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Delegato Del Direffors Sanitano AOU Policlinico Umberfo | in Comitato Efico ol Universita
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1992-1997
Liceg Scientthicn Statale Francesco Borromini

Dhploma Matunta Scienfifica

Diploma of Matunta Scentifica con votazione 4460

Medici, chirumghi ad odontoiatn o Roma
2672005
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Eudravigilance electronic reporting of [C5Rs in EEA
EMA Eurcpean Medicines Agency 30 Churchill P, London E14 SEU, Regno Unito
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Certificazione Good Clinincal Practice (GCP)
PharmaSchoal
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Certificazione Good Clinincal Practice (GCP)
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Mational Instiutes of Health, Department of Health and Human Services, under Contract No.
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E. Micastri, C.0. Vizza, F. Carletti, 5. Cicalini, R. Badagliacca, R. Poscia, G. lppofin, F. Fedele, N.
Petrosilo. Human Hempesvires 8 and pumonary hypestension. Emerging Infectious Diseases 2005; 11
{9): 1480-1482.

R. Badagliacca, C.D. Vizza, C. Letizia, 5. Sciomer, R. Ciuffa, M. Montano, R. Poacia, F. Brandimarte,
F. Fedele. Baseine venows endotelin-1 (ETY) plasma levels does not predict clinical response fo
bosentan in pulmonary arterial hypertension. Ital Heart J 2005; 6 (Suppl.8): 855. Abstract

Badagliacea R, Rischard F, Fapa 5, Kubka 5, Vanderpool R, Yuan JX, Garcia JGN, Aishart 5, Poacia
R, Pezzuin B, Manz G, Mioth C, Luongo F, Scoceia G, Sciomer 5, Torre R, Fedele F, Vizza CD. Clinical
implications of idiopathic pulmonary arterial hypertension phenotypes defined by clusier analysis. J
Heart Lung Transplant. 2020 Apr; 38{4):310-320.

Badagliacca R, Papa 5, Matsubara H, Lang IM, Poacia R, Manz G, Vizza CD. The importance of nght
venfricular evaluation in risk assessment and therapeutic strategies: Raising the kar in pulmonary
arterial hypertension. Int J Cardicl 2020 Felo 15;301:183-189. doi: 10,101 6/ jcard. 201 9.100043. Epub
2019 Now 13.

Vizza CD, Letizia C, Badaghacca R, Scomer 5, Poacia R, Della Rocea G, lacokoni C, Leonardo de L,
Quattrucei 5, Dario C, Luigi P, Fedele F. Plasma adrenomedullin and endothelin-1 concentration during
low-tose dobutamine infusion: Relationship kebwesn pulmonary uptake amd pumonary vascular
pressurefiow characieristics. Requl Pept. 2008 Sep 11;136(1-3):85-91.

Vizza CD, Badagliacea R, Sciomer 5, Poacia R, Battagliese A, Schina M, Agati L, Fedele F. Mid-term
efficacy of beraprost, an oral prostacyclin analog, in the treatment of distal CTEPH: a case control study.
Cardiology. 2008, 106(3):168-73.

M. [¥Alte, C.D. Vizza, E. Romeo, R. Badagliacea, G. Santore, . Poscia, B. Sarubbki, M. Mancone, P.
Argiento, F. Ferramte, M.G. Russo, F. Fedele, R. Calabrd. Lomg term effect of bosentan treatment in
aduit patients with pulmonary arterial hyperension related to congenital heart disease (Eisenmenger
physiology): safety, tolerability, clinical, and haemodynamic effect. Heart 2007; 93:621-4625.

G. Vali, C.0. Vizza, P. Onorati, R. Badagliacca, R. Ciuffa, B. Poacia, F. Brandimarie, F. Fedele, P.
Sera, P. Palange. Pathophysiological adaptations to walking anrd cycling in primasy pulmonary
hyperiension. Eur J Appl Physiol. 2008 Mar; 102{4)-417-24.

C.D.Vizza, C. Lefizia, L. Petramala, R. Badagliacca, R. Poacia, E. Zepponi, E. Crescenzi, A. Nona, G.
Benedetti. F. Ferrante, 5. Sciomer, F. Fedele. Venous endotelin -1 (ET-1) and kbramn natriuretic peptide
(ENF] plasma levels during 8-months bosentan treatment for pulmonary arteral hypertension. Regul
Pept. 2008;151:48-33.

Vizza CD, Badagliacea R, Poscia R, Gambardella C, Pezzufo B, Crescenzi E, Papa 5, Fedele F.
Unusual presentation for a patent ductus afenosus. Eur Respir Rev. 2009;18{113):174-6.

Calabed P, Limongedli G, Maddaloni V, Vizza CD, D'Alto M, D'Alessandro R, Poacia R, Argierto P, Ziello
B, Badagliacca R, Romes E, Pacileo G, Russo MG, Fedele F, Calakr R. Analysis of endothelin-1 and
endaothelin-1 recepior A gene polymonghisms in patients with pulmonary arterial hyperension. Iniem
Emerg Med. 3011; 7{5)-425-30.

