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Warnings and Precautions, and Medication Guide.

This program will cover: 

    Approaches for detecting HER2+ (IHC 3+) metastatic solid tumors and the MOA of HER2-directed therapy

    The efficacy and safety data for ENHERTU in patients with previously treated HER2+ (IHC 3+) metastatic solid tumors

    Dosage and administration of ENHERTU

    Guideline recommendations for HER2-directed therapy in patients with HER2+ (IHC 3+) metastatic solid tumors

RSVP by:

Please see Important Safety Information and accompanying full Prescribing 
Information, including Boxed WARNINGS, and Medication Guide.

This program is being provided to you by Daiichi Sankyo, Inc. and AstraZeneca. The speaker is being compensated for the presentation. The program is not CME accredited and may not be used for CME 
accreditation. In adherence with PhRMA guidelines, spouses or other guests are not permitted to attend company-sponsored programs. Please be advised that information such as your name and the value 
and purpose of any educational item, meal, or other items of value you may receive may be publicly disclosed. If you are licensed in any state or other jurisdiction, or are an employee or contractor of any 
organization or governmental entity that limits or prohibits meals from pharmaceutical companies, please identify yourself so that compliance with such requirements can be ensured.

Important Safety Information
Indication
ENHERTU is a HER2-directed antibody and topoisomerase inhibitor conjugate indicated for the treatment of adult patients with 
unresectable or metastatic HER2-positive (IHC3+) solid tumors who have received prior systemic treatment and have no satisfactory 
alternative treatment options.

This indication is approved under accelerated approval based on objective 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.

WARNING: INTERSTITIAL LUNG DISEASE and EMBRYO-FETAL TOXICITY 
•  Interstitial lung disease (ILD) and pneumonitis, including fatal cases, have been reported with ENHERTU. Monitor for and 

promptly investigate signs and symptoms including cough, dyspnea, fever, and other new or worsening respiratory symptoms. 
Permanently discontinue ENHERTU in all patients with Grade 2 or higher ILD/pneumonitis. Advise patients of the risk and to 
immediately report symptoms. 

•  Exposure to ENHERTU during pregnancy can cause embryo-fetal harm. Advise patients of these risks and the need for effective 
contraception.

Contraindications
None.
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OCULAR ASSESSMENT FORM

TO BE COMPLETED BY THE PRESCRIBING ONCOLOGIST

Provider Name:  Contact Information: 

This resource should be used to support ocular exams for patients on  
DATROWAY® (datopotamab deruxtecan-dlnk) and inform decisions on treatment management.

*To receive support for your patients and obtain more information about reimbursement, call 1-855-DATRO4U (1-855-328-7648). 
See page 5 of this resource for additional information on eligibility and terms and conditions.
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What should I be looking for when performing the exams? 
•  There are no contraindications to prescribing DATROWAY. Patients with clinically significant corneal 

disease were excluded from clinical studies. Notify the prescribing oncologist if you believe your 
patient falls under this category 

•  If any new or worsening ocular signs and symptoms could suggest an eye condition, notify the  
prescribing oncologist (refer to chart on page 2)

INFORMATION FOR EYE CARE PROVIDERS

Your patient is being referred by their oncologist for an ophthalmic exam, as they have been prescribed 
treatment with DATROWAY, a Trop-2-directed antibody and topoisomerase inhibitor conjugate.1 
DATROWAY can cause ocular adverse reactions, including dry eye, keratitis, blepharitis, meibomian gland 
dysfunction, increased lacrimation, conjunctivitis, and blurred vision.1

What should the exam include?
Patients are instructed to undergo an ophthalmic exam that can be performed by either an optometrist  
or ophthalmologist. The exam should include the following1: 

Ocular assessment may be covered by medical or vision insurance. Patients may also be eligible for  
coverage up to $250 for an eye exam related to the use of DATROWAY through the DATROWAY4U  
patient savings program.* 

 visual acuity testing
 slit lamp examination (with fluorescein staining)

 intraocular pressure
 fundoscopy 

When should patients undergo this exam?
Patients are instructed to receive an ocular assessment upon initiation of DATROWAY, annually while on 
treatment, at end of treatment, and as clinically indicated.1 The initial eye exam serves as a reference point 
to monitor for any signs or symptoms of ocular conditions while on DATROWAY.

