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Clinical Guidance for PrEP

KEY POINTS

PrEP is the use of antiretroviral medication to prevent HIV.

Inform all sexually active adult and adolescent patients about PrEP.

e Prescribe PrEP to anyone who asks for it, including sexually active people who do not
report HIV risk factors.

Offer PrEP medication and methods of administration to meet patients' needs.

Recommendations

PrEP (pre-exposure prophylaxis) is the use of antiretroviral medication to prevent HIV. PrEP is for people without HIV who may be exposed to

HIV through sex or injection drug use.

Consider PrEP as part of a comprehensive HIV prevention plan that includes discussing how to take PrEP as prescribed, proper condom use,
screening for other sexually transmitted infections (STls), and other risk-reduction methods.

Clinicians Chat - Pre-Exposure Prophy...

Clinicians Chat - Pre-Exposure Prophylaxis (PrEP) for HIV Prevention

v Expand All

Informing your patients about PrEP v

Any licensed prescriber can prescribe PrEP. You do not have to specialize in infectious diseases or HIV medicine to prescribe PrEP.

Tell all your sexually active patients without HIV about PrEP. Talking to your patients about PrEP will increase the number of people who
know about PrEP. It may also help patients overcome embarrassment or stigma that could prevent them from disclosing their HIV risk
factors.[1] [2] [3] 4] [5] [6] Prescribe PrEP to anyone who asks for it, including sexually active adults and adolescents who do not report HIV

Consult the National Clinician Consultation Center Z PrEPLline by calling 1-855-448-7737 (Monday—Friday, 9:00 AM-8:00 PM ET).

risk factors.

Have questions about PrEP or need prescribing advice?

Whether or not a patient asks for PrEP, it is important to take a sexual and substance use history. This information is essential to
understanding each patient's chances of getting HIV, if PrEP might be right for them, and what other risk-reduction services they might

need.

Use the following flowcharts to assess patients before offering PrEP.

Offering PrEP to sexually active adults and adolescents


https://www.youtube.com/watch?v=W8D97Vk6_IA
https://www.youtube.com/watch?v=W8D97Vk6_IA
https://www.cdc.gov/hivnexus/hcp/sexual-history/index.html
https://nccc.ucsf.edu/clinician-consultation/prep-pre-exposure-prophylaxis/
https://nccc.ucsf.edu/clinician-consultation/prep-pre-exposure-prophylaxis/
https://www.cdc.gov/
https://www.cdc.gov/hivnexus/hcp/index.html

Assessing Sexually Active Patients
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Use this chart to assess sexually active patients for PrEP.

Offering PrEP to people who inject drugs
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people who inject drugs
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Use this chart to assess patients who inject drugs for Prep.

Evaluation

Before prescribing PrEP, perform the required baseline assessments.

A~ Collapse All
HIV testing
HIV testing is required to confirm that patients do not have HIV before starting PrEP. Required testing differs depending on recent

antiretroviral PrEP or PEP (post-exposure prophylaxis) use. "Recent use" is defined as taking oral PrEP in the last 3 months or receiving a

cabotegravir (CAB) injection in the last 12 months.



Download the flowcharts below to learn more about required HIV testing.

HIV testing for patients starting or restarting PrEP after a long stop
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Use this chart to decide how to test patients for HIV who are starting or restarting PrEP after a long stop.

HIV testing for patients who are taking or have recently taken Prep

If the patient has taken oral PrEP or PEP medication in the past 3 months
OR
has received a cabotegravir injection in the past 12 months
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Use this chart to decide how to test patients for HIV who are taking or have recently taken Prep.

If a patient has a negative antigen/antibody test and an undetectable HIV-1 RNA test (if applicable) confirming they do not have HIV, PrEP
can be prescribed. However, if a patient has both a positive antigen/antibody test and a detectable HIV-1 RNA test confirming that they
have HIV, link that patient to HIV care and treatment. If results are discordant or ambiguous, obtain a new blood specimen for retesting,
and do not prescribe PrEP until HIV status is confirmed.

You can draw blood, send it to a laboratory for testing, and wait for the results before prescribing or continuing PrEP; or you can use a
rapid, point-of-care, FDA-approved fingerstick HIV antigen/antibody blood test and draw blood to send for laboratory testing. PrEP can
be prescribed or continued based on a negative rapid antigen/antibody test result while awaiting laboratory test results.



Avoid using oral rapid tests to screen for HIV when considering offering or continuing PrEP because they are less sensitive than blood
tests and may not detect recent HIV infection.[7] A listing of FDA-approved HIV tests, specimen requirements, and window periods is
available from CDC.

