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Disclaimer

Except as specifically identified, all data and information discussed below and necessary for 
approval of NDA 209512 are owned by AbbVie, Inc. or are data for which AbbVie, Inc. has 
obtained a written right of reference. Any information or data necessary for approval of NDA 
209512 that AbbVie, Inc. does not own or have a written right to reference constitutes one of the 
following: (1) published literature, or (2) a prior FDA finding of safety or effectiveness for a 
listed drug, as reflected in the drug’s approved labeling.  Any data or information described or 
referenced below from reviews or publicly available summaries of a previously approved 
application is for descriptive purposes only and is not relied upon for approval of NDA 209512.
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2.6 Proposed Clinical Population and Dosing Regimen

The recommended dosage of ritonavir is 600 mg twice daily by mouth to be taken with meals.
Use of a dose titration schedule may help to reduce treatment-emergent adverse events while
maintaining appropriate ritonavir plasma levels. Ritonavir should be started at no less than 300
mg twice daily and increased at 2 to 3 day intervals by 100 mg twice daily. The maximum dose
of 600 mg twice daily should not be exceeded upon completion of the titration.

2.7 Regulatory Background

NORVIR is an approved drug product under NDAs 20659, 020945 and 022417

3. Studies Submitted

No nonclinical studies were submitted. No additional nonclinical studies are recommended. A 
comprehensive review of the nonclinical studies for NORVIR has been performed under NDAs 
20659, 020945 and 022417.
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