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PATIENT INFORMATION
KIMMTRAK® (KIM-track)

(tebentafusp-tebn)
injection

What is the most important information I should know about KIMMTRAK?
KIMMTRAK can cause serious side effects that can be severe or, life threatening, and usually happens within the first three infusions. 
These side effects include:
• Cytokine Release Syndrome (CRS). Tell your healthcare provider right away if you get any of the following symptoms:

Your healthcare provider will check for these problems during treatment with KIMMTRAK. Your healthcare provider may
temporarily stop or completely stop your treatment with KIMMTRAK, if you have severe side effects.
See “What are the possible side effects of KIMMTRAK?” for more information about side effects.

What is KIMMTRAK?
KIMMTRAK is a prescription medicine used to treat HLA-A*02:01-positive adults with uveal melanoma that cannot be removed by surgery or 
has spread. 
Your healthcare provider will test you for a presence of HLA-A*02:01 gene to make sure KIMMTRAK is right for you. It is not known if KIMMTRAK 
is safe and effective in children.

Before you receive KIMMTRAK, tell your healthcare provider about all of your medical conditions, including if you: 
• are pregnant or plan to become pregnant. KIMMTRAK may harm your unborn baby. Tell your healthcare provider if you become pregnant during 

treatment with KIMMTRAK.
For females who are able to become pregnant:
• Your healthcare provider should do a pregnancy test before you start treatment with KIMMTRAK.
• Use an effective form of birth control during treatment with KIMMTRAK and for at least 1 week after the last dose of KIMMTRAK.
• are breastfeeding or plan to breastfeed. It is not known if KIMMTRAK passes into your breast milk. Do not breastfeed during the treatment with 

KIMMTRAK and for at least 1 week after the last dose of KIMMTRAK.
Tell your healthcare provider about all medicines you take, including prescription and over-the-counter medicines, vitamins, and herbal supplements.
How will I receive KIMMTRAK?
• KIMMTRAK will be given to you by intravenous (IV) infusion into your vein for 15 to 20 minutes.
• KIMMTRAK is usually given every week.
• Your healthcare provider will decide how many treatments you need.
• Your healthcare provider will keep you under observation for at least 16 hours following the first three KIMMTRAK treatments and for at least 

30 minutes after future treatments.
• Your healthcare provider may delay your treatment of KIMMTRAK if you have certain side effects. 
• Your healthcare provider may do blood tests regularly during treatment with KIMMTRAK.
What are the possible side effects of KIMMTRAK?
KIMMTRAK can cause serious side effects, including: 
• See “What is the most important information I should know about KIMMTRAK?”.
• Skin reactions.  KIMMTRAK may cause skin reactions that require treatment. Tell your healthcare provider if you get symptoms of skin 

reactions, such as rash, itching, or skin swelling, that are severe and do not go away.
• Abnormal liver blood tests.  Your healthcare provider will do blood tests to check your liver before you start KIMMTRAK and during 

treatment with KIMMTRAK. Tell your healthcare provider if you get symptoms of liver problems such as right-sided abdominal pain or 
yellowing of the skin or eyes. 

The most common side effects of KIMMTRAK include:

These are not all the possible side effects of KIMMTRAK.
Call your healthcare provider for medical advice about side effects. You may report side effects to FDA at 1-800-FDA-1088.

HIGHLIGHTS OF PRESCRIBING INFORMATION
These highlights do not include all the information needed to use KIMMTRAK® 
safely and effectively. See full prescribing information for KIMMTRAK® 

KIMMTRAK® (tebentafusp-tebn) injection, for intravenous use
Initial U.S. Approval: 2022

WARNING:  CYTOKINE RELEASE SYNDROME

Cytokine Release Syndrome (CRS), which may be serious or life-threatening, 
occurred in patients receiving KIMMTRAK. Monitor for at least 16 hours 
following first three infusions and then as clinically indicated (2.2, 5.1).

__________________________  INDICATIONS AND USAGE  _________________________

KIMMTRAK is a bispecific gp100 peptide-HLA-directed CD3 T cell engager indicated for 
the treatment of HLA-A*02:01-positive adult patients with unresectable or metastatic 
uveal melanoma (1, 2.1).

