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According to the Centers for Dis-

ease Control and Prevention (CDC), about 1.2 million

persons are living with HIV in the United States, and

about 20% of them are unaware of it.1 Lack of aware-

ness of HIV status contributes to viral transmission.

Healthcare providers (HCPs) play a vital role in the

screening, diagnosis, and treatment of HIV infection,

but they can also play an important role in HIV preven-

tion. This article focuses on pre-exposure prophylaxis

(PrEP), a safe and effective intervention that is rapidly

becoming a major tool in HIV transmission prevention.

The article also provides an overview of the assess-

ment and management of patients prior to and during

the use of PrEP.

The CDC estimates that 50,000 persons in the United

States are newly infected with HIV every year.1 Most of

the new cases involve men who have sex with men

(MSM) (n = 30,689), but African-American women repre-

sent a disproportionate number of new infections 

(n = 5,300) when compared with white non-Hispanic

women (n = 1,300) and Hispanic/Latina women (1,200).2

The birth rate among HIV-infected women has in-

creased from 6,000-7,000 live births in 2000 to 8,700

live births in 2006, the last year reported.3 This in-

crease in births may be related to the increased avail-

ability and use of antiretroviral medications, which

significantly decrease mother-to-child transmission

risk. Other factors are also in play. Study data suggest

that women who are HIV positive and desire children,

including those who disclose their seropositive status

to their partners, may not be using condoms consis-

tently.4,5 Little is known about birth rates in women

who are HIV negative, desire children, and are in a re-

lationship with an HIV-positive partner. 

Pre exposure prophylaxis is the most recent interven-

tion in the effort to fight the HIV epidemic. PrEP is a

combination of two antiretrovirals, tenofovir disoproxil

fumarate (TDF) 300 mg and emtricitabine (FTC) 200 mg,

taken once daily. This treatment has been shown to re-

duce transmission risk by upwards of 92%.6 PrEP is avail-

able to adult men and women who are HIV negative but

have an increased risk of exposure to HIV through sex-

ual and/or injection drug use. PrEP is not approved for

use in children or adolescents. Guidelines for PrEPA

were released in 2014 by the U.S. Public Health Service.6

Assessment 
Health history
To identify and reduce their patients’ risk for contract-

ing HIV infection, HCPs need to take a sexual history as

part of primary care and specialty care services. Stud-

ies have shown that many HCPs do not ask about risky

sexual behaviors and many patients do not disclose

them.4,5,7 Assessment of patients’ sexual behaviors and

their potential contribution to HIV risk should be part

of every healthcare encounter. The 5 P’s of sexual

health—partners, practices, protection from sexually

transmitted infections (STIs), past history of STIs, and

prevention of pregnancy—provide a framework to as-

sess each patient.8

Many patients are not comfortable talking about

their sexual practices, partners, and history. HCPs can

facilitate this discussion by informing patients that they

routinely take a sexual history so that they can provide

appropriate sexual health care, and that all information

provided is confidential. HCPs can begin by asking

these questions, as recommended in the 2014 PrEP

guidelines.6 In the past 6 months:

• Have you had sex with men, women, or both?

• How many men/women have you had sex with?

• How many times did you have vaginal or anal sex

when neither you nor your partner wore a condom?

• How many of your sex partners were HIV-positive?

• If you did have sex with HIV-positive partners, how
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many times did you have vaginal or anal sex with-

out a condom?

• Do you have sex with partners who do not know

their HIV status?

Next, HCPs need to inquire about any past history of

STIs, treatment, past or current symptoms, their part-

ner(s)’ history of STIs, and whether they would like to

be tested for HIV during this healthcare encounter. In

addition, HCPs can ask patients if they have ever in-

jected drugs not prescribed by their HCP. If the answer

is yes, patients are asked whether they have shared in-

jection or drug preparation equipment or been in a

drug treatment program in the past 6 months. 

If this assessment suggests that a given patient is at

high risk for HIV infection, the HCP initiates a discussion

about PrEP. Adult MSM who do not have acute or estab-

lished HIV infection and are not in a monogamous rela-

tionship with a recently tested HIV-negative man are po-

tential candidates if they have had anal sex with a male

(receptive or insertive) without a condom and/or have

had an STI diagnosed in the past 6 months. Adult men

and women who are heterosexually or bisexually active

who do not have acute or established HIV infection and

are not in a monogamous relationship with a recently

tested HIV-negative partner are potential candidates if

they infrequently use condoms during sex with part-

ner(s) of unknown HIV status who are at substantial risk

for HIV infection. Any individual who is HIV negative and

in an ongoing sexual relationship with an HIV-positive

partner is a potential candidate. In addition, individuals

who have used illicit injection drugs in the past 6

months that included sharing injection and drug prepa-

ration equipment or who have been in a drug treatment

program in the past 6 months are potential candidates. If

a patient found to be a potential candidate is interested

in PrEP, then further evaluation is needed to determine

whether this intervention is appropriate for him or her. 

