
Part VI: Summary of the risk management plan     

Summary of risk management plan for Trogarzo® 

(Ibalizumab) 
 

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

Trogarzo, how these risks can be minimised, and how more information will be obtained about 

Trogarzo's risks and uncertainties (missing information). 

Trogarzo's summary of product characteristics (SmPC) and its package leaflet give essential 

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

This summary of the RMP for Trogarzo 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 Trogarzo's RMP. 

 

I. The medicine and what it is used for 

Trogarzo, in combination with other medicinal products that reduce the amount of HIV virus in your 

body, is indicated for the treatment of adults infected with an HIV infection that does not respond or is 

resistant to several anti-HIV drugs and therefore for whom it is not possible to create a successful anti-

HIV drug regimen (see SmPC for the full indication). It contains ibalizumab as the active substance and 

it is given by intravenous administration.  

Further information about the evaluation of Trogarzo’s benefits can be found in Trogarzo’s EPAR, 

including in its plain-language summary, available on the EMA website, under the medicine’s webpage: 

https://www.ema.europa.eu/en/medicines/human/EPAR/trogarzo. 

 

II. Risks associated with the medicine and activities to 
minimise or further characterise the risks  

Important risks of Trogarzo, together with measures to minimise such risks and the proposed studies 

for learning more about Trogarzo’s risks, are outlined below. 

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

 Specific information, such as warnings, precautions, and advice on correct use, in the package 

leaflet and SmPC addressed to patients and healthcare professionals; 

 Important advice on the medicine’s packaging; 

 The authorised 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 (e.g. with or 

without prescription) can help to minimise its risks. 
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Together, these measures constitute routine risk minimisation measures. 

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

regularly analysed, including 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 Trogarzo® is not yet available, it is listed under 

‘missing information’ below. 

II.A List of important risks and missing information 

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

investigate or minimise the risk, so that the medicinal product can be safely administered. 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 Trogarzo. 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 (e.g. on the long-term use of 

the medicine); 

List of important risks and missing information  

Important identified risks None 

Important potential risks Immune Reconstitution Inflammatory Syndrome (IRIS) 

Missing information Use in Pregnant Women and Breast-feeding Women 

Use in Elderly Patients (>65 Years of Age) 

Long-term Safety 

II.B Summary of important risks 

Important potential risk  Immune Reconstitution Inflammatory Syndrome (IRIS) 

Evidence for linking the risk 

to the medicine 

 

IRIS can occur when the immune system recovers after treatment 

with anti-HIV drugs.  It is an exaggerated inflammatory reaction to 

an infection that is already present in the body or to a new 

infection.  It has been reported in 10-32% of patients taking any 

anti-HIV drug.  IRIS was reported in two patients out of all patients 

treated with Ibalizumab during clinical studies. 

Risk factors and risk groups 

 

The following are at higher risk of developing IRIS:  

Male gender; 

Younger age; 

A low baseline CD4+ cell count (especially <50 cells) before anti-

HIV drugs are started, that then rapidly increases after the drug is 

started; 

Higher HIV virus levels before HIV treatment is started; 

Rapid decline in viral load (especially in first three months after 

anti-HIV drugs are started); 

Med
icin

al 
Prod

uc
t n

o l
on

ge
r a

uth
ori

se
d



 

 

 

No previous drug treatment against HIV; 

Initiation of treatment against HIV when treating an ongoing 

infection. 

Risk minimisation measures Routine risk minimisation measures 

SmPC section 4.4 

PIL Section 2, Warning and precautions  

Missing Information: Use in Pregnant Women and Breast-feeding Women 

Risk minimisation measures Routine risk minimisation measures 

SmPC section 4.6 and 4.8 

PIL section 2 Pregnancy and Breast feeding  

Missing Information: Use in Elderly Patients (>65 Years of Age) 

Risk minimisation measures Routine risk minimisation measures 

SmPC section 5.2 Pharmacokinetic Properties   

Missing Information: Long-term Safety 

Risk minimisation measures Routine risk minimisation measures 

SmPC section 4.8 Undesirable Effects 

 

II.C Post-authorisation development plan 

II.C.1 Studies which are conditions of the marketing authorisation 

Observational, open-label registry (Phase 4) 

Multidrug resistant HIV-1 (MDR HIV-1) infection is a serious, life-threatening condition. Due to the 

widespread use of fully suppressive antiretroviral (ARV) regimens, patients infected with HIV-1 have 

treatment options that allow them to have a similar life expectancy as people who are not infected with 

HIV-1. However, transmission of MDR HIV-1 virus or an incompletely suppressive regimen that leads 

to accumulation of mutations in the HIV-1 genome leads to multidrug resistance. Patients with MDR 

HIV-1 infection have far fewer treatment options, ultimately resulting in a shorter life expectancy when 

compared with healthy people or people infected with non MDR HIV-1.  

In the absence of a long-term comparator in the clinical program completed with ibalizumab, the 

present registry will be set-up to better understand the long-term antiviral effect of ibalizumab. 

Primary Objective: 

To evaluate the long-term efficacy and durability of ibalizumab in combination with other 

antiretrovirals. 

 Efficacy and durability in patients receiving ibalizumab will be compared using matched-

controls or self-controls. 

Secondary Objective: 

To assess the long-term safety and tolerability of ibalizumab. 
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Other Objectives: 

To assess risk factors/predictors of virologic and immunologic response. 

II.C.2 Other studies in post-authorisation development plan 

There are no other studies required for Trogarzo.  
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