OCULAR EXAM DETAILS

NAME

FACILITY

PHONE

EMAIL

NAME

DATE OF BIRTH

PATIENT ID
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OCULAR ADVERSE REACTIONS WITH DATROWAY1,2

The majority of ocular adverse reactions associated with DATROWAY are Grade 1 or 2 in severity, as defined by the 
National Cancer Institute Common Terminology Criteria for Adverse Events.1,2 Clinical definitions for Grades 1 and 2 
of the two most common ocular adverse reactions on DATROWAY are provided below for your reference.

              RECOMMENDED PROPHYLAXIS1

• Advise patients to use preservative-free lubricant eye drops at least 4 times daily and as needed

• Advise patients to avoid using contact lenses during treatment unless directed by an eye care professional

DOSAGE MODIFICATIONS OF DATROWAY FOR SELECT ADVERSE EVENTS: KERATITIS1

Please see the table below for recommended management strategies for a common ocular adverse reaction 
on DATROWAY, and see the Important Safety Information and accompanying full Prescribing Information for more 
information. 

*Premedication with preservative-free lubricant eye drops at least 4 times daily and as needed is recommended as part of treatment with DATROWAY.
† Follow general ocular practice guidelines per your local institution and report exam findings to the treating oncologist to guide the need for dose modification of 
DATROWAY.

Keratitis2:
Grade 1: Asymptomatic; clinical or 
diagnostic observations only

Grade 2: Symptomatic; moderate 
decrease in visual acuity (best 
corrected visual acuity 20/40 and 
better or 3 lines or less decreased 
vision from known baseline)

Dry eye2:
Grade 1: Asymptomatic; clinical 
or diagnostic observations only; 
symptoms may be relieved by 
lubricants

Grade 2: Symptomatic; moderate 
decrease in visual acuity (best 
corrected visual acuity 20/40 and 
better or 3 lines or less decreased 
vision from known baseline)

For more information, visit 
DATROWAYhcp.com

Severity of Keratitis

Nonconfluent superficial keratitis

Confluent superficial keratitis, a 
corneal epithelial defect, or 3-line 
or more loss in best corrected 
visual acuity

Corneal ulcer or stromal opacity 
or best corrected distance visual 
acuity 20/200 or worse

Corneal perforation

Eye Care Provider Action

 
Notify prescribing oncologist*†

Oncologist Action for Dosage Modifications

Monitor and continue at current dose

Withhold until improved or resolved, then 
maintain at same dose level or consider dose 
reduction

Withhold until improved or resolved, then 
reduce by one dose level
 

Permanently discontinue
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INDICATION AND IMPORTANT SAFETY INFORMATION 

INDICATIONS
DATROWAY® is a Trop-2-directed antibody and topoisomerase 
inhibitor conjugate indicated for the treatment of:
• adult patients with locally advanced or metastatic epidermal 

growth factor receptor (EGFR)-mutated non-small cell lung 
cancer (NSCLC) who have received prior EGFR-directed 
therapy and platinum-based chemotherapy.
This indication is approved under accelerated approval 
based on objective response rate and duration of response. 
Continued approval for this indication may be contingent 
upon verification and description of clinical benefit in the 
confirmatory trial.

• adult patients with unresectable or metastatic, hormone 
receptor (HR)-positive, human epidermal growth factor 
receptor 2 (HER2)-negative (IHC 0, IHC 1+ or IHC 2+/ISH-) 
breast cancer who have received prior endocrine-based 
therapy and chemotherapy for unresectable or metastatic 
disease.

CONTRAINDICATIONS
None.

