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Pre-Exposure Prophylaxis (PrEP) Against HIV-1 Infection
Information for Health Care Providers
What is Pre-Exposure Prophylaxis (PrEP) for HIV?

PrEP is an approved HIV prevention method in which people who have tested negative for HIV-1 take a daily pill of Truvada® to reduce their risk of infection. Truvada® is to be used in combination with other methods to prevent sexually-acquired HIV-1 infection among adults at high risk and who may engage in sexual activity with HIV-infected partners. Truvada® is the first drug approved for this indication.
PrEP has been effective in studies for men who have sex with men and heterosexually-active men and women.  A US CDC study to determine if PrEP is safe and effective for people who inject drugs is underway, but those results are not yet available.
What is Truvada®? 

Truvada® is one pill that combines two anti-HIV medications (Emtriva® (emtricitabine 200 mg) and Viread® (tenofovir disoproxil fumarate 300 mg))  used to treat HIV. 
How does it work?


Truvada® lowers the risk of HIV-negative people who are at high risk of infection.  PrEP is a regimen of one tablet daily taken at a similar time. The level of protection depends on adherence. PrEP is not a substitute for safer sex and must be used in conjunction with other prevention methods.  
Is it safe?

Truvada® was approved by the U.S. Food and Drug Administration (FDA) to treat HIV in 2004. If a patient has HIV or becomes HIV infected while taking Truvada®, possible risks include drug resistance and/or increased difficulty in treating HIV infection.
Serious possible side effects for Truvada as PrEP:

· lactic acidosis 
· liver problems.  Hepatitis B symptoms may worsen if Truvada® is discontinued 
More common, less serious side effects:

· abdomen pain, headache, decreased weight
When did FDA approve Truvada® for PrEP?

On July 16, 2012, the FDA approved the use of Truvada® to reduce the risk of HIV-1 infection in uninfected individuals who are at high risk of HIV-1 infection and who may engage in sexual activity with HIV-infected partners.

Who can take PrEP?

US CDC recommends PrEP for:

· HIV-negative individuals who have an HIV-positive sex partner

· men who have sex with men 
· heterosexually-active men and women at increased risk

No adverse effects have been found among infants exposed to Truvada® during pregnancy, but data are incomplete for children of HIV-negative women who become pregnant while using PrEP.
Why consider prescribing PrEP for your patients?

For some individuals at high risk for HIV-1 infection, PrEP may provide an important additional prevention tool. PrEP should only be used as part of a comprehensive package of prevention services, including risk reduction counseling, medication adherence counseling, access to condoms, and diagnosis and treatment of sexually transmitted infections. 
What is required of health care providers who prescribe Truvada® as PrEP?
FDA required Gilead Sciences, the manufacturer of Truvada®, to develop a Risk Evaluation and Mitigation Strategy (REMS) for the PrEP indication. For health care providers, this means there is an online training program to help educate patients considering or taking Truvada® for PrEP. The training includes a checklist for prescribers before initiation of PrEP and other resources.
What are the contraindications of Truvada® for PrEP?

Providers are instructed not to prescribe Truvada® for PrEP to individuals whose HIV-1 status is unknown or positive. Truvada® should be prescribed for HIV-1-infected patients only in combination with other antiretroviral agents. Providers must monitor HIV-status, experience of side effects, adherence, and risk. 
What guidance is available for prescribing PrEP?
· In 2011, US CDC provided interim guidance for gay and bisexual men who may be considering the use of PrEP.

· In August 2012, CDC issued interim guidance for clinicians considering the use of PrEP for the prevention of HIV-1 infection in heterosexually active adults.

· US CDC is also leading the development of formal US Public Health Service guidelines on the use of PrEP for the prevention of sexually-acquired HIV-1 infection. 

Who will pay for PrEP?
Individual insurance companies may cover some or all costs for patients.
At this time, Maine CDC’s HIV, STD, and Viral Hepatitis Program does not have funding to offset the costs of PrEP. 
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