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Dear colleagues, members, and affiliates,

It is both a privilege and a pleasure to welcome you to Bucharest on the 23" of March 2023 for 3 exceptional days
of scientific experience in the field of hepatology. With the theme Addressing the latest hepatology challenges with
clinical perspectives, this Anniversary Update on Hepatology Bucharest Course is the perfect opportunity to share
your passion for liver disease, expand your network, confront scientific ideas, and access cutting-edge content from
top experts in the field! The scientific program will be focused on current challenges and opportunities that might
leverage clinical practice, increasing our capability to refine management algorithms in liver diseases.

The educational value of our event is reflected not only by the selection of topics and expertise of our prestigious
faculty, but also by the EASL and ESOT endorsement, an official recognition of the scientific quality and the impact
that it brings on clinical practice. We share the goal of delivering up-to-date knowledge, to help our liver community
stay connected and maintain the commitment to lifelong learning in hepatology and liver transplantation during
these challenging times.

The course is organized in 6 plenary sessions representing a perfect stage for expert interaction and debate, that
will cover relevant topics for practicing hepatologists, with direct relevance to patient care: The rapidly growing
epidemic of NAFLD: what should we do?; Liver transplant oncology; Alcohol-related liver disease; Cirrhosis and
the treatment of its complications; Emerging targets and therapeutics in viral hepatitis; Non-invasive methods for
diagnosing and decision-making in chronic liver disease.

Over the past years, we developed several important enhancements to improve the experience of our meeting.
In 2023 we are delighted to announce the launch of the new pre-course agenda - How to improve liver research
in Romania: Promise, Progress, Perspective - a research forum aiming at improving basic and clinical research
in Romania. A whole day will be dedicated to experts’ presentations of basic concepts applied in liver research,
organizing interest groups, building multicentric multiprofessional colaboration and databases, and establishing
research directions. A plenary session will offer young fellows, docs, and postdocs the opportunity of presenting
the results of their work.

Two extraordinary state-of-the-art lectures held by renowned and visionary hepatologists will try to anticipate
what the future holds in hepatology over the next decades from public health and clinical perspectives: Liver
disease in 21st century - health of the European population —held by Helena Cortez-Pinto and The future of clinical
hepatology: big data, digitalization, omics and personalized medicine — held by Shiv Sarin.

We are grateful to the faculty members who have stepped up to provide such an insightful and clinically useful
event, to our generous corporate supporters and, finally, to all the participants joining us to gain insights and
inspiration from our scientific program and from experts propelling the field forward.

On behalf of the organizing and scientific committee, thank you for attending, for your continued interest as we are
looking forward to an exceptional scientific event aiming to upgrade your knowledge and to support you in your
daily clinical practice.

Cordially,
Liana Gheorghe
President and Founder of the Update on Hepatology Course
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Thursday, March 23
Basic Research Seminar: Liver research in Romania:
Promise, Progress, Perspective

09.30-10.00 Welcome coffee

10.00-12.15 Session 1

Basic concepts applied in liver research

Chair: Virginia Hernandez-Gea, Cristian Baicus
Building multicentric/national databases 20 min
Virginia Hernandez-Gea

How to perform a meta-analysis? 20 min
Stefania Bunduc

How to write a paper and how to get published ? 20 min
Speranta lacob

Development and validation of prediction models 20 min
Cristian Baicus

How to write a research project? 20 min

Razvan lacob

Competing risk analysis in liver diseases 20 min
Gennaro D’Amico

Discussions 15 min

12.15-14.15 Paralell Interest group roundtables : “How to improve research in hepatology?”:

Group 1: CIRRHOSIS — PORTAL HYPERTENSION
Chairpersons: Cristian Gheorghe, Virginia Hernandez-Gea, Bogdan Procopet,
Shiv Sarin
Working Group: Eugen Dumitru, Dan Gheonea, Daniel Coriu, Mugur Grasu,

