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HIGHLIGHTS OF PRESCRIBING INFORMATION 
These highlights do not include all the information needed to use 
IMDELLTRA™ safely and effectively. See full prescribing 
information for IMDELLTRA. 
 
IMDELLTRA™ (tarlatamab-dlle) for injection, for intravenous use 
Initial U.S. Approval: 2024 
 

WARNING: CYTOKINE RELEASE SYNDROME and NEUROLOGIC 
TOXICITY including IMMUNE EFFECTOR CELL-ASSOCIATED 

NEUROTOXICITY SYNDROME 
See full prescribing information for complete boxed warning. 

 
Cytokine release syndrome (CRS), including serious or life-
threatening reactions, can occur in patients receiving IMDELLTRA. 
Initiate treatment with the IMDELLTRA using step-up dosing 
schedule to reduce the incidence and severity of CRS. Withhold 
IMDELLTRA until CRS resolves or permanently discontinue based 
on severity. (2.5, 5.1) 

Neurologic toxicity including Immune Effector Cell-Associated 
Neurotoxicity Syndrome (ICANS), including serious or life-
threatening reactions, can occur in patients receiving IMDELLTRA. 
Monitor patients for signs or symptoms of neurologic toxicity, 
including ICANS, during treatment and treat promptly. Withhold 
IMDELLTRA until ICANS resolves or permanently discontinue 
based on severity. (2.5, 5.2) 

 
-----------------------------INDICATIONS AND USAGE-------------------------- 
IMDELLTRA is a bispecific delta-like ligand 3 (DLL3)-directed CD3 T-
cell engager indicated for the treatment of adult patients with extensive 
stage small cell lung cancer (ES-SCLC) with disease progression on or 
after platinum-based chemotherapy. (1) 
This indication is approved under accelerated approval based on overall 
response rate and duration of response. Continued approval for this 
indication may be contingent upon verification and description of clinical 
benefit in a confirmatory trial(s). (1) 
 
------------------------DOSAGE AND ADMINISTRATION---------------------- 

• Administer as an intravenous infusion over 1-hour. (2.2) 

• Administer IMDELLTRA according to the step-up dosing schedule 
in Table 1 to reduce the risk of cytokine release syndrome. (2.2) 

• Administer concomitant medications as recommended. (2.3)  

• Monitor patients from the start of the IMDELLTRA infusion for 22 to 
24 hours on Cycle 1 Day 1 and Cycle 1 Day 8 in an appropriate 
healthcare setting.  

• Recommend patients to remain within 1-hour of an appropriate 
healthcare setting for a total of 48 hours from the start of the 
infusion with IMDELLTRA following Cycle 1 Day 1 and Cycle 1 Day 
8 doses, accompanied by a caregiver. (2.2) 

• See Full Prescribing Information for instructions on 
preparation and administration. (2.2, 2.6) 

 
---------------------DOSAGE FORMS AND STRENGTHS---------------------- 
For injection: 1 mg of lyophilized powder in a single-dose vial for 
reconstitution and further dilution. (3)  
For injection: 10 mg of lyophilized powder in a single-dose vial for 
reconstitution and further dilution. (3)  
  
-------------------------------CONTRAINDICATIONS------------------------------ 

• None. (4) 
 

------------------------WARNINGS AND PRECAUTIONS----------------------- 

• Cytopenias: Monitor complete blood counts prior to treatment with 
IMDELLTRA, before each dose, and as clinically indicated. 
Withhold or permanently discontinue based on severity. (5.3)  

• Infections: Monitor for signs and symptoms of infection; treat 
appropriately. Withhold or permanently discontinue based on 
severity. (5.4) 

• Hepatotoxicity: Monitor liver enzymes and bilirubin prior to 
treatment with IMDELLTRA, before each dose, and as clinically 
indicated. Withhold or permanently discontinue based on severity. 
(5.5) 

• Hypersensitivity: Monitor for signs and symptoms of 
hypersensitivity and treat accordingly. Withhold or permanently 
discontinue based on severity. (5.6) 

• Embryo-Fetal Toxicity: May cause fetal harm. Advise females of 
reproductive potential of the potential risk to the fetus and to use 
effective contraception (5.7, 8.1, 8.3)  
 

-------------------------------ADVERSE REACTIONS------------------------------ 
The most common adverse reactions (≥20%) were cytokine release 
syndrome, fatigue, pyrexia, dysgeusia, decreased appetite, 
musculoskeletal pain, constipation, anemia and nausea. 
The most common Grade 3 or 4 laboratory abnormalities (≥2%) were 
decreased lymphocytes, decreased sodium, increased uric acid, 
decreased total neutrophils, decreased hemoglobin, increased activated 
partial thromboplastin time, decreased potassium, increased aspartate 
aminotransferase, decreased white blood cells, decreased platelets, 
and increased alanine aminotransferase. 
 
To report SUSPECTED ADVERSE REACTIONS, contact Amgen Inc. 
at 1-800-77-AMGEN (1-800-772-6436) or FDA at 1-800-FDA-1088 or 
www.fda.gov/medwatch.   
 
