML E T E 2 ikl
French National Health Strategy 2018-2022 2018-20224F % E|E R E 77 tk IS
2019 Sweden’s National Life Science Strategy 20194E B B [E| R & dn Tl P ik B8
2020 GENOME UK national genomic healthcare strategy 20205EGENOMEE EE R E R A ET7 ik I8
2020 Estonian eHealth Strategic Development Plan 2020 20 EII 88 F &7 ik I8 & B it X1
National Research Priorities for Luxembourg in 2020 and beyond 20204 & LA/S 895 75 B E K4
2020 The Finnish National eHealth and eSocial Strategy20204E 3% = E X BB FE T flEE F11
2020 Spanish Strategy for Personalised Medicine 20204 75 B 5F M b BE 57 bk B

& |
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PM National Policy and Programs at EU MS level
...Common Focus:

BX 88 pl 53 E — R B9 M EE T B X BLER AN T X
LHERIBIRER

Patient-tailored treatment B& E ;877

Targeted prevention & £t X 14 B9 FiRh 5 Tt

Public understanding of PM 22X X MEIEETF Y T B2
Education and training of healthcare workforce on PM
Xt FMNE(EET S A EFEI

Patient empowerment B EH 12N

Big-Data and ICT-Solutions KEBEFICTRERAE

Healthcare delivery infrastructure and data management systems
ETIRSEMEMMNSIEEIE RS
(1 Increased investments in PM by healthcare industry

ETr 7B MY MEEET IR ER
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A brief mapping of PM Projects and Inititatives
ME(EEST I E M it Xl Y E 2 5 E

1 1+MillionGenomes Initiative
1+MillionGenomesit Xl

(1 Trans4mMED - Transformative Patient Centred Personalised Medicine Initiative
Trans4mMED-LL B E AP OV (ER ME(EETT it X!

(1 Perso-Med Our Goals
(1 The Genomic Medicine Sweden Initiative

i 1B SSEEE g ]

= Strengthen basic research

= Harness the “big data” revolution

(1 The Genome Denmark Platform « Revise clinical trial designs
BEERAFEES « Move regulatary science forward
Towards more accurate and ' e
. . » Fost llaborat
- FinnGen (Flnnland) cost-effective health petErEnHanaraton
. S management for the Greek = Enhance patient access to innovative
FinnGen (3= ) citizen medicines

(1 The French Platform for Personalised Medicine

AETMELE TS AUSTRIAN PLATFORM FOR

d pMedGR (Greece)

pMedGR (Ffi&) PERSONALIZED MEDICINE:

1 Austria National Coordination Platform on Personalized Medicine “The Austrian Platform for Personalized Medicine constitutes a national
networking platform aiming to connect all stakeholders and interested
y oo s N L , s =
ﬁﬂi’.ﬂ’l"fﬁ‘[b Ef?' EI %1’7}1]5' Z|Z [ | parties inthe field. The platform 15 open to individuals and organizations
that would like to contribute to the future of personalized medicine in
Austria.
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2013 Italian Plan on Public Health Genomics

2013FE T XFIL

The systematic assessment
of health technologies
(Health Technology
Assessment, HTA) of
genomic tests currently in
use and evaluating pre-
marketing of those still not

available to the public
w Le policy di genomica in sanita pubblica

in Italia: le sfide nella implementazione

Promotion of extensive
training on genomics and
capacity building for
potential stakeholders
involved in the delivery and
management of healthcare

kAL

Y4 TTEEREA T

Promotion of a basic
literacy of the population
on health and genomics to
sensitize citizens/patients
on advantages, limitations

and risks of ‘omics
technologies

AL

,v delle linee guida nel sistema sanitario nazionale

Implementation of Italian guidelines on
EESSSSR genomics in Italy a challengmq pohcy (o]

Stcfamia Bocoia

L Antosio Federian® Marco Colotte,” Paclo Viller

Fublic health

the NHS -

2017 Italian National Plan for Innovation of
the Health System based on Omics
Sciences

017 ETHERANBEARIERET 5 A0
Frit %l

(CRMENTARY

Implementation of genomic policies in ltaly:
the new National Plan for innovation of the
Health System based on omics sciences

Stolania Boccia 'V *, Antonia Federici &, Roberks Siuini ©, Giovanna Eliss Catabrd /1, Wabor Ricciardi 49 on bohalf of
Hher Expt ke of th Mirsdsfry of Heclh

The main obijectives of the national plan for innovation

(o]

fransfer genomic knowledge inlo the practice
in o patientcentric approach;

. :
effectiveness of

' 4 1
ol health services,
2. o

[ ] i
diognosis and

increase the prevention
treatment of diseases ot a higher
burden, taking into account individual differences
in genetic heritage, lifestyles and the environment,
and providing prolessionals with the
needed o

resources
customize intervenhons:

W

to promote the cultural, scientific and technological
innovation of the healthcare sysiem.
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Federal Ministry ~
% of Education '“‘i-_’t,:- \M,\/zi & >
5

and Research ; ‘_g }\é‘:«/ A%h
2013 German sl Nals 3 /Mig
: 3R & B
Personalised Medicine — TR iyﬂjLif
- g R = & o T
Action Plan { P PR Qﬁ,_%

i ' I * T
A New Approach in Research and Health Care <>,,«rf {“H‘ \‘Nkrﬁt;@fiﬂ\r
T N
. E \}j
Short-term achievements (1-5 years) / E <
e Faster and more precise diagnosis on the basis
of validated biomarkers Long-term achievements (6-10 years)
e Improved treatments thanks to closer linking e Reduction of side effects thanks to targeted
of diagnosis with therapy and the integration drugs
of data into research and medical practice e Avoidance of ineffective treatments
e Increased investment in personalised medicine e  Accelerated market entry for personalised
by the health care industry medicine products and services
e Better public understanding of personalised e Establishment of more patient-tailored
medicine medicine
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Thank you! / 151157 |

Contact: ilda.hoxhajl@unicatt.it
BX% 75 : ilda.hoxhajl@unicatt.it

% IC2PerMed



mailto:ilda.hoxhaj1@unicatt.it

