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Imfinzi▼* (durvalumab) is a monoclonal antibody 
that acts as an “immune checkpoint inhibitor” by 
selectively blocking the interaction of programmed cell 
death ligand-1 (PD-L1) with PD-1 and CD80, thereby 
enhancing antitumour immune responses and increasing 
T-cell activation. Imfinzi is indicated for the treatment 
of locally advanced, unresectable non-small cell lung 
cancer (NSCLC) in adults whose tumours express PD-
L1 on ≥ 1% of tumour cells and whose disease has not 
progressed following platinum-based chemoradiation 
therapy. 

The European Medicines Agency’s Pharmacovigilance 
Risk Assessment Committee (PRAC) recently reviewed 
the risk of myasthenia gravis associated with Imfinzi, 
considering the relevant available information from 
spontaneous reports and the published literature. 
Evidence for a potential causal relationship between 
Imfinzi treatment and development of myasthenia gravis 
was provided in a number of the spontaneous reports 
identified by the PRAC, some of which resulted in a fatal 
outcome.  Myasthenia gravis was reported in less than 
1% of patients treated with durvalumab monotherapy 
in clinical trials. 

Immune checkpoint inhibitors such as durvalumab are 
known to generate a wide range of immune-mediated 

adverse reactions. The PRAC noted that several literature 
articles describe the potential mechanism of action by 
which durvalumab may induce myasthenia gravis, while 
also highlighting that treatment with several other 
immune checkpoint inhibitors is known to be associated 
with myasthenia gravis. 

The PRAC concluded that there is a risk of myasthenia 
gravis associated with Imfinzi treatment. The product 
information (Summary of Product Characteristics (SmPC) 
and Package Leaflet (PL)) for Imfinzi has been updated 
to reflect this risk.

Advice to Healthcare Professionals

• Myasthenia gravis is an immune-mediated adverse 
reaction which has been reported in patients 
undergoing treatment with Imfinzi (durvalumab).

• Patients should be monitored for signs and 
symptoms of myasthenia gravis and managed as 
recommended in the product information, which 
may involve withholding the dose for up to 12 
weeks and treatment with high-dose prednisone 
followed by a taper on improvement. 

• If there are signs of muscular weakness or 
respiratory insufficiency, treatment with Imfinzi 
should be permanently discontinued.

Imfinzi▼(durvalumab) – Risk of myasthenia gravis

This section has been supplied by the HPRA for use in MIMS Ireland. However, the HPRA is independent and impartial to any other 
information contained in this directory.

Key Message
• Myasthenia gravis is a rare immune-mediated adverse reaction to treatment with Imfinzi (durvalumab).
• Patients should be monitored for signs of myasthenia gravis and managed as recommended in the product 

information. 
• If there are signs of muscular weakness or respiratory insufficiency, treatment with Imfinzi should be permanently 

discontinued.
• The product information (Summary of Product Characteristics (SmPC) and Package Leaflet (PL)) for Imfinzi has 

been updated to reflect the risk of myasthenia gravis associated with treatment.
• All reports of suspected adverse reactions should be reported to the HPRA via the available methods  

(www.hpra.ie).

* Further details on Imfinzi are available at www.hpra.ie and www.ema.europa.eu. 




