
Moving beyond condoms to 

prevent HIV transmission

Are you Prepared for HIV PrEP?



The Issues

• New HIV infections in the US continue
• Vast majority of infections are sexually 

acquired
• Condoms work but are not loved by all
• TDF/FTC PrEP has been demonstrated to be 

effective 
• TDF/FTC PrEP is a reality
• How do we get PrEP to those who want it and

can benefit from it



A Snapshot of HIV/AIDS 

in the United States
• Number of people living with HIV: 1.2 million 

• Number of new infections: ~ 50,000 per year

• Percent of people who are infected and unaware: 14%

HIV = human immunodeficiency virus; AIDS = acquired immunodeficiency syndrome.

AIDSVu (www.aidsvu.org). Emory University, Rollins School of Public Health. Accessed 2/26/15; 

Centers for Disease Control and Prevention (CDC). HIV in the United States: at a glance. 

www.cdc.gov/hiv/statistics/basics/ataglance.html. Accessed 2/26/15. 

Rates of persons living with an 

HIV diagnosis by county, 2010



Current Prevention Methods 

Are Insufficient
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IDU = injection drug user.

CDC. HIV in the United States: 2013. www.CDC.gov. Accessed 2/26/15.  

Estimated New HIV Infections in the United States

for the Most Affected Subpopulations (2008–2011)



How are people getting HIV in the US?
CDC 2013 Surveillance data



Current HIV Prevention 

Methods Are Insufficient
Estimated Number of New HIV Infections 

Extended Back-Calculation Model, 1977–2006, by Transmission Category

Note: Estimates are for 2-year intervals during 1980–1987, 3-year intervals during 1977–1979 and 1988–2002, and 4-year interval for 2003–2006.

CDC Fact Sheet. Estimates of New HIV infections in the United States. Released August 2008. 



Current Prevention Methods 

Are Insufficient (Cont.)
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Estimated Number of New HIV Infections, Among MSM, 

Ages 13–29, 2006–2009, by Race/Ethnicity 

MSM, Ages 13–29

MSM = men who have sex with men.

CDC Fact Sheet. Estimates of New HIV Infections in the United States, 2006–2009. August 2011. 





Evidence-Based HIV Prevention Strategies

• Condom access and distribution 

• Health education and risk reduction counseling

• Needle and syringe exchange 

• STI screening and testing 

• HIV testing

• ART for prevention

• Post-exposure prophylaxis (PEP)

• Pre-exposure prophylaxis (PrEP)





CDC Guidance for 

Recommended Oral PrEP

Fixed-dose TDF/FTC is the recommended PrEP regimen* 

for MSM, heterosexually active men and women, and IDU who 

meet prescribing criteria: 

• FDA approved indication

• Dosed as a single pill (300/200 mg) once daily 

*MSM, heterosexually active men and women, and IDU who meet PrEP prescribing criteria.

CDC. Pre-exposure Prophylaxis for the Prevention of HIV Infection in the United States: A Clinical Practice Guideline. May 2014.

www.cdc.gov/hiv/pdf/guidelines/PrEPguidelines2014.pdf. Accessed 2/26/15. 











iPrEx Study:

MSM and Transgender Women

Double-Blind

Multinational study

HIV-negative men or 
transgender women who

have sex with men

Screened (n=4905)

Randomization
1:1

Placebo (n=1248)

Emtricitabine/tenofovir DF (n=1251)

Study Outcomes

•HIV seroconversion

•Adverse events

•Metabolic effects

•HBV exacerbations

•Risk behavior and STIs (including HSV)

•Adherence

Similar baseline 
demographic characteristics 

(except mean age), sexual 
risk factors, STIs,
and HBV status

Grant RM, et al. N Engl J Med. 2010;363:2587-2599.

Follow-Up
3324 person-years
(median 1.2 years)



iPrEx Study Results:

MSM and Transgender Women
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Grant RM, et al. N Engl J Med. 2010;363:2587-2599.
Grant RM, et al. 20th CROI. Atlanta, 2013. Abstract 27.

HIV Incidence● Multinational, randomized 
controlled trial (n=4905 MSM 
and transgendered women)

● HIV incidence

- Placebo: 3.9/100 person years

- PrEP provided 44% additional 
reduction in HIV incidence

● Risk reduction with PrEP

- 96% if drug concentrations 
indicated use of 4 tablets/week

- 99% if drug concentrations 
indicated use of 7 tablets/week
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Grant R, et al. 6th IAS Conference. Rome, 2011. Abstract WeLBC04.
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Adherence to PrEP Is Critical

Grant RM, et al. N Engl J Med. 2010;363(27):2587-2599; Grant RM, et al. Lancet Infect Dis. 2014;14:820-829; Baeten JM, et al. J Acq Defic Synd. 

2013;63(Supp 2):S122; Baeten JM, et al. N Engl J Med. 2012;367(5)399-410; Thigpen MC, et al. N Engl J Med. 2012;367(5):423-434; Choopanya K, 

et al. Lancet. 2013;381(9883):2083-2090; van Damme L, et al. N Engl J Med. 2012;367(5):411-422; Marrazzo J, et al. CROI 2013. Abstract 26LB; 

CDC. Pre-exposure Prophylaxis for the Prevention of HIV Infection in the United States: A Clinical Practice Guideline. May 2014.

www.cdc.gov/hiv/pdf/guidelines/PrEPguidelines2014.pdf. Accessed 2/26/15. 

