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Personal information
Name / Surname
E-mail

Work experience
05/2019 -

01/06/2017 - 30/10/2018

01/05/2017 -

01/2017 -

02/01/2014 - 31112/2016

02/04/2012 - 3112/2013

01/04/2010 - 31/03/2012

02/04/2007 - 25/01/2010
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Entela Xoxi
entelaxoxi@gmail.com

entela. xoxi@unicatt it

IMI European Health Data & Evidence Network (EHDEN)
Data Source Prioritisation Committee Member
www.ehden.eu/qovernance

IMI ROADMAP, Member of EXAG Regulatory-HTA-Payer Expert Advisory Group
https:/roadmap-alzheimer.org/expert-advisory-group/

https://www.alzheimer-

europe.ora/content/download/161201/988649/file/P20.2% 20X0XI1%20Entela.pdf

Research consultant - Catholic University Sacro Cuore Rome, Faculty of Economy

EUnetHTA WP5 member & IMPACT HTA WP & WP10 member

https/iwww eunethta.eufiad-archive/work-package-5-life-cycle-approach-to-improve-evidence-
generation/

hitps://www.impact-hta.eu/work-package-6

https://www.impact-hta.eu/work-package-10

Scientific Independent advisor (consultant)
Market Access, Regulatory, Pricing & Reimbursement, Managed Entry Agresments

AIFA Registries Co-ordinator

hitp://www.aifa.qov.it/search/luceneapi_node/entela%20xoxi
hitp://www.quotidianosanita.it/scienza-e-farmacifarticolo.php?approfondimento id=5128
http://www.agenziafarmaco.gov.it/it/content/reqistri-farmaci-sottoposti-monitoraggio

hitp://www.sifact it/joomlafimages/pdfVerbale Riunione AIFA 17 7.pdf
hitp:/fwww.scopejointaction.eu/ assets/files/WP8-Annex1 3.pdf

Project three years Italian Medicines Agency (AIFA temporary contract) at Registries Unit (currently
Monitoring Registries Office) ltalian Medicines Agency (AIFA)

Health technical officer Pharmacologist

(Obiettivo Lavora temporary contract) at Italian Medicines Agency (AIFA) on Monitoring Registries: first
at AIFA Research and Clinical Trials Office and then at AIFA Registries Unit (currently Monitoring
Registries Office)

Pharmacologist .

Two years' project (IFO temporary contract) at AIFA Research and Clinical Trials Office on Monitoring
Registries for cancer drugs . - =

IFOQ, Istituti Fisioterapici Ospitalieri Rome: http://www.ifo.it/index.html

Pharmacologist

Fondazione AIOM temporary one-year contract at AIFA Research and Clinical Trials Office on
Monitoring Registries for cancer drugs

Fondazione (Foundation) AIOM (Associazione Italiana Oncologia Medica):
http://www.aiom.it/UriRewriting/RewritingEngine..asp ?RWdescrizione=fondazione-
aiom&RWid=107&RWpage=1&RWType=1&RWURL=1




01/10/2001 - 01/10/2010

Education and training

09/2017 and 2018
09/2012

09/2011
02/12/2011
16/10/2010
28/07/2009
21/02/2005
13/08/2001

05/2001
19/03/2001

01/09/1990 - 30/07/1994

07/1930

Mother fangue (s)

Other language (s)

()
English

Organisationall managerial skills

Job-related skills

Digital competence
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Pharmacist (permanent contract)

7° & 8° Summer School HTA Evaluation and management of health technologies (Health Technology
Assessment) — Catholic University Sacro Cuore Rome, Faculty of Economy —

2° Summer School HTA Evaluation and management of health technologies (Health Technology
Assessment) — Catholic University Sacro Cuore Rome, Faculty of Economy —

1* Summer School HTA Evaluation and management of health technologies (Health Technology
Assessment) — Catholic University Sacro Cuore Rome, Faculty of Economy -

Master degree (2° level) on Evaluation and management of health technologies (Health Technalogy
Assessment) — Catholic University Sacro Cuore Rome, Faculty of Economy

Master degree (2° level) on Preclinical and clinical drug development: scientific, technical, regulatory
and ethical aspects — Catholic University Sacro Cuore Rome, Faculty of Medicine

Post graduate degree (specialization) on Pharmacology, Pharmacognosy and Toxicology 70/70 cum
laude - La Sapienza University of Rome, Faculty of Medicine

PhD (XVII PhD School) in Pharmacology, Pharmacognosy and Toxicology La Sapienza University of
Rome, Faculty of Pharmacy

N® 11317 Registration at Rome Pharmacists' Order (Ordine dei farmacisti della provincia di Roma):
http://galilec-ofrm.ised.it/galilea/webquilricercaAlbo.xhtml

License to practice (profession pharmacist) La Sapienza University of Rome, Faculty of Pharmacy

Bachelor's in Pharmacy 110/110 - specialization in pharmacology La Sapienza University of Rome,
Faculty of Pharmacy

Student at University of Tirana Faculty of Medicine (three years)
18 examination (three years) average vote examination 9,4/10. (Note: the maximum vote is ten and the
minimum si five)

