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VI.2 Elements for a public summary
VI.2.1 Overview of disease epidemiology
Human immunodeficiency virus (HIV) is a virus that attacks your body’s natural defense system
and causes acquired immunodeficiency syndrome (AIDS). HIV is most commonly passed on by
sexual contact but one can also become infected following infected blood transfusions, needle
sharing. It can be passed to an unborn child from a HIV-positive mother. Nearly 110,000 people
living with HIV in the UK are diagnosed with HIV and approximately 26,000 people living with HIV
in the UK have not yet been diagnosed. Black African people make up 1.8% of the UK population
but 36% of all people living with HIV. Around 1 in 17 men who have sex with men (MSM) living
in the UK has HIV. In 2013 less than 1% of people with HIV died.

VI.2.2 Summary of treatment benefits
Abacavir/Lamivudine 600mg/300mg is a medicine that contains two active substances, Abacavir
(600 mg) and Lamivudine (300 mg).
Abacavir/Lamivudine is used in combination with at least one other medicine which acts against
viruses to treat patients over 12 years old who are infected with human immunodeficiency virus
(HIV), the virus that causes acquired immune deficiency syndrome (AIDS). It does not completely
cure HIV infection; it reduces the amount of virus in your body, and keeps it at a low level. It also
increases the CD4 cell count in your blood which are a type of blood cells that are important in
helping your body to fight infection.
Abacavir/Lamivudine has been studied in three main studies involving a total of 1,230 patients.
The studies compared Abacavir taken at a dose of 600 mg once a day and at a dose of 300 mg
twice a day, in combination with lamivudine and one or two other antiviral medicines. Two studies
used the active substances taken as separate medicines, while the third used a combination
tablet for the once-daily dose. Both doses of Abacavir, taken in combination with lamivudine and
other antiviral medicines, were equally effective in reducing viral loads. The combination tablet
taken once a day was also as effective as the medicines taken separately twice a day in reducing
viral loads over 24 weeks of treatment.

VI.2.3 Unknowns relating to treatment benefits
In the followings cases; safety and treatment benefits are unknown.
No data are available in patients with moderate hepatic (liver) impairment, therefore the use of
Abacavir/Lamivudine is not recommended unless judged necessary. In patients with mild and
moderate hepatic (liver) impairment monitoring of Abacavir plasma levels is recommended.
Abacavir/Lamivudine must not be used in patients with severe hepatic (liver) impairment.
Special care is advised in patients over 65 years of age due to age associated changes such as
the decrease in renal (kidney) function and alteration of haematological (blood) parameters.
Abacavir/Lamivudine is not recommended for the treatment of children less than 12 years of age
as the safety and effectiveness of the medicine has not yet been established.
There are no data on the use of Abacavir/Lamivudine in pregnancy.
Lamivudine is excreted in human milk. It is expected that Abacavir will also be excreted into
human milk, although this has not been confirmed. As a general rule, it is recommended that
mothers infected with HIV do not breast-feed their infants under any circumstances in order to
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