_______________________  DOSAGE AND ADMINISTRATION _____________________

•  Recommended dosage: 20 mcg intravenously on Day 1, 30 mcg intravenously on 
Day 8, 68 mcg intravenously on Day 15, and 68 mcg intravenously once every week 
thereafter (2.2).

•  Dilute and administer by intravenous infusion over 15-20 minutes (2.2, 2.4).

•  See Full Prescribing Information for instructions on preparation and administration of 
the diluted solution for intravenous infusion (2.2, 2.4).

•  Dosage interruption or permanent discontinuation may be required based on individual 
safety and tolerability (2.3).

______________________ DOSAGE FORMS AND STRENGTHS  ____________________

Injection: 100 mcg/0.5 mL solution in a single-dose vial (3).
___________________________ CONTRAINDICATIONS __________________________

None (4).
_______________________ WARNINGS AND PRECAUTIONS ______________________

• Skin reactions: Rash, pruritus, and cutaneous edema occurred in patients treated 
with KIMMTRAK. If skin reactions occur, treat based on persistence and severity of 
symptoms (2.3, 5.2).

• Elevated liver enzymes: Elevations in liver enzymes occurred in patients treated with 
KIMMTRAK. Monitor ALT, AST, and total bilirubin (2.3, 5.3).

• Embryo-Fetal toxicity: May cause fetal harm. Advise patients of reproductive potential 
of the potential risk to the fetus and to use effective contraception (5.4, 8.1, 8.3).

___________________________ ADVERSE REACTIONS __________________________

The most common adverse reactions (occurring in ≥ 30%) are cytokine release 
syndrome, rash, pyrexia, pruritus, fatigue, nausea, chills, abdominal pain, edema, 
hypotension, dry skin, headache and vomiting (6.1). The most common laboratory 
abnormalities (occurring in ≥50%) are decreased lymphocyte count, increased 
creatinine, increased glucose, increased aspartate aminotransferase, increased alanine 
aminotransferase, decreased hemoglobin, and decreased phosphate (6.1).

To report SUSPECTED ADVERSE REACTIONS, contact Immunocore at 
1-844-IMMUNO1 (1-844-466-8661) or FDA at 1-800-FDA-1088 or 
www.fda.gov/medwatch.

See 17 for PATIENT COUNSELING INFORMATION and FDA-approved patient labeling.
Revised: 08/2026
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Table 6: Efficacy Results in Study IMCgp100-202

KIMMTRAK 
(N=252)

Investigator’s Choice 
(pembrolizumab, 

or ipilimumab, 
or dacarbazine) 

(N=126)

Overall Survival (OS) 1

Number of deaths 87 (34.5%) 63 (50%)
Median in months (95% CI) 21.7 (18.6, 28.6) 16 (9.7, 18.4)
HR (95% CI)2 0.51 (0.37, 0.71)
p-value3, 4 <0.0001
Progression-free Survival 5

Number (%) of patients with event 198 (78.6%) 97 (77%)
Median in months (95% CI) 3.3 (3, 5) 2.9 (2.8, 3)
HR (95% CI)2 0.73 (0.58, 0.94)
p-value3, 6 0.0139
Objective Response Rate (95% CI)7 9.1% (5.9, 13.4) 4.8% (1.8, 10.1) 
Complete Response 1 (0.4%) 0
Partial Response 22 (8.7%) 6 (4.8%) 

CI= Confidence Interval, HR= Hazard Ratio
1 Based on prespecified interim analysis
2 Hazard ratio is from a cox proportional hazards model stratified by LDH status
3 Two-sided p-value based on log rank test stratified by LDH
4 Compared to the interim efficacy boundary of 0.006
5 Final PFS analysis
6 Compared to the efficacy boundary of 0.05.
7 Not formally tested

Figure 1: Kaplan-Meier Curves of Overall Survival in Study IMCgp100-202

 

16 HOW SUPPLIED/STORAGE AND HANDLING
How Supplied

Each KIMMTRAK (tebentafusp-tebn) injection carton (NDC 80446-401-01) 
contains:

• One single-dose vial containing 100 mcg of tebentafusp-tebn in 0.5 mL of 
sterile, preservative-free, clear, colorless or slightly yellowish solution.