Vizza CD, Lefizia C, Badagliacea R, Poscia R, Pezzuto B, Gambardella C_ Mona A, Papa 5, Marcon 5,
Marmcone M, lacoboni C, Riccieri V, Volierrani M, Fedele F. Relationship ketween baseline ET-1 plasma
levels and outcome i patients with idiopathic pulmonary hypertension treated with bosentan. Int J
Cardiol. 2013 Jul 15;167(1):220-4.

Badagliacca R, Poscia R, Pezzuio B, Papa 5, Nona A, Mancone M, Mezzapesa M, Nocioni M, Sciomer
5, Valli G, Cedrone N, Fedele F, Vizza CD. Pumonary arierial dilatation in pulmonary hypertension:
prevalence and prognostc rlevance. Cardiclogy. 2012;121(2):78-82

Badagliacea R, Pezzuin B, Poacia R, Mancone M, Papa 5, Marcon 5, Valli G, Sardella G, Ferrante F,
l@cokoni C, Parcla D, Fedele F, Vizza CD. Prognostic factors in severe pulmonary hypertension patients
who nesd parenieral prostanoid therapy: The impact of late referral. J Heart Lung Transplant.
2012:31(4)-364-T2.

Vizza CD, Badagliacca R, Poacia R, Mezzapesa M, Nocioni M, Fedele F. Therapeutic strateges in
pulmonary arterial hypertension. European Cardiclogy, 2012;8(3):198-203.

Riccied W, Vasile M, lannace N, Stefanantoni K, Sciarra |, Vizza CD, Badagliacca R, Poacia R, Papa 5,
Mezzapesa M, Mocioni M, Valesini G. Systemic sclerosis patients with and without pulmonary artenal
hypertension: a nailfold capillaroscopy study. Rheumatology (Codiord). 2013 Aug;52(8):1525-8.
Peacock AJ, Cramdey S, McLure L Blyth K, Vizza CD), Poacia R, Francone M, lacucsi |, Olschewsk H,
Kovacs G, Vonk Moordegraaf A, Marcus JT, van de Veerdonk MC, Oosterveer FP. Changes in night
ventricular function measured by cardiac magnetic resonance imagingin - patients receiving pulmonary
arterial hypertension-fargeted therapy: the EURO-MR study. Circ Cardiovasc Imaging. 2014
Jan;T{1):107-14. doiz 10.1189/CIRCIMAGING.113.000629. Epub 2013 Oct 30. PMID: 24173272
Position Statement BFCO, Board TALIAN JOURMNAL OF PUBLIC HEALTH QLIPH - 2014, Volume 3,
Number 2

Poacia R, Ghio S, D'Alio M, Vitule P, Mulz M, Alkera C, Parisi F, Badagliacca R, Fedele F, Dano Vizza
C. 'Realife’ mformation on pulmonary arterialhypertension: the iPHnet Project Cur Med Res Opin.
2014 Deo;30[12]-2408-14.

Badagliacca R, Poscia R, Pezzulo B, Papa 5, Gambardella C, Francone M Mezzapesa M, Nocioni M,
Woma A, Rosati R, Sciomer 5, Fedele F, Dario Vizza C. Right venfricular dyssynchrony in idiopathic
pulmonary arterial hypertension: Determinants and impact on pump functon. J Heart Lung Transplant.
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Badagliacea R, Poscia R, Pezzuto B, Mocioni M, Mezzapesa M, Francone M, Giannetta E, Papa 5,
Gambardella C, Scomer 5, Volierrani M, Fedele F, Dario Vizza C. Right ventricular remadeling in
idiopathic pumanary arterial hypertension: adaplive versus maladaptive monghology. J Heart Lung
Tramsplant. 2015 Mar,34{3):395-403. dor 10,1016 healun 2014.11.002. Epuk 2014 Nov 8. PubMed
PMID: 25439138,

Pezzuto B, Badagliacea R, Poscia R, Ghio 5, D'Alio M, Vitulo P, Mulé M, Alkera C, Volterrani M, Fadels
F, Vizza CD. Circulating biomarkers in pulmonary arterial hyperiension: wpdate and fulure direction. J
Heart Lung Transplant. 2015 Mar; 34{3):282-305.

Stefanantoni K, Scarm |, Vasie M, Badagliacca R, Poacia R, Pendolno M, Alessandri C, Vizza CD,
Valesini 5, Riccieri V. Elevated serum levels of macrophage migration nhikitory factor and stem call
growth factor f im patients with iiopathic and systemic sclerosis associated pulmonary arerial
hyperension. Reumatismo. 2015 Mar 31;66(4):270-5.

Badagliacea R, Reali M, Poacia R, Pezzuto B, Papa P, Mezzapesa M, Mocioni M, Valli G, Gianmetta
E. Sciomer 3, lacokoni C, Fedele F, Vizza CD. Right intraveniricular dyssynchrony in idiopathic,
heritable and amorexigen-induced pulmonary arterial hyperension: dinical impact and reversibility.
JACC Cardiovase Imaging. 2013 Jun;8(8)-842-52.

