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(European Public Assessment Report X 1)
Removab is used to treat malignant ascites, fluid
accumulation in the peritoneal cavity
(abdominal space) that is caused by a cancer. It
is used when standard treatment is not available
or is no longer feasible.
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Removab must be given as an intraperitoneal
(into the peritoneal cavity) infusion using a
pump system. It is usually given as four
infusions in increasing doses from 10 to 150
micrograms over 11 days. There must be an
interval of at least two days between infusions,
but the interval can be increased if the patient
has side effects. The overall treatment period
should not be longer than 20 days.

(B9 5
(ZHR VT EDFUEEE RN S 71T




(Heiss M, et al. Int J Cancer 127: 2209-2221,
2010 £ 9)

Based on the dose, catumaxomab was prediluted
in an appropriate volume of 0.9% sodium
chloride solution placed in a 50-mL perfusor
syringe. Catumaxomab was administered as four
6-hr constant-rate i.p. infusions at doses of 10,
20, 50 and 150 pg on Days 0, 3, 7 and 10,
respectively, via an i.p. catheter in parallel with
an infusion of 250 mL of 0.9% sodium chloride
solution. The catheter remained in the peritoneal
cavity for all four infusions and was removed 1
day after the last infusion. Before each
catumaxomab infusion and 1 day after the last
infusion, the remaining fluid was drained from
the peritoneal cavity via the catheter. The
control group was treated with one therapeutic
paracentesis only (Day 0).
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1) Deterioration in quality of life (QoL) in patients with malignant ascites: results from a
phase I1/111 study comparing paracentesis plus catumaxomab with paracentesis alone.
Wimberger P, et al. Ann Oncol. 23: 1979-1985, 2012
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2) Humoral response to catumaxomab correlates with clinical outcome: results of the pivotal
phase II/111 study in patients with malignant ascites.

Ott MG, et al. Int J Cancer. 130: 2195-2203, 2012
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3) Intraperitoneal treatment with the trifunctional bispecific antibody Catumaxomab in
patients with platinum-resistant epithelial ovarian cancer: a phase Ila study of the AGO Study
Group.

Baumann K, et al. Gynecol Oncol. 123: 27-32, 2011
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4) The trifunctional antibody catumaxomab for the treatment of malignant ascites due to
epithelial cancer: Results of a prospective randomized phase 11/111 trial.

Heiss MM, et al. Int J Cancer. 127: 2209-2221, 2010
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5) Effective relief of malignant ascites in patients with advanced ovarian cancer by a
trifunctional anti-EpCAM x anti-CD3 antibody: a phase I/l study.

Burges A, et al. Clin Cancer Res. 13: 3899-3905, 2007
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1) Epithelial cell-adhesion molecule-directed trifunctional antibody immunotherapy for
symptom management of advanced ovarian cancer.

Eskander RN, et al. Pharmacol. 5: 55-61, 2013
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2) The contribution of catumaxomab in the treatment of malignant ascites in patients with
ovarian cancer: a review of the literature.

Tsikouras P, et al. Arch Gynecol Obstet. 288: 581-585, 2013
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3) Emerging treatment options for management of malignant ascites in patients with ovarian
cancer.

Eskander RN, et al. Int J Womens Health. 4: 395-404, 2012
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4) Development and approval of the trifunctional antibody catumaxomab (anti-EpCAM x
anti-CD3) as a targeted cancer immunotherapy.

Seimetz D, et al. Cancer Treat Rev. 36: 458-467, 2010
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5) Current and future options in the treatment of malignant ascites in ovarian cancer.
Woopen H, et al. Anticancer Res. 29: 3353-3359, 2009
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