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FDA confirms RhoVac's application for a pre-IND meeting 
 

RhoVac AB (publ) ("RhoVac") hereby announces that FDA (US Food and Drug Administration) has 

accepted RhoVac's application for a pre-IND meeting, which is focused on the clinical development 

program with the drug candidate RV001.  

 

RhoVac's next step in the clinical development of the drug candidate RV001 is expected to start in mid-2019. 

Clinical development is going to be run primarily in Europe, but part of the company's strategy is to run some of 

the clinical development in the US. 

Therefore, RhoVac has submitted an application for a pre-IND meeting with the FDA to get answers and 

recommendations on specific issues related to the continued clinical development. A pre-IND meeting with the 

FDA is very similar to EMA's Scientific Advice procedure, which was conducted by RhoVac in spring of 2018. 

 

FDA has now confirmed RhoVac's application following which the company has submitted the required Briefing 

Package. The evaluation of the FDA will be based on this package. RhoVac is expected to receive FDA's 

comments on RV001 project by end of April 2019.  

   

CEO Anders Ljungqvist comments 

-It is very exciting that we now have the opportunity to receive FDA's feedback and comments on RV001 

project. The company's drug candidate, RV001, is aimed at treating metastatic cancer in an earlier phase of 

prostate cancer development than existing treatments currently do. Therefore, it is important that both FDA and 

RhoVac have a common understanding of the concept of the treatment under development.  
 

For further information, please contact: 

RhoVac AB 

Anders Ljungqvist – CEO  

Phone: +45 4083 2365 

Email: alj@rhovac.com 
 

 

About RhoVac AB 

RhoVac AB conducts research and development of immunotherapeutic drugs. The company's main focus is the  

development of a therapeutic cancer vaccine with the potential to prevent or limit metastasis in cancer. RhoVac's  

top -line results from the clinical phase I / II study were published in August 2018. RhoVac has its head office at 

Medicon Village in Lund, Sweden. The research has been conducted since 2007 at the University Hospital in  

Herlev, Denmark, by a world - class research team in its niche. RhoVac is listed on Spotlight Stok Market, 

Sweden, a Multilateral Trading Facility (MTF), since March 2016. The share is traded under the ticker 

RHOVAC. Read more at www.rhovac.com. 
 