Since PrEP is indicated for people with risk factors for HIV, acute HIV infection should be suspected in patients who were recently
exposed. Ask all PrEP candidates with a negative or indeterminate HIV test result about whether they have experienced any signs or
symptoms of viral infection in the past month or on the day of evaluation.

If your patient reports signs or symptoms of acute HIV infection within the past month:
* Test the patient with a combination antibody/antigen assay.
o l|deally, use a laboratory-based method.

o If a point-of-care antigen/antibody test is non-reactive (negative), PrEP can be started while waiting for confirmatory laboratory test
results.

e Test the patient's HIV-1 RNA.
o If the patient has a measurable viral load that is <200 copies/mL, they may have HIV or a false-positive test result.
o PrEP should be deferred while testing is repeated on a new blood specimen.

o If the viral load is below the level of detection of the assay for the second blood specimen, and the patient has no signs or
symptoms, the first HIV-1 RNA test result was a false positive. The patient does not have HIV, and PrEP can be started.

Baseline assessments

Tests to screen for chlamydia, gonorrhea, and syphilis are recommended for all sexually active adults before starting oral or injectable
PrEP.

Kidney function
Oral PrEP
For patients taking F/TDF or F/TAF as PrEP, assess kidney function before starting PrEP.

When used as PrEP, tenofovir can cause decreases in kidney function that are generally small, usually remain within the normal range,
and are of no known clinical significance.[7] (8] These small decreases typically return to earlier levels when the patient stops taking the

patients considered for oral PrEP must have their kidney function assessed at PrEP initiation and periodically thereafter so that oral PrEP
can be stopped, if necessary.

Assess kidney function using the Cockcroft-Gault formula with the patient's serum creatinine value to calculate their estimated creatinine
clearance (eCrCl):[15]

e F/TDF is approved for use in people with eCrClL >60 mL/min.
e F/TAF is approved for use in people with eCrCl =30 mL/min.
Injectable PrEP

Kidney assessments are not necessary for patients taking CAB.

HBV serology

Emtricitabine and tenofovir can be used to treat active hepatitis B virus (HBV) infection. However, in people with active HBV, stopping
these medicines can result in a rebound of HBV replication leading to liver damage.

HBYV infection is not a contraindication to PrEP, but all people considered for oral PrEP with F/TDF or F/TAF must be screened for HBV.
Patients with active HBV infection should be educated about the risks of stopping oral PrEP without appropriate follow-up so that if they
stop using oral PrEP, their liver function can be closely monitored for reactivation of HBV replication.

Lipid profile

For patients taking F/TAF as oral PrEP, assess cholesterol and triglyceride levels before starting PrEP.

Treatment options


https://www.cdc.gov/hiv/partners/testing/laboratorytests.html
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Three FDA-approved PrEP medications are available v

Two consist of a combination of drugs in a single oral tablet taken daily. The third is a medication given by injection every 2 months.

e Emtricitabine (F) 200 mg in combination with tenofovir disoproxil fumarate (TDF) 300 mg (F/TDF—brand name Truvada® or generic
equivalent).

e Emtricitabine (F) 200 mg in combination with tenofovir alafenamide (TAF) 25 mg (F/TAF—brand name Descovy®).

e Cabotegravir (CAB) 600 mg injection (brand name Apretude®).

These medications are approved to prevent HIV in adults and adolescents weighing at least 77 lb (35 kg) as follows:

* Daily oral PrEP with F/TDF is recommended to prevent HIV among all people with sex or injection drug use risk factors.

e Daily oral PrEP with F/TAF is recommended to prevent HIV through sexual transmission, excluding people likely to get HIV through
receptive vaginal sex. F/TAF has not yet been studied for HIV prevention for people assigned female at birth who could get HIV through
receptive vaginal sex.

e Injectable PrEP with CAB is recommended to prevent sexual transmission of HIV among all people. CAB is given as an intramuscular
injection. CAB for PrEP is started by administering the first injection followed by a second injection 1 month after the first. CAB
injections are given every 2 months thereafter.

PrEP is highly effective when taken as prescribed v

When taken as prescribed, both oral[16] [17] [18] and injectable[19] [20] PrEP reduce the risk of getting HIV from sex by about 99%. Oral
PrEP has also been shown to reduce the risk of getting HIV from injection drug use by at least 74%, when taken as prescribed. [21] [22]

Transmission Route

Sexual
* Type of PrEP: Oral PrEP[16] [17] [18]

o Effectiveness estimate: ~99%
¢ |nterpretation: Consistently using PrEP as prescribed
ensures maximum effectiveness.

Injection Drug Use
* Type of PrEP: Oral PrEP [21] [22

e Effectiveness estimate: =74%

¢ |nterpretation: This estimate is based on tenofovir alone and
not necessarily when taken daily. Two-drug oral therapies and
taking oral PrEP medication daily may increase its effectiveness.

