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Noile date indica faptul ca medicamentele generice sunt o alternativa
fezabila pentru a sprijini accesul celor suferinzi de hepatita C (VHC) la
tratamentul cu medicamente antivirale cu actiune directa.

16 aprilie 2016, Barcelona, Spania: Datele prezentate astazi
demonstreaza ca medicamentele generice cu actiune antivirala directa
(DAAs) sunt la fel de eficiente si sigure ca tratamentele de marca pentru a
vindeca hepatita C. Rezultatele sumare prezentate astazi, la “The
International Liver Congress” ™ 2016 de la Barcelona, Spania, au aratat
raspunsuri virale sustinute (SVR) ridicate dupa tratamentul cu
medicamente generice sofosbuvir, ledipasvir, daclatasvir si ribavirina,
confirmand eficacitatea clinica echivalenta cu rezultatele observate in
faza a 3-a a studiilor clinice ale tratamentelor combinate de marca.

Costurile ridicate ale DAAs de marca impiedica accesul la tratament in

multe téri.l Medicamentele generice DAAS sunt produse Th masa si sunt

disponibile pentru mai putin de 1% din pretul de vanzare cu amanuntul al
medicamentelor echivalente de marcd. Medicatia care costa $ 94.000 per
persoana in SUA poate fi in prezent obtinuta pentru mai putin de 1.000 $

New data indicate that generics are a feasible alternative to support
access to direct-acting antiviral treatment for Hepatitis C (HCV) sufferers

April 16, 2016, Barcelona, Spain: Data presented today demonstrates that
generic direct-acting antivirals (DAAs) are as effective and safe as
branded treatments to cure Hepatitis C. The summary results presented
today at The International Liver Congress™ 2016 in Barcelona, Spain,
showed high sustained virologic response (SVR) after treatment with
generic sofosbuvir, ledipasvir, daclatasvir and ribavirin, confirming clinical
efficacy equivalent to outcomes seen in Phase 3 clinical trials of branded
combination treatments.

The high costs of branded DAAs prevent access to treatment in many

countries.! Generic DAAs are being mass-produced and are available for
less than 1% of the retail price of their branded counterparts. Medication
costing $94,000 per person in the US can currently be obtained for less
than $1,000 as a generic, and a 12 week course of treatment could be



ca medicament generic, si un tratament de 12 saptamani ar putea fi
produs in viitor la un pret mic de 200 s.1

"Datele noastre interimare sugereaza o posibila solutie pentru pacientii
cu hepatita Cin zonele in care accesul la tratament a fost restrictionat ca
urmare a preturilor ridicate cerute pentru tratamentul de marca ", a
declarat Dr. James Freeman, de la GP2U Telehealth, Hobart, Australia si
autorul principal al studiului. "La nivelul de pret al medicamentelor
generice antivirale cu actiune directa, tratarea intregii epidemii de
Hepatita C la nivel global ar putea fi fezabila financiar. Mai mult decat
atat, daca un pacient este vindecat de hepatita C, exista dovezi pentru
supravietuire imbunatatita si riscuri mai mici de cancer la ficat si ciroza
hepatica, iar pacientii vindecati ar putea relua activitatea, oferind mai
departe beneficii economice pentru societate ".

n acest studiu, persoanele cu HCV au importat in mod legal tratament
generic de pret scazut pentru a-si trata afectiunea. Studiul a inclus
persoane tratate in Australia, Statele Unite ale Americii, Marea Britanie,
Canada, Europa, Asia de SE si Africa.

Medicamentele generice DAAs au fost mai Tntdi evaluate pentru calitate
in Australia, utilizand cromatografie lichida de inalta precizie, rezonanta
magnetica nucleara si spectroscopie de masa. Pacientii au fost evaluati
pre-tratament, in timpul tratamentului, iar apoi la sdptamanile 4 (SVR4) si
12 (SVR12) dupa incheierea tratamentului. Obiectivul analizei a fost de a
evalua eficacitatea si siguranta medicamentelor generice DAAs importate
in mod legal pentru uzul personal al fiecarui pacient.

Rezultatele intermediare arata ca pentru genotipul 1 rata globala SVR a
fost de 95%. Tratamentul cu medicamente generice sofosbuvir si
ledipsavir a condus la rate SVR4 de 93%, iar tratamentul cu medicamente
generice sofosbuvir si daclatasvir au condus la rate SVR4 de 97%.

produced for as little as $200 in the future.®

“Our interim data suggests a potential solution for Hepatitis C patients in
areas where treatment access has been restricted as a result of the high
prices demanded for branded treatment,” said Dr James Freeman, of
GP2U Telehealth, Hobart, Australia and lead author of the study. “At the
price level of generic direct-acting antivirals, treating the entire global
Hepatitis C epidemic could be financially feasible. Furthermore, if a
patient is cured of Hepatitis C, there is evidence for improved survival,
and lower risks of liver cancer and liver cirrhosis and cured patients could
return to work, delivering further economic benefits to society.”

