Cil: Analyza sérovych koncentraci teriflunomidu v korelaci s klinic-
kym stavem pacientd s roztrousenou sklerézou.

Metodika: Sérové koncentrace teriflunomidu byly stanoveny
metodou kapalinové chromatografie s hmotnostni spektrometrii u 10
pacientd, u kterych byl sou¢asné zaznamenavan klinicky stav vcetné
EDSS 3kély, pocet relaps(, ndlez na magnetické rezonanci a nezaddoucf
uc¢inky medikace. Nasledné byl vyhodnocen vliv naméfenych koncen-
traci jak na aktivitu onemocnéni, tak na nezadouci Ucinky.

Vysledky: Stanovené koncentrace se pohybovaly v zavislosti
na odbérovém case v rozmezi 13,4-61,1 mg/|. Pfi stejné dévce byly
namérfeny nizsi koncentrace u muzd, zavislost na télesné hmotnosti
viak nebyla pozorovana. Aktivita onemocnéni na magnetické rezo-
nanci byla prokdzana u jednoho pacienta se stanovenou koncentracf
13,7 mg/l, k nejvétsi zméné EDSS soucasné s atakou doslo u pacientky
s koncentraci 21,3 mg/Il. U jednoho pacienta s koncentracf vys3si nez
48,0 mg/I (10 % pacientd) byl pozorovan nezadouci U¢inek neutropenie.

Zavér: Terapeutické monitorovani teriflunomidu maze pomoci
optimalizovat farmakoterapii roztrousené sklerézy jak z hlediska efek-
tivity, tak nezadoucich ucinkd lécby.
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Covid-19 Post-vaccination Antibody and Cellular
Immunity Dynamics in Cancer Patients on Active
Oncology Treatment — The First Results of Phase 4
Multicentric CoVigi Study
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Background: SARS-CoV-2 infection is accounted as a threat for
cancer patients undergoing active oncology therapy. However, no data
about vaccine safety profile and effectiveness in immunocompromised
populations, as well as the potential for detrimental immune responses,
are published. The antibody and cellular immunity signatures as safety
and tolerance are recorded during the first year after vaccination.

Methods: CoVigi is a prospective open-label non-randomized
multicentric Phase 4 clinical study enrolling patients on anti-cancer
treatment, and as a reference cohort, the healthy volunteers vaccinated
according to the national covid-19 vaccination priorities. Quantitative
analysis of anti-S and anti-N SARS-CoV-2 antibodies (Roche) and SARS-
-CoV-2 specific cellular response evaluated by IFN-gamma-release assay
(Qiagene) and CD69 expression are evaluated. Results: As of July 13h,
200 solid cancer, and 250 hematooncology patients were enrolled.
From preliminary baseline data, 22 % of solid cancer and 29 % of
hematooncology patients had detectable levels of anti-SARS-CoV-2
antibodies with a median of 106 U/ml (range 1.4-3666) and 84 U/ml
(range 0.75-2528), respectively (p = 0.888). In the anti-SARS-CoV-2
Ab-positive cohort, the IFN-gamma level upon both CD4 and CD8
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stimulation was 0.04 pg/ml (IQR 0.02-0.13), the CD69 expression on
NKT-like cells increased to 10.9 % (IQR 6.6-17.3), whereas in the anti-
-SARS-CoV-2 Ab-negative cohort was 0.00 pg/ml (IQR 0.00-0.01 and
to 7.5% (IQR 4.0-10.1), respectively (p = 0.079).).

Conclusion: The baseline immunity parameters observed in the
initially enrolled cohort of the ongoing CoVigi study showed covid-19
experience in about a. A higher level of IFN-gamma and upregulation
NKT-like cells was observed in the anti-SARS-CoV-2 Ab-positive cohort.
The preliminary results with at least a three-monthly follow-up will be
presented at the conference.

Kolistin a otazky jeho TDM

Jitka Rychli¢kova
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Brno, Ceska republika

Kolistin spada svou farmakokineticko-farmakodynamickou (PK/
PD) charakteristikou mezi expozi¢né zavisla antibiotika, kdy cilova
hodnota AUC,,  ,,
plazmatické koncentraci v ustaleném stavu priblizné 2 mg/I. Kolistin

/MIC odpovida pfiblizné 50 mg*h/I, neboli celkové

zaroven vykazuje davkové zavislou nefrotoxicitu.

Stanoven{ plazmatickych koncentraci kolistinu je v bézné klinic-
ké praxi dostupné, nicméné nacasovani odbéru vzorkd k modelaci
a vypoctu AUC a interpretace naméfenych hodnot je spojena s celou
fadou otazek.

V rdmci sdéleni se zaméfime vedle otdzek stability predevsim na
to, jaké jsou farmakokinetické charakteristiky kolistin methansulfonatu
jako proléciva a kolistinu jako vlastniho aktivniho produktu, zda je
vhodny monitoring proléciva, nebo ndm postaci méfeni kolistinu ¢i
kdy je TDM kolistinu v klinické praxi skute¢né zadouci.

Register ACCELERATE: vyuzitie inovativnej metody pri
vyskume Castlemanovej choroby
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Uvod: Limitovany pocet pacientov a lie¢ebnych centier predstavu-
je obmedzenie pri vyskume vzécnych choréb. Castlemanova choroba
(CD) zahifa heterogénnu skupinu hyperinflamatérnych ochoreni,
ktorych spolo¢nym znakom je lymfadenopatia. Klinické prejavy CD
su znacne variabilné — od priznakov podobnych chripke az po fatdlne
multiorgdnové zlyhanie.

Ciel: Porovnat Standardnu a inovativnu metédu zberu dat u pa-
cientov zaradenych do registra ACCELERATE.

Metodika: V 6 $tatoch EU boli pacienti zaradovani do registra
tradi¢nou metddou — pri ndvsteve lekdra podpisali informovany suh-
las a ich medicinske Udaje boli zaznamenané do databazy (lekarska
skupina-LS). V pacientskej skupine (PS) sa pacienti zaradili do registra
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