Badagliacca R, Poscia R, Pezzuin B, Papa 5, Pesce F, Manzi G, Giannetta E Raineri C, Schina M,
Sciomer 5, Parcla D, Francone M, Carbone |, Fedele F, Vizza CD. Right veniricular conceniric
hypertrophky and clinical worsening in idiopathic pulmomary arterial hypertension. J Heart Lung
Transplant. 2016 Mow;35(11):1321-1329.

Vitwle P, Stanziola A, Confalonien M, Liberiecci D, Oggionni T, Redtoli P, Paciocco G, Tuzzoline F,
Martimo L, Beretta M, Callani A, Amaducsi A, Badagliacea R, Poacia R, Meloni F, Refini RM, Ges P,
Baldi 5, Ghio 5, D'Alio M, Argiento P, Sofia M, Guardamagna M, Pizzute B, Vizza CD. Sidenafi in
sevare pulmonary hyperension assocated with chronic obstructive pulmonary disease: A randomized
controlled muiticenter clinical frial. J Heart Lung Transplant. 2016 May 7. pii: 51053-2498{16)30114-0.
doi: 10,1016 heakn. 2016.04.010. [Epuls ahead of print] PubMed PMID: 27329400,

Badagliacca R, Papa S, Valli G, Pezzutc B, Poacia R, Manz G, Giannetta E Sciomer 5, Palange P,
Naeije R, Fedele F, Vizza CD. Echocardicgraphy Combined With Cardiopulmonary Exercise Testing for
fhe Predichion of Outcome in ldiopathic Pulmonary Arerial Hyperiension. Chest 2016 Dec;13008):1313-
1312

Vali G, Palange P, Badagliacca R, Papa 5, Poscia R, Vizza CD. Exercise energy expenditure in
patients with idopathic pulmonary arterial hypertension: impact on clinical severity and survival. Respir
Physiol Newrokiol. 2019 Jum;264:33-39. doi: 10.1016/.resp 2019.04.003. Epuls 2019 Apr 8.
Badagliacca R, Reali M, Poacia R, Pezzuio B, Papa 5, Mezzapesa M, Mocioni M Valli G, Gannetta E,
Sciomer 3, lacokoni C, Fedele F, Vizza CD. Letter to the editor about the paper "Right ventricular
dyssynchrory predicts clinical outcomes in patients with pulmonary hypertension” by Murata et al. Int J
Cardiol. 2017 May 1;234:128. doi: 10.1016{.ijcard 2017.01.081. PuoMed PMID: ZH285828.

Ghio 5, D'Alto M, Badagliacea R, Vitulo P, Argiarto P, Mulé M, Tuzzoling F Scelsi L, Romeo E, Raineri
C, Marting L, Tambwsino C, Poacia R, Vizza CD. Prognostic relevance of pulmonary arterial compliance
afier therapy initiation or escalation in patients with pulmonary artenal hypertension. Int J Cardiol. 20147
Mar 1;230c53-58.

Badagliacea R, Raina A, Ghio 5, D'Alto M, Confalonier M, Cosreale M, Corda M Paciocca G, Lombardi
C, Mulé M, Poscia R, Scelsi L, Argienta P, Sciomer 3, Banza RL, Wizza CD. Infiuence of various
therapeutic strategies on nght ventriculasmaorphology, function and kemodyramics in pulmonary arteral
hypertension. J Heart Lung Transplant 2017 Awg 28, pii: 51053-2498(17)31983-6.

Badagliacca R, Papa 5, Poacia 3, Valli G, Pezzuto B, Manzi G, Tome R, Gianfrilli G, Sciomer 3, Palangs
P. Masije R, Fedele F, Vizza CO. The added value of cardicpulmonary exercise testing in the follow-up
of pulmonary arteral hypertension. J Heart Lumg Transplant 2019 Mar38(3):306-314.
doi: 10L101 8] healun. 2018.11.0135.

Badagliacca R, Poscia R, Perzuto B, Papa 5, Reali M, Pesce F, Manzi G Gianfrlli D, Ciciarello F,
Sciomer 5, Biondi-Zoccai G, Tore R, Fedele F, Vizza CO. Prognostic relevance of nght heart reverse
remodeling in idiopathicpumonary arerial hyperiension. J Heart Lumg Tramsplant 2097 Oct 2.
pii:51053-2488(17)32041-T.

Rokerio Poacia, Giovanni Spera, Franco Mandelli. Tes di Laurea e Comitato Ebco, Medicna e
Chirurgia — Joumal of ltalian Medical Educaton. Med. Chir. 75. 3382-3385, 2047

Badagliacea R, Ghio 5, Comeale M, Poacia R, Camporotordo R, Ferareiti A, Papa 5, Pezzuin B,
Petrome P, Torre R, Di Biase M, Novara P, Guida 5, Vizza CD. Prognostic significance of the
echocardiographic estmate of pulmonary hygertension and of nght venfricular dysfunction in acute
decompensated heart falure. A pilot study in HFrEF patients. int J Cardicl. 2018 Nov 13:271:301-305.
Araima F, Imperiale C, Tordiglione P, Ceccarelli G, Borrazzo C, Alessandri F, Santinelli L, Innocenti GP,
Pinacchio C, Mauro ¥V, Recchia GE, Zancla 5, Calo A Poacia R, Rukerio F, d'Etiorre G, Bilotta F,
Mastroianni C, Pugliese F. Ozone as aduvant support in the treatment of COVID-19: A preliminary
repoet of probiozovid trial. J Med Virol. 2021 Ape;83(4:2210-2220. doi 10,1002 mv 25638, Epuk 2020
Wow 10.PMID: 33111980 Chnical Trial.

