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Update of 14 November 2019: 

The applicant for Hopveus has requested a re-examination of EMA’s October 2019 opinion. Upon 
receipt of the grounds of the request, the Agency will re-examine its opinion and issue a final 
recommendation. 

 

18 October 2019 

Refusal of the marketing authorisation for Hopveus 
(sodium oxybate) 
 

The European Medicines Agency has recommended the refusal of the marketing authorisation for 
Hopveus, a medicine intended for the treatment of alcohol dependence. 

The Agency issued its opinion on 17 October 2019. The company that applied for authorisation, D&A 
Pharma, may ask for re-examination of the opinion within 15 days of receiving the opinion. 

What is Hopveus and what was it intended to be used for? 

Hopveus was developed as a medicine for treating alcohol dependence (alcohol withdrawal syndrome 
and maintenance of abstinence) in adults. During the evaluation the company restricted the intended 
use to substitution treatment for alcohol dependence in patients in whom other treatments are not 
effective or cannot be used. Hopveus contains the active substance sodium oxybate and was to be 
available as granules in sachets to be taken by mouth. 

Hopveus is a new development of Alcover granules, for which EMA carried out an arbitration procedure 
in 2017. Alcover solution (sodium oxybate, oral solution) is authorised through national procedures in 
Italy and Austria. 

How does Hopveus work? 

The active substance in Hopveus, sodium oxybate, attaches to receptors (targets) on nerve cells of the 
brain and spinal cord for a substance called gamma-aminobutyric acid (GABA), leading to a calming of 
the activity of these cells. Since it targets these receptors in the same way as alcohol, Hopveus 
granules were to be used to treat the effects of stopping alcohol use in alcohol-dependent patients, 
including agitation, tremor (shaking) and problems sleeping, and to support continued abstinence.  
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What did the company present to support its application? 

The company presented the results of three main studies: two compared sodium oxybate with placebo 
(a dummy treatment) in 810 patients with alcohol dependence and one study compared sodium 
oxybate with oxazepam in 126 patients with alcohol withdrawal syndrome. 

What were the main reasons for refusing the marketing authorisation? 

Although some of the studies presented suggested the medicine could be effective in treatment, this 
was not conclusively demonstrated, and the Agency was concerned because there were several 
drawbacks in the design and analysis of these studies that could have affected the results.  

The Agency was therefore unable to confirm that the medicine was effective. In addition, the Agency 
had concerns regarding the misuse and abuse potential of the medicine. Under the circumstances, the 
Agency’s opinion was that the benefits of Hopveus did not outweigh its risks and it recommended 
refusing marketing authorisation. 

Does this refusal affect patients in clinical trials? 

The company informed the Agency that there is no impact on patients in current clinical trials with 
Hopveus. 

If you are in a clinical trial and need more information about your treatment, speak with your clinical 
trial doctor. 
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