Keep Reading:

Guidelines and Recommendations

Complications
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PrEP is a safe method for HIV prevention v

PrEP has not caused serious short- or medium-term safety concerns.[16] [19] [23] [24]

Oral PrEP

F/TDF as PrEP is considered generally safe for people who are pregnant or breast/chestfeeding.@ If a patient who is or may become
pregnant has concerns, discuss those concerns with the patient. Then, decide together if the chances of getting HIV through sex or


https://www.cdc.gov/hivnexus/hcp/guidelines/index.html

injection drug use is sufficiently high to use PrEP, knowing that pregnancy is associated with an increased risk of getting HIV.[26]

Daily oral PrEP with F/TAF is recommended to prevent HIV through sex, excluding people who have receptive vaginal sex. F/TAF has not
yet been studied for HIV prevention for receptive vaginal sex.

Because F/TDF and F/TAF are eliminated by the kidneys, prescribe these PrEP medications only to patients without severe kidney
impairment. Co-administer oral PrEP with care in patients taking other drugs eliminated by the kidneys. Examples of drugs eliminated by
the kidneys include acyclovir, adefovir dipivoxil, cidofovir, ganciclovir, valacyclovir, valganciclovir, aminoglycosides, and high-dose or
multiple nonsteroidal anti-inflammatory drugs (NSAIDs). Drugs that decrease kidney function may also increase serum concentrations of
tenofovir or emtricitabine. [25] [27] Instead of oral PrEP, CAB injections are recommended for people who have serious kidney disease with
eCrCl <30 mL/min.

Injectable PreP

In clinical trials, injection site reactions (e.g., pain, tenderness, local skin swelling) were frequently reported following CAB injections. [28]
Patients should be informed that these reactions are common, generally mild or moderate, and do not last long.

PrEP isn't right for every patient e

Although there are PrEP medication and dosing options to meet patients' differing needs, PrEP isn't right for some patients.

People with HIV should not take PrEP
e Health care providers must confirm that patients do not have HIV before starting PrEP.

e Excluding people with acute HIV infection is critically important so that they do not develop drug-resistant HIV because they took PrEP
medication while in the early stages of HIV.

e F/TDF and F/TAF are appropriate parts of a regimen to treat HIV but must be combined with additional antiretrovirals to provide
effective treatment.

e CAB must be combined with other antiretroviral medication to provide effective treatment for people with HIV.

Oral PrepP

Oral PrEP isn't the right choice for people with severe kidney impairment. Before prescribing oral PrEP, providers should confirm that each
patient's eCrCl is high enough, using the Cockcroft-Gault formula:

e >60 mL/min for F/TDF or F/TAF

e >30 mbL/min for F/TAF

2-1-1dosing of oral PrEP

2-1-1 dosing of oral PrEP is also known as event-driven, intermittent, on-demand, or coitally timed PrEP. Although this dosing option can
be used by adult men who have sex with men (MSM) prescribed F/TDF, it is not approved by the FDA and is not recommended by CDC.

It is not right for:
e People other than adult MSM. The 2-1-1 dosing method has only been studied in adult MSM.

* People with active HBV infection. Episodic F/TDF exposure can cause hepatic flares in people with active HBV infection and should be
avoided.

Injectable Prep

Injectable PrEP is not right for people with sensitivity to CAB. CAB should not be given to people with a history of hypersensitivity
reaction to CAB.

Access CDC's comprehensive guidelines for prescribing PrEP in A Clinical Practice Guideline for PrEP[29] and the Clinical Providers'
Supplement for PrEP.[25]

The Clinical Providers' Supplement for PrEP contains additional tools for clinicians providing PrEP, such as
» Patient/provider checklists

e Patient information sheets

* Provider information sheets

e HIV risk screening assessments for gay, bisexual, and other MSM and people who inject drugs

e Supplemental counseling information



e Billing codes

e Practice quality measures

Managing patients on PreP

Offer PrEP medication and dosing options to meet patients' needs.
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Daily oral PrEP v

High adherence to daily oral PrEP is required for it to be effective. [16] [17] [28] A few cases of HIV infection have been reported among gay,
bisexual, and other men who have sex with men whose high adherence to PrEP was verified. These rare cases show that the risk of HIV
when oral PrEP is taken as prescribed is extremely low.

Based on existing research, oral PrEP reaches maximum drug levels associated with protection from HIV for receptive anal sex at about 7
days of daily use. For receptive vaginal sex and injection drug use, oral PrEP reaches maximum drug levels at up to about 21 days of daily
use. There are no data available about how long it takes for PrEP to reach protective levels for insertive vaginal and anal sex.