Gakrieli 5, Mangano V, Fura F, Oliva A, Vita 5, Poseia R, Fazii P, Di Paclo J, Mamces R, Mastroianni
CM, Bruschi F, Mattiucci 5. Molecular ldentification of Mew Cases of Human Dirofilanesis (Dirofiania
repens) in ltaly.Pathogens. 2021 Fel 23;10(2):251. doi: 10.33900pathogens 10020251 PMID: 33672411
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Start Instimtion Position
April “Sapienza” University of Co-Investigator EARLY (Randomized, Doulle-
2004 Fuome, Department of Blind, Multicenter, Placebo-Controlled,
Cardiovascular, Bespiratory Multicenter Study to Assess the Efficacy, Safety,
and Tolerability of Bosentan in Patients with
Sponser: ) ) Mildly symptomatic Pulmaonary arterial
ACTELION Pharmacentical Hypertension].
April “Sapienra” University of Co-Investigator Ventavis Observational Study
2005 Fome, Department of 308120 (Open-label, Uncontrolled, Prospective
Cardiovascular, Respiratory long-term observation of Ventavis inhalation
therapy in the treatment of patients with primary
Sponsor: pulmonary hypertension up to & years).
Baver Pharmaceutical
Angust Co-Investigator HED-MC-LVGY & Randomized,
2003 “Saplenza” University of Double-Blind, Placebo-Controlled Phase 3 study
Fome, Department of of the Phosphodiesterase Type 5 [PDES) Inhibitor
Cardiovascular, Respiratory | Tadalafil in the Treatment of Patients with
Pulmonary Arterial Hypertension
Sponsor: Ehv-Lilly
Decemb | “Sapienza™ University of Co-Investigator HED-MC-LVGX Open Label Phase
er 2005 | Fome, Deparmment of 3 study of the Phosphodiesterase Type 5 [PDES)
Cardiovascular, Bespiratory Inhibitar Tadalzfil in the Treatment of Patients
with Pulmonary Arterial Hypertension
Sponsor: Ely-Lilly
“Sapienra” University of Co-Investigator COMPASS-1 N® AC-D52-415
Fome, Department of Effects of Combination Of bosentan and sildenafil
Cardiowascular, Respiratory versus sildenafil Monotherapy on morbidity and
martality in symptomatic PAtients with
Sponsor: pulmonary arterial hypertension
ACTELION Pharmacentical
2008 “Sapienza” University of Co-Investigator Protocolle AIFA Valutazione
Fuome, Department of dell"efficacia e della tollerabilita della terapia
Cardicovascular, Respiratory combinata Bosentan-Sildenafil in pazienti con
ipertensione polmonare severa.
Sponsor: AIFA
“Sapienza” University of | Co-Investigator CTEPH Registry
Fome, Deparoment of
Cardicvascular, Respiratory
Decemb | “Sapienza™ University of Co-Investigator N° 12034 (PATENT-1]:
er 2008 | Fome, Department of “Randomized, double-blind, placebo-controlled,
Cardiowascular, Respiratory multicentre, multi-national study to evaluate the
efficacy and safety of oral BAaY 63-2521 (1 mg, 1,5
Sponsor: ) mg, 2 mg or 2,5 mg tid] in patients with
Bayer Pharmacentical symptomatic Pulmonary Arterial Hypertension
[PAH)"
March “Sapienza” University of Co-Investigator N® 12935 (PATENT-2): “Long-
2009 Eome, Department of term extension, multi-centre, multi-national
Cardiovascular, Fespiratory study to evaluate the efficacy and safety of oral
BAY 63-2521 (1 mg, 1,5 mg, 2 mg or 2,5 mg tid) in
Sponsor: ) patients with symptomatic Pulmonary Arterial
Bayer Fharmaceutical Hypertension [PAH)"
Februar | “Sapienza™ University of Co-Investigator CHEST-1 Study (Randomized,
¥ 200% | Pome, Deparment of Double-blind, Placebo-controlled, Multi-centre,
Cardiovascular, Respiratory Multi-national Study to Evaluate the Efficacy and
safety of Oral Riocizuat -BAYE3-2521- {1 mg, 1.5
Sponsor: . mg, 2 mg, or 2.5 mg Tid} in Patients With Chronic
Bayer Pharmaceutical Thromboembaolic Pulmonary Hypertension).
Tuly “Sapienza” University of Co-Investigator CHEST-2 Study (Open Label,
2009 Bome, Department of Multi-centre, Multi-national Study to Evaluate

Cardiovascular, Respiratory

long term the Efficacy and Safety of Oral
Riociguat -BAY63-2521- (1 mg, 1.5 mg, 2 me, or
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Spomsor:
Bayer Pharmaceutical

2.5 mg Tid} in Patients with Chronic
Thromboembeolic Pulmonary Hypertension).

