
Background
ISL/LEN is a new drug combination being studied for the 
treatment of HIV. It combines the medicines islatravir (ISL) 
and lenacapavir (LEN) in a single tablet taken once a week.

B/F/TAF is an HIV treatment that is already available. It 
combines the medicines bictegravir (B), emtricitabine (F), 
and tenofovir alafenamide (TAF) in a single tablet once a 
day. 

A once-weekly HIV treatment may be helpful for people who 
find it difficult to take medicine every day or prefer not to 
receive injections. In the ongoing ISLEND-1 study, 
researchers are comparing how well ISL/LEN works and how 
safe it is compared with B/F/TAF in people who were taking 
B/F/TAF before joining the study.

This summary presents the main findings from ISLEND-1 
after 48 weeks, which was the study's halfway point.

Who took part in the study and how was the treatment studied?

Why did researchers do this analysis?

Researchers want to know how well ISL/LEN taken once a week works and how safe 

it is when compared with B/F/TAF taken once a day. 
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ISLEND-1 included 607 adults with HIV from 106 sites around the world. These people already had very low 

levels of HIV in their blood while taking B/F/TAF once a day. 

HIV levels
If an HIV treatment works, the amount of virus in a person’s
blood drops to levels that are too low to be measured precisely
by routine tests. This is also known as undetectable.

Resistance
HIV can develop changes (mutations) that cause resistance to some 
medicines, so that the medicine can no longer control the virus. 
Measurable HIV levels may be a sign of resistance in some people.

CD4 cells and lymphocytes
HIV attacks the body’s immune system. It destroys white blood 
cells called lymphocytes, including CD4 cells that help the body fight 
infections. Higher numbers of CD4 cells and lymphocytes in the 
blood mean the immune system is working better. 

607 people 

Group 1 (304 people) 

Group 2 (303 people)
B/F/TAF once a day

and a placeboa once a week
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ISL/LEN once a week
and a placeboa once a day Week 96Week 48

Included in this 
summary

This summary looks at how well the treatments worked and how safe they were after 48 weeks. Researchers looked 

at the following questions: 

aParticipants in each group were also given a placebo (a tablet without medicine), which looked like the real medicine from the other group. Researchers designed the study this way so that
the doctors did not know which treatment they gave, and the participants did not know which treatment they received. 

How many participants had undetectable HIV levels? 
• If HIV levels were detectable and high enough, a test 

was done to check if that person’s HIV had developed 
resistance to treatment

How many CD4 cells and lymphocytes did participants 
have compared with at the start of the study?

How many participants had side effects (that may or 
may not have been related to the treatment)?

Study 
participants

15% aged at 
least 65 years

79% male and 21% female at birth
• 98% cisgender
• 2% transgender, gender nonbinary,

or gender nonconforming

• 46% White
• 31% Black
• 11% Asian

Switch from daily to 
weekly treatment
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How many participants had undetectable HIV levels after 48 weeks?

What were the results of the study?

Results From the ISLEND-1 Study After 48 Weeks: Comparing ISL/LEN 
Once a Week With B/F/TAF Once a Day in People With HIV

How many participants in the study experienced side effects?
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93%

ISL/LEN once a week:

92%

B/F/TAF once a day:

The levels of CD4 cells and lymphocytes remained stable in both treatment groups over 48 weeks. 
No one had to stop the study because these cell levels became too low.

The most common side effects thought to be related 
to ISL/LEN were: 

• Feeling sick (nausea; in 9 participants)

• Headache (in 9 participants)

41 out of 304 participants (13%) had side effects 
thought to be related to ISL/LEN

40 out of 303 participants (13%) had side effects 
thought to be related to B/F/TAF

For comparison, side effects thought to be related to 
B/F/TAF were:

• Feeling sick (nausea; in 10 participants)

• Headache (in 8 participants) 

How did the treatments affect the numbers of CD4 cells and lymphocytes?

Conclusions
After 48 weeks of the ISLEND-1 study, researchers found that: 

• ISL/LEN taken once a week was as effective as B/F/TAF taken once a day at keeping 

HIV levels very low. This means that the virus remained suppressed

• CD4 cell and lymphocyte levels stayed stable, with no important changes in either 

treatment group

• Most participants tolerated ISL/LEN well. Very few participants stopped treatment 

because of side effects

These results show that ISL/LEN taken once a week may be an effective 

treatment for HIV. 

6 out of 304 participants (2%) stopped 
taking ISL/LEN because of side effects

5 out of 303 participants (2%) stopped 
taking B/F/TAF because of side effects

A similar number of participants stopped their study treatment because of side effectsa

• 1 participant had a serious side effect, a skin rash, that was thought to be related to their treatment

• 1 participant had a hepatitis B infection. They had not received a hepatitis B vaccine before starting the trial

• There were no deaths over 48 weeks

aThese side effects were low levels of platelets in the blood (thrombocytopenia; 1 person), muscle and joint pain (myalgia and arthralgia; 1 person), a severe mental health 
condition (psychotic disorder; 1 person), kidney problems and inflammation of the pancreas (acute kidney injury and pancreatitis; 1 person), confusion (1 person), memory 
impairment (1 person), hair loss (alopecia; 1 person), rash with discolored areas and small raised bumps (maculopapular rash; 1 person), arthralgia (1 person), brain fog and 
reduced attention (1 person), and new hepatitis B infection (1 person). The treatment group is not named for these side effects as the study is still blinded (the doctor does not 
know which treatment they gave, and the participants do not know which treatment they received). 

Over 90% of participants who took ISL/LEN or 
B/F/TAF had undetectable HIV at Week 48. 
This means the virus was suppressed. The 
treatments worked similarly well.

The 1 participant taking B/F/TAF who had 
detectable HIV did not have a high enough 
level of HIV in their blood to be able to test
for resistance.

(284 out of 
304 people)

(280 out of
303 people)

0 participant had detectable 
HIV levels and 20 had no data 

1 participant had detectable 
HIV levels and 22 had no data 

The total number of participants who had side effects was the same (79%) in both treatment groups.

Side effects thought to be related to treatment were similar for both treatments. 