WARNINGS AND PRECAUTIONS
Interstitial Lung Disease/Pneumonitis
DATROWAY can cause severe, life-threatening, or fatal 
interstitial lung disease (ILD) or pneumonitis.  
Locally Advanced or Metastatic NSCLC
In the pooled safety population of 484 patients with NSCLC 
from TROPION-Lung01, TROPION-Lung05, and TROPION-
PanTumor01, ILD/pneumonitis occurred in 7% of patients 
treated with DATROWAY, including 0.6% of patients with 
Grade 3 and 0.4% with Grade 4. There were 8 (1.7%) fatal 
cases. The median time to onset for ILD was 1.4 months 
(range: 0.2 months to 9 months). Eleven patients (2.3%) had 
DATROWAY withheld and 20 patients (4.1%) permanently 
discontinued DATROWAY due to ILD/pneumonitis. Systemic 
corticosteroids were required in 79% (26/33) of patients 
with ILD/pneumonitis. ILD/pneumonitis resolved in 45% of 
patients.
Unresectable or Metastatic Breast Cancer 
In the pooled safety population of 443 patients with breast 
cancer from TROPION-Breast01 and TROPION-PanTumor01, 
ILD/pneumonitis occurred in 3.6% of patients treated with 
DATROWAY, including 0.7% of patients with Grade 3. There 
was one fatal case (0.2%). The median time to onset for ILD 
was 2.8 months (range: 1.1 months to 10.8 months). Four 
patients (0.9%) had DATROWAY withheld and 7 patients 
(1.6%) permanently discontinued DATROWAY due to ILD/
pneumonitis. Systemic corticosteroids were required in 60% 
(9/15) of patients with ILD/pneumonitis. ILD/pneumonitis 
resolved in 40% of patients.
Patients were excluded from clinical studies for a history of 
ILD/pneumonitis requiring treatment with steroids or for 
ongoing ILD/pneumonitis.
Monitor patients for new or worsening respiratory symptoms 
indicative of ILD/pneumonitis (e.g., dyspnea, cough, fever) 
during treatment with DATROWAY. For asymptomatic 
(Grade 1) ILD/pneumonitis, consider corticosteroid treatment 
(e.g., ≥0.5 mg/kg/day prednisolone or equivalent). For 
symptomatic ILD/pneumonitis (Grade 2 or greater), promptly 
initiate systemic corticosteroid treatment (e.g., ≥1 mg/kg/day 

prednisolone or equivalent) and continue for at least 14 days 
followed by gradual taper for at least 4 weeks.
Withhold DATROWAY in patients with suspected ILD/
pneumonitis and permanently discontinue DATROWAY if 
≥Grade 2 ILD/pneumonitis is confirmed.
Ocular Adverse Reactions
DATROWAY can cause ocular adverse reactions including 
dry eye, keratitis, blepharitis, meibomian gland dysfunction, 
increased lacrimation, conjunctivitis, and blurred vision.
In the pooled safety population, ocular adverse reactions 
occurred in 36% of patients treated with DATROWAY. Twenty 
patients (2.2%) experienced Grade 3 ocular adverse reactions, 
which included keratitis, dry eye, and blurred vision, and one 
patient experienced a Grade 4 ocular adverse reaction of 
conjunctival hemorrhage. The most common (≥5%) ocular 
adverse reactions were dry eye (17%), keratitis (14%), and 
increased lacrimation (7%). The median time to onset for 
ocular adverse reactions was 2.3 months (range: 0.03 months 
to 23.2 months). Of the patients who experienced ocular 
adverse reactions, 39% had complete resolution, and 10% 
had partial improvement (defined as a decrease in severity 
by one or more grades from the worst grade at last follow 
up). Ocular adverse reactions led to dosage interruption in 
3.6% of patients, dosage reductions in 2.5% of patients, and 
permanent discontinuation of DATROWAY in 1% of patients.
Patients with clinically significant corneal disease were 
excluded from clinical studies.
Advise patients to use preservative-free lubricant eye 
drops several times daily for prophylaxis. Advise patients to 
avoid use of contact lenses unless directed by an eye care 
professional.
Refer patients to an eye care professional for an ophthalmic 
exam including visual acuity testing, slit lamp examination (with 
fluorescein staining), intraocular pressure, and fundoscopy at 
treatment initiation, annually while on treatment, at end of 
treatment, and as clinically indicated.
Promptly refer patients to an eye care professional for any new 
or worsening ocular adverse reactions. Monitor patients for 
ocular adverse reactions during treatment with DATROWAY, 
and if diagnosis is confirmed, withhold, reduce the dose, or 
permanently discontinue DATROWAY based on severity.
Stomatitis
DATROWAY can cause stomatitis, including mouth ulcers and 
oral mucositis.
In the pooled safety population, stomatitis occurred in 63% of 
patients treated with DATROWAY, including 8% of patients 
with Grade 3 events and one patient with a Grade 4 reaction. 
The median time to first onset of stomatitis was 0.5 months 
(range: 0.03 months to 18.6 months). Stomatitis led to dosage 
interruption in 6% of patients, dosage reductions in 11% of 
patients, and permanent discontinuation of DATROWAY in 
0.5% of patients.
In patients who received DATROWAY in TROPION-Breast01, 
39% used a mouthwash containing corticosteroid for 
management or prophylaxis of stomatitis/oral mucositis at any 
time during the treatment.
Advise patients to use a steroid-containing mouthwash for 
prophylaxis and treatment of stomatitis. Instruct the patient 
to hold ice chips or ice water in the mouth throughout the 
infusion of DATROWAY.
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INDICATION AND IMPORTANT SAFETY INFORMATION (cont’d)

