Division of STD/HIV and Viral Hepatitis

o
Wr o pue®

SOUTH CAROLINA

PrEP Provider Toolkit







Table of Contents

Sexual Health

Screening.

Clinician Determination of HIV Status for PrEP Provision to Persons without Recent

Antiretroviral Prophylaxis Use 7
Clinician Determination of HIV status for PrEP Provision to Persons with Recent or

Ongoing Antiretroviral Prophylaxis Use 8
Laboratory Testing 9
Medication 11
On-Demand (2-1-1) Dosing 12
Side Effects 13
PrEP Billing Codes 14
Paying for PrEP 15
Quick Provider Reference for Oral PrEP 16
Quick Provider Reference for Injectable PrEP 17
References 18




Sexual Health

What is Sexual Health?

The World Health Organization (2024)5 defines sexual health as the fundamental unit to overall health and
well-being. Understanding the importance of sexual health is imperative because it empowers individuals to
take charge of their reproductive health and emotional well-being.

Sexual health, when viewed affirmatively, requires a positive and respectful approach to sexuality and sexual
relationships, as well as the possibility of having pleasurable and safe sexual experiences, free of coercion,
discrimination, and violence.

Collecting a Sexual History

A sexual history is an opportunity for providers to learn about the client’s sexual health. This involves more
than just identifying their HIV/STI risk. Additionally, this is an opportunity for providers to share information
to patients to assist them with safer sex practices, to help them achieve the goals in their sexual health.
Providers should emphasize the benefits versus the risk, which would be more effective in discussing risk
reduction.

Components of a Sexual History (Five Ps)

Partners Are you currently having sex of any kind—so, oral, vaginal, or anal— with anyone?
Are you having sex?

Practices What parts of your body are involved when you have sex?

Protection from If you use prevention tools, what methods do you use? How often do you use this/
STIs these method(s)?

Past History of Have you ever been tested for STIs and HIV? Would you like to be tested? Have

STls you been diagnosed with STI in the past? When? Did you get treatment?

Pregnancy Are you or your partner using contraception or practicing any form of birth

Intention control?

*Pleasure, Are you have any difficulties or problems when you have sex, such as pain, vaginal
Problems, and dryness, low desire, not having an orgasm, or issues getting or maintaining an
Pride erection?”
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Recommended Vaccines
The following vaccinations can protect against infections transmitted through sexual contact and should be
offered to eligible individuals.

e Hepatitis A

e Hepatitis B

¢ Human Papillomavirus (HPV)

e MPOX

Sexual Risk Reduction for Infectious Disease

After collecting the sexual history, the next step is risk reduction. This involves assisting the client with
identifying less risky sexual behaviors if they are seeking to avoid infectious diseases. Providers should, in an
unbiased, nonjudgmental way:

¢ Encourage clients to use a new condom, consistently and correctly, for every sexual encounter during the
entire act.

e Encourage clients to reduce the number of sexual partners.
e Encourage clients to limit or eliminate drug and alcohol use before and during sex.

e Encourage clients to discuss STI/HIV testing with partners.

Interventions

e Prescribe doxycycline post-exposure prophylaxis (DoxyPEP) for clients who wish to prevent bacterial STI.
For more information on DoxyPEP, see Seattle-King County Guidelines.

e Offer rapid HIV and STI testing.

e Offer condoms and lube, and other harm reduction supplies as needed.




Screening

When screening, clients should be prioritized according to those who are at the highest risk. Clients who are
seeking the following services should be assessed for possible PrEP services or referrals: HIV testing, STI
screening, family planning, partner services or general inquiry. The priority populations, according to South
Carolina epidemiological data of high HIV incidence and/or risk factors, should be assessed. This includes:

e Young persons aged 16-30 years
e Persons who have inconsistent condom use
e Persons who inject drugs (PWID)
e Persons who have tested positive for bacterial STI in the past 6 months.
It's recommended that a designated position, either social worker, disease intervention specialist, case

manager, linkage coordinator, or nurse, who has, at a minimum, basic knowledge of pre-exposure
prophylaxis provide PrEP navigation.

Positions appointed to conduct the screening may also refer to or familiarize themselves with the PrEPMeSC:
Quick Guide (ML-025782), which includes basic PrEP information and questions to ask that will gauge
readiness or interest in PrEP services.