In this study, people with HCV legally imported low-cost generic
treatment to cure their infection. The study included people treated in
Australia, USA, UK, Canada, Europe, SE Asia and Africa.

Generic DAAs were first evaluated for quality in Australia, using high
precision liquid chromatography, nuclear magnetic resonance and mass
spectroscopy. Patients were assessed pre-treatment, during treatment,
and then at weeks 4 (SVR4) and 12 (SVR12) following the end of
treatment. The objective of the analysis was to assess the efficacy and
safety of generic DAAs legally imported for each patient’s personal use.

The interim results show that for genotype 1 the overall SVR rate was
95%. Treatment with generic sofosbuvir and ledipsavir led to SVR4 rates
of 93% and treatment with generic sofosbuvir and daclatasvir led to SVR4
rates of 97%.



"La nivelul tuturor genotipurilor, rata SVR a fost de 94%, dupa
tratamentul cu medicamente generice DAAs. Acest lucru indica faptul ca
medicamentele generice DAAs pot furniza aceleasi rate de succes ca
echivalentele de marca, dar la un pret care este de 1/100 din costul
actual ", a explicat Dr. James Freeman.

"Exista un rol clar pentru tratamentele generice, cum ar fi acestea, pentru
persoanele cu hepatita C din intreaga lume. Implicatiile de crestere a
disponibilitatii acestor medicamente ar putea fi enorme, prezentand mai
multor persoane posibilitatea unui "leac" pentru ceea ce este adesea o
conditie debilitanta ", a declarat profesorul Laurent Castera, Secretar
General EASL.

Despre The International Liver Congress ™

Acest congres anual este cel mai mare eveniment din calendarul EASL,
care atrage experti in stiinta si medicina din intreaga lume pentru a afla
despre cele mai recente cercetdri in domeniul hepatic. Specialistii
participanti prezintd, impartasesc, dezbat si concluzioneaza asupra
ultimelor stiinte si cercetari in hepatologie, lucrand pentru a imbunatati
tratamentul si gestionarea bolii hepatice in practica clinicd. in acest an, se
estimeaza ca la congres sa participe aproximativ 10.000 de delegati din
toate colturile lumii. The International Liver Congress™ are loc in
perioada 13 Aprilie - 17, 2016, la Fira Barcelona Gran Via, Barcelona,
Spania.

Despre EASL (www.easl.eu)

De la fondarea EASL in 1966, aceasta organizatie non-profit a crescut la
peste 4.000 de membri din intreaga lume, incluzand multi hepatologisti
de renume din Europa si din afara ei. EASL este asociatie hepatologica
lider in Europa, care a evoluat intr-o asociatie europeana majora cu
influenta internationald, cu un palmares impresionant in promovarea

“Across all genotypes, the SVR rate was 94% after treatment with generic
DAAs. This indicates that generic DAAs can deliver the same success rates
as branded equivalents, but at a price which is 1/100th of the current
cost,” explained Dr James Freeman.

“There is a clear role for generic treatments such as these for people with
Hepatitis C across the world. The implications of increased availability of
these drugs could be enormous, presenting more people with the
possibility of a ‘cure’ for what is often a debilitating condition,” said
Professor Laurent Castera, EASL Secretary General.

About The International Liver Congress™

This annual congress is the biggest event in the EASL calendar, attracting
scientific and medical experts from around the world to learn about the
latest in liver research. Attending specialists present, share, debate and
conclude on the latest science and research in hepatology, working to
enhance the treatment and management of liver disease in clinical
practice. This year, the congress is expected to attract approximately
10,000 delegates from all corners of the globe. The International Liver
Congress™ takes place from April 13 — 17, 2016, at the Fira Barcelona
Gran Via, Barcelona, Spain.

About EASL (www.easl.eu)

Since EASL’s foundation in 1966, this not-for-profit organisation has
grown to over 4,000 members from all over the world, including many of
the leading hepatologists in Europe and beyond. EASL is the leading liver
association in Europe, having evolved into a major European Association
with international influence, with an impressive track record in



cercetarii bolilor de ficat, sprijinind largirea educatiei si promovarea
schimbarilor in politicile europene pentru ficat.
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