< [ LEVERAGING THE WHO PHARMACOVIGILANCE DATABASE | _w_ 1
CHG VIGIBASE® : EXAMPLE OF THE SAFETY ANALYSIS OF =7Z=€dllpP
CAENNORMANDIE 1177 u]Lu-DOTATATE ((( appemmn

Typhanie LADRIERE?, Charles DOLLADILLE?, Jonathan VIGNE*

L University Hospital Caen Normandie, Pharmacy and nuclear medicine Department; 2 University Hospital and University of
Caen Normandie, Pharmacology department; 3 INSERM U1237, Cyceron Center

Email : l.typhanie@yahoo.fr 5PSQ'O6O III ; L

Background & Objectives

[277Lu]Lu-DOTATATE = Therapeutic radiopharmaceutical used in the treatment of metastatic or inoperable, well- . 7 ~

differentiated gastroenteropancreatic neuroendocrine tumours expressing somatostatin receptors. : —[ oYy

Several clinical trials have been carried out, including the NETTER-1 trial, but they do not fully represent the .~ "0 o

heterogeneity of patients who may receive this treatment in routine clinical practice. oAt 05~
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@ The objective Is to elucidate a comprehensive safety profile with real-life data of a therapeutic
radiopharmaceutical such as [1"/Lu]Lu-DOTATATE using VigiBase®, the World Health Organisation’s

Structure of [Y/Lu]Lu-DOTATATE, from

pharmacovigilance database. Ladriere T. et al., 2023t
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Results

* Analysis of 3,984 ICSRs

» Reported mainly by the Americas (65%) and European region (31%) and principally
by physicians (45%)

* Top 6 drugs co-reported with [1"/LulLu-DOTATATE : Octreotide (6%), Amino acids
(6%), Ondansetron (6%), Lanreotide (5%), Everolimus (2%) and Capecitabine (2%).
 Disproportionality analysis revealed a significant association (IC,,: >0) between
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[177Lu]Lu-DOTATATE and the reporting of hematological disorders, infections, renal
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fallure, hepatic disorders, alopecia, metabolic disorders, and hematologic 2
malignhancies (In red in Figure 1).
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subclasses of ADRs and [Y"/Lu]Lu-DOTATATE.

Conclusion

VigiBase® Is a database that can be used for disproportionality analysis, overlaps, time to onset of ADRSs, rechallenge/dechallenge as well as
outcome, with a large amount of data essentially reported in “real life” which may reveal a rare ADR.

VigiBase® = Essential information on the safety profile of [*//Lu]Lu-DOTATATE with potential use for other diagnostic and therapeutic
radiopharmaceuticals.
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