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Scientific conclusions

Taking into account the PRAC Assessment Report on the PSUR(s) for lutetium (177Lu) chloride, the
scientific conclusions of the CHMP are as follows:

Five cases of tumour lysis syndrome (TLS) were identified in the scientific literature in associawith
Lu-177 based radioligand therapy (RLT). The cases occurred in close temporal proximity to t
alternative aetiologies were excluded and most cases either met or were close to meeting for@
TLS definition. All cases recovered with treatment. .

I

riteria of

The lower bound of the 95 % confidence interval of the reporting odds ratio for tumo@s syndrome in
EudraVigilance in association with Lu-177 is increased at 34.50, with 3 cases. These@duplicates of those

identified in the literature. Q

The PRAC is of the view that although the number of identified cases is limi e exposure to date is
relatively low, and the association with tumour lysis syndrome is biological sible. The PRAC therefore
recommends that the Product Information should be updated accordin%

The CHMP agrees with the scientific conclusions made by the PRAE&

Grounds for the variation to the terms of the market@norisation(s)

On the basis of the scientific conclusions for Iutetium@ chloride the CHMP is of the opinion that the
benefit-risk balance of the medicinal product(s) contain lutetium (177Lu) chloride is unchanged
subject to the proposed changes to the product ir@wation.

The CHMP recommends that the terms of the @eting authorisation(s) should be varied.
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