Gabriel Becheanu, Irina Girleanu, Stefania Bunduc
Group 2: NON-INVASIVE ASSESSMENT OF CHRONIC LIVER DISEASES

Chairpersons: Alina Popescu, Monica Platon Lupsor
Working Group: Larisa Sandulescu, Robert Nastasa, Nicoleta Tiuca,

Sebastian Zenovia, lulia Simionov
Group 3: LIVER CANCER

Chairpersons: Razvan lacob, Zeno Sparchez
Working Group: Cristina Muzica, Razvan Cerban, Radu Dumitru, Diana Chetroiu
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Group 4: NON-ALCOHOLIC FATTY LIVER DISEASE
Chairpersons: Dana Crisan, Roxana Sirli, Carmen Fierbinteanu, Mona Munteanu
Working Group: Carmen Ester, Mihaela Udrescu, Ana Calin-Necula, Olga Orasan,

Anca Hancu, Anca Pantea Stoian
Group 5: ALCOHOL-RELATED LIVER DISEASES

Chairpersons: Horia Stefanescu, Liana Gheorghe, Luca Belli, Eugen Hriscu
Working Group: Petruta Filip, Claudia Jorza, Radu George Tanase, Daniela

Sasalovici, Speranta lacob, Corina Pietrareanu
Group 6: VIRAL HEPATITIS

Chairpersons: Corina Pop, Anca Trifan

Working Group: Mirela Onica, Carmen Preda, Laura Huiban, Sorina Diaconu
Group 7: AUTOIMMUNE AND CHOLESTATIC LIVER DISEASES

Chairpersons: Speranta lacob, Andrada Seicean
Working Group: Mihaela Ghioca, Matei Mandea, Corina Radu, Roxana Vadan

14.15-15.10 Lunch
Poster session 1
Chair: Horia Stefanescu, Roxana Sirli, Irina Girleanu

15.10-17.10 Session 2
Original research: Oral presentations
Chair: Razvan lacob, Bogdan Procopet

15.10-15.25 Improved body composition decreases the fat content in non-alcoholic fatty liver
disease, a meta-analysis and systematic review of longitudinal studies
Déra Matis, Péter Hegyi, Brigitta Teutsch, Stefania Bunduc, Tamas Tornai, Balint
Erdss, Gabriella Par, Szilard Vancsa

15.25-15.40 A novel model for prediction of fatty liver disease in primary care settings
Peltec Angela, Toaca Zinovia, Toaca Inesa, Sergiu Matcovschi

15.40-15.55 Liver steatosis assessment by new ultrasound-based qunatitative methods
Camelia Foncea, Alina Popescu, Raluca Lupusoru, Radu Cotrau,Adrian Burdan,
Ariana Pascu, Tudor Moga, Alexandru Popa, Roxana Sirli, loan Sporea

15.55-16.10 Role of spleen stiffness measurements with 2D-Shear-Wave Elastography for
esophageal varices in patients with compensated advanced chronic liver disease
Sebastian Zenovia, Carol Stanciu, Cristina Muzica, Ana Maria Singeap, Camelia
Cojocariu, Catalin Sfarti, Irina Girleanu, Stefan Chiriac,Tudor Cuciurean, Laura
Huiban, Robert Nastasa, Mihaela Dimache, Stafie Remus, Stratina Ermina,
Rotaru Adrian, Minea Horia, Anca Trifan
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16.10-16.25 Diagnosis of liver tumors by contrast-enhanced ultrasound: artificial intelligence
versus clinicians
Cristiana Marinela Urhut, Costin Teodor Streba, Madalin Mamuleanu, Suzana
Danoiu, Victor Mihai Sacerdotianu, Daniela Larisa Sandulescu