The vial stopper is not made with natural rubber latex.

Storage and Handling
• Store KIMMTRAK vials in the original carton refrigerated at 2°C to 8°C (36°F 

to 46°F) and protect from light until time of use. Do not freeze. Do not shake.
 17 PATIENT COUNSELING INFORMATION

Advise the patient to read the FDA-approved patient labeling (Patient Information). 

Cytokine Release Syndrome (CRS)
Inform patients of the risk of CRS, and to immediately contact their healthcare 
provider for signs and symptoms associated with CRS (e.g., pyrexia, hypotension, 
hypoxia, chills, nausea, vomiting, fatigue, or headache) [see Warnings and 
Precautions (5.1)].

Skin Reactions
Inform patients that rashes and skin reactions have occurred in patients who have 
received KIMMTRAK. Advise patients to contact their healthcare provider for signs 
and symptoms of progressive or intolerable skin reactions [see Warnings and 
Precautions (5.2)].

Elevated Liver Enzymes
Inform patients that elevations in liver enzymes have occurred in patients who have 
received KIMMTRAK. Advise patients to contact their healthcare provider for signs 
and symptoms of liver toxicity (e.g., right sided abdominal pain, jaundice, scleral 
icterus) [see Warnings and Precautions (5.3)].

Embryo-Fetal Toxicity
• Advise females to inform their healthcare provider if they are pregnant or become 

pregnant. Inform females of the risk to a fetus [see Warnings and Precautions 
(5.4) and Use in Specific Populations (8.1)]. 

• Advise females of reproductive potential to use effective contraception while on 
KIMMTRAK and for 1 week after the last dose [see Use in Specific Populations 
(8.1) and (8.3)]. 

Lactation
• Advise patients not to breastfeed during treatment with KIMMTRAK and for 

1 week after the last dose [see Use in Specific Populations (8.2)]. 

Manufactured by:

Immunocore Limited
92 Park Drive, Milton Park
Abingdon, Oxfordshire
United Kingdom, OX144RY
License no: 2239
At:

Simtra Deutschland GmbH
Kantstraβe 2
33790 Halle/Westfalen
Germany
For:

Immunocore Commercial LLC
100 Matsonford Road
1 Radnor Corporate Center
Suite 100
Radnor, PA US

General information about safe and effective use of KIMMTRAK.
Medicines are sometimes prescribed for purposes other than those listed in a Patient Information Leaflet. If you would like more information 
about KIMMTRAK, talk with your healthcare provider. You can ask your healthcare provider for more information about KIMMTRAK that is 
written for healthcare professionals.

What are the ingredients in KIMMTRAK?
Active ingredient: tebentafusp
Inactive ingredients: citric acid monohydrate, di-sodium hydrogen phosphate, mannitol, polysorbate 20, trehalose, and Water for injection. 

Manufactured by:
Immunocore Limited
92 Park Drive, Milton Park
Abingdon, Oxfordshire
United Kingdom, OX144RY
License no: 2239
at: Simtra Deutschland GmbH, Kantstraβe 2, 33790 Halle/Westfalen Germany
For: Immunocore Commercial LLC, 100 Matsonford Road, 1 Radnor Corporate Center, Suite 100, Radnor, PA US
KIMMTRAK is a trademark of the Immunocore Limited
For more information, go to www.KIMMTRAK.com or call 1-844-IMMUNO1 (1-844-466-8661).