Sept “Sapienza” University of Co-Investigator N* COTIST1AZ301 [IMPRES): “A
2009 Fome, Department of 24-week randomized placebo-controllad, double-
Cardiovascular, Fespiratory blind multi-center clinical trial evaluating the
efficacy and safety of oral QTI571 as an add-on
Sponsor: therapy in the treatment of severe pulmonary
Novartis Pharmzcenscal arterial hypertansion: Imatinib in Pulmonary
arterial hypertension, a Randomized, Efficay
Study”
April “Sapienza” University of Co-Investigator N° COTIST1AZI0LEL: "An
010 Pome, Department of extension study to COTIS7142301 to evaluate the
Cardiovasoular, Respiratory leng-term safety, tolerability and efficacy of oral
QTI571 (imatinib) in the treatment of severe
Sponsor: pulmaonary arterial hypertension: IMPRES
Nowvartis Pharmaceutical extension”
April “Sapienza”™ University of Co-Investigator N* COTISTLAZL02: “4 non
011 Fome, Departmeent of randomized, multiple dose, thras treatment
Cardiovasoular, Pespiratory period, open-label, single sequence, single group
study to evaluate the pharmacokinetic effect of
SPDI'“'_: ) two doses of QTI571 (imatinib) on the co-
Novartis Pharmacentcal administered drugs sildenafil and bosentan in
pulmonary arterial hypertension (PAH) patients”
April “Sapienza” University of Co-Investigator N® COTISTLAZ102EL: "An open-
011 Fome, Departmeent of label extension study to COTIST1A2102 to
Cardicvascular, Respiratory evaluate the long-term safety, tolerability and
efficacy of QM571 (imatinib) in the treatment of
SPIIUE'W_i . severe pulmonary arterial hypertansion”
Novartis Pharmaceutical
April “Sapienza” University of Co-Investigator NCTO0477262 (& Randomised,
2006 Fome, Department of Double-Blind, Placabo-Controlled Study to
Cardicvascular, Respiratory Evaluate the Safety and Efficacy of the Six
Sponsor: Months Treatment With the Tyrosine Kinase
Mervartis Phanmmacentcal Imhibitor Imatinib =5T1571- fior the Treatment of
Pulmonary Arterial Hypertension).
October | “Sapienza™ University of Co-Investigator N° AMB112565 (AMBITIOM): “&
2010 Rorme, Departrzent of randomized, multicenter study of first-line
Cardiovascular, Fespiratory ambrisentan and tadalafil combination therapy in
subjects with pulmonary arterial hypertension”
Spomsor:
5K Pharmaceutical
Tune “Sapienza” University of Co-Investigator N° AMB 110094 (VOLT): “A post-
2008 Rorme, Departrzent of marketing observational surveillance programme
Cardiovascular, Respiratory for ambrisentan”
Spomsor:
5K Pharmaceutical
October | “Sapienza™ University of Co-Investigator SPHERIC-1: “Studio
2010 Fome, Department of multicentrico, randomizzato, a doppio cieco,
Cardiovascular, Respiratory verso placebo, della durata di 16 settimane che
valuta I'effetto del sildenafil nel trattamento di
Sponsor paziente con ipertensione polmonare associata a
ATFO Research Center BPCOT
Decemb | “Sapienza™ University of Co-Investigator AIR 001 Inhalation Solution in
er 2008 | Rome, Depariment of patients with Pulmonary Hypertension

Cardicvascualar, Respiratory

Spomsor:
Aires Fhanmmaceuticals

“Sapienza” University of

Fome, Diepartment of
Cardicvascualar, Respiratory
SpONSOr:

Co-Investigator RELAX-AHFA (Phase 111,
Multicenter, Randomized, Double-Blind, Placebo-
controlled Study to Evaluate the Efficacy and
safety of Relaxin in Subjects with Acute Heart
Failura).
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Movartis Phammacenticals