16.25-16.40 Prognosis scores and shorter liver transplantation-free survival in patients with
large-duct primary sclerosing cholangitis
Matei Mandea, Cristian Anghel, Mugur Grasu, Speranta lacob, Mihaela Ghioca,
Razvan lacob, Cristian Gheorghe, Irinel Popescu, loana Lupescu, Liana Gheorghe

16.40-16.55 Cell-block cytology: a promising diagnostic tool in cholangiocarcinoma? A pilot
study
Tudor Mocan, Lavinia Patricia Mocan, Adelina Horhat, Mercea Voicu, Rares
Craciun, loana Rusu, Carmen Mihaela Mihu, Zeno Sparchez

16.55-17.10 Overexpression of survivin-1, TAG-72 and HERCS5 in patients diagnosed with
hepatocellular carcinoma in the Black Sea Coast geographical area
loan Sergiu Micu, Adrian Paul Suceveanu, Gabriela Baltatescu, Laura Mazilu,
Florin Botea, Vlad Herlea, Felix Voinea, Andra lulia Suceveanu

17.10-17.30 Educational event with the support of Genesis Pharma
(GENESIS Givosiran, an Investigational RNAi therapeutic for the treatment of Acute
Hepatic Porphyria
Chair: Liana Gheorghe
Speakers: Lucian Negreanu, llja Kubisch

17.40-18.40 Official opening & State of the Art Lectures
State of the Art Lecture 1 - The future of clinical hepatology: big data,
digitalization, omics and personalized medicine
Shiv Sarin

State of the Art Lecture 2 - Liver disease in 21st century health of the European
population

Helena Cortez Pinto

18.40 - Welcome dinner
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Friday, March 24

08.30-09.00 Welcome coffee

09.00-09.30 Single topic conference
Alcohol related acute on chronic liver disease
Shiv Sarin

09.30-09.35 Welcome & Introduction

09.35-11.30 Session 1
The rapidly growing epidemic of NAFLD: what should we do?
Chair: Carmen Fierbinteanu, Vlad Ratziu

09.35-09.55 What are we looking at? One or many fatty liver diseases? Clinical impact of
disease heterogeneity MAFLD vs NAFLD
Vlad Ratziu

09.55-10.15 How does it work? Diagnostics, non-invasive assessment, and risk stratification
Carmen Fierbinteanu

10.15-10.35 What should we do for? The management landscape - diet, exercise, drugs
Raluca Pais

10.35-10.55 What else do we need to do? Addressing the co-morbidities in a multidisciplinary
perspective
Dana Crisan

10.55-11.10 Discussions

11.10-12.10 Educational event with the support of AbbVie

oObb\vie MAVIRET, from Promise to Practice: 99.5% SVR12
Chair: Liana Gheorghe
Speakers: Anca Trifan, Liana Gheorghe, Corina Pop, Eugen Dumitru,
Dan Gheonea

12.10-12.40 Educational event with the support of Innergy
¥ INNERGY

ner balance for a quality life

Gut microbiota changes paradigms in liver cirrhosis

Sinergin' Levurin®_Bifido-Plus

Chair and Speaker: Liana Gheorghe

12.40-13.40 Lunch
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Poster session 2
I Chair: Razvan lacob, Larisa Sandulescu, Dana Crisan

13.40-15.35 Session 2
Liver Transplant Oncology
Chair: Irinel Popescu, Gabriel Oniscu
13.40-14.00 New development of indications and candidate selection for liver transplantation
- role of etiology
Susanne Beckebaum
14.00-14.20 Pushing the boundaries of liver transplantation in hepatocarcinoma
Luca Belli
14.20-14.40 Progresses in loco-regional and systemic therapy for hepatocarcinoma: current
concepts and perspectives
Arndt Vogel
14.40-15.00 Cholangiocarcinoma
Patrizia Burra
15.00-15.20 Evolving trends in liver transplant surgery
Gabriel Oniscu
15.20-15.35 Discussions

