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Date 19 December 2025 

Re: GVS advice levodopa inhalation powder (Inbrija®) for intermittent 

OFF episodes in Parkinson's disease 

 

Dear Mr Bruijn, 

 

The National Health Care Institute advises you about the inclusion of levodopa 

inhalation powder (Inbrija®) for the intermittent treatment of episodic motor 

fluctuations (OFF episodes) in adult patients with Parkinson's disease treated with 

a levodopa/dopa-decarboxylase inhibitor in the Medicine Reimbursement System 

(GVS). This advice was prompted by your request in the letter of 19 May 2025 

(CIBG-25-08259).  

 

Clinical picture 

Parkinson's disease is a chronic, progressive, severe disease in which patients 

have difficulty moving and thinking. They also experience mood swings. If their 

maintenance medication, often a levodopa/dopa-decarboxylase inhibitor, is no 

longer effective, patients may experience unpredictable periods of symptom 

recurrence over time, called OFF episodes. In 2020, it was estimated that there 

were over 63,000 patients with Parkinson's disease. According to the professional 

association, there are about 1500 patients who suffer from unpredictable OFF 

episodes and are eligible for on-demand medication. On-demand means ‘if 

necessary’. Currently, only the apomorphine injection pens are available as on-

demand medication. Like the apomorphine injection pens, levodopa inhalation 

powder is on-demand medication.  

 

Licensed indication  

Levodopa inhalation powder is indicated for the intermittent treatment of episodic 

motor fluctuations (OFF episodes) in adult patients with Parkinson's disease who 

are treated with a levodopa/dopa-decarboxylase inhibitor. It is available as an 

inhalation powder in hard capsules containing 42 mg of levodopa. Packages 

contain 1 inhaler and 92 or 60 capsules.  

 

Claim by the marketing authorisation holder  

Levodopa inhalation powder has an equivalent value to apomorphine injection in 

the above indication. Levodopa inhalation powder is not interchangeable with 

other medicinal products in the GVS. The marketing authorisation holder requests 

inclusion in List 1B of the Health Insurance Regulation.  
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Advice  

The National Health Care Institute advises you to include levodopa inhalation 

powder (Inbrija®) for the intermittent treatment of episodic motor fluctuations 

(unpredictable OFF episodes) in patients with Parkinson's disease who are being 

treated with a levodopa/dopa-decarboxylase inhibitor and who cannot use the 

apomorphine injection in List 1B.  

 

We explain the preparation of this advice below. 

 

Substantive assessment  

 

Explanation of two comparative treatments 

The apomorphine injection has been available for over 15 years as on-demand 

medication for the patient group mentioned earlier. However, practice has shown 

that this apomorphine injection is only used by 10% of eligible patients. The 

majority of patients cannot be treated currently with on-demand medication for 

the unpredictable OFF episodes. For this group, there is an unmet need. 

Therefore, this assessment made a comparison with both the apomorphine 

injection and with no on-demand treatment.  

 

Assessment of interchangeability 

Based on the criteria for interchangeability, the National Health Care Institute 

concludes that levodopa inhalation powder is not interchangeable with the 

apomorphine injection due to a difference in formulation.  

 

Therapeutic value 

The National Health Care Institute, advised by the Scientific Advisory Board 

(WAR), concludes that levodopa inhalation powder does not have an equivalent 

value to the apomorphine injection. Based on an indirect comparison, levodopa 

inhalation powder has lower clinically relevant effects than an apomorphine 

injection. Therefore, the established medical science and medical practice only 

applies to patients who cannot use the apomorphine injection pen. This means 

that levodopa inhalation powder is a second-choice treatment.  

 

Budget impact analysis 

The National Health Care Institute estimates that 736 patients per year will be 

treated with levodopa inhalation powder for the above indication in year three 

after inclusion in the package. The total costs per patient per year are €6,862. 

This results in possible macro costs of €4.9 million in the third year. The budget 

impact is equal to the macro costs because there is no substitution. There is 

uncertainty about market penetration.  

 

Cost-effectiveness 

A limited impact on the macro costs is expected. On this basis, a pharmaco-

economic analysis is not considered relevant.  

 

Appropriate use 

The physicians’ association takes the view that the apomorphine injection is the 

most effective treatment and as such is the first-choice treatment for these 

patients. For them, levodopa inhalation powder is the second choice; it will be 

used in patients who cannot be treated with the apomorphine injection. Based on 

this input, the National Health Care Institute does not see any risk for 
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inappropriate use and does not consider List 2 conditions necessary.  

 

Should you need any further information, please do not hesitate to contact us. 

The assessment report is attached (interchangeability assessment, 

pharmacotherapeutic report and budget impact analysis).  

 

Yours sincerely, 

 

 

 

   

M.J. Janssen  

Chairperson of the Executive Board 

 