2-1-1dosing of oral PrEP v

Oral PrEP with emtricitabine/tenofovir disoproxil fumarate (F/TDF) can be prescribed off-label using "2-1-1" dosing for adult MSM. This is
also known as event-driven, intermittent, on-demand, or coitally timed PrEP. When using 2-1-1 dosing, the patient takes F/TDF doses
based on when they plan to have sex: two pills 2-24 hours before sex, one pill 24 hours after the first two-pill dose, and one pill 48 hours
after the first two-pill dose.

Off-label 2-1-1 dosing is not approved by the FDA and not recommended by the Centers for Disease Control and Prevention (CDC).
However, it can be prescribed to MSM who meet the following criteria:

e Request non-daily dosing
e Have sex infrequently (e.g., less often than once a week)
e Can anticipate sex (or delay sex) to permit the doses at least 2 hours prior to sex

2-1-1 dosing should not be prescribed for MSM who might have problems adhering to a complex dosing regimen (e.g., adolescents,
patients with an active substance use disorder).

Injectable PrEP may be appropriate for people who have problems taking oral PrEP as prescribed.

Injectable PreP v

When taken as prescribed, injectable PrEP with cabotegravir (CAB) is over 99% effective at reducing the risk of getting HIV from sex.[19]

1201 CAB injections may be especially useful for people who:

e Have problems taking oral PrEP as prescribed

e Prefer getting a shot every 2 months instead of taking oral PrEP

e Have serious kidney disease that prevents use of oral PrEP medications

CAB is given as an intramuscular injection initiated as a first injection followed by a second injection 1 month after the first. Injections
continue every 2 months thereafter. A 4-week lead-in period of 30 mg daily oral CAB prior to the first injection is optional for patients
who are worried about side effects.

Returning for bimonthly injections is necessary to maintain protective levels of medication. In trials, HIV infections have occurred among
people who delayed receiving their injections for several months. There are no available data for CAB to estimate how long it takes to
reach maximal protection against HIV.

Conduct required ongoing assessments for patients on PreP v



Prescribe PrEP as part of a combination prevention plan. At minimum, while patients are on PrEP, CDC guidelines recommend that health
care providers implement support and ongoing assessments.

At least every 3 months
e Repeat HIV antigen/antibody and HIV-1 RNA tests and

assess for signs or symptoms of acute HIV infection to
confirm that patients do not have HIV.

e Provide a prescription or refill authorization of daily oral PrEP
medication for no more than 90 days (until the next HIV
test).

e Assess and provide support for medication adherence and
risk-reduction behaviors.

e Test sexually active patients with signs or symptoms of
sexually transmitted infections (STls). Screen asymptomatic
MSM with certain risk factors for recurrent bacterial STls
(oral, rectal, urine, blood). Examples of MSM who should be
screened include those with syphilis, gonorrhea, or
chlamydia at prior visits or multiple sex partners.

* Provide access to sterile needles/syringes and substance use
disorder treatment services for people who inject drugs.

* Respond to new questions and provide any new information
about PrEP use.

At least every 6 months
e Monitor estimated creatinine clearance (eCrCl) for patients

age =50 years or who had an eCrCl <90 mL/min when they
started oral PrEP.

e If there are other threats to kidney safety (e.g., hypertension,
diabetes), kidney function may need to be monitored more
often or checked using additional tests (e.g., urinalysis for
proteinuria).

e Arise in serum creatinine is not a reason to withhold PrEP if
eCrCl remains =60 mL/min for F/TDF or =230 mL/min for
emtricitabine/tenofovir alafenamide (F/TAF).

e |f eCrClis declining steadily (but still =60 mL/min for F/TDF
or =230 mL/min for F/TAF), consult with a nephrologist, if
needed, or evaluate other possible threats to kidney health.

e Screen sexually active people for STls (vaginal, oral, rectal,
urine, as indicated; blood): syphilis and gonorrhea for all
PrEP users; chlamydia for MSM and transgender women,
even if asymptomatic.

e Assess interest in continuing or stopping PrEP.

At least every 12 months e Monitor eCrCl for all patients continuing oral PrEP
medication.

e Monitor triglyceride and cholesterol levels and weight for
patients prescribed F/TAF for PrEP.

e Screen heterosexually active people for chlamydia (vaginal,
urine), even if asymptomatic.

For patients on injectable PreP

At visit 1 month after initial injection (month 1)



* Test for HIV with antigen/antibody and HIV-1 RNA assays
and assess for signs or symptoms of acute infection.

e Administer CAB injection.
* Respond to new questions.

¢ Provide medication adherence and behavioral risk-reduction
support.

At least every 2 months (beginning in month 3)
* Test for HIV with antigen/antibody and HIV-1 RNA assays

and assess for signs or symptoms of acute infection.
e Administer CAB injection.

