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Presentations will not include any discussion of the unlabeled use of a product or a product 
under investigational use with the exception of Dawn Smith’s discussion of antiretroviral agents.  
She will be discussing guidance on the use of antiretroviral agents for the prevention of HIV 
infection among MSM. Medications have a labeled indication for the treatment of HIV infection 
but off-label use is permitted. Guidance is based on the results of a large clinical trial showing 
substantial efficacy for prevention. The pharmaceutical company is in discussions with FDA to 
apply for a prevention labeling indication. FDA has cleared the content of this interim guidance 
for off-label use.  Dr. Paul Weidle has a discussion on pre-exposure prophylaxis.  He will discuss 
the use of pre-exposure prophylaxis is not a FDA labeled indication for tenofovir/emtricitabine  
(Truvanda).  Dr. Tejptatap Tiwari has a discussion on diphtheria antitoxin.  He will be discussing 
FDA- licensed diphtheria antitoxin (DAT) product being unavailable for use in the USA since 
1997. However, DAT is currently available for use under a FDA-approved Investigational New 
Drug Protocol which is managed by CDC. Physicians/health care providers can obtain DAT from 
CDC upon request for treatment of suspected diphtheria cases.  
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