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Temsirolimus Monotherapy

INDICATIONS FOR USE:

Regimen | HSE approved

INDICATION ICD10 | Code reimbursement
status*
First-line treatment of adult patients with advanced renal cell carcinoma C64 | 00326a | N/A

(RCC) who have at least three of six prognostic risk factors.

* This applies to post 2012 indications

TREATMENT:
The starting dose of the drugs detailed below may be adjusted downward by the prescribing clinician, using their
independent medical judgement, to consider each patients individual clinical circumstances.

Temsirolimus is administered once every 7 days by IV infusion until disease progression or unacceptable
toxicity occurs (4 weeks = 1 cycle).

Facilities to treat anaphylaxis MUST be present when systemic anti-cancer therapy (SACT) is administered.

Day Drug Dose Route Diluent & Rate Cycle

1,8,15and 22 | Temsirolimus 25mg v 250mL NaCl 0.9% over 30 minutes Every 28 days

In line filter with non-PVC tubing should be used with temsirolimus infusion

Note: Administration volumes and fluids have been standardised to facilitate electronic prescribing system builds.

ELIGIBILITY:
e |ndication as above

e ECOGO-2

CAUTIONS:
e (Caution is advised for patients with pre-existing significant lung compromise due to the risk for
pneumonitis

EXCLUSIONS:
e Hypersensitivity to temsirolimus, its metabolites (including sirolimus), polysorbate 80 or any of the
excipients

e Pregnancy
e Breastfeeding

PRESCRIPTIVE AUTHORITY:

The treatment plan must be initiated by a Consultant Medical Oncologist.
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TESTS:
Baseline tests:
e FBC, renal and liver profile
e Total cholesterol and triglycerides
Fasting serum glucose
Chest X-ray

Regular tests:
e FBC weekly
e Renal and liver profile every 4 weeks
e Total cholesterol and triglycerides as clinically indicated
e Monitoring of fasting serum glucose as clinically indicated

Disease monitoring:
Disease monitoring should be in line with the patient’s treatment plan and any other test/s as
directed by the supervising Consultant.

DOSE MODIFICATIONS:

e Any dose modification should be discussed with a Consultant
e Management of severe and/or intolerable suspected adverse reactions may require dose
reduction and/or temporary interruption of temsirolimus therapy
e If a suspected reaction is not manageable with dose delays, then temsirolimus may be
reduced by 5 mg/week decrements.
o Dose level -1:20mg
o Doselevel-2:15mg

Haematological:
Table 1: Dose modification of temsirolimus for haematological toxicity

9 9
ANC (x10 /L) Platelets (x10 /L) | Dose
21 and | 275 No dose adjustment required
<1 or <75 Hold until ANC >1 x 10°/L and/or platelets recover to >75x10°%/L.
Reduce dose by 5mg.

Renal and Hepatic Impairment:
Table 2: Dose modification of temsirolimus in renal and hepatic impairment

Renal Impairment Hepatic Impairment
No dose adjustment is needed Mild to No dose adjustment is needed
moderate

Haemodialysis no need for dose

S —
adjustment is expected Severe 40% of the original dose

Recommendations for temsirolimus from Giraud et al 2023
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Management of adverse events:
Table 3: Dose Modification of temsirolimus for Adverse Events
Adverse reactions Recommended dose modification

Grade 0-2 100%

Grade 2 adverse events that are persistent and intolerable can result in dose
delays or dose reductions to the next lower dose level.

Grade 3-4 Hold therapy until recovery to Grade 0-2.

If recovery within 3 weeks, reduce dose by one dose level for subsequent
treatment.

SUPPORTIVE CARE:
EMETOGENIC POTENTIAL:

As outlined in NCCP Classification Document for Systemic AntiCancer Therapy (SACT) Induced Nausea and Vomiting- Available on
the NCCP website

Temsirolimus: Low (Refer to local policy).

For information:
Within NCIS regimens, antiemetics have been standardised by the Medical Oncologists and Haemato-oncologists and
information is available in the following documents:
e  NCCP Supportive Care Antiemetic Medicines for Inclusion in NCIS (Medical Oncology) - Available on the NCCP website
e NCCP Supportive Care Antiemetic Medicines for Inclusion in NCIS (Haemato-oncology) - Available on the NCCP website

PREMEDICATIONS:
Patients should be given intravenous diphenhydramine 25 mg to 50 mg (or similar antihistamine)
approximately 30 minutes before the start of each dose of temsirolimus.

OTHER SUPPORTIVE CARE:
No specific recommendations

ADVERSE EFFECTS:
e Please refer to the relevant Summary of Product Characteristics (SmPC) for details.

DRUG INTERACTIONS:
e Current SmPC and drug interaction databases should be consulted for information.
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Version Date Amendment Approved By

1 03/06/2016 Prof Maccon Keane
Updated with new NCCP regimen

2 30/05/2018 | template. Standardisation of Prof Maccon Keane
treatment table.

3 27/05/2020 | Reviewed. Prof Maccon Keane
Reviewed. Regimen updated in line
with NCCP standardisation. Renal

4 13/06/2025 | and Hepatic dose modifications table | Prof Maccon Keane
updated in line with Giraud et al
2023.

Comments and feedback welcome at oncologydrugs@cancercontrol.ie.
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