* Provide access to sterile needles/syringes and substance use
disorder treatment services for people who inject drugs.

e Respond to new questions and provide any new information
about CAB for PrEP.

e Discuss the benefits of persistent CAB for PrEP use and
adherence to schedule injection visits.

At least every 4 months (beginning in month 3) e Conduct bacterial STI screening for MSM and transgender
women who have sex with men (oral, rectal, urine, blood).

At least every 6 months (beginning in month 7) e Screen all heterosexually active people for bacterial STls
(vaginal, rectal, urine, as indicated; blood).

At least every 12 months (beginning in month 13) * Assess desire to continue PrEP injections and screen
heterosexually active people for chlamydia (vaginal, urine),
even if asymptomatic.

Support patients who wish to stop using PrEP

Oral PrEP

Discuss with patients how to safely discontinue and restart daily PrEP both when starting PrEP and when discontinuing PrEP. Protection
from HIV will wane over 7-10 days after ceasing daily oral PrEP use. Because some patients can acquire HIV soon after stopping PrEP,
providers should assess ongoing risk factors for HIV and discuss other prevention methods if HIV exposure is anticipated, including
nonoccupational post-exposure prophylaxis (PEP).

Injectable PreP

CAB levels slowly wane over many months after injections are discontinued. At some point during this "tail period," CAB levels will fall
below a protective threshold and persist for some time at nonprotective levels. For these reasons, patients discontinuing CAB injections
who may have ongoing risk factors should be provided with another highly effective HIV prevention method during the months following
their last injection.

Providers should follow these steps when a patient discontinues or misses CAB injections:

e Counsel patient about the risk of developing drug-resistant HIV during declining CAB levels (the "tail period") after stopping or missing
CAB injections.

e Assess ongoing chances of HIV exposure and prescribe daily oral PrEP within 8 weeks after the last CAB injection or other prevention
methods if HIV exposure is anticipated, including nonoccupational PEP).

* Continue follow-up visits quarterly for 12 months. Conduct antigen/antibody and HIV-1 RNA tests at each quarterly follow-up visit
after stopping CAB injections.


https://www.cdc.gov/hivnexus/hcp/pep/index.html
https://www.cdc.gov/hivnexus/hcp/pep/index.html

For more information about the "tail period" after stopping CAB injections, see page 53 of A Clinical Practice Guideline for PrEP.

Take additional steps to confirm ambiguous HIV test results in PreP patients

If a patient has unclear HIV test results at a follow-up visit, providers can follow these steps to confirm the patient's true HIV status:

e Wait 5-7 days and then draw a new blood specimen for repeat laboratory HIV testing using both an HIV antigen/antibody test and an
HIV-1 RNA assay.

e If the repeat testing results show the patient has HIV, link the patient to HIV care and treatment. If the repeat testing results confirm
that the patient does not have HIV, continue PrEP.

e If the results are still ambiguous, contact the National Clinician Consultation Center 0 PrEPline at 1-855-448-7737 (Monday-Friday,
9:00 AM-8:00 PM ET) to get further testing advice and for linkage to a laboratory that can do specialized testing to confirm their HIV
status.

While HIV status is being confirmed, providers have the following antiretroviral management options:

For patients using oral PrEP:
Continue oral PrEP medication:
e Because PrEP is highly effective, it is unlikely that a patient who takes PrEP medication as prescribed will get HIV.

e |f the patient does have HIV, continuing PrEP may help to suppress the virus but may also increase the probability that the patient will
develop drug-resistant HIV.

e If this occurs, there are well-tolerated and highly effective treatment regimens available.
Prescribe a third drug as PEP for 28 days:

e This option provides a fully suppressive treatment regimen without the need to diagnose the patient with HIV, which can be difficult to
undo if further testing shows the patient does not have HIV.

e If the patient is found to have HIV, this regimen can be considered early antiretroviral initiation and be continued.
e This option is especially applicable for patients who may not have taken their daily oral PrEP medication as prescribed.
Stop oral PrEP medication for 1-2 weeks:

e |f the patient has HIV, briefly stopping PrEP allows time for HIV replication to occur and increases the likelihood that an HIV test will
detect the virus, if it is present.

* Note that stopping oral PrEP will leave the patient with less protection from HIV because oral PrEP levels wane over 7-10 days after
the medication is stopped.

For patients using CAB injections:

Pause CAB injections until testing shows that the patient does not have HIV.

During the 1-2 weeks needed for additional HIV testing to determine HIV status, CAB is likely to remain at protective levels.

If the patient has HIV, start HIV treatment immediately.

If the patient does not have HIV, resume CAB injections every 2 months.

