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OBJECTIVES METHODS

Gadoteric acid, a safely used 1o0nic,
macrocyclic gadolintum-based contrast

Phase I, monocentric, non-comparative, non-randomized, open-label clinical tnal,
agent (GBCA) (1), is cleared from the inclqding 10 evglual?le patients (adult's male or female), pres'entil%g with ESRD who
blood by glomerular filtration only, as %‘egulred.hemodlalysm for 4 hours, 3 times per week. Gadoteric acid (Dotarem®) was
this is the case for most GBCAs (2). A 1n]ected.1ntraven0usly ata doge C{f 0.1 mmol/kg. | | |
prolonged exposure to gadolinium is The primary evaluation criterion  was t.he decrease 1n serum gadc.rt.erlc acid
considered as a risk factor for developing concentration after eat':h hemodialysis session. To calculate the dlialysablhty, l?looFl
nephrogenic systemic fibrosis (NSF) satgples were drawn mmultgneous!y from the inflow and outflow 11116‘:5 of the circuit
after administration of some of these during the first hemodlalysm' session, aind from the Vascqlar access :]ust before and
contrast agents in patients with chronic after each of the tl?ree hemodialysis Sessions. The 3 hemodialysis sessions start.ed |l to
kidney disease (CKD) (3.4).The aim of 2 hoursf, 2 d.ays' (.1.6.,. 48 2h) and 4 days. (}.e., 96 4h), r§spect1vely, followmg the
this study was to evaluate the cgadoteric gmd 11}]ect10n. The total gadolintum concentration was measured 1 the
dialysability of gadoteric acid in patients serum l.)y md.uct}vely coupled .pl.asma mass spechmeuy §ICP-MS). The secondary
with end-stage renal disease (ESRD), evaluation criteria were the .chmcal safety (vital S1gns, 1njection-site tolerance) and
requiring hemodialysis. 1ab0ratqry assessments which were evaluated during a 4-day follow-up after
ocadoteric acid injection. Adverse events (AEs) and serious AEs were evaluated
through a 3 week and 3-month post-injection period, respectively.
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boubic mmen, conal venous caerer . a decrease In gadolinlum serum concentration
rene ey T P R S S e (geometric mean) of 88% at 0.5 h, of 93% at 1.5 h and
Nonmt cmneptane, moey  3cay T MSn Gamaol e sl rer 97% 4 hours after the start of dialysis (Table 2).

' The decrease of gadolinium concentrations (geometric

- Table 2 mean) after a 4-hour session (versus the corresponding

pre-dialysis values) was more than 95% for the second

T session, and more than 90% for the third session (Table

N T IV S 2). If the values post 2"d and 3™ sessions are compared

i e — - . to the pre-dialysis values of the first session, the
R S - B decrease was at least 99.5% and 99.7%, respectively.

”””” ~ - i No AEs at least possibly related to gadoteric acid were

brrnon 5 ios NA N reported. No AEs occurred at the injection site during the

o e ‘o0 e observation period. There were no clinically relevant

LLQ: Lower Limit of Quanification changes In mean laboratory values and vital signs. No

cases of NSF have been reported so far.
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