--------------------------USE IN SPECIFIC POPULATIONS--------------------- 
Lactation: Advise not to breastfeed. (8.2) 
See 17 for PATIENT COUNSELING INFORMATION and FDA 
approved Medication Guide. 
 
                   Revised: 05/2024
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FULL PRESCRIBING INFORMATION 
 

WARNING: CYTOKINE RELEASE SYNDROME AND NEUROLOGIC TOXICITY 
including IMMUNE EFFECTOR CELL-ASSOCIATED NEUROTOXICITY SYNDROME 
 
Cytokine release syndrome (CRS), including serious or life-threatening reactions, 
can occur in patients receiving IMDELLTRA. Initiate treatment with IMDELLTRA 
using the step-up dosing schedule to reduce the incidence and severity of CRS. 
Withhold IMDELLTRA until CRS resolves or permanently discontinue based on 
severity [see Dosage and Administration (2.5) and Warnings and Precautions (5.1)]. 
 
Neurologic toxicity, including immune effector cell-associated neurotoxicity 
syndrome (ICANS), including serious or life-threatening reactions, can occur in 
patients receiving IMDELLTRA. Monitor patients for signs and symptoms of 
neurologic toxicity, including ICANS, during treatment and treat promptly. 
Withhold IMDELLTRA until ICANS resolves or permanently discontinue based on 
severity [see Dosage and Administration (2.5) and Warnings and Precautions (5.2)]. 
 

 
 
1 INDICATIONS AND USAGE  
 
IMDELLTRA is indicated for the treatment of adult patients with extensive stage small 
cell lung cancer (ES-SCLC) with disease progression on or after platinum-based 
chemotherapy. 
 
This indication is approved under accelerated approval based on overall response rate 
and duration of response [see Clinical Studies (14)]. Continued approval for this 
indication may be contingent upon verification and description of clinical benefit in a 
confirmatory trial(s). 
 
 
2 DOSAGE AND ADMINISTRATION  
 
2.1 Important Dosing Information 

• Administer IMDELLTRA according to the step-up dosing schedule in Table 1 to 
reduce the incidence and severity of cytokine release syndrome (CRS) [see 
Dosage and Administration (2.2)]. 

• For Cycle 1, administer recommended concomitant medications in Table 3 before 
and after Cycle 1 IMDELLTRA infusions to reduce the risk of CRS reactions [see 
Dosage and Administration (2.3)].  

• IMDELLTRA should only be administered by a qualified healthcare professional 
with appropriate medical support to manage severe reactions such as CRS and 
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Clinical signs and symptoms of CRS included pyrexia, hypotension, fatigue, 
tachycardia, headache, hypoxia, nausea and vomiting. Potentially life-threatening 
complications of CRS may include cardiac dysfunction, acute respiratory distress 
syndrome, neurologic toxicity, renal and/or hepatic failure, and disseminated 
intravascular coagulation (DIC). 
 
Administer IMDELLTRA following the recommended step-up dosing and administer 
concomitant medications before and after Cycle 1 IMDELLTRA infusions as described 
in Table 3 to reduce the risk of CRS [see Dosage and Administration (2.3)]. Administer 
IMDELLTRA in an appropriate health care facility equipped to monitor and manage 
CRS. Ensure patients are well hydrated prior to administration of IMDELLTRA.  
 
Closely monitor patients for signs and symptoms of CRS during treatment with 
IMDELLTRA. At the first sign of CRS, immediately discontinue IMDELLTRA infusion, 
evaluate the patient for hospitalization and institute supportive care based on severity. 
Withhold or permanently discontinue IMDELLTRA based on severity [see Dosage and 
Administration (2.5)]. Counsel patients to seek medical attention should signs if 
symptoms of CRS occur. 
 
5.2 Neurologic Toxicity Including ICANS  
 
IMDELLTRA can cause serious or life-threatening neurologic toxicity, including ICANS. 

In the pooled safety population [see Adverse Reactions (6.1)], neurologic toxicity 
including ICANS, occurred in 47% of patients who received IMDELLTRA, including 10% 
Grade 3. The most frequent neurologic toxicities were headache (14%), peripheral 
neuropathy (7%), dizziness (7%), insomnia (6%), muscular weakness (3.7%), delirium 
(2.1%), syncope (1.6%) and neurotoxicity (1.1%).  
 
ICANS occurred in 9% of IMDELLTRA-treated patients [see Adverse Reactions (6.1)]. 
Recurrent ICANS occurred in 1.6% of patients. Most patients experienced ICANS 
following cycle 2 day 1 (24%). Following Day 1, Day 8, and Day 15 infusions, 0.5%, 
0.5% and 3.7% of patients experienced ≥ Grade 2 ICANS, respectively. The median 
time to onset of ICANS from the first dose of IMDELLTRA was 29.5 days (range: 1 to 
154 days). ICANS can occur several weeks following administration of IMDELLTRA. 
The median time to resolution of ICANS was 33 days (range: 1 to 93 days).   
 
