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Clinical Study Synopsis

This Clinical Study Synopsis is provided for patients and healthcare professionals to
increase the transparency of Bayer's clinical research. This document is not intended
to replace the advice of a healthcare professional and should not be considered as a
recommendation. Patients should always seek medical advice before making any
decisions on their treatment. Healthcare Professionals should always refer to the
specific labelling information approved for the patient's country or region. Data in this
document or on the related website should not be considered as prescribing advice.
The study listed may include approved and non-approved formulations or treatment
regimens. Data may differ from published or presented data and are a reflection of
the limited information provided here. The results from a single trial need to be
considered in the context of the totality of the available clinical research results for a
drug. The results from a single study may not reflect the overall results for a drug.

The following information is the property of Bayer AG. Reproduction of all or part ol
this report is strictly prohibited without prior written permission from Bayer AG.
Commercial use of the information is only possible with the written permission of the
proprietor and is subject to a license fee. Please note that the General Conditions of
Use and the Privacy Statement of bayer.com apply to the contents of this file.
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A Drug Utilization Study of Xofigo Use in Sweden
Keywords Xofigo, off-label use, prostate cancer
Rationale and Prostate cancer is the second most common candeh@isixth
background leading cause of cancer mortality among men wodéwA large

number of men have disseminated disease at disgoobkave a
relapse after treatment with curative intent. Boretastases and
their clinical sequelae are among the most freqaedtdebilitating
complications in patients with castration resisfantstate cancer

(CRPC). Xofigg an alpha- emitter is a calcium mimetic that self;

targets areas of increased bone turnover in bomastases. It emit
high-energy alpha particles of short range thatlpce a highly
localized cytotoxic effect in the target aredefigo was approved
in the European Union on November 13, 2013 fortitbatment of
adults with CRPC, symptomatic bone metastases ahkaaown
visceral metastases. Xofigo is contraindicated @amen who are or
may become pregnant. Xofigo has not been testeathitaren. The
purpose of this study was to evaluate use of Xoifgtuding
potential off-label use in a post marketing setting
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Resear ch question and
obj ectives

The objective of this study was to evaluate themixof
potential off-label use of Xofigo, in Sweden.

The study included patients for whom a medical slenihad
previously been made to treat with Xofigo in Sweden

The study objectives were:

* To estimate the use of Xofigo in men with mCRPC

* To estimate the use of Xofigo in women.

* To estimate the use of Xofigo in children.

* To estimate the use of Xofigo in patients with bone
metastasis but having a diagnosis of other caheer t
castration resistant prostate cancer

* To estimate the use of Xofigo in dosage level (kByand
number of doses outside recommendations.

Study Design This was a single-arm descriptive observationaddrilization
study based on secondary data collection of patieaated with
Xofigo in Sweden.

Setting The study population were patients receiving tresimvith Xofigo

at nuclear medicine centers in Sweden during ay®ar-period.

Subjectsand Study Size,
including dropouts

Patients receiving Xofigo with data recorded atleacmedicine
centers in Sweden between 01 July 2014 and 302R4t:were
included in the study. Patients participating imickl trials were
excluded. Data from 12 out of 17 centers treatiagepts in

Sweden during the time period was obtained.
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Variables and Data
sour ces

Study variables included patients’ age, gender, cancer diagnos
treatment indication, dosage level (kBg/kg) and number of dosé

Results

A total of 310 patients were included in the study. Of these,
306 (98,7%) had mCRPC.

Four (1,29%) patients were treated for an indication other thg
MCRPC, 2 with breast cancer, 1 with lung cancer, and 1 wi
osteosarcoma. All these patients had bone metastasis.

One patient in the mCRPC group had both skeletal and
visceral metastasis at time of treatment.

Two (0,64%) women were treated with Xofigo, both with
breast cancer.

No children (under 18 years) were treated with Xofigo. No
patient was treated with more than 6 doses.

1.7 % of evaluable doses were given either with less than 90%
planned dose or more than 110% of planned dose.
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Discussion

In this study of contemporary Xofigo use in Sweden, a low rate
off-label use and no use of children (<18 yrs) were observed
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