High school Diploma at Gjimnazi Gjergj Kastrioti Durres (Albania)

The final examination consists in four votes: 10 (Literature), 10 (Philosophy), 10 (Mathematic) e 9
(Physic). (Note: the maximum vote is ten and the minimum si five)

Albanian/ ltalian

English
Understanding Speaking
Listening Reading Spoken inferaction | Spoken production
C1| Proficient user C1| Proficient user | C1| Proficient user C1| Proficient user C1| Proficient user
(*) Common European Framework for reference for languages

Wiriting

Co-Ordinator of activities AIFA post-marketing registries from 2014-2016
Member of Scientific Committee of Hospital Pharmacist Italian Society (2015-2016 SIFO)
AIFA TF Director General 15 Co-Ordinator (06/ 2012 - 06/2013)

-Exzellent knowledge of high-performance liquid chromatography and Millenium 32 Chromatography

Manager 4.0 software and Microplate Reader sofiware.

Good knowledge of the Sigma-Plot 8.0 statistical package.
Excellent knowledge of bibliographic research on all bibliographic databases of life sciences and
biomedical disciplines such as Medline, Medscape, Elsevier, etc.

Excellent knowledge and computing expertise on Windows and Apple 0S-S systems and major Office
Automation packages and major browsers.

Excellent knowledge of web systems and prolonged experience in analyzing and defining data
analysis/business intelligence tools such as dashboards, KPls.



Publications

] Jacoline C. Bouvy, Pall Jonsson, Diana O'Rourke, Antonella Santuccione Chadha, Niklas Hedberg, Amr Makady, Entela
Xoxi, Christine Gispen-de Wied, Anja Schiel, Raj Long, John Gallacher, Regulatory and Health Technology Assessment
Considerations for Disease-Modifying Drugs in Alzheimer's Disease. CNS 22 Nov 2018 Drugs
https://dol.ora/10.1007/540263-018-0581-x

M Chassang, Sylvain and Mantua, Valentina and Snowberg, Erik and Xoxl, Entela and Pani, Luca, Sustainable
Reimbursements: Towards a Unified Framework for Pricing Drugs with Significant Uncertainties (January 30, 2018). CESifo
Working Paper Series No. 6846. Available at SSRN: https://papers.ssrn.com/sol3/papers.cfm?abstract id=3138425

= Entela Xoxi, Luca Panl. Real World Data nelle politiche sanitarie Anno XIIl n. 43 luglio 2017 Quadermi della SIF - Costo
e Innovazone del farmaco

L] Cicchetti A, Coretti S, lacopino V, Montilla S, Xoxi E, Panl. Post marketing Italian successful strategies to manage
pharmaceutical innovation. In Braithwaite J., Mannion R. Matsuyama Y., Shekelle P., Whittaker S., Al-Adawi S. (Eds).
Health Systems Improvement across the Globe: Success Stories from 60 Countries. Taylor & Francis, 2017.
https://books.google.it/books?id=2RIwDwAAQBAJ&pa=PT55&Ipg=PT55&dg=entela+xoxi&source=bl&ots=CZAUt-

NSSedsig=UkMMd-

awFVCcPVmIStUcWBn [Zc&hl=en&sa=X&ved=0ahUKEw{VouCB1I3bAhUM6QKHUfoAOw4FBDoAQhoMAliv=onepag
eda=entela%20xoxi&f=false

. Antonio Longo, Alessandra Casuccio, Luca Pani, Teresio Avitabile, Salvatore Cillino, Maurizio G. Uva, Vincenza Bonfiglio,
Andrea Russo, Guglielmo Parisi, Gilda Cennamo, Claudio Furino, Mariacristina Parravano, Entela Xoxi, Michele Reibaldi.
Association of neovascular age-related macular degeneration with month and season of birth in Italy. AGING 2017, Val. 9,
No. 1 '

" Stuart Faulkner, Myrto Lee, Deming Qin, Liz Marrell, Entela Xoxi, Annalisa Sammarco, Silvia Cammarata, Pierluigi Russo,
Luca Pani, Richard Barker. Pricing and Reimbursement experiences and insights in the EU and US: Lessons leamned to
approach adaptive payer pathways Clin Pharmacol Ther. 2016 Sep 14. doi: 10.1002/cpt 508

. Entela Xoxi, Alberto Costantini. Libro 'Registri AIFA tra cerezze e prospettive’. Maya ldee, dicembre 2015
hitps://www.amazon.it/Registri-Aifa-ra-certezze-prospettive/dp/8895958217

. Simona Montilla, Entela Xoxi, Pierluigi Russo, Luca Pani. Monitoring registries at Italian medicines agency: Fostering
access, guaranteeing sustainability International Journal of Technology Assessment in Health Care, 31 (04):210-213 -
December 2015

u Entela Xoxi, Giovanni Murri. Relazione sullo Stato Sanitario del Paese 2012-2013 D.6.4 Registri dei farmaci