Physical examination and lab screening/testing
No specific physical examination is required prior to

initiation of PrEP. However, HCPs should recognize

and further investigate fever, rash, and cervical

adenopathy as potential clinical signs of acute HIV in-

fection. These findings are especially relevant if a pa-

tient reports having experienced viral infection symp-

toms such as fatigue, myalgia, headache, night

sweats, and diarrhea in the prior 4 weeks.  

Laboratory tests for prospective PrEP recipients in-

clude HIV testing, hepatitis B virus (HBV) screening,

and renal function tests. HIV testing is done within 1

week of initiating PrEP. If the test result is positive,

PrEP is not initiated because it does not provide ade-

quate therapy for HIV; in addition, there is some con-

cern about the development of drug resistance. If the

test result is indeterminate, PrEP initiation is post-

poned until further testing determines HIV status. 

Both TDF and FTC suppress replication of HBV as well

as HIV, so the PrEP intervention may offer an additional

benefit if a patient has active HBV infection. Reactiva-

tion of HBV infection may occur if PrEP is discontinued

or taken inconsistently. If screening indicates that a pa-

tient is not infected by HBV or immune to it, HBV vacci-

nation is recommended. Patients who have significantly

reduced renal function should not take PrEP.

Pregnancy testing is done if indicated. Although

data regarding the use of TDF/FTC in terms of fetal

health and growth are limited, the FDA has approved

PrEP use during pregnancy. No evidence exists of

harm to fetuses exposed to TDF or FTC when used for

treatment of HIV during pregnancy.6

Management 
PrEP must be taken on a consistent basis for maximum

prevention benefit. PrEP is safe and effective but may

cause a loss of appetite, mild gastric upset, or mild

headaches initially. HCPs need to counsel patients

about these side effects and inform them about over-

the-counter drugs that may lessen these effects. Pa-

tients are asked to contact their HCP if the side effects

do not subside. PrEP reaches maximum intracellular

concentrations in about 20 days; therefore, patients

should be advised that effectiveness is not immediate. 

All other medications that patients are taking

should be reviewed. Drug interaction data are avail-

able for TDF, but not for FTC. TDF has no significant ef-

fect on oral contraceptive hormone levels. Serum con-

centrations of some drugs (e.g., acyclovir, valacyclovir,

aminoglycosides) or of TDF may be increased when

these agents are combined.6
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Regardless of whether or not a patient decides to

take PrEP, HCPs and patients need to discuss other ways

to reduce HIV infection risk (e.g., limiting the number of

sexual partners, always using a condom). For some indi-

viduals, multi-session behavioral counseling may be re-

quired. Women who have the potential to become

pregnant should receive counseling and provision of

contraception if they do not want to become pregnant,

and pre-conception counseling if they are considering a

pregnancy. Patients who report substance abuse should

receive referrals for appropriate treatment.

Patients should receive information on the signs

and symptoms of acute HIV infection and should be

advised to contact their HCP if these occur. In addi-

tion, those patients who are taking PrEP need to know

that they should not discontinue the regimen without

first discussing it with their HCP. 

Patients taking PrEP are seen for follow-up at least

every 3 months. At these visits, HCPs need to assess

them for side effects, medication adherence, and HIV

risk behaviors, as well as for signs and symptoms of

acute HIV infection. HIV testing is repeated at each

follow-up visit. A pregnancy test is performed for

women who could become pregnant, and STI tests

are done as indicated. Renal function tests are con-

ducted every 6 months. 

These follow-up visits provide an important oppor-

tunity to reinforce the need for consistent medication

use and to support HIV risk-reduction behaviors. Dis-

cussion about continuing PrEP should take into ac-

count personal preference, change in risk profile, and

ability to adhere to the daily dosing regimen. PrEP

must be discontinued if a patient’s HIV test result is

positive or if renal function is significantly impaired.

Conclusion
PrEP is a safe and effective pharmacologic interven-

tion for women and men at high risk for HIV infection.

HCPs have the opportunity to improve the lives of

their patients and provide preventive care in the fight

against HIV. =
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Resources
• TDF/FTC is manufactured by Gilead under the

trade name Truvada®. To assist with medication
costs, Gilead provides a medication assistance
program for which patients may be eligible. Fur-
ther information is available at the pharmaceutical
company website gilead.com.

• PrEPline for clinicians is available from 11 AM to 
6 PM Eastern Time at 1-855-448-7737 
(1-855 HIV-PREP).

• U.S. Public Health Service. Preexposure Prophylaxis
for the Prevention of HIV Infection in the United
States–2014: Clinical Providers’ Supplement: This
bookletA provides several helpful resources, in-
cluding a checklist for initiating PrEP, patient infor-
mation sheets, counseling techniques for medica-
tion adherence and HIV risk reduction, and a
guideline for counseling about use of PrEP during
pregnancy and breastfeeding. 

http://gilead.com
http://www.cdc.gov/hiv/pdf/guidelines/PrEPProviderSupplement2014.pdf