15.35- 15.55 Coffee Break

15.55-16.25 Educational event with the support of Alfasigma

ALFASlGMA’G“t Microbiota Modulation to Prevent Hepatic Encephalopathy in Liver Cirrhosis
Speakers: Liana Gheorghe, Anca Trifan

16.30-18.05 Session 3
Alcohol-related liver disease
Chair: Liana Gheorghe, Shiv Sarin

16.30-16.50 Diagnosing alcohol use disorder and alcohol related liver disease.
Multidisciplinary team approach
Roxana Sirli

16.50-17.10 Gut-liver axis in alcoholic liver disease
Costica Aloman

17.10-17.30 Management of alcohol associated liver disease
Liana Gheorghe

17.30-17.50 Discussions

19.30 — Anniversary Dinner
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Saturday,March25

08.30-10.05 Session 4
Cirrhosis and treatment of its complications
Chair: Cristian Gheorghe, Gennaro D’Amico
08.30-08.50 Natural history and prognosis in liver cirrhosis
Gennaro D’Amico
08.50-09.10 Baveno VIl Takeaways
Anca Trifan, Ana-Maria Singeap
09.10-09.30 Update on transjugular intrahepatic portosystemic shunt (TIPS) in cirrhosis:
from indications to complications
Bogdan Procopet
09.30-09.50 Endo-hepatology: endoscopic management of primary sclerosing cholangitia
Vito Cicinnati
09.50-10.05 Discussions

10.05-10.25 Educational event with the support of Gilead
0 GILEAD Developments in the management of HD - Where are we today
Speaker: Liana Gheorghe

10.30-10.45 Coffee break

10.45-12.20 Session 5
Emerging targets and therapeutics in viral hepatitis
Chair: Liana Gheorghe, Simona Ruta

10.45-11.05 Hepatocellular carcinoma risk stratification after HCV cure in patients with
compensated advanced chronic liver disease
Zeno Sparchez

11.05-11.25 New therapeutic endpoints and concepts for hepatitis D
Speranta lacob

11.25-11.45 Endpoints and emerging therapies for hepatitis B
Simona Ruta

11.45-12.05 HBV reactivation: current concepts and management strategies
Corina Pop

12.05-12.20 Discussions
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I 12.20-13.00 Educational event with the support of Gilead
G GiLeAD Chronic hepatitis C- different challenges, new strategies
Chair: Liana Gheorghe

Speakers: Anca Trifan, Corina Pop

13.00-14.00 Lunch
Poster session 3
Chair: Speranta lacob, Ciprian Brisc, Sorina Diaconu

14.00-16.15 Session 6
Non-invasive methods for diagnosing and decision-making in chronic liver
disease
Chair: Mona Munteanu, Alina Popescu, Speranta lacob
14.00-14.20 Non-invasive assessment of NAFLD using ultrasound elastography
Monica Platon Lupsor
14.20-14.40 Non-invasive approaches for diagnosis and monitoring of portal hypertension
Horia Stefanescu
14.40-15.00 Role of elastography in diagnosing and monitoring of liver cirrhosis
Ciprian Brisc
15.00-15.20 Using biomarkers for predicting advanced fibrosis and cirrhosis
Mona Munteanu
15.20-15.40 Elastography assessment in chronic viral hepatitis - particularities and
differences according to HCV/HBV/HDV
Alina Popescu
15.40-16.00 Application of contrast-enhanced ultrasound for focal liver lesions
Larisa Sandulescu
16.00-16.15 Discussions

16.15 Wrap-up
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Mai multi pacienti naivi la
tratament pot fi acum eligibili
pentru durata de tratament
de 8 saptamani
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glecoprévir/pibren’rosvir

Acest material promotional este destinat profesionistilor din domeniul sanatatii.

MAVIRET este indicat pentru tratamentul hepatitei cronice cu virus C la adulti si la adolescenti cu varsta de 12 ani si peste.
Pentru informatii complete de prescriere, va rugdm sa consultati Rezumatul Caracteristicilor Produsului.