Japuary | *“Sapienza™ University of | Co-lnwestigator BALAMCE [Multicenter,
2007 Fome, Diepartment of | randomized, Double-Blind, Placebo-Controlled
Cardiovascular, Respiratory Study to determine the safety and efficacy of
Treatment of Hyponatremia Based on Lixivaptan
Sponsor: in NYHA Class /v cardiac Patient Evaluation).
cardickine Biopharma
May “Sapienza” University of | Co-Inwestigator ASCEND-HF [Double-Blind,
2007 Fome,  Department  of | placebo-Controlled, Multicenter Acute Study of
Cardiovascular, Fespiratory Clinical Effectiveness of Nesiritide in Subjects
with Decompensated Heart Failure).
Sponsor:
Janssen-Cilag
Septemn | “Sapienza™ University of Co-Investigator N* A1481243 & multinational,
ber Fome, Department of multicentre, randomised, double-blind study to
2004 Cardiovascular, Respiratory assess the efficacy and safety of oral sildenafil
2omg tid or placebo tid when added to bosentan
Sponsor: ) in the treatment of subjects, aged 18 years and
Pfizer Pharmaceutical above, with pulmonary arterial hypertension.
Aprl “Sapienza” University of Co-Investigator N* A1481244: “A multinational,
2008 Fome, Department of multicentre, randomized, parallel group, double-
Cardiovascular, Respiratory blind study to assess the efficacy and safety of 1
mg, 5 mg, 20 mg TID of oral silkdenafil in the
Sponsor: treatment of subject aged 1E year and over with
Phizer Pharmaceutical pulmanary arterial hypertansion (PAH)"
October | “Sapienzs”™ University of Co-Investigator TDE-PH-301; “A 16-wask,
2004 Fuome, Department of internatianal, multicenter, double-blind,
Cardiovascular, Respiratory randomized, placebo-controlled study of the
efficacy and safety of oral UT-15C sustained
Sponsor: releasa tablets in subjects with pulmonary
United Therapentics arterial hypertansion™a MULTINATIONAL,
Fharmaceutical MULTICENTRE, RANDOMISED, PARALLEL GROUP,
DOUBLE-BLIND STUDY TO ASSESS THE EFFICACY
AMD SAFETY OF 1 MG, 5 MG AND 20 MG TID OF
DRAL SILDEMAFIL IM THE TREATMENT OF
SWBJECTS AGED 18 YEARS AND OVER WITH
PULMOMNARY ARTERIAL HYPERTENSION [PAH).
May “Sapienza™ University of Co-Investigater TDE-PH-302; “intarnational,
2004 Fome, Department of multicenter, Open Label study of the efficacy and
Cardiovascular, Respiratory safety of oral UT-15C sustained release tablets in
subjects with pulmonary arterial hypertension”a
Sponsor: } MULTINATIONAL, MULTICENTRE, Open Labal
United ~ Therapemtics | cryyny vo assess THE EFFICACY AND SAFETY OF
Pharmaceutical 1 MG, 5 MG AND 20 MG TID OF ORAL SILDENAFIL
IN THE TREATMEMNT OF SUBJECTS AGED 18 YEARS
AMD OVER WITH PULMOMARY ARTERIAL
HYPERTEMSION (PAH).
Tune “Sapienza” University of Co-Inwestigator FREEDODM-CL: "4 16-week,
2009 Fuome, Department of internatienal, multicenter, double-blind,
Cardiovascular, Respiratary randomized, placebo-controlled study of the
efficacy and safety of oral UT-15C sustained
Sponsor: releasa tablets in subjects with pulmonary
United Therapentics arterizl hypertensicn”A MULTIMATIOMAL,
Fharmaceutical MULTICENTRE, RANDOMISED, PARALLEL GROUP,
DOUEBLE-BLIND 5TUDY TO ASSESS THE EFFICACY
AMD SAFETY OF 1 MG, 5 MG AND 20 MG TID OF
ORAL SILDEMAFIL IM THE TREATMENT OF
SUBJECTS AGED 18 YEARS AND OVER WITH
PULMOMNARY ARTERIAL HYPERTEMNSION [PAH).
May “Sapienza™ University of Co-Investigator FREEDOM-C2: “international,
2006 Fome, Department of multicenter, Open Label study of the efficacy and

Cardiovascular, Fespiratory

Sponsor:
United Therapeutics
Pharmaceutical

safety of oral UT-15C sustained release tablets in
subjects with pulmonary arterial hypertension”a
MULTINATIONAL, MULTICENTRE, Open Label
STUDY T ASSESS THE EFFICACY AND SAFETY OF
1 MG, 5 MG AND 20 MG TID OF ORAL SILDEMNAFIL
IN THE TREATMENT OF SUBJECTS AGED 18 YEARS




AND OVER WITH PULMOMARY ARTERIAL
HYPERTEMNSION (PAH).
May “Sapienza” University of Co-Investigator AC-055-302 SERAPHIN: Study
2008 Bome, Department of with Endothelin Receptor Antagonist in
Cardiovascular, Respiratary Pulmonary arterial Hypertension to Improve
cliMical outcome & multicenter, double-blind,
Sponsor: randomized, placebo-controlled, parzllel group,
ACTELION Pharmacewstical | ayent-driven, Phase Il study to assess the effects
of ACT-0649592 on morbidity and mortality in
patients with symptomatic pulmonary arterial
hypertension.
Tuly “Sapienza” University of Co-Investigator AC-055-303 SERAPHIN: Study
2008 Bome, Department of with Endothelin Receptor &ntagonist in
Cardiovascular, Fespiratory Pulmanary arterial Hypertansion to Improve
cliMical outcome & multicenter, open label, Phase
Spomsar: . 1l study to assess the effects of ACT-064992 on
ACTELION Pharmaceusical migrbidity and mortality in patients with
symptomatic pulmanary arterial hypertension.
Tune “Sapienza” University of Co-Investigator COMPERA Registry
2007 Fuome, Diepartment of
Cardicovascular, Respiratory
May “Sapienza” University of Co-Investigator Expert Riociguat Registry
1014 Ruome, Diepartment of
Cardiovascular, Fespiratory
Sponsor:
Bayer Pharmaceutical
Mow “Sapienza” University of Co-Investigator RESPITE: Riociguat clinical effects
2013 Bome, Department of studied in pulmenary arterial hypertension [PAH)]
Cardiovascular, Fespiratory patients with insufficient treatment response to
PDE-5 inhibitors (PDE-50)
Sponsor: Bayer
Pharmacewtical