This Patient Information has been approved by the U.S. Food and Drug Administration Revised: August 2026

• fever
• tiredness or weakness
• vomiting
• chills
• nausea

• low blood pressure
• dizziness and light headedness
• headache
• wheezing and trouble breathing
• rash

• cytokine release syndrome (CRS)
• rash
• fever
• itching
• tiredness
• nausea
• chills
• stomach pain

• swelling
• low blood pressure (symptoms may include dizziness or 

light headedness)
• dry skin
• headache
• vomiting
• abnormal liver blood tests

http://www.fda.gov/medwatch
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PATIENT INFORMATION
KIMMTRAK® (KIM-track)

(tebentafusp-tebn)
injection

What is the most important information I should know about KIMMTRAK?
KIMMTRAK can cause serious side effects that can be severe or, life threatening, and usually happens within the first three infusions. 
These side effects include:
• Cytokine Release Syndrome (CRS). Tell your healthcare provider right away if you get any of the following symptoms:

Your healthcare provider will check for these problems during treatment with KIMMTRAK. Your healthcare provider may
temporarily stop or completely stop your treatment with KIMMTRAK, if you have severe side effects.
See “What are the possible side effects of KIMMTRAK?” for more information about side effects.

What is KIMMTRAK?
KIMMTRAK is a prescription medicine used to treat HLA-A*02:01-positive adults with uveal melanoma that cannot be removed by surgery or 
has spread. 
Your healthcare provider will test you for a presence of HLA-A*02:01 gene to make sure KIMMTRAK is right for you. It is not known if KIMMTRAK 
is safe and effective in children.

Before you receive KIMMTRAK, tell your healthcare provider about all of your medical conditions, including if you: 
• are pregnant or plan to become pregnant. KIMMTRAK may harm your unborn baby. Tell your healthcare provider if you become pregnant during 

treatment with KIMMTRAK.
For females who are able to become pregnant:
• Your healthcare provider should do a pregnancy test before you start treatment with KIMMTRAK.
• Use an effective form of birth control during treatment with KIMMTRAK and for at least 1 week after the last dose of KIMMTRAK.
• are breastfeeding or plan to breastfeed. It is not known if KIMMTRAK passes into your breast milk. Do not breastfeed during the treatment with 

KIMMTRAK and for at least 1 week after the last dose of KIMMTRAK.
Tell your healthcare provider about all medicines you take, including prescription and over-the-counter medicines, vitamins, and herbal supplements.
How will I receive KIMMTRAK?
• KIMMTRAK will be given to you by intravenous (IV) infusion into your vein for 15 to 20 minutes.
• KIMMTRAK is usually given every week.
• Your healthcare provider will decide how many treatments you need.
• Your healthcare provider will keep you under observation for at least 16 hours following the first three KIMMTRAK treatments and for at least 

30 minutes after future treatments.
• Your healthcare provider may delay your treatment of KIMMTRAK if you have certain side effects. 
• Your healthcare provider may do blood tests regularly during treatment with KIMMTRAK.
What are the possible side effects of KIMMTRAK?
KIMMTRAK can cause serious side effects, including: 
• See “What is the most important information I should know about KIMMTRAK?”.
• Skin reactions.  KIMMTRAK may cause skin reactions that require treatment. Tell your healthcare provider if you get symptoms of skin 

reactions, such as rash, itching, or skin swelling, that are severe and do not go away.
• Abnormal liver blood tests.  Your healthcare provider will do blood tests to check your liver before you start KIMMTRAK and during 

treatment with KIMMTRAK. Tell your healthcare provider if you get symptoms of liver problems such as right-sided abdominal pain or 
yellowing of the skin or eyes. 

The most common side effects of KIMMTRAK include:

These are not all the possible side effects of KIMMTRAK.
Call your healthcare provider for medical advice about side effects. You may report side effects to FDA at 1-800-FDA-1088.

HIGHLIGHTS OF PRESCRIBING INFORMATION
These highlights do not include all the information needed to use KIMMTRAK® 
safely and effectively. See full prescribing information for KIMMTRAK® 

KIMMTRAK® (tebentafusp-tebn) injection, for intravenous use
Initial U.S. Approval: 2022

WARNING:  CYTOKINE RELEASE SYNDROME

Cytokine Release Syndrome (CRS), which may be serious or life-threatening, 
occurred in patients receiving KIMMTRAK. Monitor for at least 16 hours 
following first three infusions and then as clinically indicated (2.2, 5.1).

__________________________  INDICATIONS AND USAGE  _________________________

KIMMTRAK is a bispecific gp100 peptide-HLA-directed CD3 T cell engager indicated for 
the treatment of HLA-A*02:01-positive adult patients with unresectable or metastatic 
uveal melanoma (1, 2.1).

