
Project Orbis offers a structure through which international regulatory agencies  
may accept concurrent submission and review of oncology products.

   International Agencies 
Indication   Who Participated in 
(US Approved) Generic Name Trade Name Orbis Review

TABLE 7  ADVANCING REGULATORY SCIENCE THROUGH 
INTERNATIONAL COLLABORATION

Certain type of liver cancer Atezolizumab/Bevacizumab Tecentriq/Avastin       

Certain form of Nivolumab/Ipilimumab Opdivo/Yervoy        
lung cancer (/platinum-doublet  
 chemotherapy)  

Gastrointestinal         
stromal tumors Ripretinib Qinlock

Certain leukemias Ibrutinib(/rituximab) Imbruvica       

Certain type of  Tucatinib Tukysa       
HER2+ breast cancer (/traztuzumab/capecitabine) 
     

Certain types of  Acalabrutinib Calquence      
leukemia and lymphoma  

Certain type of  Pembrolizumab/Lenvatinib Keytruda/Lenvima      
endometrial cancer  

Certain form of lung cancer Lurbinectedin Zepzelca     

Certain type of  Pembrolizumab Keytruda        
colorectal cancer  

Myelodysplastic syndromes Decitabine/Cedazuridine Inqovi  (unspecified others)

Certain melanomas Atezolizumab Tecentriq    
 (/cobimetinib/vermurafenib) 
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