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Figure 3: Overall survival

Kaplan-Meier estimates for the probability of overall survival in the modified
intention-to-treat population of SMT and SMT plus HA groups. The p value was
calculated by the log-rank test. HA=human albumin. SMTzstanfq;{rdp.rgﬂir_ét_;__ﬂiﬂﬁ_
treatment. RSN T
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open-label, pragmatic trial done in 33 academic and non-

academic Italian hospitals. Study protocol, amendments
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centre, This study fulfils the requirements of the
CONSORT check list.” We also self-reviewed the trial
design and conduct using the Cochrane risk of bias tool

(appendix).” siricgates
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We analyvsed cost-effectiveness by calculating quality-
adjusted life-vears (QALY) from the EQ-5D utility index
and the incremental cost-effectiveness ratio (ICER).
According to the National Institute for Health and Care
Excellence (NICE).? an ICER of €35000 per QALY was
taken as the threshold to consider a treatment cost-
effective. We also did a non-parametric bootstrap analysis
to test the robustness of the preliminary cost-effectiveness
assessment (appendix).®®

Data were managed with PL/SQL Developer, version
9.0.6.1665 (Allround automation, Enschede, Netherlands)
and analyses were done by the non-profit Interuniversity
Consortium for data collection, data processing, and
statistical analysis (CINECA, Bologna, Italy) using
R open-source statistical software, version 3.3.1.
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research organisation (Yghea, Bologna, Italy) and over-
icians not involved in the studvy {appendix}.xl'__E?_EE]—EEﬁiEZ?;;E';ﬁJ
HA was supplied by a company poocl (Baxalta, CSL
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A Cumulative incidence of death and TIPS or liver transplantation
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