ATTIVITA 01 DOCENZA I CORSI
AVANZATI IN AMBITO REGOLATORIO
E SPERIMENTAZIONE CLINICA

1. Nuove regole europee sulla Spenmentazione Clinica dei medicnali per uso umano.
Eﬂigidm Umberte | L'attuale ter approvativo, lespererza del CTC. Roma 24 giugno

2 Le spermentazioni diniche di medicingli alla luce del Regolaments UE 5302014,
Limpatto delle regole comunitane sui Comitai Efici. Roma, 23 giugno 2015 Studic
Professionale Azsociato a Baker & Mckenzie.

1 Famindustria | regolamento UE 53602014, Cosa cambia & cosa fare? Llimpatto del
ruove regolamento sui Comitsll Btich Maredi 7 lugho 2015 Sala Convegni di
Famindustra, Largo del Mazareno

4 “La Farmacovigilanza in Spermentazioni Cliniche” convegno di Farmacovigilanza,
organzzato dallUniversitd di Roma “La Sapienza” e dallArea Polifica del Farmaco,
Fegione Lazio, Dicembre 2012

5. PHARMACISTS EDUCATION PROGRAM, Hospital pharmacists should be actively
imvoived in dinical tiale of medicnes.

The management of the experimental drugs, phammacist in ethics commitess.
ER[?F'.:“'E' presso il Nobile Collegio Chimico-farmaceutico Roma, nel giomi 17-18 ofiobre

6. Lettura Magistrale presso ISMETT Palermo. || nuove Regolamento Europeo, impatio
sulle strutture di Acerca. 21 marzo 2016

7. Comitati Etici: Semplificare |e procedure autorzzative, innovare gli aspett crganizzativi

e accelerare |a negomamone di Confratio di Spenmentazione Clinica. STUDI NO
PROFIT: dal Project Management alla Farmacovigilanza. KM Haly Flanst Heath Roma

18-21 settembre 2017

8. Lle cpermentazioni ciniche sponianee in lidia Esecurione pratica di uma
spenmentazions spontansa
TEMAS Forumn Milano 16 dicerbre 2015. Tempo di Docenza 105 minug

9 I Fegolamento FEurcpeo  =ulle  Sperimentazionn  Cliniche 5362074

Come cambia il ruolo del Comitato Etico, Pubblicazions dei dati & accesso ai dat | Gli
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CAPACITA E COMPETEMZE
ORGANIZZATIVE

Ad es. coordinamento e amministrazione
di persone, progett, bianci; sul posto di
Lavorp, in attivita di volsniariato (a4 e5.
cullura e sport), @ casa, ecc.

CAPACITA E COMPETEMZE
TECMICHE
Con computer, atfrezzature specifiche,

macchinan, ecc.
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siud no-profit e nuove Regolamento Europeo
TEMAS Forurn Milano 7-08-2017 Tempo di Docerza 195 minut

10. Aggiormnamento delle ICH - GCP B8 (R2) | nuowi requisiti delle Good Clinical Practice:.
Ingquadramento  regolatono  delle  spemmentazioni  dinichegli  obblighi  dello
spenmentatore nelle spenmentazioni diniche.

TEMAS Forum Milane 24 maggio 2017. Tempo di Docenza 210 minui.

1. Uso Compassionevole, Of- Label, Of- License dei farmac i ltalia
I rwl d garsnma del Comitato Etico, casistiche  parbcolan
TEMAS Forumn Milano 20 aprle 2017 Tempo di Docenza 210 minuti

12. Le spermentazioni cliniche spontanee dei dispositiv medicl. Esscuzions pratica di una
spenmeniazione  spontanea. Esempic pratico df uno  siudio  spontaneo
. Bezicurazions della qualita: esame di un T nell'ambito di un audit.

TEMAS Forum Finceramica, Faenza 6 luglio 2015. Tempo di Docenza 195 minuti

13, Gli Studi Osservazionali. La (coretta) pianificazions df uno studio csservazionale
Esecuzione prafica di un studio csservazonale . Valutamone stahistica di uno studio
ossenazonale: cenni
TEMAS Forum Milane 22 febbraio 2017 Tempo di Docenza 150 minut

14. Regolamento Europeo sulle Spenmentazioni Cliniche
Le prncipah novita infrodotie dal Regolamento
TEMAS Forum Milanc 4 luglio 2016 Tempo di Docenza 79 minud

15. Sperimentazioni spontanes Project & Cuality Management, esecurione pratica e
oversight di una sperlrrmlazw spontanea
TEMAS Forum Milano 20 giugno 2017 Tempe di Docenza 150 minuti

16. Corso Aziendsle di Farmacovigilanza Az, Policinico Umberto |, Docenza di
farmacovigilanza nelle sperimantazioni cliniche.