Managing PrEP use while confirming HIV status after an ambiguous HIV test result


https://stacks.cdc.gov/view/cdc/112359
https://nccc.ucsf.edu/clinician-consultation/prep-pre-exposure-prophylaxis/
https://nccc.ucsf.edu/clinician-consultation/prep-pre-exposure-prophylaxis/

Managing PrEP use while confirming HIV status after an unclear HIV test result at a follow-up visit:

For patients using oral PrEP, there are three options: For patients using CAB injections:

Option 1: Continue oral PrEP medication.

(s Pause CAB injections for

1-2 weeks until HIV
testing shows the patient
does not have HIV.

N\
| Patients who take oral PrEP as prescribed are

unlikely to get HIV.

« For patients who do get HIV, oral PrEP may help

@ suppress the virus.
- Continuing PrEP may make it more likely the patient = CAB is likely to remain at
. ! vihep protective levels during

will develop drug-resistant HIV. N p
. . this period.
- If this occurs, there are well-tolerated and highly A J
effective treatment regimens.

HIV- li*‘ HIV+

U
HIV- ‘ ® HIV+ Resume CAB Start HIV
Continue oral | Start HIV treatment |njezct:::t::ery i;,:emaetngl
PrEP medication immediately Y

Option 2: Prescribe a third drug as PEP for 28 days.
-

N

« Prescribing PEP provides a fully suppressive
treatment regimen without the need for an HIV
diagnosis, which can be difficult to undo.

—@ o For patients with HIV, this represents early
antiretroviral initiation.

« This is a good option for patients who may not have
taken their oral PrEP as prescribed.

HIV- s HIV+
Continue oral Start HIV treatment
PrEP medication immediately

Optien 3: Stop oral PrEP medication for 1-2 weeks.

-
+ Briefly stopping oral PrEP allows time for HIV

replication, so an HIV test will be more likely to
detect the virus if it is present.

/

Or

« The patient will have less protection from HIV
because oral PrEP levels wane over 7-10 days.

HIV- ‘ HIV+

C)
Continue oral [ Start HIV treatment
PrEP medication immediately

Use this chart to manage a patient’s PrEP use while confirming HIV status after an ambiguous test result.

If a patient gets HIV while taking PrEP v

Once additional laboratory tests have confirmed the patient has HIV, take the following steps:
e |nitiate treatment or refer for comprehensive HIV care.
e Counsel the patient about how to prevent HIV transmission to others and improve their own health.

e Report the new HIV infection to the local health department.

Provide PrEP services by telehealth, if needed v
The recent expansion of telehealth care to replace some or all in-clinic visits has led to adaptations for prescribing PrEP. These
adaptations can include the following procedures:
e Providers may conduct PrEP screening, initiation, or follow-up visits by phone or web-based consult with patients.
e Regular HIV testing should be continued for patient safety.
o Lab-only visits for HIV testing and other indicated tests for the provision of PrEP are strongly preferred.

o Only in situations where no laboratory or clinic visits are possible (e.g., local emergencies or lock-downs), patients may conduct self-
testing using an oral swab-based test. This type of HIV test is usually not recommended for PrEP patients because it may not detect

recent HIV infection in people taking PrEP medications.

e After confirming patient does not have HIV, if prescribing oral PrEP, providers can consider writing a prescription for a 90-day supply of
medication rather than a 30-day supply with two refills. This will help patients minimize trips to the pharmacy and facilitate oral PrEP
adherence.

Considerations for specific populations

v Expand All

Gay, bisexual, and other men who have sex with men (MSM) v

Oral PrEP with emtricitabine/tenofovir disoproxil fumarate (F/TDF, brand name Truvada® or generic equivalent) can be prescribed off-
label using "2-1-1" dosing for adult MSM. Off-label 2-1-1 dosing is not approved by the US Food and Drug Administration (FDA) and not


https://www.cdc.gov/hivnexus/hcp/clinical-care/index.html
https://www.cdc.gov/hiv/partners/testing/self-testing.html

recommended by the Centers for Disease Control and Prevention (CDC). However, it can be prescribed to MSM who meet the following

criteria:
* Request non-daily dosing.
e Have sex infrequently (e.g., less often than once a week).

e Can anticipate sex (or delay sex) to permit the doses at least 2 hours prior to sex.

Transgender and nonbinary people v

Transgender and nonbinary people who use gender-affirming hormones and have HIV risk factors can use PrEP. There are no known drug
conflicts between PrEP and hormone therapy, and there is no reason why the drugs cannot be taken at the same time.

