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Supplemental Figure 1. Modified FDA framework for benefit-risk counseling to patients 

about drugs with a REMS* [1] 

 
 

*Adapted from U.S. Food and Drug Administration. A Framework for Benefit-Risk Counseling 

to Patients About Drugs with a REMS. https://www.fda.gov/media/107591/download. Accessed 

September 2, 2021.  

https://www.fda.gov/media/107591/download


Supplementary Figure 2. Turalio® REMS Patient Enrollment Form [2] 

  



  



Supplementary Figure 3. Turalio® REMS Prescriber Enrollment Form [3] 

  



  



Supplementary Figure 4. Turalio® REMS Liver Adverse Event Reporting Form [4] 

   



   



Supplemental Figure 5. Turalio® REMS Pharmacy Enrollment Form [5] 

  



  





 

Supplemental Figure 6. Turalio REMS framework 
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