The onset of ICANS can be concurrent with CRS, following resolution of CRS, or in the 
absence of CRS. Clinical signs and symptoms of ICANS may include but are not limited 
to confusional state, depressed level of consciousness, disorientation, somnolence, 
lethargy, and bradyphrenia. 
 
Patients receiving IMDELLTRA are at risk of neurologic adverse reactions and ICANS 
resulting in depressed level of consciousness. Advise patients to refrain from driving 
and engaging in hazardous occupations or activities, such as operating heavy or 
potentially dangerous machinery, in the event of any neurologic symptoms until they 
resolve. 
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Closely monitor patients for signs and symptoms of neurologic toxicity and ICANS during 
treatment. At the first sign of ICANS, immediately evaluate the patient and provide 
supportive therapy based on severity. Withhold IMDELLTRA or permanently discontinue 
based on severity [see Dosage and Administration (2.5)]. 
 
5.3 Cytopenias 
 
IMDELLTRA can cause cytopenias including neutropenia, thrombocytopenia, and 
anemia. 
 
In the pooled safety population, [see Adverse Reactions (6.1)], decreased neutrophils 
occurred in 12% including 6% Grade 3 or 4 of IMDELLTRA-treated patients. The 
median time to onset for Grade 3 or 4 neutropenia was 29.5 days (range: 2 to 213). 
Decreased platelets occurred in 33% including 3.2% Grade 3 or 4. The median time to 
onset for Grade 3 or 4 decreased platelets was 50 days (range: 3 to 420). Decreased 
hemoglobin occurred in 58% including 5% Grade 3 or 4. Febrile neutropenia occurred in 
0.5% of patients treated with IMDELLTRA.   
 
Monitor patients for signs and symptoms of cytopenias. Perform complete blood counts 
prior to treatment with IMDELLTRA, before each dose, and as clinically indicated. 
Based on the severity of cytopenias, temporarily withhold, or permanently discontinue 
IMDELLTRA [see Dosage and Administration (2.5)]. 
 
5.4 Infections 
 
IMDELLTRA can cause serious infections, including life-threatening and fatal infections. 
 
In the pooled safety population, [see Adverse Reactions (6.1)], infections including 
opportunistic infections occurred in 41% of patients who received IMDELLTRA. Grade 3 
or 4 infections occurred in 13% of patients. The most frequent infections were COVID-
19 (9%, majority during the COVID-19 pandemic), urinary tract infection (10%), 
pneumonia (9%), respiratory tract infection (3.2%), and candida infection (3.2%). 
Monitor patients for signs and symptoms of infection prior to and during treatment with 
IMDELLTRA and treat as clinically indicated. Withhold or permanently discontinue 
IMDELLTRA based on severity [see Dosage and Administration (2.5)]. 
 
5.5 Hepatotoxicity 
 
IMDELLTRA can cause hepatotoxicity.  
 
In the pooled safety population [see Adverse Reactions (6.1)], elevated ALT occurred in 
42% with Grade 3 or 4 ALT elevation occurring in 2.1% of IMDELLTRA-treated patients. 
Elevated AST occurred in 44% of patients, with Grade 3 or 4 AST elevation occurring in 
3.2%. Elevated bilirubin occurred in 15% of patients, with Grade 3 or 4 total bilirubin 
elevations occurred in 1.6% of patients [see Adverse Reactions (6.1)]. Liver enzyme 
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elevation can occur with or without concurrent CRS. Monitor liver enzymes and bilirubin 
prior to treatment with IMDELLTRA, before each dose, and as clinically indicated. 
Withhold IMDELLTRA or permanently discontinue based on severity [see Dosage and 
Administration (2.5)]. 
 
5.6 Hypersensitivity  
 
IMDELLTRA can cause severe hypersensitivity reactions.  
 
Clinical signs and symptoms of hypersensitivity may include, but are not limited to, rash 
and bronchospasm. Monitor patients for signs and symptoms of hypersensitivity during 
treatment with IMDELLTRA and manage as clinically indicated. Withhold or consider 
permanent discontinuation of IMDELLTRA based on severity [see Dosage and 
Administration (2.5)]. 
 
5.7 Embryo-Fetal Toxicity 
Based on its mechanism of action, IMDELLTRA may cause fetal harm when 
administered to a pregnant woman. Advise patients of the potential risk to a fetus. 
Advise females of reproductive potential to use effective contraception during treatment 
with IMDELLTRA and for 2 months after the last dose [see Use in Specific Populations 
(8.1, 8.3)]. 
 
 
6 ADVERSE REACTIONS  
 
The following clinically significant adverse reactions are described elsewhere in the 
labeling: 

• Cytokine Release Syndrome (CRS) [see Warnings and Precautions (5.1)] 

• Neurologic Toxicity Including ICANS [see Warnings and Precautions (5.2)]  

• Cytopenias [see Warnings and Precautions (5.3)] 

• Infections [see Warnings and Precautions (5.4)] 

• Hepatotoxicity [see Warnings and Precautions (5.5)] 

• Hypersensitivity [see Warnings and Precautions (5.6)] 
 
6.1 Clinical Trials Experience  
 
Because clinical trials are conducted under widely varying conditions, adverse reaction 
rates observed in the clinical trials of a drug cannot be directly compared to rates in the 
clinical trials of another drug and may not reflect the rates observed in practice. 
 