Monitor patients for signs and symptoms of stomatitis. If 
stomatitis occurs, increase the frequency of mouthwash and 
administer other topical treatments as clinically indicated. 
Based on the severity of the adverse reaction, withhold, 
reduce the dose, or permanently discontinue DATROWAY.
Embryo-Fetal Toxicity 
Based on its mechanism of action, DATROWAY can cause 
embryo-fetal harm when administered to a pregnant woman 
because the topoisomerase inhibitor component of DATROWAY, 
DXd, is genotoxic and affects actively dividing cells.
Advise patients of the potential risk to a fetus. Advise 
female patients of reproductive potential to use effective 
contraception during treatment with DATROWAY and for 
7 months after the last dose. Advise male patients with 
female partners of reproductive potential to use effective 
contraception during treatment with DATROWAY and for 4 
months after the last dose.

ADVERSE REACTIONS
The pooled safety population described in WARNINGS 
AND PRECAUTIONS reflects exposure to DATROWAY in 
927 patients as a single agent at 6 mg/kg administered as an 
intravenous infusion once every 3 weeks (21-day cycle) until 
disease progression or unacceptable toxicity. This included 
137 patients with NSCLC in TROPION-Lung05, 297 patients 
with NSCLC in TROPION-Lung01, 360 patients with HR-
positive, HER2-negative breast cancer in TROPION-Breast01, 
50 patients with NSCLC, and 83 patients with breast cancer 
in TROPION-PanTumor01. Among 927 patients who received 
DATROWAY, 45% were exposed for 6 months or longer 
and 19% were exposed for greater than one year. In this 
pooled safety population, the most common (≥20%) adverse 
reactions were stomatitis (63%), nausea (52%), fatigue (45%), 
alopecia (38%), constipation (28%), decreased appetite (23%), 
rash (23%), vomiting (22%), and musculoskeletal pain (20%). In 
this pooled safety population, the most common (≥2%) Grade 
3 or 4 laboratory abnormalities were decreased lymphocytes 
(9%) and decreased hemoglobin (3.5%).
Locally Advanced or Metastatic EGFR-Mutated 
Non-Small Cell Lung Cancer
TROPION-Lung05, TROPION-Lung01, TROPION-PanTumor01
The safety of DATROWAY was evaluated in 125 patients with 
EGFR-mutated NSCLC who received DATROWAY 6 mg/kg 
administered as an intravenous infusion once every 3 weeks 
(21-day cycle) until disease progression or unacceptable 
toxicity in TROPION-Lung05 and TROPION-Lung01 as well 
as TROPION-PanTumor01. Among these patients, the median 
duration of treatment was 6.1 months (range 0.7 months to 
41.7 months).
The median age was 63 years (range: 36 to 81), 56% of 
patients were <65 years, 62% of patients were female; 66% 
were Asian, 26% were White, 0.8% were Black, 6% were 
other races; and 2.4% were of Hispanic ethnicity.
Serious adverse reactions occurred in 26% of patients who 
received DATROWAY. Serious adverse reactions in >1% of 
patients who received DATROWAY were COVID-19 (4%), 
stomatitis (2.4%), and pneumonia (1.6%). Fatal adverse 
reactions occurred in 1.6% of patients who received 
DATROWAY, due to death not otherwise specified.
Permanent discontinuation of DATROWAY due to an adverse 
reaction occurred in 8% of patients. Adverse reactions which 
resulted in permanent discontinuation of DATROWAY in >1% 
of patients included ILD/pneumonitis (2.4%) and abnormal 
hepatic function (1.6%).