Clients who are screened (which includes taking a sexual history) and are interested in moving forward
should:

e Bereferred to a PrEP navigator or someone designated to assess potential PrEP clients for initial
assessment.

e Be provided with PrEP counseling and resources.

o If PrEP services are not offered at your clinic, clients should be provided with information on the location
of a PrEP provider.

o Ideally, clients would be given an appointment date and time for PrEP initiation. Multiple referrals and
administrative hurdles decrease the uptake of PrEP.
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Clinician Determination of HIV
Status for PrEP Provision to Persons

without Recent Antiretroviral
Prophylaxis Use

If the patient has not taken oral PrEP or PEP medication in the past 3 months
AND
has not received a cabotegravir injection in the past 12 months
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Clinician Determination of HIV
status for PrEP Provision to Persons
with Recent or Ongoing Antiretroviral
Prophylaxis Use

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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Laboratory Testing

HIV Ab/Ag screening (4th generation preferred)

HIV-1/HIV-2 testing and documented negative results are required prior to prescribing PrEP medications.

For patient safety, HIV testing should be repeated at least every 3 months (before prescriptions are refilled
or reissued). Note: Rapid tests that use oral fluid should not be used to screen for HIV infection when
considering PrEP use because they can be less sensitive than blood tests. Clinicians should not accept patient-
reported test results or documented anonymous test results.

HIV-1 RNA (Viral Load)

HIV-1 RNA assay is recommended within one week of initiation (or collected at initiation) and follow-up due to
the long duration of drug exposure with injectable PrEP. This is the most sensitive test to exclude acute HIV in
clients receiving the injectable PrEP.

Serum Creatinine

Renal function screening should be assessed. Therefore, all persons considering PrEP should have a serum
creatinine test performed, and an eCrCL should be calculated using the Cockcroft-Gault formula. Any person
with an eCrCl of 50 years of age or who have a CrCl <90 ml/min at PrEP initiation. Annually for all other clients.

Hepatitis B Ab/Ag Screening

Vaccination against HBV is recommended for all adolescents and adults at substantial risk for HIV infection,
especially for men who have sex with men (MSM). Therefore, HBV infection status should be documented
prior to PrEP being prescribed. Those clients found to be HBsAg positive should be evaluated for possible
treatment either by the clinician providing PrEP care or by linkage to an experienced HBV care provider.

HBV infection is not a contraindication to PrEP use. Both TDF and FTC are active against HBV. HBV mono-
infected clients taking TDF or FTC, whether as PrEP or to treat HBV infection, who then stop these medications
must be closely monitored for severe acute exacerbations of hepatitis B.

Hepatitis C antibody

Serologic testing for HCV is recommended for all persons starting PrEP. Persons who inject drugs or MSM are
at higher risk for HCV infection and should be re-screened periodically based on their ongoing risk factors.

Clients with active HCV infection (HCV RNA+ with or without anti-HCV seropositivity) should be evaluated for
possible treatment because TDF/FTC does not treat HCV infection. When the clinician providing PrEP care is
not able to provide HCV care, the patient should be linked to an experienced HCV care provider.




Lipid Panel

Higher rates of triglyceride elevation and weight gain was noted among F/TAF users. Persons being
prescribed F/TAF should receive annual (every 12 months) triglyceride and cholesterol level monitoring.

Sexually Transmitted Infections

Syphilis
Tests to screen for syphilis are recommended for all adults prescribed PrEP, both at initiation and follow-up
screening visits.

Gonorrhea/Chlamydia

Tests to screen for gonorrhea and chlamydia are recommended for all sexually active adults prescribed PrEP,
both at initiation and follow-up screening visits. NAAT testing is preferred. 3-site testing, which includes oral,
genital, and anal sampling, is recommended.

Pregnancy testing, if applicable

T/TDF is approved for PrEP use in pregnant and breastfeeding women. Data in the Antiretroviral Pregnancy
Registry does not have any evidence of adverse effects among fetuses exposed to medication during
pregnancy. Women who become pregnant while taking PrEP should seek prenatal care as soon as possible.




Medication

Prescription: FFDA-approved medications (as of 1/1/2024)

Emtricitabine 200 mg and tenofovir disoproxil fumarate 300 mg; FTC/TDF (Truvada®)1 tablet PO daily (30-day
supply); up to 2 refills. Note: no refills with initiation. Patients should return to clinic 1 month after initiation'2.

Emtricitabine 200 mg and tenofovir alafenamide 25 mg tablets; F/TAF (Descovy®)1 tablet PO daily (30-day
supply); up to 2 refills. Note: no refills with initiation. Patients should return to clinic 1 month after initiation.
Descovy® is not approved for cisgender women (women who identify with their assigned gender at birth)'=.

Cabotegravir 600 mg (Apretude®) intramuscular injection (gluteal muscle) every 2 months'*.
*Qptional* Cabotegravir 30 mg, 1 tablet PO daily for a 4-week lead-in prior to initial injection.
Note: no refills with initiation. Patients should return to clinic 1 month after initiation to receive injection™*.