Extensive Stage Small Cell Lung Cancer 
 
The pooled safety population described in the WARNINGS AND PRECAUTIONS and 
below reflects exposure to intravenous IMDELLTRA, as a single agent, at the 
recommended dosage of IMDELLTRA 1 mg on Cycle 1 Day 1 followed by 10 mg on 
Days 8 and 15, and then every 2 weeks until disease progression or intolerable toxicity 
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in 187 patients with extensive stage small cell lung cancer enrolled in Study DeLLphi-
300 and Study DeLLphi-301. Among 187 patients who received IMDELLTRA, 31% were 
exposed for 6 months or longer and 14% were exposed for greater than one year.   
 
The most common (>20%) adverse reactions were cytokine release syndrome (55%), 
fatigue (51%), pyrexia (36%), dysgeusia (36%), decreased appetite (34%), 
musculoskeletal pain (30%), constipation (30%), anemia (27%) and nausea (22%). The 
most common (≥2%) Grade 3 or 4 laboratory abnormalities were decreased lymphocytes 
(57%), decreased sodium (16%), increased uric acid (10%), decreased total neutrophils 
(6%), decreased hemoglobin (5%), increased activated partial thromboplastin time (5%), 
decreased potassium (5%), increased aspartate aminotransferase (3.2%), decreased 
white blood cells (3.8%), decreased platelets (3.2%) and increased alanine 
aminotransferase (2.1%).   
 
The demographic characteristics of patients who received IMDELLTRA were: median 

age 66 years (range: 35 to 82); 65% male; 70% White, 26% Asian, 2.1% Black or 

African American; and 2.1% Hispanic or Latino.  

 
Serious adverse reactions occurred in 58% of patients who received IMDELLTRA. 
Serious adverse reactions in >3% of patients included cytokine release syndrome 
(24%), pneumonia (6%), pyrexia (3.7%) and hyponatremia (3.6%). Fatal adverse 
reactions occurred in 2.7% of patients who received IMDELLTRA including pneumonia 
0.5%, aspiration (0.5%), pulmonary embolism (0.5%), respiratory acidosis (0.5%), and 
respiratory failure (0.5%).  
 
Permanent discontinuation of IMDELLTRA due to an adverse reaction occurred in 7% 
of patients. Adverse reactions which resulted in permanent discontinuation of 
IMDELLTRA in >1% of patients included cytokine release syndrome (1.6%) and tumor 
lysis syndrome (1.1%).  
 
Dosage interruptions of IMDELLTRA due to an adverse reaction occurred in 27% of 
patients. Adverse reactions which required dosage interruption in ≥2% of patients 
included fatigue (3.2%), cytokine release syndrome (2 .7%) and respiratory tract 
infection (2.1%).  
 
Table 13 summarizes adverse reactions observed in Study DeLLphi-300 and Study 
DeLLphi-301. 
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Data  
 
Animal Data  
 
Animal reproduction studies have not been conducted with tarlatamab-dlle. In an 
embryo-fetal developmental toxicity study, a murine surrogate molecule was 
administered intravenously to pregnant mice during the period of organogenesis. The 
surrogate molecule crossed the placental barrier and did not cause maternal toxicity, 
embryo-fetal toxicity or teratogenicity.  
 
8.2 Lactation  
 
Risk Summary 
 
There are no data on the presence of tarlatamab-dlle in human milk or the effects on the 
breastfed child or on milk production. Maternal IgG is known to be present in human 
milk. The effects of local gastrointestinal exposure and limited systemic exposure in the 
breastfed child to IMDELLTRA are unknown. Because of the potential for serious 
adverse reactions in a breastfed child, advise patients not to breastfeed during 
treatment with IMDELLTRA and for 2 months after the last dose. 
 
8.3 Females and Males of Reproductive Potential    
 
IMDELLTRA may cause fetal harm when administered to a pregnant woman [see Use 
in Specific Populations (8.1)]. 
 
Pregnancy Testing 
 
Verify pregnancy status of females of reproductive potential prior to initiating 
IMDELLTRA.  
 
Contraception 
 
Females 
 
Advise females of reproductive potential to use effective contraception during treatment 
with IMDELLTRA and for 2 months after the last dose. 
 
8.4 Pediatric Use  
 
The safety and effectiveness of IMDELLTRA have not been established in pediatric 
patients. 
 

8.5 Geriatric Use  
 
Of the 187 patients with SCLC who received IMDELLTRA 10 mg as a single agent, 54% 
were 65 years of age or older and 12% were 75 years of age or older. No overall 
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differences in IMDELLTRA pharmacokinetics, or safety were observed between older 
patients (≥ 65 years of age) and younger patients. Clinical studies of IMDELLTRA did 
not include sufficient numbers of patients aged 65 and over to determine whether they 
respond differently from younger patients. 
 