- Registri, metro di appropriatezza. Schede di monitoraggio web based per gli operatori. Rete integrata dal 2013. Entela
Xoxi, Giovanni Murri, Paolo Siviero e Luca Pani. Il Scle 24 ore Sanita del 17 marzo 2014. Vademecum sugli strumenti di
verifica della conformita nell'uso dei medicinali

u Thomas Morel, Francis Arickx, Gustaf Befrits, Paclo Siviero, Caroline van der Meijden, Entela Xoxi, Steven Simoens.
Reconciling uncertainty of costs and outcomes with the need for access to orphan drugs: A comparative study of managed
eniry agreements across seven European countries Orphanet Journal of Rare Diseases 2013,8:198 (highly accessed)

= Entela Xoxi: intervista Registri di Monitoraggio. AIFA 14/11/2013: http://www.agenziafarmaco.gov.it/it/content/i-reqistri-di-
monitoraggio-una-sfida-corso

= Montilla S, Sammarco A, Trotta MP, Siviero PD, Xoxi E, Pani L. A focus on real life data concerning antidiabetic drugs:
The experience of AIFA monitoring registry. Value in Health Volume 16, Issus 3, page A174, 05/2013

= Entela Xoxi: intervista Registri di Monitoraggio. AIFA 24/04/2013: hito://www.agenziafarmaco.qov.it/it/content/reqistri-di-
meonitoragaio

L) L'uso dei Farmagci in Italia. Rapporto Nazionale Anno 2012 OsMED Unita Registri per il monitoraggio protocalli dei farmaci
Xoxi E, Murri G. Capitolo 2.3 Registri di monitoraggio dei farmaci

s Entela Xoxi, Tomino C, De Nigro L, Pani L. The Itallan post-marketing registries. Pharmaceutical Programming. Volume 5,
Numbers 1-2, December 2012, pp. 57-60(4)

u De Nigro, Xoxi E. Chapter 13. Cancer Drugs Register of the Italian Medicines Agency and Its Use in Risk Management.
Risk Management principles for Devices and Pharmaceuticals. Global perspectives on the benefit: Risk assessment of
Medicinal Products, 11/2012

" Xoxi E, Siviero PD, Pari L. ltalian Managed Eniry Agreements applied to orphan drugs. EPIRARE Rare Disease and -
Orphan drug registries. International workshop 8-9/10/2012 Roma, Istituto Superiore di Sanita

u De Nigro L, Xoxi E, Analisi degli indicatori primari del Registro oncologico dellAlFA. Stato dell'arte e prospettive future. IV
Congresso Nazionale Societd Italiana di Health Technolagy Assessment (SIHTA) "HTA & qualith del Servizi Sanitari”,
Udine, 17-19/11/2011, p. 92

L] Xoxi E, De Nigro L, Il nuovo strumento di condivisione dei dati dei Registri AIFA: il Cruscotto Informativo Regionale Registri
(CIRR), IV Congresso Nazionale Societa ltaliana di Health Technology Assessment (SIHTA) "HTA & qualitd dei Servizi
Sanitari", Udine, 17-19/11/2011, p.93

] De Nigro L, Xoxi E, Tomino C, Il Registro oncologico dell'AIFA. Stato dell'arte e prospettive future, Analisi degli indicatori
primari. Atti del XXXII Congresso Nazionale SIFO. “Le nuove tecnologle: come cambia la sanitd?", Firenze, 16-19/10/2011,
p. 357
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De Nigro L, Xoxi E, Tomino C, Il Cruscotto Informativo regionale Registri. Il nuovo strumento di condivisione dei dati dei
Registri AIFA. Pragetti attuali e programmi futuri. Atti del XXXII Congresso Nazionale SIFO. “Le nuove tecnologie: come
cambia la sanita?", Firenze, 16-19/10/2011, p. 177

Xoxi E, De Nigro L, Tomino C, L'applicazione del Risk Management Plan all'interno del Registro Farmaci Oncologici
sottoposti a monitoraggio AIFA. Atti del XXXl Congresso Nazionale SIFO. "Le nuove tecnologie: come cambia la sanita?”,
Firenze, 16-19/10/2011, p. 298

Xoxi E, De Nigro L, Tomino C, La gestione degli usi off-label in Italia: dagli strumenti tradizionali della normativa alle
applicazioni informatizzate. Atti del XXXII Congresso Nazionale SIFO. “"Le nuove tecnologie: come cambia la sanita?",
Firenze, 16-19/10/2011, p. 357

Siviero PD, Sammarco A, Montilla S, Tafuri G, Di Vito A, Settesoldi D, Russo P, De Nigro L, XoxI E, Tomino C. The
monitoring registers and application of risk sharing after the market authorization process: the experience of the Italian
Medicines Agency. ISPOR 16% Annual Intemational Meeting. 21-25/05/2011 Baltimore MD USA

Xoxi E, De Nigro L, L'esperienza del Registri di Monitoraggio dell'Agenzia Italiana del Farmaco, Il Registro Antidiabetici.
CARE n. 3 05-06/2011, p. 20

Tomino C, De Nigro L, Xoxi E, | Registri di Monitoraggio di AIFA, AboutPharma, n. 75, 02/2010

Registro Farmaci Cardiovascolari sottoposti a Monitoraggio - Rapporto Finale Ivabradina, AIFA, 2010