Study Overall Efficacy, %
Blood Samples 

with TFV Detected, %

Efficacy by Blood 

Detection of TFV, %

iPrEx 44 51 92

iPrEx OLE 49 71 NR

Partners PrEP
67 (TDF)

75 (TDF/FTC)
81

86 (TDF)

90 (TDF/FTC)

TDF2 62 80 85

Bangkok TFV 49 67 74

Fem-PrEP No efficacy < 30 NR

VOICE No efficacy < 30 NR









Two Recent PrEP Studies: 

A Comparison of IPERGAY and PROUD
IPERGAY Study (Fr & Canada)

• High-risk MSM and transgender 
women (N = 400)

• Randomized; placebo arm

• Flexible dosing schedule*

– “On demand” 

– 2 tabs taken 2-24 hrs before sex

– 1 tab day after sex and another 1 tab day 
after that

• All participants received full 
preventive services 

• 86% reduced risk of HIV

PROUD Study (UK)

• High-risk MSM and transgender 
women (N = 545)

• Randomized; deferred arm

• Immediate vs deferred PrEP*

• Daily dosing schedule

• Whether or not they were sexually active

• All participants received full 
preventive services 

• 86% reduced risk of HIV

*adherence assessed by face-to-face interviews, pill counts, TDF/FTC plasma and hair concentrations 

†PrEP given 1 year after enrolling. 

McCormack S, et al. CROI 2015. February 23-24, 2015, Abstract 22LB; Molina JM, et al. CROI 2015. February 23-24, 2015, Abstract 23LB; Fonsart J, et al. 

AIDS 2014. July 20-25, 2014. Melbourne. Abstract TUAC0103; Antonucci S, et al. AIDS 2014. July 20-25, 2014. Melbourne. Abstract THPE197. 



PROUD Study: Results
• Significantly fewer new HIV 

infections with immediate 
versus deferred PrEP (3 
versus 19 cases)

– 86% reduction (P=0.0002)

– Number needed to treat to 
prevent 1 infection: 13

• PEP used by 31% in deferred 
arm

• Preliminary analysis found 
that risk behaviors were 
similar between the 2 arms
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PEP: post-exposure prophylaxis.



IPERGAY Trial: Results

• Significantly fewer new HIV 
infections with intermittent 
PrEP versus placebo (2 versus 
14 cases)
– 86% reduction after a mean 

follow-up of 13 months 
(P=0.002)

• Safety of on-demand PrEP 
was similar to placebo except 
for GI adverse events

• Adherence to PrEP was good, 
supporting the acceptability 
of on-demand PrEP
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Risk Behavior during IPERGAY

Molina JM, et al. CROI 2015. February 23-24, 2015, Abstract 23LB



July 2012- February 2015: 1,045 referrals for 

PrEP, of which 835 (80%) led to an in-person 

evaluation.

Of the 801 participants with at least 1 intake 

visit, 657 (82%) opted to start PrEP --

including 20 who restarted PrEP after 

discontinuing it. 144 people (18%) decided 

not to do so.

No new HIV diagnoses occurred among 

PrEP users during 388 person-years of 

follow-up.

After 6m 30% of diagnosed with any STI, 

18% rectal STI, 17% chlamydia, 15% 

gonorrhea, and 3.3% syphilis; After 12 

months, the corresponding percentages 

were 50%, 33%, 33%, 28%, and 5.5%, 

respectively.

Among the 143 PrEP users after 6m on 

PrEP, 56% said condom use unchanged, 

41% reported a decrease, and 3% reported 

an increase; 74% said their number of 

sexual partners stayed the same, 15% 

reported a decrease, and 11% reported an 

increase





CDC PrEP Guidance: 

For Whom Is PrEP Recommended? 

Daily oral PrEP is recommended for adults at substantial risk of 
acquiring HIV infection: 

• Sexually active MSM

• Heterosexually active men and women

• Injection drug users

CDC. Pre-exposure Prophylaxis for the Prevention of HIV Infection in the United States: A Clinical Practice Guideline. Section: 

Summary of Guidance for PrEP Use. May 2014. www.cdc.gov/hiv/pdf/guidelines/PrEPguidelines2014.pdf. Accessed 2/26/15.

MSM Heterosexual Women and Men IDUs 

Detecting 

substantial 

risk of acquiring 

HIV infection

• HIV-positive sexual partner 

• Recent bacterial STI 

• High number of sex

partners 

• History of inconsistent or 

no condom use 

• Commercial sex work

• HIV-positive sexual partner 

• Recent bacterial STI 

• High number of sex partners 

• History of inconsistent or no 

condom use 

• Commercial sex work 

• In high-prevalence area or network

• HIV-positive injecting 

partner 

• Sharing injection 

equipment 

• Recent drug treatment 

(but currently injecting) 



















Would you sign a Contract?

North Carolina AIDS Training and Education Center. PrEP. For Providers. Patient/Provider Contract for PrEP. Available 

at: www.med.unc.edu/ncaidstraining/prep/for-providers/for-prep-prescribers. Accessed 3/10/15.



















Managing Side Effects

• Side effects reported in clinical trials 

• Uncommon and usually resolved within the first month of taking PrEP 

– iPrEx: significant increase in nausea and weight loss

– Mild decrease in CrCl that was reversible

• Signs/symptoms that require urgent evaluation (renal injury, acute HIV 

infection)

• Inform about potential for drug-resistant HIV infection if PrEP taken 

inconsistently and HIV infection occurs

iPrEX = pre-exposure prophylaxis initiative.

CDC. Pre-exposure Prophylaxis for the Prevention of HIV Infection in the United States: A Clinical Practice Guideline. May 2014.

www.cdc.gov/hiv/pdf/guidelines/PrEPguidelines2014.pdf. Accessed 2/26/15; Grant RM, et al. N Engl J Med. 2010;363(27):2587-2599; 

Solomon MM, et al. AIDS. 2014;28(6):851-859.



More info: www.med.unc.edu/ncaidstraining