 
11 DESCRIPTION  
 
Tarlatamab-dlle is a bispecific DLL3-directed CD3 T-cell engager that binds to DLL3 
expressed on the surface of cells, including tumor cells, and CD3 expressed on the 
surface of T cells. Tarlatamab-dlle is produced using recombinant DNA technology in 
Chinese hamster ovary cells. It consists of 982 amino acids and has a molecular weight 
of approximately 105 kilodaltons. 
 
IMDELLTRA (tarlatamab-dlle) for injection is supplied as a sterile, preservative-free, 
white to slightly yellow, lyophilized powder in a single-dose vial for reconstitution and 
further dilution.   
 
Each 1 mg vial contains tarlatamab-dlle (1 mg), glutamic acid (0.72 mg), polysorbate 80 
(0.04 mg), sucrose (37.1 mg), and sodium hydroxide to adjust pH to 4.2. After 
reconstitution with 1.3 mL of Sterile Water for Injection the resulting concentration is 
0.9 mg/mL IMDELLTRA.  
 
Each 10 mg vial contains tarlatamab-dlle (10 mg), glutamic acid (3.7 mg), 
polysorbate 80 (0.2 mg), sucrose (194.4 mg), and sodium hydroxide to adjust pH to 4.2. 
After reconstitution with 4.4 mL of Sterile Water for Injection the resulting concentration 
is 2.4 mg/mL IMDELLTRA. 
 
IV Solution Stabilizer is supplied as a sterile, preservative-free, colorless to slightly 
yellow, clear solution. Each vial of IV Solution Stabilizer contains citric acid 
monohydrate (36.75 mg), lysine hydrochloride (1598.8 mg), polysorbate 80 (7 mg), 
sodium hydroxide to adjust pH to 7.0, and water for injection. 
 
 
12 CLINICAL PHARMACOLOGY  
 
12.1 Mechanism of Action  
 
Tarlatamab-dlle is a bispecific T-cell engager that binds to DLL3 expressed on the 
surface of cells, including tumor cells, and CD3 expressed on the surface of T-cells. 
Tarlatamab-dlle causes T-cell activation, release of inflammatory cytokines, and lysis of 
DLL3-expressing cells. Tarlatamab-dlle had anti-tumor activity in mouse models of 
SCLC. 
 
12.2 Pharmacodynamics  
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Tarlatamab-dlle’s median terminal elimination half-life (min, max) is 11.2 (4.3 to 26.5) 
days and the estimated systemic clearance is 0.65 L/day (44%) in patients with SCLC.  
 
Specific Populations 
No clinically significant differences in the pharmacokinetics of tarlatamab-dlle were 
observed based on age (32 to 82 years), body weight (35 to 149 kg), sex, race (White 
and Asian), mild or moderate renal impairment (eGFR ≥ 30 to < 90 mL/min), or mild 
hepatic impairment (total bilirubin ≤ upper limit of normal (ULN) and AST > ULN). 
 
The effects of severe renal impairment (eGFR 15 to 29 mL/min), end-stage renal 
disease (eGFR <15 mL/min), or moderate to severe hepatic impairment (total bilirubin 
> 1.5 x ULN, any AST) on the pharmacokinetics of tarlatamab-dlle are unknown. 
 
Effects of Tarlatamab-dlle on CYP450 Substrates  
Tarlatamab-dlle causes transient release of cytokines that may suppress CYP450 
enzymes and may result in an increased exposure of concomitant CYP substrates 
during and up to 14 days after occurrence of cytokine release syndrome [see Clinical 
Pharmacology (12.2)].  
 
12.6 Immunogenicity 
 
The observed incidence of antidrug antibodies (ADA) is highly dependent on the 
sensitivity and specificity of the assay. Differences in assay methods preclude 
meaningful comparisons of the incidence of ADA in the studies described below with the 
incidence of ADA in other studies, including those of tarlatamab-dlle or of other 
tarlatamab products. 
 
In Study DeLLphi-301, of the patients who received recommended step-up and full 
dosage of IMDELLTRA and were evaluable for presence of ADA against tarlatamab-
dlle, 3.2% (4/124) of patients tested positive for anti-tarlatamab-dlle antibodies and none 
of the patients developed neutralizing antibodies against tarlatamab-dlle based on a 
cell-based bioassay. Because of the low occurrence of ADA, the effect of these 
antibodies on the pharmacokinetics, pharmacodynamics, safety, and effectiveness of 
tarlatamab-dlle is unknown. 
 
 
13 NONCLINICAL TOXICOLOGY  
 
13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility  
 
No carcinogenicity or genotoxicity studies have been conducted with tarlatamab-dlle. 
 
No studies have been conducted to evaluate the effects of tarlatamab-dlle on fertility. 
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Partial Response, n (%) 38 (38) 

Duration of Response (DOR)a 

Medianb, months (range) 9.7 (2.7, 20.7+) 

Duration ≥ 6 monthsc, % 68 

Duration ≥ 12 monthsc, % 40 

a Assessed by Blinded Independent Central Review, CI= Confidence Interval 
b Median based on Kaplan-Meier estimate. 
c Based on observed duration of response. 

