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PRESCRIBING INFORMATION 

This medicinal product is subject to additional monitoring. This will allow quick identification of new 

safety information. Healthcare professionals are asked to report any suspected adverse reactions. See 

section 4.8 of the SmPC for how to report adverse reactions. 

 

Daurismo®▼(glasdegib) 25 mg & 100 mg film-coated tablets 

Please refer to the Summary of Product Characteristics (SmPC) before prescribing Daurismo. 

Indications: Daurismo is indicated, in combination with low-dose cytarabine, for the treatment of newly 

diagnosed de novo or secondary acute myeloid leukaemia (AML) in adult patients who are not candidates 

for standard induction chemotherapy. Presentation: Each 25 mg or 100 mg film-coated tablet contains 

glasdegib maleate equivalent to 25 mg or 100 mg of glasdegib, respectively. Dosage: Glasdegib should 

only be prescribed by or under the supervision of a physician experienced in the use of anticancer 

medicinal products. Complete blood counts, electrolytes, renal, and hepatic function should be assessed 

prior to the initiation of treatment and at least once weekly for the first month. The recommended dose is 

100 mg glasdegib once daily in combination with low dose cytarabine, maintained as long as the patient 

is deriving clinical benefit. Dose modifications may be required based on individual safety and 

tolerability, please refer to SmPC section 4.2. If dose reduction is necessary, it should be modified to 

50 mg once daily. No starting dose adjustments are required based on patient age, race, gender, or body 

weight. Contraindications: Hypersensitivity to the active substances or to any of the excipients. 

Warnings and Precautions: Embryo-foetal toxicity: Glasdegib can cause embryo-foetal death or severe 

birth defects when administered to a pregnant woman and should not be used during pregnancy and in 

women of childbearing potential not using contraception. The pregnancy status of female patients of 

childbearing potential should be verified prior to initiating treatment and they should be advised to always 

use effective contraception during treatment and for at least 30 days after the last dose. In males, 

glasdegib may be present in semen. Male patients with female partners should be advised of the potential 

risk of exposure through semen and to always use effective contraception, including a condom (with 

spermicide, if available), even after vasectomy, to avoid exposure of a pregnant partner or a female 

partner of childbearing potential during treatment and for at least 30 days after the last dose. QT interval 

prolongation: Electrolytes should be assessed prior to initiation of treatment, at least once weekly for the 

first month, and then once monthly for the duration of therapy. ECGs should be monitored prior to the 

initiation of treatment, approximately one week after initiation, and then once monthly for the next two 

months to assess for QTc prolongation. In patients with congenital long QT syndrome, congestive heart 

failure, electrolyte abnormalities, or those who are taking medicinal products with known QT prolonging 

effects, more frequent ECG monitoring is recommended. ECG should be repeated if abnormal. Muscle-

related adverse events: Serum CK levels should be obtained prior to initiating glasdegib and as clinically 

indicated thereafter. All patients starting therapy must be informed of the risk of muscle-related adverse 

events and be instructed to report promptly any unexplained muscle pain, tenderness or weakness 

occurring during treatment or if symptoms persist after discontinuation. Renal impairment: Patients with 

pre-existing renal impairment or risk factors for renal dysfunction should be monitored closely. Renal 

function should be assessed prior to initiation of therapy and at least once weekly for the first month of 

therapy. Electrolytes and renal function should be monitored once monthly for the duration of treatment. 