Registro Farmaci Antidiabetici sottoposti a Monitoraggio - Rapporto Farmaci Incretino-mimetici e DPP-4 inibitori, AIFA,
2010

Xoxi E, Tomino C, Ferrelli R, Guerra R. Reviewing trial design and implementation. Joint Sino-ltallan laboratory on
traditional Chinese medicine: trial design and implementation. Book Chapter ISS, 2009 (lil-a-19)

Appropriatezza e strumenti di gestione delle malattie onco-ematologiche. Position Paper, pubblicato su Sole 24 ore.
15/09/2009

Xoxi E, De Nigro L, Cacidlli 8, Bartoccioni G, Tomino C. Monitoraggio telematico di lenalidomide e talidomide tramite il
Registro AIFA Farmaci oncologici sottoposti a monitoraggio. Applicazione del piano di gestione del rischio. XVIII Seminario
Nazionale La valutazione dell'uso e della sicurezza dei farmaci: esperienze in Italia - 14/12/2009

La sperimentazione clinica dei medicinali in Italia, 8° Rapporto Nazionale, AIFA, 12/2008

Registro Farmaci Oncologici sottoposti a Monitoraggio - Rapporto Nazionale 2007, AIFA, 06/2008

Xoxi E. Sostanze naturali ad attivita antilipasica. Tesi di dottorato in farmacologia, farmacognosia e tossicologia, ciclo XVII-
Coordinatore prof. Vincenzo Cuomo; docente guida prof. Luciano Saso. Biblioteca Nazionale Centrale di Firenze, 615
(edizione 21), N°® record BNI0015820 Farmacologia e terapeutica BIO/14- farmacologia Tesi di Dottorato- Biblioteca Naz.
Firenze

Cristian Ruiz, Serena Falcocchio, Entela Xoxi, Ly Villo, Giovanni Nicolosi, F.l. Javier Pastor, Pilar Diaz, Luciano Saso.
Inhibition of Candida rugosa lipase by saponins, flavonoids and alkaloids, Journal of Molecular Catalysis B: Enzymatic 40
(2006) 138-143

Yordanov M, Dimitrova P, Patkar S, Falcocchio S, Xoxi E, Saso L, Ivanovska N. Ibogaine reduce organ colonization in
murine systemic and gastrointestinal Candida albicans infections. Journal of Medical Microbiology 54: 1-7, 2005

Ruiz C, Falcocchio S, Xoxi E, Javier Pastor Fl, Diaz P, Saso L. Activation and inhibition of Candida rugosa and Bacillus-
related lipase by satured fatty acids, evacuate by a new colorimetric assay. Biochimica et biophysica Acta 1672:184-191,
2004
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Presentations (Speaker Entela Xoxi)

AIFA Registries for regulation, HTA and pricing and reimbursement — what are the commonalities in the RDTs that have used
OB-MEA? Workshop on Appraisals of Treatment for Rare Diseases. HTAi Annual Meeting Cologne Germany 16 June 2019
Clinical uncertainties management: can PBRSA fill the gap and optimize orphans’ market access? Track 2 Rare Diseases,
World Pharma Pricing & Market Access EU Congress, 20 March 2019 Amsterdam

An EU HTA perspective. IMPACT HTA WP6& Workshop 1 Methodological guidance on the analysis and interpretation of non-
;aé?‘??g:;agl studies to inform health economic evaluation hitps://www.impact-hta.eu/work-package-6 NICE, London,
AIFA and Managed Entry Agreements. World Orphan Drug Congress Barcelona 06/11/2018 Workshop D: Managed
A;:It:eslgi..?re they the holy grail? P20. ROADMAF: Regulatory and HTA perspectives on real-world data in AD Barcelona
3110/2018

Lo scenario internazionale dei RWD: il punto di vista regolatorio & payer/ HTA. SIHTA XI Congresso Nazionale Roma
13/10/2018

| PASS ei PAES per i biosimilari che risultati hanno portato? Le terapie biclogiche tra sviluppo, ricerca e innovazione. Leopolda
Forum della Salute Firenze 12/10/2018

Managed Entry Agreements e Registri nella strategia di negoziazione. 3° edizione Scucla dei Negoziatori, Roma 04/10/2018
Gestione degli innovativi non oncologici, procedure AIFA e real world data. Corso di Alta Formazione in Management per
I'Infettivologia e I'Epatologia MAM! IV - Castellanza, 13/09/2018

Managed Entry Agreements for pharmaceuticals, Tehran (Iran) 07-08/08/2018

Il valore degli studi di Real-World Evidence. Baveno 22/06/2018 AIR Meeting ltalia 2018 - Trattamento dell'lPF: il futuro trova
valore nell'esperienza

Le terapie avanzate nella definizione dell'AIFA. Convegno SIFO Padova 01/06/2018 Terapie avanzate e medicina molecolare:
ricerca, valutazioni economiche e gestione dei trattamenti

RWD —example from Italy. Roche Region Europe Real World Evidence Summit, Budapest, 17/04/2018

RWD e RWE: il ruclo per la governance dell'assistenza sanitaria. Convegno SIFQ, Napoli 28/03/2018