*rata de vindecare = raspuns viral sustinut (RVS12), definit ca ARN-VHC nedetectabil la 12 sdptdmani de la terminarea tratamentului acesta fiind obiectivul primar in toate studiile.!
Tpacienti experimentati = pacientii tratati anterior pentru hepatita cronica cu virus C care au avut esec la tratamentul cu peg-IFN + ribavirina+/-sofosbuvir sau sofosbuvir+ribavirina

Referintd: 1. Rezumatul Caracteristicilor Produsului Maviret (glecaprevir/pibrentasvir) comprimate filmate, iulie 2022.




Maviret 100 mg/40 mg comprimate filmate - Informatii esentiale din Rezumatul Caracteristicilor Produsului

Compozitia cantitativa si calitativa: Fiecare comprimat filmat contine glecaprevir 100 mg i pibrentasvir 40 mg. Excipient cu efect cunoscut: Fiecare com[)rimat filmat
contine lactozs 7,48 mg (sub form de monohidrat). Indicatii terapeutice: Maviret este indicat pentru tratamentul infectiei cronice cu virusul hepatitic C (VHC) la adulti i la
copii cu varsta de 3 ani si peste. Doze si mod de administrare: Tratamentul cu Maviret trebuie initiat si monitorizat de catre un medic cu experientd in tratamentul pacientilor
cu infectie cu virusul hepatitic C (VHC). La adulfi adolescenti cu vérsta de 17 ani i peste. sau capii cu greutatea de cel pufin 49 kg, doza recomandatd este de 300 _qu/1 0 mg (tre
comprimate a cate 100 mg/ 40 mgh]' administratd pe cale orald, o datd pe zi, in timpul mesei. Durata recomandatd a tratamentului cu Maviret pentru pacientii infectati cu VHC,
&enutlpul 1,2.3.4,5 sau'6 §i cu boala hepatica compensata (cu sau fard ciroza), netratatj anterior pentru VHC, este de B saptaméni. Durata recomandat a tratamentului cu