6-6-2012; 512-2012; 2-10-2013; 24-10-213; 20-11-2014 Tempo o docenza 45 minut
a zessions.
Inoltre & presente nell’ elenco dei docentl aziendali del Policlinico Umberto |

Ha swiluppato compeienze zulla base di espenenze Nazionali ed Intemazonall per #tvitd in
amibito regolatono & quindi in grado di supportare, organizzare, eseguirs & coordinare a livello
nazionale & intemamonale, studi clinici promoss) da indwsine, societa soentifiche, enti d ncerca,
singoli ncercatori & Diparimenti Uiniversitar.

Ha maturate circa 20 anni di esperienza nella pariscipazione come sperimentaiore in studi dinici
intemazional multiceninici presso [FAOU Policlinico Umberto |

Otiima conoscenza della legislamone europea e nanonale relativa agli studi cinicl con prncipt di
metodologia & disciplne regolatonie GCP.

Effettua in questamibito corsi GCP per ['A0U Poicinico Umberto |

Ha maturato la competenza e |3 conoscenza necessana per sequire tnal clinic in futie le
dizcipline mediche e chirurgiche e su device e farmaci seguendo ed impostando per quanto di
competenza, con il Clinical Trial Center & ['Unita o Ricerca pid di 2000 trial clinici nel corso degli
anni di attivita. Tra | progetd fraftati ci sono sta anche H2020, POR, FESR e Ricerca Finalizzata
e PNRR.

Buora conoscenza e scrttura sistemi di qualta; SOPs sulle spenmentazoni cliniche e sulla
gestione del farmaco sperimentale 2d in quest ambito & stato | estensore Procedure Oparative
Standard (30P) attualmenie utilizzate dal Comitato Etico Sapienza ed Unita di Ricerca Clinica
ADU Policlinico Umberto | receniemente ispezionate da AIFA ed approvale.

(ttima conoscenza di Data Base elettronicl e schede raccolta dati elettroniche per protocoll
clinid in conformita allo standard FOA CRF 21 Part 11 & certificazions & qualita GAMPS.

OTTIME capacita informatiche per il pacchetto Office
Conoscerza del sistema imformatico CE-Onlline di Cineca per Comitati Etici



ALTRE CAPACITA E COMPETENZE

Competanze non precedentements
indicate.

PATENTE O PATENTI

ULTERIORI INFORMAZION|
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Un'ottima esperienza nel trattamento del paziente cardiologico cnfico,

Un'ottima espenerza nella gestione diagnostico-terapeutica del paziente con cuore polmonare
CrORICO & con ipertensione arteriosa polmonare malatia rara ad alto impatto o mortadita e
morbilits.

Un'otima competenza nella valutazone funzionale cardiopolmonare con est da sforzo, test
engospirometncn, test provocati di ischemia miocardica circa, prove di furzionalita’ respiratona.
Un'ottima esperierza nelle altre metodiche non invasive (holier, ecocardiografia).

Un'ottima competenza d catetensmi cardiac destn diagnosticl & di valutazions emadinamica, in
particolare fest di vasodilatamons acuta con ossido nitcodprostaglanding, valutazione nsena
inotropa con dobutaming.

Patente A B
Membro delle seguenti Societa e Associazioni e ruoli:
Societa ltaliana di Cardiologia (51.C.) fino al 2018

Conzigliers del Gruppo di Studio della 51.C. sullz Circolazione Polmonare & Funzione
Ventricolare Destra, per il biennio 2010-2012.

Segretanio del Gruppo di Studio della 5..C. sulla Circolazions Polmonare & Funzions Ventricolare
Destra, per il bisnnio 2008-2009.

Consiglers Associazione Malati lpertensione Polmonare (AM.LP.) dal 2008 al 2012.

Membiro del Pumonary Vascular Reszarch Institute (PVRL), Istifuto di ricerca indipendents con il
fine di incrementare lo sviluppo £ la ricerca nel campo delle patologie vascolan polmonarn.

Nel 2012 Reviewer of the European Journal of Musculoskeletal
Diseases (EMD).

MNel 2017 Reviewer per Infemationa Joumnal of Cardiclogy

Nel 2017 AICRD Working Group ltaliano sui Clinical Trial Center, redazions del White Paper
ltaliano sui Clinical Trial Center: hitpe-hwww. aicro.ifwe-content/uploads 20 16M MAICRO-White-
Paper pdf

Membro dell’Accademia Lancisiana fino a dicembre 2023

Editar in Chief Medical Accademy Journal

|| sottoscritto, consapevole che — ai senzi dellart 76 del DPR. n. 452000 - le dichiarazioni
mendaci, la falsita neall ath & ['uso di 3t falsi sono punit 31 2ensi del codice penale = delle leoai
special, dichiara che e informazioni rispondono a venia

|| sotioscriioc autorzza il fratiamenic dei propri dati personali ai sensi dellart. 13 del Digs. 30
giugno 2003 n. 196 - “Codice in matena d protezione dei dati personal’® & dellart. 13 GDPR
ET%16 — “Fegolamento europeo sulla protezione dei dafi personal™

Data 12-02-2025. FT0

Dott. Roberto Poscia