There are three PrEP regimens approved for transgender women and nonbinary people assigned male at birth:
e Daily oral F/TDF

e Daily oral F/TAF

e CAB injections every two months

There are two PrEP regimens approved for transgender men and nonbinary people assigned female at birth who may have receptive

vaginal sex:
e Daily oral F/TDF
e CAB injections every two months

e Emtricitabine with tenofovir alafenamide (F/TAF, brand name Descovy®) has not yet been studied for HIV prevention among people
assigned female at birth who could get HIV through receptive vaginal sex

Cisgender women

There are two PrEP regimens approved for use by cisgender women:
e Daily oral F/TDF
e CAB injections every two months

Emtricitabine with tenofovir alafenamide (F/TAF, brand name Descovy®) has not yet been studied for HIV prevention among cisgender

women who could get HIV through receptive vaginal sex.

People who may become pregnant

PrEP and birth control

PrEP medications that are approved for use by people with the potential for pregnancy can be used with birth control. There are no
known interactions between PrEP and hormone-based birth control methods, such as the pill, patch, ring, shot, implant, and intrauterine
device (IUD).

PrEP and HIV during conception, pregnancy, and breast/chestfeeding
There are two recommended PrEP regimens for people who may become pregnant:

 Oral PrEP. F/TDF as PrEP is considered generally safe for people who are pregnant or breast/chestfeeding. 30] [31] [32] Current perinatal
antiretroviral treatment guidelines recommend PrEP with T/TDF for people who may become pregnant, those who are pregnant, and

those who are breast/chestfeeding. [25] [30] [33]

* Injectable PrEP. Currently, the published data on CAB-exposed pregnancies among pregnant people without HIV are sparse.[31] CAB
injections may be initiated or continued in people who may become pregnant if the patient and provider agree that the benefits
outweigh potential risks.

Concerns around fetal and infant exposure to PrEP medications

Discuss PrEP and other HIV prevention methods with all your patients who may become pregnant, including potential risks and benefits
during conception, pregnancy, and breast/chestfeeding.@ If a patient who is or may become pregnant has concerns, talk about those



concerns with the patient. Then, decide together if the chances of getting HIV through sex or injection drug use are sufficiently high to use

PrEP, knowing that pregnancy is associated with an increased chance of getting HIV.[26] [34]

The Antiretroviral Pregnancy Registry confidentially collects data on prenatal and perinatal exposure to PrEP medications. The goal of
this registry is to provide early warning of any negative effects of these medications on fetal and infant development. Providers are
strongly encouraged to submit information prospectively and anonymously about any pregnancies in which PrEP is used to the

Antiretroviral Pregnancy Registry website (.

People who inject drugs v

People who inject drugs that are not prescribed to them should be offered PrEP. Oral PrEP has been shown to reduce the risk of getting
HIV from injection drug use by at least 74%, when taken as prescribed.[21] [22] The US Preventive Services Task Force's grade |A
recommendation for prescribing PrEP with cabotegravir (CAB, brand name Apretude®) states that CAB is recommended for adults who
may get HIV through sex. Because most people who inject drugs are also sexually active, they should be assessed for sexual risk factors
and provided the option of CAB for PrEP when indicated.

Substance use disorder treatment and behavioral health services

Provide your patients who inject drugs and use PrEP with access to substance use disorder treatment services during regular follow-up

appointments.

For patients on oral PrEP, provide access at least every 3 months. For patients on injectable PrEP, provide access at least every 2 months

(beginning in month 3).

Assess your patients who inject drugs to identify needs for cognitive or behavioral counseling or mental health or social services.
Providing or referring your patients to these services can help them manage their HIV risk factors.

Offer medication-assisted treatment to your patients who inject opioids. This can be done within the PrEP clinical setting (e.g., through the
provision of daily oral buprenorphine or naltrexone) or by referral to a substance use disorder treatment clinic (e.g., methadone program).
Find local substance use disorder treatment resources online on the Substance Abuse and Mental Health Services' Locator Map [Z.

Access to sterile injection equipment

Not all patients who inject drugs are able or ready to engage in substance use treatment. Provide these patients with access to sterile
injection equipment to help reduce their exposure to HIV and other infectious agents (e.g., hepatitis C). This should be done as part of

your regular follow-up appointments with patients using PrEP:
e For patients on oral PrEP: Provide access at least every 3 months.
e For patients on injectable PrEP: Provide access at least every 2 months (beginning in month 3).
* You can use the following methods to provide access to sterile injection equipment:
o Link patients to syringe service programs, if they are legal and available in your area.
o Prescribe syringes.

o Advise patients to purchase syringes from pharmacies without a prescription, if it is legal in your area.