 
Of the 69 patients with available data regarding platinum sensitivity status, the ORR was 
52% (95% CI 32, 71) in 27 patients with platinum-resistant SCLC and 31% (95% CI 18, 
47) in 42 patients with platinum-sensitive SCLC. 
 
 
16 HOW SUPPLIED/STORAGE AND HANDLING  
 
16.1 How Supplied 

 
IMDELLTRA (tarlatamab-dlle) for injection is a sterile, preservative-free, white to slightly 
yellow, lyophilized powder supplied as follows:  

• 1 mg package (NDC 55513-059-01) contains 1 single-dose vial of 1 mg IMDELLTRA 
and 2 vials of 7 mL IV Solution Stabilizer. 

• 10 mg package (NDC 55513-077-01) contains 1 single-dose vial of 10 mg 
IMDELLTRA and 2 vials of 7 mL IV Solution Stabilizer. 

 
16.2 Storage and Handling 
 
Store IMDELLTRA and IV Solution Stabilizer (IVSS) vials refrigerated at 2°C to 8°C 
(36°F to 46°F) in the original carton to protect from light until time of use. Do not freeze. 
IMDELLTRA and IV Solution Stabilizer (IVSS) vials may be kept at room temperature 
between 20°C to 25°C (68°F to 77°F) for up to 24 hours in the original carton to protect 
from light. 
 
 
17 PATIENT COUNSELING INFORMATION  
 
Advise the patient to read the FDA-approved patient labeling (Patient Information).  
 
Cytokine Release Syndrome (CRS) 
 
Advise patients of the risk of CRS, and to immediately contact their healthcare provider 
for signs and symptoms associated with CRS including pyrexia, hypotension, fatigue, 
tachycardia, headache, hypoxia, nausea and vomiting [see Warnings and Precautions 
(5.1)].  
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Advise patients that they should be monitored from the start of the IMDELLTRA infusion 
for 22 to 24 hours on Cycle 1 Day 1 and Cycle 1 Day 8 in an appropriate healthcare 
setting [see Warnings and Precautions (5.1)]. 
 
Advise patients to remain within 1-hour of an appropriate healthcare setting for a total of 
48 hours from start of the infusion with IMDELLTRA following Cycle 1 Day 1 and Cycle 1 
Day 8 doses, accompanied by a caregiver. 
 
Neurologic Toxicity Including Immune Effector Cell-Associated Neurotoxicity Syndrome 
(ICANS) 
 
Discuss the signs and symptoms associated with ICANS. Advise patients to 
immediately contact their healthcare provider if they experience any signs or symptoms 
of ICANS, such as encephalopathy, confusion, delirium, seizure, ataxia, weakness or 
numbness of arms and legs, tremor, and headache. 
 
Advise patients who experience neurologic toxicity or symptoms of ICANS to refrain from 
driving or operating heavy or potentially dangerous machinery and engaging in hazardous 
occupations or activities during treatment with IMDELLTRA [see Warnings and 
Precautions (5.2)]. 
 
Cytopenias 
 
Discuss the signs and symptoms associated with cytopenias, including neutropenia and 
febrile neutropenia, anemia, and thrombocytopenia [see Warnings and Precautions 
(5.3)]. Inform patients that they will need to undergo lab tests to monitor blood counts. 
Advise patients to immediately contact their healthcare provider if they experience any 
signs or symptoms of cytopenias. 
 
Infections 
 
Discuss the signs and symptoms of infections. Advise patients of the risk of serious 
infections, and to immediately contact their healthcare provider for signs or symptoms of 
infections [see Warnings and Precautions (5.4)]. 
 
Hepatotoxicity 
 
Discuss the signs and symptoms of hepatotoxicity. Inform patients that they will need to 
undergo lab tests to monitor liver function. Advise patients to immediately contact their 
healthcare provider for signs and symptoms of liver dysfunction [see Warnings and 
Precautions (5.5)]. 
 
Hypersensitivity  
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Discuss the signs and symptoms of allergic reactions. Advise patients to immediately 
seek medical attention for any signs and symptoms of severe reactions [see Warnings 
and Precautions (5.6)].   
 
Embryo-Fetal Toxicity 
 
Advise pregnant women and females of reproductive potential of the potential risk to a 
fetus. Advise females of reproductive potential to inform their healthcare provider if they 
are pregnant or become pregnant. Advise females of reproductive potential to use 
effective contraception during treatment with IMDELLTRA and for 2 months after the 
last dose [see Warnings and Precautions (5.7), Use in Specific Populations (8.1, 8.3)]. 
 
Lactation 
 
Advise women not to breastfeed during treatment with IMDELLTRA and for 2 months 
after the last dose [see Use in Specific Populations (8.2)]. 
 