Dosage interruptions of DATROWAY due to an adverse 
reaction occurred in 43% of patients. Adverse reactions 
which required dosage interruption in >1% of patients 
included COVID-19 (13%), stomatitis (7%), fatigue (6%), 
pneumonia (4%), anemia (2.4%), amylase increased (2.4%), 
keratitis (2.4%), ILD/pneumonitis (1.6%), decreased appetite 
(1.6%), dyspnea (1.6%), rash (1.6%), and infusion-related 
reaction (1.6%).
Dose reductions of DATROWAY due to an adverse reaction 
occurred in 26% of patients. Adverse reactions which 
required dose reduction in >1% of patients included stomatitis 
(14%), keratitis (1.6%), fatigue (1.6%), decreased weight (1.6%) 
and COVID-19 (1.6%).
The most common (≥20%) adverse reactions, including 
laboratory abnormalities, were stomatitis (71%), nausea 
(50%), alopecia (49%), fatigue (42%), decreased hemoglobin 
(34%), decreased lymphocytes (32%), constipation (31%), 
increased calcium (31%), increased AST (28%), decreased 
white blood cell count (27%), increased lactate dehydrogenase 
(23%), musculoskeletal pain (22%), decreased appetite (20%), 
increased ALT (20%), and rash (20%).
Clinically relevant adverse reactions occurring in <10% 
of patients who received DATROWAY included dry skin, 
blurred vision, abdominal pain, conjunctivitis, dry mouth, ILD/
pneumonitis, skin hyperpigmentation, increased lacrimation, 
and visual impairment.
Unresectable or Metastatic, HR-Positive, HER2-
Negative Breast Cancer
TROPION-Breast01
The safety of DATROWAY was evaluated in 360 patients with 
unresectable or metastatic HR-positive, HER2-negative (IHC 
0, IHC1+ or IHC2+/ISH-) breast cancer who received at least 
one dose of DATROWAY 6 mg/kg in TROPION-Breast01. 
DATROWAY was administered by intravenous infusion once 
every three weeks. The median duration of treatment was 6.7 
months (range: 0.7 months to 16.1 months) for patients who 
received DATROWAY.
Serious adverse reactions occurred in 15% of patients who 
received DATROWAY. Serious adverse reactions in >0.5% 
of patients who received DATROWAY were urinary tract 
infection (1.9%), COVID-19 infection (1.7%), ILD/pneumonitis 
(1.1%), acute kidney injury, pulmonary embolism, vomiting, 
diarrhea, hemiparesis, and anemia (0.6% each). Fatal adverse 
reactions occurred in 0.3% of patients who received 
DATROWAY and were due to ILD/pneumonitis.
Permanent discontinuation of DATROWAY due to an adverse 
reaction occurred in 3.1% of patients. Adverse reactions 
which resulted in permanent discontinuation of DATROWAY 
in >0.5% of patients included ILD/pneumonitis (1.7%) and 
fatigue (0.6%).
Dosage interruptions of DATROWAY due to an adverse 
reaction occurred in 22% of patients. Adverse reactions 
which required dosage interruption in >1% of patients 
included COVID-19 (3.3%), infusion-related reaction (1.4%), 
ILD/pneumonitis (1.9%), stomatitis (1.9%), fatigue (1.7%), 
keratitis (1.4%), acute kidney injury (1.1%), and pneumonia 
(1.1%).
Dose reductions of DATROWAY due to an adverse reaction 
occurred in 23% of patients. Adverse reactions which 
required dose reduction in >1% of patients included stomatitis 
(13%), fatigue (3.1%), nausea (2.5%), and weight decrease 
(1.9%).

https://daiichisankyo.us/prescribing-information-portlet/getPIContent?productName=Datroway&inline=true
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Please see Important Safety Information and accompanying full Prescribing 
Information, including Boxed WARNINGS, and Medication Guide.

This program is being provided to you by Daiichi Sankyo, Inc. and AstraZeneca. The speaker is being compensated for the presentation. The program is not CME accredited and may not be used for CME 
accreditation. In adherence with PhRMA guidelines, spouses or other guests are not permitted to attend company-sponsored programs. Please be advised that information such as your name and the value 
and purpose of any educational item, meal, or other items of value you may receive may be publicly disclosed. If you are licensed in any state or other jurisdiction, or are an employee or contractor of any 
organization or governmental entity that limits or prohibits meals from pharmaceutical companies, please identify yourself so that compliance with such requirements can be ensured.

Important Safety Information
Indication
ENHERTU is a HER2-directed antibody and topoisomerase inhibitor conjugate indicated for the treatment of adult patients with 
unresectable or metastatic HER2-positive (IHC3+) solid tumors who have received prior systemic treatment and have no satisfactory 
alternative treatment options.

This indication is approved under accelerated approval based on objective 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.

WARNING: INTERSTITIAL LUNG DISEASE and EMBRYO-FETAL TOXICITY 
•  Interstitial lung disease (ILD) and pneumonitis, including fatal cases, have been reported with ENHERTU. Monitor for and 

promptly investigate signs and symptoms including cough, dyspnea, fever, and other new or worsening respiratory symptoms. 
Permanently discontinue ENHERTU in all patients with Grade 2 or higher ILD/pneumonitis. Advise patients of the risk and to 
immediately report symptoms. 