Protection — maximum intracellular concentrations of TFV-DP (activated form of medication) achieved in
the following durations':

e Rectal tissue — 7 daily doses

o Cervicovaginal tissue — 20 daily doses

e Blood (peripheral blood mononuclear cells) — 7 daily doses

Data is not currently available to estimate the maximum protection against HIV infection in F/TDF or F/TAF in
penile tissue or injectable PrEP'.




[ 4
On-Demand (2-1-1) Dosing
This is a non-daily PrEP regimen which times oral F/TDF doses in relation to sexual intercourse events.

While not an FDA-approved regimen, two clinical trials have demonstrated the efficacy of 2-1-1 dosing only
with F/TDF and only for MSM.

SEX WITHIN 24 HOURS OF THE FIRST DOSE

2 1 1
o0 o o

I |
02 24 48
HOURS (-2 HOURS (+2) (-2} HOURS (+2)

SEX BEYOND 24 HOURS AFTER THE FIRST DOSE

2 1) 1

" ' PILLS CONTINUE '
EVERY 74 HOURS

V=

| |
24 48+ 72+

(-2} HOURS (+2) (-2} HOURS (+2) {-2) HOURS (+2)

Source: https://www.sfaf.org/resource-library/ga-prep-2-1-1-for-anal-sex/
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Side Effects

Common Side Effects

e “Start-up syndrome” — usually resolves within the first month of taking PrEP. Discuss with client about
the use of over-the-counter medication to assist with temporary side effects’.

e Headache

e Nausea

e Abdominal discomfort

e Weigh loss reported with FTC/TDF use?.
e Weight gain reported with F/TAF use'.

¢ Injection Site Reactions — Inform clients these reactions are common and transient. Clients can take
over-the-counter medication prior to (1-2 hours) or after receiving injection or apply a warm compress or
heating pad to injection site for 15-20 minutes after injection’.

» Pain
» Tenderness
» Induration

Adverse Effects
Oral Medications** — generally these medications are very well tolerated, and these adverse effects are all
uncommon or rare.

e Renal Failure — FTC and TDF are eliminated by the kidneys. Renal impairment, including cases of acute
renal failure and Fanconi syndrome associated with TDF%3,

e Decrease bone mineral density (BMD) — only observed in 3-4% of HIV-infected individuals taking
medications with TDF. In clinical trials TDF was associated with slightly greater decreases in BMD and
increases in biochemical markers of bone metabolism. Also, parathyroid hormone and 1,25 Vitamin D
levels were also higher with TDF users. Unclear if it would be seen in HIV-uninfected individuals taking
fewer antiretroviral meds?3.

e Severe Acute Exacerbations of Hepatitis B in clients with HBV.

e Lactic Acidosis and Severe Hepatomegaly

e Serum Lipid changes reported with F/TAP?

e Hepatotoxicity was reported in a limited number of individuals®.

o Depressive Disorder (including depression, depressed mood, major depression, persistent depressive
disorder, suicide ideation or attempt).

Additional Counseling

o C(lients discontinuing the injection, should be informed about the long “tail” of gradually declining drug
levels and the risk for developing a drug-resistant strain if HIV infection is acquired during that time*.
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PrEP Billing Codes

Coding For ICD-19 Codes Description of Codes
Visit 729.81 Encounter for HIV pre-exposure prophylaxis
201.812 Encounter for preprocedural laboratory examination
220.6 Contact with and (suspected) exposure to HIV
720.2 Contact with and (suspected) exposure to infections with a
predominantly sexual mode of transmission
Initial Labs Z01.812 Encounter for pre-procedural laboratory examination (Applicable
to blood and urine tests prior to treatment or procedure)
Z11.3 Encounter for screening for infections with a predominantly sexaul
mode of transmission
Z11.4 Encounter for screening for HIV
Z11.59 Encounter for screening for other viral diseases
772.89 Other problems related to lifestyle (For Hepatitis C tests for
patients insured through Medicare)
720.5 Contact with and (suspected) exposure to viral hepatitis
Subsequent 751.81 Encounter for therapeutic drug level monitoring
Visits and
Labs 779.899 Other long term (current) drug therapy
720.6 Contact with and (suspected) exposure to HIV
720.2 Contact with and (suspected) exposure to infections with a
predominantly sexual mode of transmission
220.5 Contact with and (suspected) exposure to viral hepatitis
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Paying for PrEP

PrEP is covered by most insurance plans and state Medicaid programs. The United States Preventive Services
Task Force (USPSTF) gave HIV PrEP a grade recommendation of “A”, which means PrEP should be completely
covered under almost all health insurance plans. Individuals should receive PrEP services without cost
sharing.