_______________________  DOSAGE AND ADMINISTRATION _____________________

•  Recommended dosage: 20 mcg intravenously on Day 1, 30 mcg intravenously on 
Day 8, 68 mcg intravenously on Day 15, and 68 mcg intravenously once every week 
thereafter (2.2).

•  Dilute and administer by intravenous infusion over 15-20 minutes (2.2, 2.4).

•  See Full Prescribing Information for instructions on preparation and administration of 
the diluted solution for intravenous infusion (2.2, 2.4).

•  Dosage interruption or permanent discontinuation may be required based on individual 
safety and tolerability (2.3).

______________________ DOSAGE FORMS AND STRENGTHS  ____________________

Injection: 100 mcg/0.5 mL solution in a single-dose vial (3).
___________________________ CONTRAINDICATIONS __________________________

None (4).
_______________________ WARNINGS AND PRECAUTIONS ______________________

• Skin reactions: Rash, pruritus, and cutaneous edema occurred in patients treated 
with KIMMTRAK. If skin reactions occur, treat based on persistence and severity of 
symptoms (2.3, 5.2).

• Elevated liver enzymes: Elevations in liver enzymes occurred in patients treated with 
KIMMTRAK. Monitor ALT, AST, and total bilirubin (2.3, 5.3).

• Embryo-Fetal toxicity: May cause fetal harm. Advise patients of reproductive potential 
of the potential risk to the fetus and to use effective contraception (5.4, 8.1, 8.3).

___________________________ ADVERSE REACTIONS __________________________

The most common adverse reactions (occurring in ≥ 30%) are cytokine release 
syndrome, rash, pyrexia, pruritus, fatigue, nausea, chills, abdominal pain, edema, 
hypotension, dry skin, headache and vomiting (6.1). The most common laboratory 
abnormalities (occurring in ≥50%) are decreased lymphocyte count, increased 
creatinine, increased glucose, increased aspartate aminotransferase, increased alanine 
aminotransferase, decreased hemoglobin, and decreased phosphate (6.1).

To report SUSPECTED ADVERSE REACTIONS, contact Immunocore at 
1-844-IMMUNO1 (1-844-466-8661) or FDA at 1-800-FDA-1088 or 
www.fda.gov/medwatch.

See 17 for PATIENT COUNSELING INFORMATION and FDA-approved patient labeling.
Revised: 08/2026
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Table 6: Efficacy Results in Study IMCgp100-202

KIMMTRAK 
(N=252)

Investigator’s Choice 
(pembrolizumab, 

or ipilimumab, 
or dacarbazine) 

(N=126)

Overall Survival (OS) 1

Number of deaths 87 (34.5%) 63 (50%)
Median in months (95% CI) 21.7 (18.6, 28.6) 16 (9.7, 18.4)
HR (95% CI)2 0.51 (0.37, 0.71)
p-value3, 4 <0.0001
Progression-free Survival 5

Number (%) of patients with event 198 (78.6%) 97 (77%)
Median in months (95% CI) 3.3 (3, 5) 2.9 (2.8, 3)
HR (95% CI)2 0.73 (0.58, 0.94)
p-value3, 6 0.0139
Objective Response Rate (95% CI)7 9.1% (5.9, 13.4) 4.8% (1.8, 10.1) 
Complete Response 1 (0.4%) 0
Partial Response 22 (8.7%) 6 (4.8%) 

CI= Confidence Interval, HR= Hazard Ratio
1 Based on prespecified interim analysis
2 Hazard ratio is from a cox proportional hazards model stratified by LDH status
3 Two-sided p-value based on log rank test stratified by LDH
4 Compared to the interim efficacy boundary of 0.006
5 Final PFS analysis
6 Compared to the efficacy boundary of 0.05.
7 Not formally tested

Figure 1: Kaplan-Meier Curves of Overall Survival in Study IMCgp100-202

 

16 HOW SUPPLIED/STORAGE AND HANDLING
How Supplied

Each KIMMTRAK (tebentafusp-tebn) injection carton (NDC 80446-401-01) 
contains:

• One single-dose vial containing 100 mcg of tebentafusp-tebn in 0.5 mL of 
sterile, preservative-free, clear, colorless or slightly yellowish solution.

