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Descovy for PrEP® (FTc/TAF)
Duration of Protection After Last Dose

This document is in response to your request for information regarding Descovy for PrEP ©
(emtricitabine/tenofovir alafenamide [FTC/TAF] for HIV-1 pre-exposure prophylaxis [PrEP])
and the duration of protection after the last dose is administered.

Some data may be outside of the US FDA-approved prescribing information. In providing
this data, Gilead Sciences, Inc. is not making any representation as to its clinical relevance
or to the use of any Gilead product(s). For information about the approved conditions of use
of any Gilead drug product, please consult the FDA-approved prescribing information.

The full indication, important safety information, and boxed warnings are available at:
www.gilead.com/-/medial/files/pdfs/medicines/hiv/idescovy/descovy pi.

Product Labeling?

Indications and Usage

HIV-1 PrEP

FTC/TAF is indicated in at-risk adults and adolescents weighing 235 kg for PrEP to reduce
the risk of HIV-1 infection from sexual acquisition, excluding individuals at risk from
receptive vaginal sex. Individuals must have a negative HIV-1 test immediately prior to
initiating FTC/TAF for HIV-1 PrEP.

Limitations of Use: The indication does not include the use of FTC/TAF in individuals at risk
of HIV-1 from receptive vaginal sex because effectiveness in this population has not been
evaluated.

Dosage and Administration

Recommended dosage for HIV-1 PrEP in adults and adolescents
weighing 235 kg

The dosage of FTC/TAF for HIV-1 PrEP is one tablet (containing 200 mg of FTC and 25 mg
of TAF) once daily taken orally with or without food in adults and adolescents without HIV-1
weighing 235 kg and with a CrCl 230 mL/min, or adults without HIV-1 and with CrClI

<15 mL/min who are receiving chronic hemodialysis. On days of hemodialysis, administer
the daily dose of FTC/TAF after completion of hemodialysis treatment.
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Warnings and Precautions

Comprehensive management to reduce the risk of sexually
transmitted infections, including HIV-1, and development of HIV-1
resistance when FTC/TAF is used for HIV-1 PrEP

Use FTC/TAF for HIV-1 PrEP to reduce the risk of HIV-1 infection as part of a
comprehensive prevention strategy, including adherence to daily administration and safer
sex practices, including condoms, to reduce the risk of STls. The time from initiation of
FTC/TAF for HIV-1 PrEP to maximal protection against HIV-1 infection is unknown.

Use FTC/TAF to reduce the risk of acquiring HIV-1 only in individuals confirmed to be HIV-1
negative. HIV-1 resistance substitutions may emerge in individuals with undetected HIV-1
infection who are taking only FTC/TAF, because FTC/TAF alone does not constitute a
complete regimen for HIV-1 treatment; therefore, care should be taken to minimize the risk
of initiating or continuing FTC/TAF before confirming the individual is HIV-1 negative.

If recent (<1 month) exposures to HIV-1 are suspected or clinical symptoms consistent with
acute HIV-1 infection are present, use a test approved or cleared by the FDA as an aid in
the diagnosis of acute or primary HIV-1 infection.

While using FTC/TAF for HIV-1 PrEP, HIV-1 testing should be repeated at least every

3 months, and upon diagnosis of any other STI. If an HIV-1 test indicates possible HIV-1
infection, or if symptoms consistent with acute HIV-1 infection develop following a potential
exposure event, convert the HIV-1 PrEP regimen to an HIV treatment regimen until negative
infection status is confirmed using a test approved or cleared by the FDA as an aid in the
diagnosis of acute or primary HIV-1 infection.

Counsel individuals without HIV-1 to strictly adhere to the once daily FTC/TAF dosing
schedule. The effectiveness of FTC/TAF in reducing the risk of acquiring HIV-1 is strongly
correlated with adherence, as demonstrated by measurable drug levels in a clinical trial of
FTC/TAF for HIV-1 PrEP. Some individuals, such as adolescents, may benefit from more
frequent visits and counseling to support adherence.

