




























































































































































































AstraZeneca 
Study Code: 
Drug substance: Anifrolumab 

Clinical Study Protocol 
Revised according to Protocol Amendment No.1  

Final 1.0 Page 95 of 99 05 January 2016 

Severity of symptoms Treatment Investigational product 

Additional Options for Future Administration of 
investigational product 
Discontinue any further administrations of investigational 
product; OR 
Further investigational product infusions, at the discretion 
of the Investigator, continue investigational product 
administration and consider slowing infusion rate and 
pretreating subject 0.5 to 1.5 hours prior to investigational 
product administration, for example with: 
- Diphenhydramine 50 mg IV or equivalent
- Acetaminophen 500 to 650 mg or equivalent dose of

paracetamol
- Anti-nausea and/or antiemetic by mouth

Prior to next administration of investigational product 
administration, consider initiating at a slower infusion rate 
and pretreating subject 0.5 to 1.5 hours prior to next 
administration of investigational product, for example, 
with 
- Diphenhydramine 50 mg IV or equivalent
- Acetaminophen 500 to 650 mg or equivalent dose of

paracetamol
If moderate event recurs in the same subject, discontinue 
further investigational product administration 





   
          
   

 

        

       

        

    

    

             

            

              

              

  

   

 

   

  

        