Role of HEOR studies in supporting entry agreements. World Pharma Pricing & Market Access EU Congress, 20-21 March
2018 - Business Design Centrs, London

Aspetti regolatori dei biosimilari: linee guida del'EMA e concept paper dell'AIFA. | Biosimilari Milano 27/02/2018

Evolution of new pricing strategies Pricing & Reimbursement Conference HTA, Athens 07/12/2017

Implementation of value-based purchasing strategies. Investment and disinvestment of technologies and drugs in Italy
28/11/2017 Bilbao | Forum on Access to Innovation and Healthcare Management. Deusto Business School Health Universidad
de Deusto

Unmet medical needs ed early access ‘Regulatary Leaders Forum' 23/11/2017 Milano

Procedure di registrazione EMA e AIFA dei farmaci biologici e biosimilari Firenze 18/11/2017. Focus in reumatologia, aspetti
clinici, legislativi e terapeutici.

How to ensure sustainable access to pharmaceuticals: the Italian case. European Affairs Committee in Rome, 16 November
2017 - Rethinking pharmaceutical policy

Future outlook of Market Access (Edra) CrossThink Lab Takeda, Rome 08/11/2017

Il ruclo delle agenzie regolatorie. 4° Corso SITA di terapia Anfifettiva. Nuovi antibiotici e antifungini: dalla molecola all'uso
clinico. Milano 28/09/2017

Pope Woodhead Annual Summit “Disruptive innovation: threat or opportunity?” 14-15 September 2017 Downing College,
Cambridge, CB2 1DQ Experience with the AIFA registry data — enabling value-based pricing

Inconfro AISM Innovation Day “Tra top e bottom line". La Negoziazione del prezzo dei farmaci come strumento di
marketing. 23/06/2017 Milano

Il ruolo dei dati nella politica farmaceutica. Bologna 12/05/2017 Health data Value Analysis

The importance of post-marketing registries for payers and regulators to manage drug pricing and conditional
reimbursement. London 23/02/2017 Evidence 2017 Building trust and identifying national barriers

Translating best practices (do's & don't's) of setting up an HTA Agency as independent body: What is the role of Registries.
Atene 07/02/2017 HTA conference

Webinar 4 — "Come garantire la sostenibilita della terapia” L'ARTE DI SCEGLIERE nel trattamento del mCRC 30/11/2016
Registri AIFA: quale contributo per l'utilizzazione dei dati negli studi RWE. IL SISTEMA REGOLATORIO IN ITALIA TRA
CERTEZZE E CONTRADDIZIONI Perugia 18/11/2016

Registri: caratteristiche principali e finalits. | Registri AIFA come strumento per I'appropriatezza, l'accesso e l'innovazione.
L'ssperienza della Regione Puglia. Bari 11/11/2016

QOutcome-based agreements in Italy. Management Entry Agreements (MEA's) — roadmap and recommendations from
abroad. Workshop 'Managed entry agreements — hospital-based pay-for-performance schemes in Spain' SEFH Madrid on
03/11/2016

The Italian experience with RWE use in practice. Use of Real-World Evidence (RWE) within ZIN Amsterdam 25/10/2016
National representative panel. The role of HTA: from early development to patient access European cooperation on HTA:
what's next? EC/EUnetHTA Forum 210ctober 2016
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The ltalian experience of Monitoring Registries for orphan drugs. COMP Strategic Review and Learning Presidency
Meeting Rome, 17th — 18th October 2016

| registri AIFA: il significato dei registri — focus sui registi AIFA in oncoematologia. Giomata di studio sui Registri
oncoematalogici AIFA in Toscana: processi, attori e percorsi Laboratorio Regionale per la Formazione Sanitaria. Firenze,
14/10/2016

AIFA: focus on registries and non-commercial trials. Regional and international trial funding programs and how they
contribute to patient care and healthcare systems Brussels, October 12th 2016 KCE trials symposium

Registri oncologici. La gestione dei farmaci oncologici e delle malattie rare” - Roma 26 settembre 2016

CDDF workshop on Real World Data Use - Session 5: CAN RWD ACCELERATE PATIENT ACCESS TO MEDICINES?
AIFA's post-marketing registries and accelerated patient access. Opportunities and challenges in the context of MAPPs
London UK, 07/07/2016

Seminario: Terapia farmacologica tra innovazione economicita ed etica. San Raffaele Milano 21/06/2016: moderatore della
sessione [nnovazione in Oncologia

Master in ‘Manager di Dipartimenti Farmaceutici’ Universita di Camerino, | registri AIFA: presente e futuro. 18/06/2016
56° SIMPOSIO AFI 2016. Real World Evidence: | Registri di monitoraggio AIFA Rimini 09/06/2016

2° Convegrio “Real World Evidence per una migliore governance dell'assistenza farmaceutica e del processo assistenziale
complessivo. RWD: stato dell'arte dei Registri AIFA. Milano 23/05/2016

SECOND WORKSHOP ON DRUG PRICING NEW SCENARIOS IN DRUGS PRICING AND REIMBURSEMENT IN ITALY
AIFA registries: future role and management issues - National perspective. ROME APRIL 28th | 29th 2016