Clinical Data on the Duration of Protection After the
Last Dose of FTC/TAF

DISCOVER: FTC/TAF vs FTC/TDF for HIV-1 PrEP in MSM
and TGW

Study design

DISCOVER was a phase 3, double-blind, active controlled, multinational study that included
5387 HIV-negative, adult MSM and TGW and evaluated the safety and efficacy of FTC/TAF
vs FTC/TDF for HIV-1 PrEP (Figure 1).2 Prior use of FTC/TDF for HIV-1 PrEP was allowed.2
The primary outcome was the incidence of HIV acquisition.2
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Figure 1. DISCOVER: Study Design22
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FTCITAF
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* Highrisk of sexual
acquisition of HIV2

FTC/TDF 200/300 mg once daily

aHigh risk was defined as 22 episodes of condomless anal intercourse with 22 unique male partners of
HIV-positive or unknown HIV status within the previous 12 weeks, or a documented history of syphilis, rectal
gonorrhea, or rectal chlamydia in the previous 24 weeks.

PK results

An analysis of PK data was conducted. TFV-DP concentrations in PBMCs were compared
with PK data from historical phase 1 studies to estimate the onset and duration of HIV
protection between the two arms. Based on a simulation at steady state with daily dosing,
study investigators expect median PBMC TFV-DP levels to remain above ECg longer with
FTC/TAF (16 days) than FTC/TDF (10 days) after the last dose.® However, the impact of
these data have not been established in any clinical study. ECgo has not been shown to
correlate with efficacy. The clinical relevance of these PK data and the correlate of HIV
protection is unknown.
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Abbreviations

EC90=90% of maximum PBMC=peripheral blood TAF=tenofovir alafenamide
effective concentration mononuclear cells TDF=tenofovir disoproxil
ETC=emtricitabine PK=pharmacokinetic(s) fumarate
MSM=men who have sex PrEP=pre-exposure TFV-DP=tenofovir
with men prophylaxis diphosphate

STl=sexually transmitted TGW=transgender women

infection
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Product Label

For the full indication, important safety information, and boxed warning(s), please refer to
the Descovy US Prescribing Information available at:
www.qgilead.com/-/medialfiles/pdfs/medicines/hiv/descovy/descovy pi.

Follow-Up

For any additional questions, please contact Gilead Medical Information at:
753 1-866-MEDI-GSI (1-866-633-4474) or Y8 www.askgileadmedical.com

Adverse Event Reporting

Please report all adverse events to:

Gilead Global Patient Safety 1-800-445-3235, option 3 or
“8 www.qgilead.com/utility/contact/report-an-adverse-event

FDA MedWatch Program by 1-800-FDA-1088 or XXMedWatch, FDA, 5600 Fishers Ln,
Rockville, MD 20852 or ¥ www.accessdata.fda.gov/scripts/medwatch

Data Privacy

The Medical Information service at Gilead Sciences may collect, store, and use your
personal information to provide a response to your medical request. We may share your
information with other Gilead Sciences colleagues to ensure that your request is addressed
appropriately. If you report an adverse event or concern about the quality of a Gilead or Kite
product, we will need to use the information you have given us in order to meet our
regulatory requirements in relation to the safety of our medicines.

It may be necessary for us to share your information with Gilead’s affiliates, business
partners, service providers, and regulatory authorities located in countries besides your
own. Gilead Sciences has implemented measures to protect the personal information you
provide. Please see the Gilead Privacy Statement (www.gilead.com/privacy-statements) for
more information about how Gilead handles your personal information and your rights. If you
have any further questions about the use of your personal information, please contact
privacy@aqilead.com.

DESCOVY, DESCOVY for PrEP, GILEAD, and the GILEAD logo are registered trademarks
of Gilead Sciences, Inc., or its related companies.
© 2025 Gilead Sciences, Inc.
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