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Sedana Medical receives approval in Germany 
Sedana Medical AB (publ) (SEDANA: FN Stockholm) today announced that the 
company has received market approval for inhaled sedation in Germany. 

The approval applies to the drug Sedaconda (isoflurane) for administration via the medical 
device AnaConDa (undergoing name change to Sedaconda ACD) for inhaled sedation in 
intensive care in Germany. The application has been approved by the German 
pharmaceutical authority BfArM and is based on the DCP approval Sedana Medical received 
in July.  

Since the European DCP approval in July 2021, Sedaconda (isoflurane) has now received 
national approvals in Austria, Belgium, Denmark, Finland, France, Germany, Netherlands, 
Norway, Portugal and Sweden. 

“The approval means that we can launch the entire therapy inhaled sedation in our largest 
market, Germany. Given that our medical device is already used in over 900 German 
critical care units, and that we have noticed a great interest in the therapy, we view the 
launch very positively. Our organization is ready to launch, and we will have products 
available for sale by year end,” said Jens Lindberg, Acting CEO of Sedana Medical.  

The approval is based on the strong results of the Sedaconda study (SED001), Sedana 
Medical's pivotal phase III study. 

“The results of the Sedaconda study - the largest randomized study in inhaled sedation 
ever - show that Sedaconda in combination with Sedaconda ACD is at least as effective as 
propofol but with advantages of a higher rate of spontaneous breathing and predictable 
and faster awakening. As this therapy widens the opportunities for intensive care patients 
in need of sedation, it is very valuable for patients”, said the study's principal investigator, 
Professor Thomas Volk, MD, Saarland University Medical Center, Homburg, Germany. 

 

Short on the Sedaconda study 
The results from the Sedaconda study demonstrate that Sedaconda (isoflurane) 
administered via Sedaconda ACD, compared with intravenous propofol, reduces the need 
of opioids, facilitates spontaneous breathing, which improves the lung function during 
and after ventilator treatment and enables a faster and more predictable awakening. 

The study was conducted at 23 critical care units in Germany and Slovenia and included 
301 mechanically ventilated patients in need of sedation. Half of the patients were 
treated with Sedaconda administered via Sedaconda ACD and half with propofol. The 
safety profile of Sedaconda was consistent with previously known findings for isoflurane. 

 

For additional information, please contact: 
Jens Lindberg, Acting CEO, +46 72 531 11 17 
Susanne Andersson, CFO, +46 73 066 89 04 
ir@sedanamedical.com 

 

Sedana Medical is listed on Nasdaq First North Growth Market in Stockholm.  
The company's Certified Adviser is Erik Penser Bank, +46 8 463 83 00, certifiedadviser@penser.se. 



 

 

 

 

 

About Sedana Medical  

Sedana Medical AB (publ) is a pioneer medtech and pharmaceutical company focused on inhaled 
sedation to improve the patient’s life during and beyond sedation. Through the combined strengths 
of the medical device Sedaconda ACD and the pharmaceutical Sedaconda (isoflurane), Sedana 
Medical provides inhaled sedation for mechanically ventilated patients in intensive care. 

Sedana Medical has direct sales in Benelux, France, Germany, Great Britain, the Nordic, and Spain. 
In other parts of Europe as well as in Asia, Australia, Canada, and South- and Central America, the 
company works with external distributors. 

Sedana Medical was founded in 2005, is listed on Nasdaq First North Growth Market (SEDANA) 
and headquartered in Stockholm, Sweden. 