Collaborative approaches & experiences on patient registries with health authorities Politics and Health Economics” —
31/03 - 02/04/2016, INFARMED, Lisboa

Coverage under evidence development. VIl edizione dell'Health Policy Forum (SIHTA). I registri per i farmaci: 'esperienza
dellAIFA. Roma 16/03/2016

Commission Expert Group on Safe and Timely Access to Medicines for Patients (“STAMP"). Member States experience:
Italian experience Bruxelles 10/03/2016

| REGISTRI AIFA. UN ANNO DOPQ. Genova 04/03/2016 e 07/04/2016

Innovation for the benefit of the patient: early interaction between market authorization, health technology assessment and
payer in order to optimize patient access to innovative medicines. What are necessary condifions to come to an acceptable
outcome of the pathway for the payer (‘managed entry schemes and exit’). European Presidency Amsterdam 02/03/2016
OPPORTUNITIES AND CHALLENGES FOR RWD/RWE. ENABLED MARKET ENTRY AGREEMENTS IN BELGIUM. The
International view. Management Centre Vlerick Business School Bruxelles, 23/02/2016

Novita sul mondo regolatorio; 62° Seminario SIAR. Registri AIFA. Milano, 28/01/2015

Registri come strumento di appropriatezza, l'accesso e innovazione. L'esperienza della regione Sicilia. Registri:
caratteristiche principali e finalita Palermo 10/12/2015

Giornate di studio e aggiomamento dedicate alle atfivitd regolatorie: 10® Corso Didattico SIAR. Registri AIFA. Milano,
26/11/2015

Corso residenziale di aggiornamento a carattere nazionale, |l difficile equilibrio nella gestione del registro AIFA tra ente
regolatorio, regioni ed operatori Torino, 20-21/11/2015

L'implementazione della nuova piattaforma, accordi negoziali & gestione dei rimbarsi: il punto di vista dell AIFA. Update on
Registri AIFA: dall'introduzione dei registri nuovi cosa & cambiato. Napoli 10/11/2015

| Registri AIFA presente e futuro: sostenibilita. |l laboratorio di farmacia oncologica (prima edizione). Standard tecnici e di
qualita per le UFA. Genova 04/11/201

| nuovi registri AIFA - versione 2.0. Congresso Nazionale della Societa Italiana di Farmacia Ospedaliera (SIFO), Catania
23110/2015

AIFA Registries National and International Experiences in the Application of Payment-by-results Schemes, 15/10/2015
Direccion General de Osakidetza, Vittoria-Gasteiz Spain

Trattamenti personalizzate in oncologia. | nuovi trattamenti in oncologia: efficacia, normativa e sostenibilith economica.
Congresso Nazionale SIFaCT, Roma 10/10/2015

Gli obiettivi dei Registri AIFA. Il supporto dellAIFA al Farmacista La gestione del farmaci ad alto costo in continua
evoluzione — esperienze a confronto. Ospedale S. Paolo Bari, 25/09/2015

| nuovi registri AIFA: aggiomamento e impatto sul farmacista ospedaliero. La gestione del farmaco, tra innovazione,
sostenibilita e manovre di stabilita. Il ruolo dell'AIFA e delle Regioni. Auditorium via Veneto Roma 23/09/2015

| Registri di monitoraggio AIFA: stato dell'arte ed esperienze a confronto. Perugia, ¢/o Azienda Ospedaliero -Universitaria,
15/09/2015

| registri AIFA, eSanit@ eHealth Meeting Workshop L'evoluzione del sistemi informativi nel contesto della continuita
assistenziale. Change Management e architettura di reti e servizl. Trapani, 11/09/2015

L'utilizzo dei registri per le valutazioni economiche e le strategie di prezzo e rimborso. Corso di perfezionamento in
valutazione economica e modelli decisionali per HTA Universita Cattolica Sacro Cuore Roma, 24/07/2015

Registri di monitoraggio AIFA. SM Two steps — Risk management delle nuove terapie nella Sclerosi Multipla. Bari
07/07/2015

Applicazione dei Managed Entry Agreements. Incontro AIFA con le Aziende Farmaceutiche, Roma 17/06/2015
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Lo stato dell'arte degli accordi negoziali di gestione del rischio. Congresso Nazionale AF1. Rimini12/06/2015

| nuovi registri AIFA. Real World Evidence per una migliore governance dell'assistenza farmaceufica e del processo
assistenziale complessivo. Milano 11/05/2015

Il punto di vista AIFA. | Registri come strumento per valutazioni di effectiveness. Corso di formazione sul campo a cura
della sezione regionale SIFO Liguria. Genova 13/02/2

The Italian experience of what solution we have foday fo manage innovation. 10th Panhellenic Conference on
Management, Policy and Health Econamics of the National Schaol of Public Health of Greece Athens 19/12/2014
Presentazione delle linee guida AIFA nazionali per la gestione dei rimborsi condizionati AIFA. | nuovi Registri AIFA nel
proag}s.so regolatorio italianc. | Registri AIFA; dalle linee guida nazionali alla gestione funzionale del sistema. Ancona
12112/2014

| nuovi registri AIFA. | Registri AIFA di monitoraggio alla luce della nuova piattaforma web, ASL Lecce 01/12/2014

| nuovi Registri AIFA. Nuovi assetti decisionali e normativi della politica del farmaco, alla luce di Patto per la Salute e
riorganizzazione. Roma 26/11/2014

