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Vocabria Injection
Cabotegravir — 200mg/ml
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Vocabria injection is indicated, in combination with rilpivirine injection, for the treatment of Human
Immunodeficiency Virus type 1 (HIV-1) infection in adults who are virologically suppressed (HIV-1
RNA <50 copies/mL) on a stable antiretroviral regimen without present or past evidence of viral
resistance to, and no prior virological failure with agents of the NNRTI and INI class.
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4.4 Special warnings and precautions for use

Severe cutaneous adverse reactions (SCARS)

The severe cutaneous adverse reactions, Stevens-Johnson syndrome (SJS) and toxic epidermal necrolysis
(TEN), which can be life-threatening or fatal, have been reported very rarely in association with cabotegravir
treatment.

At the time of prescription, patients should be advised of the signs and symptoms and monitored closely for
skin reactions. If signs and symptoms suggestive of these reactions appear, cabotegravir should be
withdrawn immediately and an alternative treatment considered (as appropriate). If the patient has developed
a serious reaction such as SJS or TEN with the use of cabotegravir, treatment with cabotegravir must not be
restarted in this patient at any time.

4.8 Undesirable effects

Summary of the safety profile

The most frequently reported adverse reactions (ARs) from monthly dosing studies were injection site
reactions (up to 84%), headache (up to 12%) and pyrexia‘pyrexia® (10%).

The most frequently reported ARs from ATLAS-2M every 2 month dosing were injection site reactions (76%),
headache (7%) and pyrexia‘pyrexia® (7%).

The SCARs SJS and TEN have been reported in association with cabotegravir treatment (see section 4.4).

Table 7 Tabulated summary of adverse reactions?
MedDRA System Organ Class Frequency Category ARs for Vocabria + rilpivirine
(SOQC) regimen
Skin and subcutaneous tissue Common Rash?®
disorders
Uncommon Urticaria*
Angioedema*




Very rare Stevens-Johnson syndrome?,
toxic epidermal necrolysis*

General disorders and Very common Injection site reactions (painpain’
administrative site conditions and discomfort, nodule,
induration)
Pyrexia*Pyrexia®

1The frequency of the identified ARs are based on all reported occurrences of the events and are not limited to those considered at
least possibly related by the investigator.

2 Abdominal pain includes the following grouped MedDRA preferred term: abdominal pain, upper abdominal pain.

% Rash includes the following grouped MedDRA preferred terms: rash, rash erythematous, rash generalised, rash macular, rash
maculo-papular, rash morbilliform, rash papular, rash pruritic.

44 May rarely result in temporary gait disturbance.

5 Pyrexia includes the following grouped MedDRA preferred terms: feeling hot, body temperature increased. The majority of pyrexia
events were reported within one week of injections.

*Please refer to section 4.4.
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