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Dosage Form: Powder for Solution for Instillation
Composition: BCG Strain 200 — 800 MIU
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OncoTICE is used as a treatment of flat urothelial cell carcinoma in situ (CIS) of the bladder
and as an adjuvant therapy after transurethral resection (TUR) of a primary or relapsing
superficial papillary urothelial cell carcinoma of the bladder stage Ta (grade 2 or 3) or T1
(grade 1 2 or 3).

OncoTICE is only recommended for stage Ta grade 1 papillary tumors when there is judged
to be a high risk of tumor recurrence.
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4.2 Posology and method of administration

..... Treatment should not be started until mucosal lesions after TUR have healed.
Treatment should also be delayed in cases of gross haematuria. Delay in treatment
should be considered in cases of major bladder irritability.

48 Undesirable effects

Also commonly observed are malaise, a low to medium grade fever and/or influenza-
like symptoms (fever, rigors, malaise and myalgia) which may accompany the localised
irritative _toxicicities that often reflect hypersensitivity reactions and be treated
symptomatically. These symptoms usually appear within 4 hours after instillation and
last for 24 to 48 hours. Fever higher than 39°C typically resolves within 24 to 48 hours
when treated with antipyretics (preferably paracetamol) and fluids. However, it is
frequently not possible to distinguish these uncomplicated febrile reactions from early
systemic BCG infection and antituberculosis treatment may be indicated. Fever above
390C that does not resolve within 12 hours despite antipyretic therapy must be
considered as systemic BCG-infection, necessitating clinical confirmatory diagnostics
and treatment.

Systemic BCG infections could be due to traumatic catheterisation, bladder perforation
or premature BCG instillation after extensive TUR of a superficial carcinoma of the
bladder. These systemic infections may be manifested by pneumonitis, hepatitis,
cytopenia, vasculitis, infective aneurysm and/or sepsis after a period of fever and
malaise during which symptoms progressively increase. Patients with symptoms of
therapy-induced systemic BCG infection should be adequately treated with anti-
tuberculosis drugs according to treatment schedules used for tuberculosis infections.
In these cases, further treatment with Tice BCG is contraindicated.
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References:
OncoTICE-PC-08 2020
OncoTICE-PPI_HEB-08 2020
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