Adolescents v

PrEP is recommended for adolescents without HIV who weigh at least 77 pounds (35 kilograms). While there has been less research on
PrEP use among adolescents, available data suggest that PrEP is safe and effective for HIV prevention among adolescent patients.[35]

e Daily oral F/TDF and F/TAF are FDA-approved PrEP options for adolescents.
* F/TAF has not yet been studied for HIV prevention for people assigned female at birth who could get HIV through receptive vaginal sex.

e CAB has not been studied in men or women <18 years of age. These studies are underway. However, until CAB is determined to be
safe for this population and approved by the FDA, CAB injections are not recommended for adolescents <18 years old.

Taking a sexual and substance use history is essential to understanding your adolescent patients' HIV risk factors and whether PrEP is
right for them. Providers should offer PrEP to any adolescent who reports HIV risk factors relating to sex or injecting drugs.

Legal considerations

Laws and regulations that may be relevant for PrEP-related services provided to adolescent minors (including HIV testing) differ by
jurisdiction. Such laws and regulations may affect consent, confidentiality, parental disclosure, and circumstances requiring reporting to
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local agencies. When considering providing PrEP to an adolescent <18 years old, consult local laws, regulations, and policies that may
apply.

Adolescents may be concerned about confidentiality, which can prevent them from seeking the support they need. To build trust with
adolescent patients, explicitly discuss confidentiality based on local laws and policies and the methods you will use to ensure
confidentiality is maintained to the extent permitted. Visit CDC's page on relevant laws and policies to learn more.

If the law permits, allow adolescent patients who would benefit from PrEP to decide for themselves whether to take it. When it is safe
and appropriate, encourage them to include others, such as parents and guardians, in the conversation about PrEP. [35]

Talk to your adolescent patients about the importance of adhering to PrEP. PrEP must be taken as prescribed for it to work. Talk with
your adolescent patients about the importance of taking their medication as prescribed and strategies to help them maintain medication
adherence. Because adolescents often experience difficulties with adherence, your adolescent patients on PrEP may benefit from more
frequent, supportive interactions. [36] [37] [38]

Bone density changes

Data have shown bone density changes in young MSM during PrEP use and after completing a PrEP trial period of 48 weeks. Findings
indicate decreased bone mineral density during the use of F/TDF as PrEP, with larger declines in those ages 15-19 years than in those
ages 20-22 years. While men ages 18-22 years had full improvement during the 48 weeks after PrEP use stopped, declines persisted in
younger men. [39]

These bone density changes were more frequently seen in young men with greatest adherence (i.e., highest drug exposure).[39] Because
differences in pharmacodynamics suggest less bone effect with F/TAF than with F/TDF, consider prescribing F/TAF to adolescent male
patients initiating PrEP. The likelihood of long-term bone health should be weighed against the potential benefit of providing PrEP for an
individual adolescent with HIV risk factors.

People with kidney disease v

Kidney function must be considered when working with patients to select an appropriate PrEP regimen. Assess your patients' kidney
function before they start oral PrEP and then at regular follow-up appointments.

Kidney function assessments are not needed for patients receiving CAB injections.

People who have sexual partners with HIV

Patients without HIV whose sexual partners have HIV can use PrEP for HIV prevention. CAB injections or daily oral PrEP are
recommended options for these patients, especially if the patient's partner or partners may not be virally suppressed.

When assessing indications for PrEP use in mixed-HIV-status sexual partners, ask about the treatment and viral load status of the
partner with HIV. People with HIV who achieve and maintain a plasma HIV RNA viral load <200 copies/mL with antiretroviral therapy
won't transmit HIV.[40] This is sometimes referred to as Undetectable=Untransmittable (U=U) or treatment as prevention. [41]

PrEP may be indicated for the partner without HIV if any of the following criteria are met:

e The partner with HIV has been inconsistently virally suppressed or their viral load status is unknown.
e The partner without HIV has other sexual partners, especially if their HIV statuses are unknown.

e The partner without HIV wants the additional reassurance of protection that PrEP can provide.

PrEP should not be withheld from patients without HIV who request it, even if their sexual partner with HIV is virally suppressed. Several
studies using viral genotyping have documented instances where a person without HIV acquired HIV from having sex with a person with
HIV outside the relationship with the partner known to have HIV. [42]

Connecting patients with PrEP resources

PrEP is more accessible than ever. The US Preventive Services Task Force issued a Grade A recommendation 7 for PrEP. This means most private

insurance and Medicaid programs are required to cover PrEP services without cost sharing, like copays or deductibles. Prior authorization may be
required.

Additionally, some states have their own PrEP assistance programs. Some cover medication, some cover clinical visit and lab costs, and some
cover both. To learn more, consult NASTAD's list of state PrEP assistance programs .

The Gilead Sciences Advancing Access [J program offers eligible patients assistance with medication costs for oral PrEP.

ViiVConnect 7 offers a medication assistance program to help patients pay for CAB injections.
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