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off-label treatment 

“Unapproved use of an approved drug”1 

 

..use in an unapproved age group, dosage, 

disease or route of administration.2 

1.FDA definition - http://www.fda.gov 

2. Stafford RS. N Engl J Med. 2008 Apr 3;358(14):1427-9 

http://www.fda.gov/
http://www.fda.gov/


off-label treatment 

Common examples 

• Unboosted AZV (U.S. vs EU) 

• Crushing pills or opening capsules  

• Special circumstances (pregnancy, renal impairment, TB..) 

• Most salvage or De-escalation therapies 

 
 

EACS Guidelines 8.0 



off-label treatment 

Pitfalls 

• Often anecdotal reports  little or selective follow-up 

• Lack of sponsors  no high qual. studies 

• Legal issues  inform pt 

 



Kesselheim AS et al. JAMA 2008;300:2514-2526 

Clinical Equivalence of Generic and Brand-Name Drugs Used in Cardiovascular Disease 
A Systematic Review and Meta-analysis 



Engsig F et al. JAIDS 2014; 66: 407-413  

Switch From a Once-Daily Single-Tablet Regimen to a Triple-Tablet 

Regimen for Economic Reasons 
Naïve patients  Suppressed patients  