The vial stopper is not made with natural rubber latex.

Storage and Handling
• Store KIMMTRAK vials in the original carton refrigerated at 2°C to 8°C (36°F 

to 46°F) and protect from light until time of use. Do not freeze. Do not shake.
 17 PATIENT COUNSELING INFORMATION

Advise the patient to read the FDA-approved patient labeling (Patient Information). 

Cytokine Release Syndrome (CRS)
Inform patients of the risk of CRS, and to immediately contact their healthcare 
provider for signs and symptoms associated with CRS (e.g., pyrexia, hypotension, 
hypoxia, chills, nausea, vomiting, fatigue, or headache) [see Warnings and 
Precautions (5.1)].

Skin Reactions
Inform patients that rashes and skin reactions have occurred in patients who have 
received KIMMTRAK. Advise patients to contact their healthcare provider for signs 
and symptoms of progressive or intolerable skin reactions [see Warnings and 
Precautions (5.2)].

Elevated Liver Enzymes
Inform patients that elevations in liver enzymes have occurred in patients who have 
received KIMMTRAK. Advise patients to contact their healthcare provider for signs 
and symptoms of liver toxicity (e.g., right sided abdominal pain, jaundice, scleral 
icterus) [see Warnings and Precautions (5.3)].

Embryo-Fetal Toxicity
• Advise females to inform their healthcare provider if they are pregnant or become 

pregnant. Inform females of the risk to a fetus [see Warnings and Precautions 
(5.4) and Use in Specific Populations (8.1)]. 

• Advise females of reproductive potential to use effective contraception while on 
KIMMTRAK and for 1 week after the last dose [see Use in Specific Populations 
(8.1) and (8.3)]. 

Lactation
• Advise patients not to breastfeed during treatment with KIMMTRAK and for 

1 week after the last dose [see Use in Specific Populations (8.2)]. 

Manufactured by:

Immunocore Limited
92 Park Drive, Milton Park
Abingdon, Oxfordshire
United Kingdom, OX144RY
License no: 2239
At:

Simtra Deutschland GmbH
Kantstraβe 2
33790 Halle/Westfalen
Germany
For:

Immunocore Commercial LLC
100 Matsonford Road
1 Radnor Corporate Center
Suite 100
Radnor, PA US

General information about safe and effective use of KIMMTRAK.
Medicines are sometimes prescribed for purposes other than those listed in a Patient Information Leaflet. If you would like more information 
about KIMMTRAK, talk with your healthcare provider. You can ask your healthcare provider for more information about KIMMTRAK that is 
written for healthcare professionals.

What are the ingredients in KIMMTRAK?
Active ingredient: tebentafusp
Inactive ingredients: citric acid monohydrate, di-sodium hydrogen phosphate, mannitol, polysorbate 20, trehalose, and Water for injection. 

Manufactured by:
Immunocore Limited
92 Park Drive, Milton Park
Abingdon, Oxfordshire
United Kingdom, OX144RY
License no: 2239
at: Simtra Deutschland GmbH, Kantstraβe 2, 33790 Halle/Westfalen Germany
For: Immunocore Commercial LLC, 100 Matsonford Road, 1 Radnor Corporate Center, Suite 100, Radnor, PA US
KIMMTRAK is a trademark of the Immunocore Limited
For more information, go to www.KIMMTRAK.com or call 1-844-IMMUNO1 (1-844-466-8661).

This Patient Information has been approved by the U.S. Food and Drug Administration Revised: August 2026

• fever
• tiredness or weakness
• vomiting
• chills
• nausea

• low blood pressure
• dizziness and light headedness
• headache
• wheezing and trouble breathing
• rash

• cytokine release syndrome (CRS)
• rash
• fever
• itching
• tiredness
• nausea
• chills
• stomach pain

• swelling
• low blood pressure (symptoms may include dizziness or 

light headedness)
• dry skin
• headache
• vomiting
• abnormal liver blood tests

http://www.fda.gov/companiondiagnostics
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