 
 
IMDELLTRA™ (tarlatamab-dlle) 
 
Manufactured by: 
Amgen Inc. 
One Amgen Center Drive 
Thousand Oaks, CA 91320-1799 U.S.A. 
U.S. License No. 1080 
Patent: http://pat.amgen.com/imdelltra/ 
 
© 2024 Amgen Inc. All rights reserved. 
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MEDICATION GUIDE 
IMDELLTRA™ (im del trah) 

(tarlatamab-dlle)  
for injection, for intravenous use 

What is the most important information I should know about IMDELLTRA? 
IMDELLTRA may cause serious side effects, including:  
 Cytokine Release Syndrome (CRS). CRS is common during treatment with IMDELLTRA and can also be serious 

or life-threatening. Tell your healthcare provider or get medical help right away if you develop any signs or symptoms 
of CRS, including: 
o fever of 100.4°F (38°C) or higher   
o low blood pressure 
o tiredness 
o fast heartbeat or dizziness 
o headache  
o shortness of breath or trouble breathing 

o nausea and vomiting 
o confusion, restlessness, or feeling anxious 
o problems with balance and movement, such as 

trouble walking 
o heart, liver, or kidney problems 
o unusual bleeding or bleeding that lasts a long time 

Due to the risk of CRS, you will receive IMDELLTRA on a “step-up dosing schedule”: 
o The step-up dosing schedule is when you receive a smaller dose of IMDELLTRA on Day 1 of your first treatment 

cycle (Cycle 1). 
o You will receive the full treatment dose of IMDELLTRA on Day 8 and Day 15 of Cycle 1. You will receive the full 

treatment dose 1 time every 2 weeks after Day 15 of Cycle 1. 
o If your dose of IMDELLTRA is delayed for any reason, you may need to repeat the “step-up dosing schedule”. 
o Before receiving your Day 1 and Day 8 doses of Cycle 1 of IMDELLTRA, you will be given a medicine to help 

reduce your risk of CRS. This will be given into your vein by intravenous (IV) infusion. You will also receive IV 
fluids after each of your Cycle 1 doses of IMDELLTRA (on Day 1, Day 8, and Day 15). Your healthcare provider 
will decide if you need to receive medicines to help reduce your risk of CRS with future doses. 

o See “How will I receive IMDELLTRA?” for more information about how you will receive IMDELLTRA. 
 Neurologic Problems. IMDELLTRA can cause neurologic problems that can be serious or life-threatening. 

Neurologic problems may happen days or weeks after you receive IMDELLTRA. Your healthcare provider may refer 
you to a healthcare provider who specializes in neurologic problems. Tell your healthcare provider right away if you 
develop any signs or symptoms of neurologic problems, including: 
o trouble speaking, memory loss, or personality 

changes  
o confusion, feeling disoriented, slow thinking, or not 

being able to think clearly  
o seizure 
o problems with walking, or loss of balance or 

coordination  

o weakness or numbness of your arms or legs 
o shaking (tremors) 
o headache 
o numbness or tingling of your hands or feet 
o trouble sleeping 
o fainting or loss of consciousness 
o feeling like you have no energy 

Due to the risk of CRS and neurologic problems you will receive the following monitoring during treatment with 
IMDELLTRA:  
 For Day 1 and Day 8 of Cycle 1 doses, your healthcare provider will monitor you for 22 to 24 hours from the 

start of the IMDELLTRA infusion in an appropriate healthcare setting that can manage these side effects. You 
should remain within 1 hour of an appropriate healthcare setting for a total of 48 hours from the start of the 
IMDELLTRA infusion after your Day 1 and Day 8 of Cycle 1 doses and be accompanied by a caregiver.   

 For Day 15 of Cycle 1 and Cycle 2 doses, your healthcare provider will watch you for 6 to 8 hours after the 
IMDELLTRA infusion.  

 For Cycle 3 and Cycle 4 doses, your healthcare provider will watch you for 3 to 4 hours after the IMDELLTRA 
infusion. 

 For Cycle 5 and later doses, your healthcare provider will watch you for 2 hours after the IMDELLTRA infusion.  
Your healthcare provider will monitor you for signs and symptoms of CRS and neurologic problems during treatment with 
IMDELLTRA, as well as other side effects, and treat you as needed. You may be hospitalized if you develop signs or 
symptoms of CRS or neurologic problems during treatment with IMDELLTRA. Your healthcare provider may temporarily 
stop or completely stop your treatment with IMDELLTRA if you develop CRS, neurologic problems, or any other side 
effects that are severe. 
See “What are the possible side effects of IMDELLTRA?” for more information about side effects. 
What is IMDELLTRA? 
IMDELLTRA is a prescription medicine used to treat adults with extensive stage small cell lung cancer (ES-SCLC), 
which is cancer that has spread throughout the lung or to other parts of the body, and 
who have received treatment with chemotherapy that contains platinum, and it did not work or is no longer working.  
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It is not known if IMDELLTRA is safe and effective in children. 
Before receiving IMDELLTRA, tell your healthcare provider about all of your medical conditions, including if 
you: 
 have an infection   
 are pregnant or plan to become pregnant. IMDELLTRA may harm your unborn baby.  