et pentru pacienti care au avut esec (a tratamentul anterior cu peg-IFN + ribaviring +/- sofosbuvir sau sofosbuvir + ribaviring, care au infectie cu genotipul 1, 2 4-6'si care
nu au cirozd este de § saptamani, iar pentru cei cu cirozd compensatd este de 12 saptaméni. Durata recomandatd a tratamentului cu Maviret pentru pacienfii care au avut esec
(a tratamentul apterior cu peg-IFN + ribaviring +/- sofosbuvir sau sofosbuvir + ribaviring, care au infectie cu genotipul 3, cu sau fara ciroza compensatd, este de 16 saptamani.
Omiterea dozei: In cazul omiteri unei doze de Maviret, doza prescrisa trebuie luatd in interval de 18 ore de [a momentul in care trebuia administratd. Dacd au trecut mai mult de
18 ore de la momentul n care Maviret este administrat de gbicei, doza omisd nu mai trebuie luatd, iar pacientul trebuie sd ia urmatoarea dozd conform schemei uzuale de
administrare. Pacientii trebuie instruiti sa nu ia o doza dubld. In cazulin care apar varsaturi in interval de 3 ore de a administrare, trebuie atd o dozd suplimentard de Maviret.
Dacd varsaturile apar dupd mai mult de 3 ore de la administrare, nu este necesard administrarea unei doze suplimentare de Maviret. Insuficientd hepaticd: Nu este necesard
ajustarea dozei de Maviret (a pacientii cu insuficienta hepatica usoard (Child-Pugh A). Maviret nu este recomandat (a pacientii cu insuficienta hepatica moderat (Child-Pugh B]
sleste contraindicat la pacienti cu Insuficient hepatica severd (Child-Pugh C). Pacienti cu transplant hepatic sau renal: A fost evaluat un tratament cu durata de 12 siptamani
s acesta se recomandaa pacientii cu sau fard ciroz, cu transplant hepatic sau renal. Trebuie luat in considerare o duratd a tratamentului de 16 s3ptaméni la pacientii infectai
cu genotipul 3 si care au fost tratatj anterior cu peg-IFN + ribavirin +/- sofosbuvir sau sofosbuvir + ribaviring. Pacienti cu infectie concomitenta HIV-1: Pentru recomandar privind
doza atunci cand se utilizeazd concomitent medicamente antivirale, a se vedea pet. 4.5 din RCP complet. Copii si adolescenti: Siguranta si eficacitatea Maviret a copii cu varsta
sub 3 ani sau cu greutatea sub 12 kg nu au fost incé stabilite si nu sunt disponibile date. Maviret sub formd de granule drajefiate este indicat pentru administrare (a copii cu
varsta cuprinsd Tntre 3 ani si mai putin de 12 ani, cantdrind ntre 12 kg si mai putin de 45 kg. Deoarece formele farmaceutice au profiluri farmacacinetice diferite, comprimatele
si granulele drajefiate nu sunt interschimbabile. Prin urmare, este necesar un tratament complet cu aceeasi formd farmaceuticd. Pacientiitrebuie instruit 53 inghitd comprimatele
intregi cu alimente si sd nu mestece, sd nu zdrobeascd sau sa nu rupd comprimatele, deoarece biodisponibilitatea medicamentului se poate modifica. Contraindicatii:
Hipersensibilitate la substantele active sau la oricare dintre excipienti. Pacienti cu insuficienta hepatica severa (Child-Pugh C). Administrare concomitenta cu medicamente care
contin atazanavir, atorvastating, simvastating, dabigatran etexilat, medicamente ce, contin etinilestradiol, inductori puternici ai CYP3A si gp-P (de exemplu rifampicind,
carbamazeping, sunatoare (Hypericum perforatum), fenobarbital, fenitoind si primidon). Atentionari si precautii speciale pentru utilizare: Reactivarea virusului hepatitic
B: In timpul sau dupé tratamentul cu medicamente antivirale cu actiune directd, au fost raportate cazuri de reactivare a virusului hepatitic B (VHB], unele dintre acestea fiind
letale. Inainte de inceperea tratamentului trebuie sd fie efectuat (a tofi pacientii screening-ul Bentru VHB. Pacientii cu infectie concomitenta cu VHCVHB prezintd risc de
reactivare a VHB gi. In consecintd, trebuie monitorizati si tratati conform ghidurilor clinice curente. Pacienti care au avut egec [a un tratament anterior care a continut un inhibitor