For uninsured or underinsured clients, there are programs available to assist with the cost of the medication,
see below:

e Advancing Access:
https://www.gileadadvancingaccess.com/

e Patient Advocate Foundation Co-pay Relief:
https://copays.org/funds/hiv-aids-and-prevention/

e Ready, Set, PrEP (U.S. Department of Health and Human Services):
https://www.getyourprep.com/

e Medication Assistance Programs:
https:/www.viivconnect.com/for-providers/viivconnect-programs/medications/



https://www.gileadadvancingaccess.com/
https://copays.org/funds/hiv-aids-and-prevention/
https://www.getyourprep.com/
https://www.viivconnect.com/for-providers/viivconnect-programs/medications/

Quick Provider Reference for
Oral PrEP

Pre-Prescription Visits: Prescribe 30-day supply of PrEP
e Provide PrEP counseling and resources * e Startwithin 7 days of HIV screening
e Collect the following labs e Schedule follow-up appointment.

» HIV serology (or any 4th generation)
» Creatinine '

» Hepatitis B Ag/Ab

Adherence and commitment should be assessed at
» Hepatitis C Antibody every visit. Adequate PrEP levels achieved in 7 days for
» STIscreening (GC/CT or Syphilis) rectal tissue and 20 days for vaginal tissue/blood. Re-

= 3-site GC/CT testing is recommended evaluation for continued PrEP usage performed annually.

(oral, rectal, genital/urine) Adherence = efficacy

A

» Pregnancy test (if applicable)

Assess for side effects

30-day Follow-up visit

Assess for signs and symptoms of acute HIV infection.
Rx- 60-day supply

Adherence and risk reduction counseling. Provide condoms

3-month visit HIV and STI (GT, CT, syphilis) testing (3-site for GC/CT testing recommended)

Rx- 90-day supply Adherence and risk reduction counseling. Provide condoms

HIV and STI (GT, CT, syphilis) testing (3-site for GC/CT testing recommended)

6-month visit

Adherence and risk reduction counseling. Provide condoms.
Rx- 90-day supply

Serum creatinine*

9-month visit HIV and STI (GT, CT, syphilis) testing (3-site for GC/CT testing recommended)

Rx- 90-day supply Adherence and risk reduction counseling. Provide condoms.

HIV and STI (GT, CT, syphilis) testing (3-site for GC/CT testing recommended)

HCV serology for MSM, PWID, and those with multiple sex partners

12-month visit

Serum creatinine and Lipid panel (F/TAF)
Rx- 90-day supply

Adherence and risk reduction counseling. Provide condoms.

Assess for continued PrEP usage

*Follow-up serum creatinine testing should be performed every 6 months for clients > 50 years of age or who have
a CrCl <90 ml/min at PrEP initiation. Annually for all other clients.

South Carolina PrEP Provider Toolkit



Quick Provider Reference for
Injectable PrEP

Pre-Prescription Visits:

e Collect the following labs

generation)

» Hepatitis C Antibody

» HIVserology (or any 4th

Prescribe 30-day supply of PrEP
e Provide PrEP counseling and resources e Startwithin 7 days of HIV screening

e Schedule follow-up appointment for second

injection in 4 weeks.

h 4

» STIscreening (GC/CT or Syphilis) Counsel clients on the importance of keeping their follow-
= 3-site GC/CT testing is up appointments. Inform clients about the potential drug
recommended (oral, rectal, resistance if HIV infection is acquired. Re-evaluation for
genital/urine) continued PrEP usage performed annually.

» Pregnancy test (if applicable) ‘ '

30-day Follow-up visit
Rx- 8-week injection

Assess for side effects

HIV-1 RNA test

Assess for signs and symptoms of acute HIV infection.

Risk reduction counseling. Provide condoms

2-month visit
Rx- 8-week injection

HIV and STI (GT, CT, syphilis)testing (3-site for GC/CT testing recommended)

HIV-1 RNA test

Risk reduction counseling. Provide condoms

4-month visit
Rx- 8-week injection

HIV and STI (GT, CT, syphilis) testing (3-site for GC/CT testing recommended)

HIV-1 RNA test

Risk reduction counseling. Provide condoms

6-month visit
Rx- 8-week injection

HIV and STI (GT, CT, syphilis) testing (3-site for GC/CT testing recommended)

HIV-1 RNA test

Risk reduction counseling. Provide condoms

8-month visit
Rx- 8-week injection

HIV and STI (GT, CT, syphilis) testing (3-site for GC/CT testing recommended)

HIV-1 RNA test

Risk reduction counseling. Provide condoms

12-month visit
Rx- 8-week injection

HIV and STI (GT, CT, syphilis) testing (3-site for GC/CT testing recommended)

HIV-1 RNA test

Risk reduction counseling. Provide condoms

Assess for continued PrEP usage.
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