Females who are able to become pregnant:  
o Your healthcare provider should do a pregnancy test before you start treatment with IMDELLTRA.  
o You should use an effective form of birth control (contraception) during treatment with IMDELLTRA, and for 2 

months after your last dose of IMDELLTRA. 
o Tell your healthcare provider right away if you become pregnant or think that you may be pregnant during 

treatment with IMDELLTRA. 
 are breastfeeding or plan to breastfeed. It is not known if IMDELLTRA passes into your breast milk. Do not 

breastfeed during treatment with IMDELLTRA and for 2 months after the last dose of IMDELLTRA.   
Tell your healthcare provider about all the medicines you take, including prescription and over-the-counter 
medicines, vitamins, and herbal supplements.  
How will I receive IMDELLTRA? 
 IMDELLTRA will be given to you by your healthcare provider by intravenous (IV) infusion through a needle placed in 

a vein. The infusion will take about 1 hour.  
 Your IMDELLTRA treatment schedule is divided into cycles that are usually 28 days (4 weeks) long. 
 Your healthcare provider will decide how many treatment cycles you will receive. 
 See “What is the most important information I should know about IMDELLTRA?” for more information about 

how you will receive IMDELLTRA. 
What should I avoid while receiving IMDELLTRA? 
Do not drive, operate heavy or potentially dangerous machinery or do other dangerous activities, including work-related 
activities, during treatment with IMDELLTRA if you develop dizziness, confusion, tremors, sleepiness, or any other 
symptoms that impair consciousness until your signs and symptoms go away. These may be signs and symptoms of 
neurologic problems. See “What is the most important information I should know about IMDELLTRA” for more 
information about signs and symptoms of neurologic problems. 
What are the possible side effects of IMDELLTRA? 
IMDELLTRA may cause serious side effects, including:   
 See “What is the most important information I should know about IMDELLTRA?” 
 Low blood cell counts (cytopenia). Decreased blood cell counts are common with IMDELLTRA and can also be 

severe. IMDELLTRA may cause the following low blood cell counts:  
o low white blood cell counts (neutropenia). Low white blood cells can increase your risk for infection.  
o low red blood cell counts (anemia). Low red blood cells can cause tiredness and shortness of breath.  
o low platelet counts (thrombocytopenia). Low platelet counts can cause bruising or bleeding problems.  

 Infections.  IMDELLTRA can cause serious infections that can be life-threatening and may lead to death. Your 
healthcare provider will check you for signs and symptoms of infection before and during treatment with 
IMDELLTRA. Tell your healthcare provider right away if you develop any signs or symptoms of infection during 
treatment with IMDELLTRA, including:  
o fever of 100.4°F (38°C) or higher o painful rash 
o cough o sore throat 
o chest pain o pain during urination 
o tiredness o feeling weak or generally unwell 
o shortness of breath   

 Liver problems. IMDELLTRA can cause increased liver enzymes and bilirubin in your blood. These increases can 
happen with or without you also having CRS. Tell your healthcare provider if you develop any signs or symptoms of 
liver problems, including:  
o tiredness 
o loss of appetite 
o pain in your right upper stomach-area (abdomen) 

o dark urine 
o yellowing of your skin or the white part of your eyes 

 Allergic reactions. IMDELLTRA can cause allergic reactions that can be severe. Go to the nearest emergency 
room or get medical help right away if you develop any signs or symptoms of a severe allergic reaction during 
treatment with IMDELLTRA, including:  
o shortness of breath or trouble breathing 
o pain or tightness in your chest and back 
o wheezing 

o coughing 
o feeling lightheaded or dizzy 
o rash 
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Your healthcare provider will do bloodwork before you start and during treatment with IMDELLTRA. Your healthcare 
provider will monitor you for signs or symptoms of these serious side effects during treatment and may temporarily or 
completely stop treatment with IMDELLTRA if you develop certain serious side effects. 
The most common side effects of IMDELLTRA also include:  
 tiredness   
 fever  
 a bad or metallic taste in your mouth 
 decreased appetite 

 muscle or bone pain  
 constipation  
 nausea 
 

The most common severe abnormal lab test results with IMDELLTRA include: decreased white blood cells, 
decreased sodium, increased uric acid, decreased red blood cells, increased blood clotting time, decreased potassium, 
increased liver enzymes, and decreased platelets. 
These are not all of the possible side effects of IMDELLTRA.  
Call your doctor for medical advice about side effects. You may report side effects to FDA at 1-800-FDA-1088. 
General information about the safe and effective use of IMDELLTRA 
Medicines are sometimes prescribed for purposes other than those listed in a Medication Guide.  You can ask your 
pharmacist or healthcare provider for information about IMDELLTRA that is written for health professionals.   
What are the ingredients in IMDELLTRA? 
Active ingredients: tarlatamab-dlle 
Inactive ingredients: glutamic acid, polysorbate 80, sucrose, and sodium hydroxide. 
Inactive ingredients of IV Solution Stabilizer: citric acid monohydrate, lysine hydrochloride, polysorbate 80, sodium 
hydroxide and water for Injection. 
Manufactured by: Amgen Inc., One Amgen Center Drive, Thousand Oaks, CA 91320-1799 
U.S. License No. 1080 
© 2024 Amgen Inc.  All rights reserved. VX    
For more information, go to www.imdelltra.com or call Amgen at 1-800-772--6436. 

 

 

This Medication Guide has been approved by the U.S. Food and Drug Administration.                                                                                                Issued: 05/2024 
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