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Naslov: Improving Clinical Outcomes with Precision Dosing in Patients with Inflammatory Bowel Disease Through Investigating Variability of Monoclonal Antibodies Based on Population Pharmacokinetic-Pharmacodynamic Modeling ​
Akronim: optYmAb
Trajanje projekta: 01.01.2024. – 31.12.2026.
Potprogram: biomedicinske nauke
Budžet: 289,389.39 EURO
Finansiranje: Fond za nauku Republika Srbija, poziv Prizma

Konzorcijum: Farmaceutski fakultet – Univerzitet u Beogradu – nosilac i Medicinski fakultet – Univerzitet u Beogradu – partner
Rukovodilac projekta: Prof. dr Katarina Vučićević
Sastav projektnog tima ispred Farmaceutskog fakulteta - Univerzitet u Beogradu: Katedra za farmakokinetiku i kliničku farmaciju - Prof. Katarina Vučićević, rukovodilac projekta; Prof. Sandra Vezmar Kovačević, koordinator radnog paketa; Vanr. prof. Marija Jovanović, koordinator radnog paketa; istraživački tim: Prof. Branislava Miljković, Doc. Milica Ćulafić, Doc. Milena Kovačević, Asist. Ana Homšek i Asist. Maša Roganović.
Sastav projektnog tima ispred Medicinskog fakulteta - Univerzitet u Beogradu: KBC „Zvezdara“, Klinika za interne bolesti, Kliničko odeljenje za gastroenterologiju i hepatologiju, Odsek za gastroenterologiju - Doc. Dr Srđan Marković, koordinator radnih paketa; Prof. Petar Svorcan, koordinator radnog paketa.
Spoljni partneri na projektu: Prof. Rada Savić, Univezitet Kalifornija San Francisko (UCSF), SAD i Doc. Valentina Topić Vučenović, Univerzitet u Banjoj Luci – Medicinski fakultet, odsek Farmacija.

Apstrakt projekta: Crohn’s disease and ulcerative colitis, with an increasing prevalence, are characterized by chronic gastrointestinal inflammation in a protracted relapsing and remitting course. Biological therapy revolutionized inflammatory bowel disease (IBD) treatment. While being effective, monoclonal antibodies (mAb) are well-tolerated in inducing and maintaining the remission. Nevertheless, up to 50% of patients do not adequately respond or experience relapse. Hence, their quality-of-life decreases, while healthcare systems encounter greater costs. Currently, it is unclear if the response could be improved with intensified dosing. Great, and still unexplainable, variability in mAb concentrations among patients exists, with high uncertainty how it contributes to the response-to-treatment over time. optYmAb aims to investigate and quantify the sources of variability and dynamic interplay between anti-TNFα (infliximab, adalimumab) and anti-integrin (vedolizumab) concentrations - pharmacokinetics (PK), levels of inflammatory biomarkers - pharmacodynamics (PD), clinical response and quality-of-life of adult IBD patients from the beginning and on maintenance of biologic treatment. Utilizing comprehensive pharmacostatistical methodology on big data will result in multi-level PK-PD-response models, leading to the answers to specific clinically related questions, as contemporary pharmacotherapy supports model-informed personalized dosing approach. Pharmacoeconomic model will be developed. This is not only up to date but also aspiring as it is aiming towards comprehensive quantification of mAb-patient bidirectional relationship, both on individual and population level, being the first research that links all the points between mAbs dose and clinical response over the time. Combined knowledge will provide further prognostic information regarding the risk of relapse at earlier time points and allow preventive interventions in the clinical practice at rational costs.

Instagram: optymab 
LinkedIn: optYmAb project linkedin.com/in/optymab-project-5538632ab 
Webite: www.optymab.com  
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