


Case 

�  41yo Asian male who denies any PMH, here for 
annual physical.  Denies Tob/EtOH/illicit drugs, 
exercises 5 days/week, but identifies as homosexual.  
He responsibly asks for complete STI testing.  So you 
order HIV, RPR, Hep Panel, G/C, etc.  [Time Passes]  
Comes negative for all tests (YAY!), but wants to come 
back in to talk. 



Case 

�  He is ecstatic that he is clean/disease-free, but states he 
does not like to use condoms, but only uses it “out-of-
necessity”.  He read in the Washington Blade about 
“PrEP” and wanted your opinion about this.   
 

What do you say???!!!???? 



Goals/Objectives 

�  Discussion about PrEP 

�  Introduce some of  the Landmark studies (Study 
Groups) that influenced the guidelines 

�  Discuss the main critiques of  the PrEP guidelines 

�  What is next?? 

�  Let’s TALK!!! 





What is PrEP 

�  Using ARV to prevent HIV-neg from HIV infection 

�  Truvadea (tenofovir/emtricitabine) – Approved 
06/2012 

�  Might hear some call it TasP 

�  Not necessarily a new idea….. 





Why do we need PrEP? 

�  Despite best intentions, we still have problems preventing 
infections. 
�  Condoms, Lack of  Vaccine, Circumcision/Microbicide, 

PEP 

�  Prevention still does not appear to be working as well as 
we thought (In DC, we have “opt out”) – stable rate of  
HIV infection persists 

 



HIV Facts (after ~30 years) 

�  Still 50K-60K new cases a year (in DC 3% of  the pop) 

�  We don’t talk about risk groups anymore, because it leads to 
stigmatization (“DL”) – we now talk about behaviors 

�  We know that people who know about their status do a better job 
of  NOT transmitting HIV, but those who don’t know, do not! 
(knowledge improves behavior) 

�  EVERYONE should get tested (Annually vs. Every 6 months vs. 
Every 3 months) 

�  Still difficulties to accessing care (Don’t like doctors, Don’t get 
tested, Don’t want to get care) 



Fears? 

�  Will people stop using condoms?? (increase risky 
behaviors?) 

�  Will people actually use PrEP? 

�  Is it covered? 

�  Prescriber-bias? 

�  Lead to resistant strains?? 



PrEP as Prevention 

�  êViral load, êRisk of  transmission (Uganda, San 
Francisco, Vancouver, Discordants) 

�  You can still get HIV while on PrEP – part of  safe sex 
practices! 

�  Many in HIV community view PrEP just like disease 
prevention as travel to endemic country 

�  Only effective if  treatment-adherent (Text-messaging, 
Mems-Caps, etc). 



Hx/Basis for Approval 

�  First tried Gels in South Africa – FAILED! – then in 
CAPRISA 004 (http://www.fhi360.org/projects/
caprisa-004-tenofovir-gel-trial) 

�  iPrEx (N Engl J Med 2010;363:2587-99) 

�  Partners in PrEP (N Engl J Med 2012;367:399-410) 



iPrEx Trial 

�  First Study on PrEP – Multinational (SA, SA, US), 2499 MSM/
Transgendered – who reported High-risk behaviors in last 6 
months 

�  Truvada or Placebo, F/U included  

�  44% overall, 73% in those who took meds approximately 90% of  
the time 

�  Probs: only 50% actually took meds (97% in those who took it); 
êSTIs on PrEP (less high-risk behavior); mostly ex-US 

�  Those who were doing risky behaviors were more likely to take 
the PrEP 



Partners PrEP Trial 

�  4758 discordant heterosexual couples in Uganda/
Kenya (62% male HIV-neg) – followed for 36 months 

�  Assigned to TDF, TDF/FTC, placebo 

�  Stopped due to efficacy 

�  78 seroconversions (18/13/47) – Relative reduction = 
62%/73% 



Bangkok Tenofovir Study 

�  Just Tenofovir (not Truvada) 

�  2413 men/women IVDU in Thailand – 2411 were counted 
in analysis – randomly assigned to Tenofovir vs placebo 

�  Reduced risk of  HIV infection by 49% (but as much at 74% 
in those with measurable levels) 

�  High-risk behavior decreased once on study 

�  Probs: Self-reporting of  behaviors, HIV infections could 
have occurred due to sexual activity not IVDU, were given 
methodone treatment 



Side Effects 

�  Warning – Lactic Acidosis, Kidney Injury, Liver 
Injury, Exacerbation of  Hep B, 

�  Nausea 

�  Pathologic fractures 

 



Guidelines (CDC) 

�  Initially focused on MSM, but the studies showed more efficacy in 
Heterosexuals, and efficacy in IVDU 

�  Still start with basic STD prevention 

�  Not for those with unknown HIV status/positive 
�  Preg Cat B, Registry 

�  Part of  a treatment program/engagement program 

�  Never give more the 3-month supply (test HIV at each visit, and 1 
month after starting meds) 

�  ADHERENCE, ADHERENCE, ADHERENCE 



How to get a 
patient started?? 