AIFA registries. Incontro con la delegazione cipriota hitp://www.agenziafarmaco.gov.it/it/content/aifa-incontra-delegazione-
del-ministero-della-salute-di-cipro-massimo-interesse-nei-riguardi Roma 28/10/2014

| Registri AIFA quale strumento per la verifica dellappropriatezza prescrittiva e applicazione dei Managed Entry
Agreements nella reale pratica clinica. XXXV Congresso Nazionale SIFO. Pescara 18/10/2014

Registri di monitoraggio AIFA: schede di monitoraggio farmaci e schemi di imborso condizionato. Quale impatto ed attivita
a livello regionale/locale. Corso di approfondimento in tema di Governance del Sistema Sanitario. Bari 10/10/2014

| Piani terapeutici AIFA. La Medicina generale e il farmaco: nuovo ruolo e nuove responsabilits. Confronti con I'AIFA e gli
attori del sistema. 70° Congresso Nazionale FIMMG. Cagliari 09/10/2014

| Registri di monitoraggio come strumento chiave per I'appropriatezza e la sostenibilita economica: i farmaci biologici.
Norme e attiviti del Servizio farmaceutico Territoriale. Fano 03/10/2014

Framewark of Iltalian Registries. Informal Meeting on behalf of talian Presidency 30/09/2014

Drug Products Registries of Italian Medicines Agency. Madrid 18/09/2014 Patient registries: A critical tool for clinical
research and evaluation of health outcomes

Master di 2° livello in Scienze regolatorie del farmaco, La Sapienza Universita di Roma. | Registri AIFA 09/2014;

Key lessons from Italy on the development of patient registries to monitor the effectiveness and safety of new drugs in
clinical practice including risk sharing arrangements and conditional reimbursement schemes. EuroDURG 28/07/2014,
Groningen The Netherlands

| Registri AIFA. Incontro in AIFA con le Aziende Farmaceutiche 28/07/2014

I nuovi Registri AIFA. Incontri con e Regioni dal 2013 fino ad oggi (Roma, Bolzano, Venezia, Firenze, Bologna, Milano,
Bari, Palermo, Napali, Udine, Potenza, Catanzaro, Ancona, Cagliari): pil di 20 presentazioni

Il punto di vista AIFA. Modelli organizzativi nella Sclerosi Multipla Incontro macro regionale: Milano 10/09, Cagliari 29/09,
Bari 08/10 e Roma, 16/10/2013

| nuovi registri AIFA. Napoli 08/11/2013 | registri AIFA di monitoraggio ed i flussi informativi

Francois Meyer, MD, Advisor to the President, HAS, France; Entela Xoxi, PharmD, PhD, Research and Clinical Trial Area,
AIFA, ltaly; Caroline van der Meijden, PhD, Advisor Pharmacoeconomics, CVZ, the Netherlands. Comparing the
challenges of comparative effectiveness research in France, Italy and the Netherlands: current situation and perspectives.
ISPOR 16th Annual European Congress 2-6/11/2013

Morel T, Arickx F, Befrits G, Siviero PD, van der Meijden CMJ, Xoxi E, Simoens S. Managed Entry Agreements and orphan
drugs: a European comparative study (2006-2012) ISPOR 16th Annual European Congress —4/11/2013
L'appropriatezza prescrittiva dei farmaci biologici quale strumento di risparmio per la collettivitd, Il ruolo dell'AIFA. Roma
Regione Lazio 26/06/2013

Master di 2° livello in Sclenze regolatorie del farmaco, La Sapienza Universita di Roma. | Registri AIFA 08/02/2013
Epidemiological Forum 2012, | Registri AIFA di post-marketing. Milano 23/10/2012

PhUSE Conference 2012, ltalian post marketing registries. Budapest 14-17/10/2012

ltalian Managed Entry Agreements applied to orphan drugs. EPIRARE Rare Disease and orphan drug registries,
International workshop 8-8/10/2012 Roma, Istituto Superiore di Sanita

The network of post-marketing: the sixty-three Italian drugs registries. 48th DIA global Meeting Philadelphia 28/06/2012.
Symposium Track 07A "Data Warehousing: Buzz Word or Panacea?”