Excipients: Contains lactose, patients with rare hereditary problems of galactose intolerance, total lactase 

deficiency or glucose-galactose malabsorption should not take this medicine. Contains less than 1 mmol 

sodium (23 mg) per tablet, that is to say essentially 'sodium-free'. Drug Interactions: Caution should be 

used when administering concomitantly with strong CYP3A4 inhibitors (e.g., boceprevir, cobicistat, 

conivaptan, itraconazole, ketoconazole, posaconazole, telaprevir, troleandomycin, voriconazole, ritonavir, 

grapefruit or grapefruit juice) as an increase in glasdegib plasma concentration may occur. If possible, 

alternate concomitant medicinal product with no or minimal CYP3A4 inhibition potential is 

recommended. Conversely, concomitant use with strong (e.g., rifampicin, carbamazepine, enzalutamide, 

mitotane, phenytoin and St. John’s Wort) or moderate (e.g., bosentan, efavirenz, etravirine, modafinil, 

nafcillin) CYP3A4 inducers should be avoided, as this is likely to decrease glasdegib plasma 

concentrations. If concomitant use of moderate CYP3A4 inducers cannot be avoided, the dose of 

glasdegib should be increased. Concomitant use of glasdegib with other medicinal products known to 

prolong QT interval or induce Torsades de Pointes should be carefully considered. Narrow therapeutic 

index substrates of P-gp (e.g., digoxin) or BCRP should be used with caution in combination with 

glasdegib. In vitro studies indicated that glasdegib may have the potential to inhibit (MATE)1 and 
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MATE2K at clinically relevant concentrations. Fertility, pregnancy and lactation: Glasdegib can cause 

foetal harm when administered to a pregnant woman. If used in women of childbearing potential, they 

should be advised to avoid becoming pregnant. The pregnancy status of female patients of childbearing 

potential should be verified prior to initiating treatment. If the patient becomes pregnant while taking 

glasdegib, the patient should be apprised of the potential hazard to the foetus. Glasdegib may impair 

female fertility. Male patients should not donate semen during treatment and for at least 30 days after the 

last dose, as glasdegib may be present in semen. Glasdegib has the potential to impair reproductive 

function in males. It is unknown whether glasdegib and its metabolites are excreted in human milk. Given 

the potential for serious adverse reactions in breast feeding children from glasdegib, breast-feeding is not 

recommended during treatment and for at least one week after the last dose. Driving and operating 

machinery: Glasdegib has minor influence on the ability to drive and use machines. However, patients 

experiencing fatigue or other symptoms (e.g., muscle cramps, pain, nausea) affecting the ability to react 

normally should exercise caution when driving or operating machines. Undesirable effects: The overall 

safety profile of glasdegib is based on data in 84 patients with AML (n=75) and high-risk MDS (n=9). 

The median exposure across the dataset was 75.5 days. Very common (≥ 1/10) adverse reactions reported 

were pneumonia, anaemia, febrile neutropenia, thrombocytopenia, neutropenia, decreased appetite, 

dysgeusia (including ageusia), haemorrhages, dyspnoea, nausea, diarrhoea, constipation, abdominal pain, 

vomiting, rashes, alopecia, muscle spasms, arthralgia, fatigue, weight decreased, pyrexia, oedema 

peripheral, platelet count decreased, white blood cell count decreased and neutrophil count decreased. 

Common (≥ 1/100 to < 1/10) adverse events reported were sepsis, urinary tract infection, 

electrocardiogram QT prolonged (including ventricular tachycardia), atrial fibrillation and stomatitis. See 

SmPC section 4.8 for full details. Legal Category: POM. Package Quantities, Marketing 

Authorisation Number and Cost: Daurismo 25 mg, 60 film-coated tablets, EU/1/20/1451/002, £10,517; 

Daurismo 100 mg, 30 film-coated tablets, EU/1/20/1451/004, £10,517. Marketing Authorisation 

Holder: Pfizer Europe MA EEIG, Boulevard de la Plaine 17, 1050 Bruxelles, Belgium. Further 

Information is available on request from: Medical Information at Pfizer Limited, Walton Oaks, Dorking 

Road, Tadworth, Surrey, KT20 7NS, UK. Tel +44 (0)1304 616161 
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Adverse events should be reported. Reporting forms and information can be found at 

www.mhra.gov.uk/yellowcard or search for MHRA Yellow Card in the Google Play or Apple App 

Store. Adverse events should also be reported to Pfizer Medical Information on 01304 616161 

http://www.mhra.gov.uk/yellowcard