NS3/EA sifsau NSBA: Maviret nu este recomandat pentru repetarea tratamentului La pacientii cu expunere prealabila la infibitori ai NS3/4A sifsau NSBA. Utilizarea (& pacientii cu
diabet: Persoanele cu diabet pot Erezema un control glicemic ameliorat, care poate duce (a hlpuql\cerme swmftumatwcé, dupd initierea tratamentului antiviral cu actiune directd
pentru VHC. La pacientii cu diabet care incep tratamentul antiviral cu actiune directd, valorile glucozei trebuie monitorizate cu atentie, in special in primele 3 Luni, iar
medicamentele pentru diabet trebuie modificate dupa caz, Medicul responsabil de ingrijirea pacientului cu diabet trebuie informat céind se inifiaza tratamentul antiviral cu actiune
directd. Pacientii cu afectiuni ereditare rare de intolerantd (a galactozd, deficit total de lactaza sau sindrom de malabsorbiie (a %tucuzé-galactozé nu trebuie sd utilizeze acest
medicament. Interactiuni cu alte medicamente: Glecaprevir si pibrentasyir sunt inhibitor ai glicoproteinei P (gp-P), ai proteinei de rezistentd n cancerul mamar (breast
cancer resistance protein, BCRP) si ai polipeptice transportoare de anioni organici (OATP) 181/3. Administrarea concomitenta cu Maviret poate creste concentratiile plasmatice ale
medicamentelor care sunt substraturi ale gp-P (de exemplu dabigatran etexilat, digoxina), BCRP (de exemElu fosuvastating) sau OATP1B1/3 (de exemplu atorvastating,
lovastating, pravastating, rosuvastatin, simvastatin). Pentru recomandzri specifice privind interactiunile cu substraturile sensibile ale gp-P. BCRP si OATPTB1/3, vezi tabelul
3din RCP complet. Pentru alte substraturi ale gp-P. BCRP sau OATPTBI/3, poate fi necesara ajustarea dozei. /n v, glecaprevir si pibrentasvir sunt inhibitori slabi ai citocromului
P50 CYP) 3A si ai uridin glucuronozil-transferazei (UGT) TA1. In vitr, atét glecaprevir, cat si pibrentasvir inhibd pompa de export a sarurilor biliare (bte salt export pump, BSEP).
Pacienti tratati cu antagonisti ai vitaminei K: Deoarece functia heFatlcé se poate modifica in timpul tratamentului cu Maviret, se recomandd monitorizarea atentd a valorilor
raportului international normalizat (INRY. Utilzarea cu inductori puternici ai %p—P/CYPSA:,vezv\' Contraindicatii. Administrarea concomitentd a Maviret cu medicamente care sunt
inductori moderati ai gp-P/CYP3A poate s scada concentratile plasmatice ale glecaprevir i pibrentasvir (de exemplu oxcarbazeping, eslicarbazeping, lumacaftor, crizotinib). Nu
se recomandd administrarea concomitenta de inductori moderati cu Maviret Administrarea concomitents a Maviret cu medicamente care inhibd gp-P si BCRP (de exemply
ciclosporind, cobicistat, dronedarond, itraconazol, ketoconazol, ritonavir pot s& fncetineascd eliminarea glecaprevirului si pibrentasvirului, crescand astfel expunerea Flasmat\cé
(a antivirale. Medicamentele care inhiba OATPTB1/3 (de exemplu elwte?favwr. ciclosporind, darunavir, lopmawrcresc concentrafiile plasmatice ale glecaprevi. Tabelul 3 din RCP
complet prezinta efectul raportului medilor celor mai mici patrate (interval de Tncredere 90%) pentru concentratia plasmatica a Maviret $i'a unor medicamente uzuale
administrate concomitent. Sarcina: Nu se cunosc sau sunt date Uimitate provenite din utilizarea glecaprevir sau pibrentasir La femeile gravide (mai putin de 300 rezultate
obtinute in timpul sarcinilor]. Ca msura de precautie, utilizarea Maviret nu este recomandata in timpul sarcinii. Alaptarea: Nu se poate exclude un risc Eentru copilul aldptat.
Trebuie uata decizia fie de a intrerupe alaptarea, fie de a intrerupe/de a nu Tncepe tratamentul cu Maviret, avand in vedere beneficiul alaptarii pentru copil i beneficiul