On the road of Risk Sharing approach to improve the appropriateness of prescribing innovative drugs. DIA Euro Maetmg
Copenhagen 28/03/2012, Session 0405 "How HTA processes really contribute in shaping reimbursement palicies”
Description of the Registers' Data Analysis System - Case study discussion and Data Refrieval. DIA Euro Meeting
Copenhagen 28/03/2012, Workshop “Using real world data to assess medicines and verify appropriate use”

Overview of the talian Registries and Regional Dashboard: Description of the Register's Data Analysis System — Case
study discussion. Meeting of the project group on MEAs Rome 14/11/2011

The AIFA Monitoring Registers., not just for cancer drugs! Cruscotto Informative Regionale Registri, Bologna 22/09/2011
Managing and monitoring the appropriate use of innovative therapies through healthcare web-networks: a challenge to
support the clinical practice. DIA Euro Meeting Geneva 29/03/2011, Session 1701
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I monitoraggio AIFA post-marketing della talidomide e bortezomib in prima linea per il trattamento del mieloma muitiplo,

Master di 2° livello in Valutazione e gestione delle tecnologie sanitarie Universita Cattolica del Sacro Cuore Roma
02/12/2011

Verso metodologie di analisi dell'innovazione in ambito farmaceutico: 'attivitd sinergica dei Registri AIFA dei Farmaci
softoposti a Monitoraggio (RFM) e delle strutture preposte alia Health Technology Assessment (HTA), Master di 2° livello
in Sviluppo preclinico e clinico del farmaco: aspetii tecnico-scientifici, regolatori ed etici. Universita Caltolica del Sacro
Cuore Roma 16/10/2010

Appropriatezza prescrittiva dei farmaci oncologicl, Tesi di Specializzazione in Farmacologia Medica, La Sapienza
Universita di Roma 30/07/2009

Reviewing TCM frials design and implementation. Joint Sino - Italian laboratory on Traditional Chinese Medicine (TMC)
closing Conference, Roma 19/01/2009
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Expertise

Experience gained since 2007 on post-marketing data collaction: verification of the appropriateness and application of
Managed Entry Agreements. Rapporteur on behalf of the AIFA Office registers in all the discussions sessions' of AIFA
Scientific Committee from 2013 until November 2016

Member of AIFA HTA Secretariat (until 2016)

EMA expert 2016 -2017

Member of the WG on the evaluation of the procurement of AIFA independent research (2015)

Member of the Scientific Committee of Italian Society of Hospital Pharmacists (2015)

Membership of the National Technical Hepatitis C Committee (2014)

Expert European Commission - group of experts at the European Commission Expert Group on ‘Safe and Timely Access
to Medicines for Patients’ (01/2015 - 12/2016) hitp://ec.europa.eu/health/documents/pharmaceutical-committee/stamp_en
AIFA member as observer at Navigator Group Adapt Smart IMI project (06/2016 -12/2016) http://adaptsmart.eu/

AIFA member at JA3 WP5 EUnetHTA Life cycle approach to improve evidence generation Strand B: Post-Launch Evidence

Generation and Registries (05/2016 — 12/2016): http.//www.eunethta.eu/activities/eunethta-joint-action-3-2016-20/work-
package-5-life-cycle-approach-improve-evidence-gener
AIFA representative at EU Innovative Network (10/2016 -12/2016)

Lecturer at the Postgraduate Course Hospital Pharmacy at Rome LUISS Business School Academic Year 2015 and 2016
Lecturer at the Master Sciences Regulatory La Sapienza University Academic year 2013, 2014 and 2015

Lecturer at the course in Economic Evaluation and Decision-Making Model for HTA Sacred Heart Catholic University in
Rome 2015 academic year.

Lecturer at the Master 2 level Market Access Sacred Heart Catholic University in Rome in 2017 -2018 academic year.
Lecturer at the Master 2 level Market Access Camerino University in Rome in 2017-2018 academic year.

Lecturer at the Master 2 level Manager di Dipartimenti Farmaceutici San Benedetto del Tronto Camerino University 2016
-2018 academic year.

From 01/2017 expert in different European and national Advisory Board: Pricing and reimbursement dossier, regulatory
advice, Registries and other tools necessary to integrate post-marketing data collection.

IMI ROADMAP Regulatory-HTA-Payer Expert Advisory Group (EXAG) Member https://roadmap-alzheimer.org/expert-
advisory-group/

hitps://www.alzheimer-europe.org/content/download/161201/988649/file/P20.2% 20X0 X% 20Entela.pdf

Research consultant at School of Health Economics And Management (ALTEMS), UCSC with tasks on: EUnetHTA JA3
WPS: https://www.eunethta eu/ucsc-gemelli and IMPACT HTA WP6 & WP10: https://www.impact-hta.eu/work-package-
10

IMI European Health Data & Evidence Network (EHDEN) Data Source Prioritisation Committee Member

www.ehden eu/governance

o
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Links

hitps:/www.ncbi.nlm.nih.gov/pubmed/?term=xoxite
https://doi.org/10.1179/17570921122.0000000009
https://www.ncbi.nlm.nih.qov/pubmed/26646859
htlps://www.ibs.itreqistri-aifa-tra-certezze-prospettive-libro-vari/e/9788895958217

httos://papers.ssm.com/sold/papers.cfm?abstract id=3138425
hitp://community. medikey.it/cont/upload/2286SIF QUADERNI 43.pdf

in) https://www linkedin.com/in/entela-xoxi/
https://twitter.com/exoxi

| authorize the use of my personal data pursuant to Legislative Decree 30 June 2003 n, 196 ‘Code concerning the protection of
personal data’.

Rome, 2019 06 25
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