
Prescriber Guide 
Important safety information
for prescribers of
LEQSELVI®( deuruxolitinib)



	 This medicinal product is subject to additional monitoring. This will allow quick identification of new safety information.
Adverse events should be reported. Reporting forms and information can be found at http://yellowcard.mhra.gov.uk or search for MHRA Yellow Card in the Google Play or Apple App Store. Adverse events should also be reported to SUN Pharma Medical Information on +40 264501144.














This Prescriber Guide contains specific steps and actions that need to be taken when prescribing and maintaining patients on LEQSELVI therapy. The important safety information that you need to consider when prescribing and maintaining patients on LEQSELVI relates to:
· Potential risk of infections (including herpes zoster, serious infections and opportunistic infections)
· Potential risk of thromboembolic events (including deep vein thrombosis, pulmonary embolism and arterial thrombosis)
· Potential risk of major adverse cardiovascular events (MACE), including myocardial infarction and stroke
· Potential risk of malignancy
· Potential risk of gastrointestinal perforation
· Potential risk of embryofoetal toxicity following exposure in utero 
· In patients aged ≥65 years, current or past smokers, or those with cardiovascular or malignancy risk factors, LEQSELVI should only be used if no suitable treatment alternatives are available.
This Prescriber Guide should be read alongside the Summary of Product Characteristics.
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Important points to remember –
Patient Card
Prior to starting and throughout treatment with LEQSELVI:
  Provide patients with the Patient Card and explain that it contains important safety information that they should be aware of before, during and after treatment with LEQSELVI
   Discuss the important safety information for LEQSELVI treatment mentioned at the start of this document and ensure patient understanding of this important safety information as well as ways to minimise risks. Encourage patients to ask questions about the Patient Card and the safe use of LEQSELVI
   Inform patients about the importance of the Patient Card; to keep it with them and to have any doctor or pharmacist involved in their care (including vaccination clinics) review the Patient Card
   Advise patients that they should read the Patient Card alongside the Patient Information Leaflet
The risks and benefits of treatment should be considered in patients: 
· With chronic or recurrent infection
· Who have been exposed to tuberculosis (TB)
· With a history of serious or opportunistic infection
· Who have resided or travelled in areas of endemic TB or mycoses, or
· With underlying conditions that may predispose them to infection
Actions for prescribers
Before starting treatment with LEQSELVI: 
  Perform complete blood count (CBC) prior to initiation
  Screen patient for TB
  -Does the patient have a new diagnosis of latent TB or previously untreated latent TB? Start anti-TB therapy prior to initiating therapy with LEQSELVI 
  -Does the patient have a negative latent TB test and is at high risk?  Consider anti-TB therapy before initiating treatment with LEQSELVI 
 Screen for viral hepatitis (in accordance with clinical guidelines) 
 Determine CYP2C9 genotype:
-LEQSELVI is contraindicated in CYP2C9 poor metabolizers
· Review concomitant medications for CYP2C9 inhibitors: 
- LEQSELVI is contraindicated with moderate or strong CYP2C9 inhibitors
 Assess lipid parameters at baseline 
 Bring patients up to date with all immunisations, including prophylactic herpes zoster vaccinations (in agreement with current immunisation guidelines) 
 -Avoid use of live attenuated vaccines during or immediately prior to  
 LEQSELVI treatment
 -Do not use live vaccines (for example: yellow fever; measles, mumps and rubella (MMR); and BCG) during or just before starting LEQSELVI treatment
  Ask women and girls of childbearing potential whether they are pregnant, could be pregnant or intend to become pregnant in the near future 
  Inform women and girls of childbearing potential to use effective contraception during treatment 
 Avoid use in patients who may be at increased risk of thrombosis
 Consider the risks and benefits of LEQSELVI treatment prior to initiating or continuing therapy in patients with a known malignancy other than a successfully treated non-melanoma skin cancer (NMSC) or cervical cancer and in current or past smokers
 Conduct periodic skin examination for patients at increased risk for skin cancer
⚠ Contraindications related to drug metabolism:
• CYP2C9 poor metabolizers
• Concomitant use with moderate or strong CYP2C9 inhibitor

During treatment with LEQSELVI: 
   Monitor complete blood counts periodically during treatment. Interrupt treatment in case of significant haematological abnormalities
   Is the patient at high risk for TB? Consider screening for TB during treatment. Has the patient developed a new infection? Assess promptly and monitor. Discontinue temporarily for serious or opportunistic infections
   Has the patient developed herpes zoster? Consider temporary interruption of treatment until the episode resolves 
   Monitor for reactivation of viral hepatitis (according to clinical guidelines) during LEQSELVI treatment. Consult a liver specialist if there is evidence of reactivation
   Promptly evaluate patients and discontinue LEQSELVI in patients with suspected thromboembolic events
   Promptly evaluate patients with new onset abdominal symptoms for    potential gastrointestinal perforation
 Monitor lipid parameters periodically during treatment and manage abnormalities according to clinical guidelines



Further information
All the educational materials, including the Patient Card and the Prescriber Guide are available at: 
· www.medicines.org.uk  
· United Kingdom - Educational Materials - Sun Pharmaceutical Industries Ltd.

As a healthcare professional, it is important that you report any suspected adverse reactions.
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