Agreement Form 
for Initiating TRUVADA® for Pre-exposure 
Prophylaxis (PrEP)

Healthcare Provider’s Date 
Signature

HIV-Negative Person’s Date 
Signature
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Healthcare Provider Agreement
By signing below, I signify my understanding of the risks and 
benefits of TRUVADA for a PrEP indication and my obligation 
as a prescriber to educate the HIV-negative person about 
these risks, counsel the person on risk reduction, monitor 
the person appropriately, and report adverse events. 
Specifically, I attest to having done the following:

starting TRUVADA for a PrEP indication 

WARNING 

risks with use of TRUVADA for a PrEP indication
 

prevention strategy, including practicing safer sex

every 3 months) while taking TRUVADA for a PrEP indication

negative person at high risk prior to prescribing TRUVADA 
for a PrEP indication

TRUVADA is indicated in combination with safer sex practices for pre-exposure prophylaxis (PrEP) to 
reduce the risk of sexually acquired HIV-1 in adults at high risk. The following factors may help to identify 
individuals at high risk:

 – Inconsistent or no condom use
 – Diagnosis of sexually transmitted infections

 – Use of illicit drugs, alcohol dependence
 – Incarceration

HIV-Negative Person Agreement
By signing below, I acknowledge that I have talked with 
my healthcare provider about the risks and benefits of 
TRUVADA to reduce the risk of getting HIV-1 infection, 
and I understand them clearly. Specifically, I attest to 
the following:

importance of follow-up HIV-1 testing, and I agree to 

months) as scheduled by my healthcare provider

safety risks involved with using TRUVADA to reduce 
the risk of getting HIV-1 infection

complete prevention strategy and always practicing 
safer sex by using condoms correctly

questions
TRUVADA Medication Guide

Instructions: Review form with an HIV-negative person who is about to start or is taking TRUVADA for a PrEP 
indication at each visit. File form in the person’s medical record.

Individual Label

https://start.truvada.com/hcp 



How to 
remember 

everything?? 

Checklist for 
Prescribers:
Initiation of TRUVADA® for  
Pre-exposure Prophylaxis (PrEP)

I have completed the following prior to prescribing TRUVADA for a pre-exposure prophylaxis (PrEP) indication for the 
individual who is about to start or is taking TRUVADA for a PrEP indication:

Lab Tests/Evaluation
   Completed high risk evaluation of uninfected individual
   Confirmed a negative HIV-1 test immediately prior to initiating TRUVADA for a PrEP indication

suspected, delay starting PrEP for at least 1 month and reconfirm HIV-1 status or use a test approved by the FDA 
as an aid in the diagnosis of HIV-1 infection, including acute or primary HIV-1 infection. (Note: TRUVADA for a PrEP 
indication is contraindicated in individuals with unknown HIV-1 status or who are HIV-1 positive)

   Performed HBV screening test
   Confirmed estimated creatinine clearance (CrCl) >60 mL/min prior to initiation and periodically during treatment. 
In patients at risk for renal dysfunction, assess estimated CrCl, serum phosphorus, urine glucose, and urine 
protein before initiation of TRUVADA and periodically while TRUVADA is being used. If a decrease in estimated CrCl 
is observed in uninfected individuals while using TRUVADA for a PrEP indication, evaluate potential causes and 
reassess potential risks and benefits of continued use

   Confirmed that the uninfected individual at high risk is not taking other HIV-1 medications or HBV medications
   Evaluated risk/benefit for women who may be pregnant or may want to become pregnant

Counseling/Follow-up
  Discussed known safety risks with use of TRUVADA for a PrEP indication 
   Counseled on the importance of scheduled follow-up every 2 to 3 months, including regular HIV-1 screening tests  
(at least every 3 months), while taking TRUVADA for a PrEP indication to reconfirm HIV-1–negative status

    Discussed the importance of discontinuing TRUVADA for a PrEP indication if seroconversion has occurred, to reduce 
the development of resistant HIV-1 variants 

  Counseled on the importance of adherence to daily dosing schedule
   Counseled that TRUVADA for a PrEP indication should be used only as part of a comprehensive prevention strategy
  Educated on practicing safer sex consistently and using condoms correctly
  Discussed the importance of the individual knowing their HIV-1 status and, if possible, that of their partner(s)
   Discussed the importance of and performed screening for sexually transmitted infections (STIs), such as syphilis  
and gonorrhea, that can facilitate HIV-1 transmission 

   Offered HBV vaccination as appropriate
  Provided education on where information about TRUVADA for a PrEP indication can be accessed
  Discussed potential adverse reactions
   Reviewed the TRUVADA Medication Guide with the uninfected individual at high risk

Individual Label
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Instructions: Complete checklist at each visit and file in individual’s medical record.

https://start.truvada.com/hcp 



3 years of  Experience…. 

�  Follow-Up studies have showed better behaviors 
(London/SF studies) 

�  No reported infections of  those who are taking PrEP 

�  7 pills/week = 99%, 4 p/w = 96%, 2 p/w 76% 



Selected References 

�  CAPRISA - https://www.sciencemag.org/content/329/5996/1168.abstract 

�  iPrEx - http://www.nejm.org/doi/pdf/10.1056/NEJMoa1011205 

�  Partners in PrEP - http://www.nejm.org/doi/pdf/10.1056/NEJMoa1108524 

�  Bangkok Tenofovir Study - http://www.projectinform.org/pdf/Lancet_061513_PrEP.pdf  

�  www.aidsmap.com 

�  http://www.prepwatch.org/ 

�  http://myprepexperience.blogspot.com/ 

�  http://prepfacts.org/ 

�  http://www.slideshare.net/JimPickett/project-rs-ptrainingnovemberfinal 




