
Summary of Risk Management Plan for Symtuza (D/C/F/TAF)

This is a summary of the risk management plan (RMP) for Symtuza. The RMP details important 

risks of Symtuza, how these risks can be minimized, and how more information will be obtained 

about Symtuza's risks and uncertainties (missing information).

Symtuza's summary of product characteristics (SmPC) and its package leaflet (PL) provide

essential information to healthcare professionals and patients on how Symtuza should be used. 

This summary of the RMP for Symtuza should be read in the context of all this information 

including the assessment report of the evaluation and its plain-language summary, all which is 

part of the European Public Assessment Report (EPAR).

Important new concerns or changes to the current ones will be included in updates of Symtuza's 

RMP.

I. The Medicine and What it is Used For

Symtuza is authorized for the treatment of human immunodeficiency virus (HIV) type-1 (HIV-1)

infection in adults and adolescents (aged 12 years and older with body weight at least 40 kg) (see 

SmPC for the full indication). It contains darunavir (DRV) (as ethanolate), cobicistat (COBI), 

emtricitabine (FTC), and tenofovir alafenamide (TAF) (as fumarate) as the active substances and 

it is given as an oral fixed-dose combination (FDC) tablet (DRV 800 mg, COBI 150 mg, FTC 

200 mg, and TAF 10 mg).

Further information about the evaluation of Symtuza’s benefits can be found in Symtuza’s 

EPAR, including in its plain-language summary, available on the European Medicines Agency 

(EMA) website, under the medicine’s webpage: http://www.ema.europa.eu/ema/.

II. Risks Associated with the Medicine and Activities to Minimize or Further 
Characterize the Risks

Important risks of Symtuza, together with measures to minimize such risks and the proposed 

studies for learning more about Symtuza's risks, are outlined below.

Measures to minimize the risks identified for medicinal products can be:

 Specific information, such as warnings, precautions, and advice on correct use, in the PL
and SmPC addressed to patients and healthcare professionals;

 Important advice on the medicine’s packaging;

 The authorized pack size — the amount of medicine in a pack is chosen so to ensure that the 
medicine is used correctly;

 The medicine’s legal status — the way a medicine is supplied to the patient (eg, with or 
without prescription) can help to minimize its risks.



Together, these measures constitute routine risk minimization measures.

In addition to these measures, information about adverse reactions is collected continuously and 

regularly analyzed, including Periodic Benefit-Risk Evaluation Report (PBRER)/Periodic Safety 

Update Report (PSUR) assessment so that immediate action can be taken as necessary. These 

measures constitute routine pharmacovigilance activities. 

If important information that may affect the safe use of Symtuza is not yet available, it is listed 

under ‘missing information’ below.

II.A. List of Important Risks and Missing Information

Important risks of Symtuza are risks that need special risk management activities to further 

investigate or minimize the risk, so that the medicinal product can be safely taken. Important 

risks can be regarded as identified or potential. Identified risks are concerns for which there is 

sufficient proof of a link with the use of Symtuza. Potential risks are concerns for which an 

association with the use of this medicine is possible based on available data, but this association 

has not been established yet and needs further evaluation. Missing information refers to 

information on the safety of the medicinal product that is currently missing and needs to be 

collected (eg, on the long-term use of the medicine);

List of Important Risks and Missing Information

Important identified risks None.

Important potential risks None.

Missing information Long-term safety of Symtuza

II.B. Summary of Important Risks

Missing Information: Long-term safety of Symtuza

Risk minimization measures Routine risk minimization measures:

 SmPC Section 4.8

 PL Section 2

 Legal status: restricted medical prescription

Additional risk minimization measures:

 None

Additional pharmacovigilance 
activities

Additional pharmacovigilance activities:

 Trials GS-US-292-0106, GS-US-292-0109, and GS-US-311-
1717 (for F/TAF)

See section II.C of this summary for an overview of the post-
authorization development plan.



II.C. Post-authorization Development Plan

II.C.1. Studies Which are Conditions of the Marketing Authorization

There are no studies which are conditions of the marketing authorization or specific obligation of 

Symtuza.

II.C.2. Other Studies in Post-authorization Development Plan

GS-US-292-0106: A Phase 2/3, Open-Label Study of the Pharmacokinetics, Safety, and 

Antiviral Activity of the Elvitegravir/Cobicistat/Emtricitabine/Tenofovir Alafenamide 

(E/C/F/TAF) Single Tablet Regimen (STR) in HIV-1 Infected Antiretroviral Treatment-Naive 

Adolescents and Virologically Suppressed Children.

Purpose of the study:

Rationale for inclusion in the pharmacovigilance plan: To provide additional characterization of

the long-term safety of Symtuza.

Study objective: To evaluate the PK, safety, tolerability, and antiviral activity of E/C/F/TAF in 

HIV-infected, ART-naïve adolescents and virologically suppressed HIV-infected children.

GS-US-292-0109: A Phase 3, Open-Label Study to Evaluate Switching from a TDF-Containing 

Combination Regimen to a TAF-Containing Combination Single Tablet Regimen (STR) in 

Virologically-Suppressed, HIV-1 Positive Subjects.

Purpose of the study: 

Rationale for inclusion in the pharmacovigilance plan: To provide additional characterization of

the long-term safety of Symtuza.

Study objective: To evaluate switching from a TDF-containing combination regimen to a TAF-

containing combination single tablet regimen in virologically suppressed HIV-1-positive 

subjects.

GS-US-311-1717: A Phase 3b, Randomized, Double-Blind, Switch Study to Evaluate F/TAF in 

HIV-1 Positive Subjects who are Virologically Suppressed on Regimens containing ABC/3TC.

Purpose of the study:

Rationale for inclusion in the pharmacovigilance plan: To provide additional characterization of

the long-term safety of Symtuza

Study objective: To collect information on the efficacy of switching abacavir (ABC)/lamivudine 

(3TC) to F/TAF versus maintaining ABC/3TC in HIV-1-infected subjects who are virologically 

suppressed on regimens containing ABC/3TC as determined by the proportion of subjects with 

HIV-1 RNA <50 copies/mL at Week 48.


