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Instructions for study staff: The information in this patient information sheet is the 
same as in the site flipbook; this patient information sheet does not need to be reviewed 
with the patient if the site flipbook is reviewed with the patient. Instead, please provide 
the patient with this patient information sheet to take home with them.
Delete this page before distributing to patients.
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Durvalumab

TIGOS-LS (LUN 567) Patient Information Sheet

Background Information
Standard First Treatment
Standard first treatment for most limited-stage small-cell lung cancer 
(LS-SCLC) is to receive chemotherapy and radiation therapy. 
Chemotherapy uses drugs to kill cancer cells. Radiation therapy uses 
large amounts of energy to kill cancer cells. 
Many patients’ cancer gets better with this treatment. However, for most 
patients, their cancer will come back.
Consolidation Therapy
Consolidation therapy is treatment patients receive after they finish chemotherapy and 
radiation therapy. Consolidation therapy may help prevent cancer from coming back.
Durvalumab
Currently, standard consolidation therapy for LS-SCLC is a drug called durvalumab. 
The US Food and Drug Administration (US FDA) has approved durvalumab to 
treat LS-SCLC. Durvalumab can help patients with LS-SCLC live longer.
However, there are few treatment options for LS-SCLC. Also, many patients with 
LS-SCLC will have their cancer come back despite the use of standard treatment. 
As such, we need new treatment options for people with LS-SCLC.
BMS-986489
BMS-986489 is a drug that is being tested to see if it helps treat SCLC. BMS-986489 is 
an experimental drug. This means that the US FDA has not approved BMS-986489 to 
treat cancer.
BMS-986489 is made up of 2 compounds, atigotatug and nivolumab.
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BMS-986489 Atigotatug Nivolumab

BMS-986489 Durvalumab

Nivolumab works similarly to durvalumab. Atigotatug is an additional drug that might 
increase how well consolidation therapy works.

      

What is TIGOS-LS?
TIGOS-LS is a clinical study. In this study, patients with LS-SCLC will receive either 
BMS-986489 or durvalumab as consolidation therapy after chemotherapy and radiation 
therapy.
The main purpose of the study is to look at the survival of patients receiving treatment 
with BMS-986489. This will be compared to the survival of patients receiving treatment 
with durvalumab.
The study will also look at the safety of BMS-986489.
The study will take place at about 80 sites across the US.
Half of the patients taking part in this study will receive treatment with BMS-986489. The 
other half will receive treatment with durvalumab. Whether you receive BMS-986489 or 
durvalumab will be decided by chance, much like the flip of a coin. You will have an 
equal chance to be in either group. 
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250 patients All with LS-SCLC All received chemotherapy 
and radiation therapy

About 250 patients will take part in TIGOS-LS. All patients who take part in the study will 
have LS-SCLC. All patients who take part in the study will also have received 
chemotherapy and radiation therapy without their cancer getting worse.
Patients who take part in the study are allowed to receive prophylactic cranial irradiation 
(PCI) before the study. PCI is preventive radiation to the brain to stop cancer from 
spreading there. PCI is not required to be in the study.

What Will Happen in TIGOS-LS?
If you take part in TIGOS-LS, you will need to come to the clinic on certain days for 
study visits.

 

Castle IRB Approved: March 04, 2025



1100 Dr. Martin L. King Jr. Blvd., Suite 800
Nashville, TN 37203

SCRI.com

Date final: 26Feb2025 v1.0

CONFIDENTIAL – Contains proprietary information.
Not intended for external distribution. 2

Efficacy Follow-up

Safety Follow-up

Screening
Visit

Cycle 1
Day 1

Cycle 1
Day 15

Cycle 2
Day 1,
Cycle 3
Day 1,

etc.