tratamentului pentru mamé. Reactii adverse: In fazele 2 si 3 grupate ale studilor clinice cu subiect] adult, carora Ui se administreazd tratament cu Maviret pentru infectile cu
VHC genotip 1,2, 3, 4,5 sau 6, reacfille adverse cel mai frecvent raportate (incidenta > 10%) au fost cefaleea si fatigabilitatea. Mai putin de 0,1% dintre subiecti tratati cu Maviret
au avut reacfil acverse grave (accident vascular cerebral ischemic tranzitor). Procentul subiectilor ratafi cu Maviref care au oprit definitiv tratamentul din cauza reacilor adverse
afost de 0,1%. Urmétoarele reactil adverse au fost identificate fn studile de faza 2 si 3 pentru autorizare la pacientii adulti infectati cu VHC, cu sau fard ciroza, cérora li s-a
administrat Maviret timp de 8, 12 sau 16 saptimani sau in timpul experientei de dupa punerea pe piat: Foarte frecvente (> 1/10): cefalee, fatigabilitate; Frecvente (> 1/100 gi <
1/10): diaree, great,é, astenie, crestere a valorior bilirubinei totale; Mai putin frecvente (> 1/1000'si < 1/100): angioedem: Cu frecventa necunoscutd (nu poate fi estimatd din
datele disponible): Prurit. Reacti adverse (a subiectii cu insuficienta renald Severd, incluzand subiectii care efectueaza sedinte de dializa: Cele mai frecvente reactii adverse (a subiectii
cu insuficient3 reneld severd au fost pruritul (17%) si fatigebilitatea (12%) in EXPEDITION-4 si pruritul (14.9%) in EXPEDITION-. Copi si adolescenti. Siguranta utilizari Maviret
(a adolescentii infectati cu VHC GT1-6 se bazeazi pe datele dintr-un studiu deschis de Faza 2/3 (DORA-Partea 1) cu 47 subiecti cu varsta de 12 ani pand la <18 ani tratati cu
Maviret timp de 8 pand la 16 sdptamani. Reactiile adverse observate au fost comparabile cu cele observate in studile clinice cu Maviret efectuate a aduli. Raportarea
reactiilor adverse suspectate: Profesionistii din domeniul sanatafii sunt rugati sd raporteze orice reactie adversd suspectatd (a: Agentia Nationald a Medicamentului si a
Dispozitivelor Medicale din Romania, Str. Aviator Sandtescu nr. 48, sector 1, Bucuresti 011478- RO, e-mail: adr@anm.ro, Website: wwaw.anm.ro. Supradozaj: In caz de supradozaj,
pacientul trebuie monitorizat pentru orice semne si simptome de toxicitate. Trebuie sa se instituie imediat tratament simptomatic adecvat. Glecaprevir Si pibrentasvir nu sunt
eliminate semnificativ prin hemodializd. Perioada de valabilitate:  ani. Detindtorul Autorizatiei de Punere 61& iata (DAPP): AbbVie Deutschland GmbH & Co. KG,
Knollstrasse, 67081 Ludwigshafen, Germania Nr. APP: EU/1/17/1213/001. Data primei autorizari: 26 lulie 2017. Data uttimei reinnoiri a autorizatiei: 22 martie 2027.
Text bazat pe RCP cu data revizuirii iutie 2022. Medicament eliberat pe bazd de prescriptie medicald: PR.

Pentru informatii complete va rugam consultati Rezumatul Caracteristicilor Produsului accesand link-ul: fttps:/fwww.ema.europa.eu/en/documents/
Broduct—|nformatmn/mavnet—epar—pmduct—lnformatwon_ro.pdf

entru informatii medicale suplimentare puteti folosi adresa de e-mail: informatiemedicala(dabbvie.com; ! L o )
Raportarea evenimentelor adverse suspecte pentru produsele AbbVie se poate face catre Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din Romania
(ANMDMR], secfiunea Medicamente de uz uman sau ctre AbbVie Romania SRL, Departamentul Farmacovigilents, Telefon: +40215293479/ E-mail: ROPVidabbvie.com
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DATE: 23r-25%" Martie 2023
Location: Hotel Crowne Plaza

ORGANIZING SOCIETIES/INSTITUTIONS:

Romanian Association for Liver Diseas (RoALD)

Romanian Society of Gastroenterology & Hepatology (SRGH)
Fundeni Clinical Institute, Bucharest

University of Medicine and Pharmacy “Carol Davila” Bucharest

COURSE DIRECTORS:
Liana GHEORGHE, Anca TRIFAN

OFFICIAL LANGUAGE:
The official language of the course is English.

17 CME for three days course