End-of-
Treatment

Visit

30-day
Safety

Follow-up

100-day
Safety

Follow-up

Extended Follow-up Survival
Follow-up

Before Study
Treatment Study Treatment After Study

Treatment

Study Timeline

 

Castle IRB Approved: March 04, 2025



1100 Dr. Martin L. King Jr. Blvd., Suite 800
Nashville, TN 37203

SCRI.com

Date final: 26Feb2025 v1.0

Before you begin treatment, you will have a Screening Visit. The purpose of the 
Screening Visit is to make sure you can take part in the study.
When you begin treatment, we will measure your time on treatment in “cycles.” In this 
study, each cycle is 28 days. You will need to come to the clinic on Day 1 of each cycle 
to receive study treatment and for tests. This means you will need to come to the clinic 
once every 4 weeks.
On Cycle 1, Day 15, we will call you on the phone. This is to ask if you are having side 
effects from the study treatment. We will also ask about other medications you are 
taking.
If you have any side effects at any time during the study, even between your study 
visits, you should contact the study staff.
You can continue treatment for up to 2 years or until:

• Your study doctor decides you cannot continue treatment.
• You want to stop treatment or leave the study.
• You become pregnant.
• The study is closed.
• Your cancer gets worse.
• You have side effects from the study treatment that make you feel too sick.

After you finish treatment, you will have an End-of-Treatment Visit.
After the End-of-Treatment Visit, we will continue to follow up to check on your health 
and how well the study treatment worked for you.
To check your health, you will have a 30-day Safety Follow-up visit and a 100-day 
Safety Follow-up telephone call. You will come to the clinic for the 30-day Safety 
Follow-up. For the 100-day Safety Follow-up, we will call you on the phone.
To see how well the treatment worked for you, you may have Extended Follow-up. We 
will only do Extended Follow-ups if you have not had your cancer get worse by the 
End-of-Treatment Visit. You may have Extended Follow-ups every 2 or 3 months.
After you complete the safety follow-ups and your cancer has gotten worse, you will 
have Survival Follow-up. Study staff will contact you every 3 months for up to 3 years 
to see how you are doing.
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The activities we will do for the study include the following. Many of these activities will 
be done every cycle, or once every 4 weeks.

You will be asked to sign an Informed Consent Form (Screening only). 
We will talk about the study with you. We will make sure you are able to take 
part.
We will ask questions about you and your health. 
We will give you a checkup, which will include recording your height and weight.
We will ask how well you are able to do your normal activities. 
We will check your vital signs. This includes your body temperature, blood 
pressure, heart rate, breathing rate, and oxygen saturation. Oxygen saturation 
measures how much oxygen is in your blood.
We will do an electrocardiogram (ECG), which is a recording of the electrical 
activity of the heart. This is to check your heart function.
If you are a woman (as assigned at birth) who can have children, we will do blood 
or urine tests to make sure you are not pregnant.
We will take blood and urine samples to check your health.
We will ask about other medicines you are taking or being given.
We will ask if you have side effects.
We will take scans of your body to measure your disease. These scans may 
include your chest/abdomen, brain, and bones.
Study staff will give you BMS-986489 or durvalumab through a needle in your 
vein (intravenous, or IV). It will take between 30 to 60 minutes to get the drug. 
If you have a reaction to BMS-986489 or durvalumab, study staff may give you 
more medicines before you receive your next dose of BMS-986489. These 
medicines may help prevent you from having a reaction to the study treatment.

You have a choice whether to take part in the TIGOS-LS 
study.
Your cancer may or may not be affected by taking part in this study. We will not know if 
BMS-986489 or durvalumab helps your cancer until after you have received the 
treatment. If the treatment helps your cancer, we do not know for how long it will 
continue to help.
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You may have side effects from BMS-986489 or durvalumab. Study procedures also 
have risks. The Informed Consent Form (ICF) describes these side effects and risks. If 
you decide to take part in the study, we will discuss the ICF with you.
You will not be paid for being in this study.
If you receive BMS-986489, you will not have to pay for BMS-986489. You will receive 
BMS-986489 for free. If you receive durvalumab, you or your insurance will be 
responsible for the cost of durvalumab. You will not receive durvalumab for free 
because it is standard treatment for your cancer.
The tests in this study are standard for your cancer. This means that you or your 
insurance will be responsible for the costs of these tests.
If you decide you want to take part in the TIGOS-LS study, talk to your doctor or the 
study staff. They will help you with next steps.
If you do not want to take part in the TIGOS-LS study, you do not have to. Your doctor 
will discuss other options with you.
You do not have to take part in this study for your cancer to be treated. If you decide to 
take part in the study but later change your mind, you can leave the study at any time.
You do not need to make the decision to take part in the study now. You can talk about 
this information with your friends and family.
If you have questions about this study at any time, please contact the study staff at the 
phone number below.
Phone number: ________________
Study name: TIGOS-LS (LUN 567)

Thank you for taking the time to review this information sheet.
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