•  Exposure to ENHERTU during pregnancy can cause embryo-fetal harm. Advise patients of these risks and the need for effective 
contraception.
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INDICATION AND IMPORTANT SAFETY INFORMATION (cont’d)
The most common (≥20%) adverse reactions, including 
laboratory abnormalities, were stomatitis (59%), nausea 
(56%), fatigue (44%), decreased leukocytes (41%), decreased 
calcium (39%), alopecia (38%), decreased lymphocytes (36%), 
decreased hemoglobin (35%), constipation (34%), decreased 
neutrophils (30%), dry eye (27%), vomiting (24%), increased 
ALT (24%), keratitis (24%), increased AST (23%), and increased 
alkaline phosphatase (23%).
Clinically relevant adverse reactions occurring in <10% of 
patients who received DATROWAY included infusion-related 
reactions (including bronchospasm), ILD/pneumonitis, 
headache, pruritus, dry skin, dry mouth, conjunctivitis, 
blepharitis, meibomian gland dysfunction, blurred vision, 
increased lacrimation, photophobia, visual impairment, skin 
hyperpigmentation, and madarosis.

USE IN SPECIFIC POPULATIONS
• Pregnancy: Based on its mechanism of action, DATROWAY 

can cause embryo-fetal harm when administered to a 
pregnant woman because the topoisomerase inhibitor 
component of DATROWAY, DXd, is genotoxic and affects 
actively dividing cells. There are no available data on the 
use of DATROWAY in pregnant women to inform a drug-
associated risk. Advise patients of the potential risks to a 
fetus. 

• Lactation: There are no data regarding the presence of 
datopotamab deruxtecan-dlnk or its metabolites in human 
milk, the effects on the breastfed child, or the effects 
on milk production. Because of the potential for serious 
adverse reactions in a breastfed child, advise women not 
to breastfeed during treatment with DATROWAY and for 1 
month after the last dose. 

• Females and Males of Reproductive Potential: Pregnancy 
Testing: Verify pregnancy status of females of reproductive 
potential prior to initiation of DATROWAY.  Contraception: 
Females: Advise females of reproductive potential to use 
effective contraception during treatment with DATROWAY 
and for 7 months after the last dose. Males: Because of 
the potential for genotoxicity, advise male patients with 
female partners of reproductive potential to use effective 
contraception during treatment with DATROWAY and for 
4 months after the last dose. Infertility: Based on findings in 
animal toxicity studies, DATROWAY may impair male and 
female reproductive function and fertility. The effects on 
reproductive organs in animals were irreversible. 

• Pediatric Use: Safety and effectiveness of DATROWAY 
have not been established in pediatric patients.

• Geriatric Use: Of the 125 patients with EGFR-mutated 
NSCLC in TROPION-Lung05, TROPION-Lung01, 
TROPION-PanTumor01 treated with DATROWAY 6 mg/
kg, 44% were ≥65 years of age and 10% were ≥75 years 
of age. No clinically meaningful differences in efficacy and 
safety were observed between patients ≥65 years of age 
versus younger patients. Of the 365 patients in TROPION-
Breast01 treated with DATROWAY 6 mg/kg, 25% were 
≥65 years of age and 5% were ≥75 years of age. Grade 
≥3 and serious adverse reactions were more common in 
patients ≥65 years (42% and 25%, respectively) compared 
to patients <65 years (33% and 15%, respectively). In 
TROPION-Breast01, no other meaningful differences in 
safety or efficacy were observed between patients ≥65 
years of age versus younger patients. 

• Renal Impairment: A higher incidence of ILD/pneumonitis 
has been observed in patients with mild and moderate 
renal impairment (creatinine clearance [CLcr] 30 to <90 mL/
min). Monitor patients with renal impairment for increased 
adverse reactions, including respiratory reactions. No 
dosage adjustment is recommended in patients with mild 
to moderate renal impairment. The effect of severe renal 
impairment (CLcr <30 mL/min) on the pharmacokinetics of 
datopotamab deruxtecan-dlnk or DXd is unknown.

• Hepatic Impairment: No dosage adjustment is 
recommended in patients with mild hepatic impairment 
(total bilirubin ≤ULN and any AST >ULN or total bilirubin >1 
to 1.5 times ULN and any AST). Limited data are available in 
patients with moderate hepatic impairment (total bilirubin 
>1.5 to 3 times ULN and any AST). Monitor patients 
with moderate hepatic impairment for increased adverse 
reactions. The recommended dosage of DATROWAY 
has not been established for patients with severe hepatic 
impairment (total bilirubin >3 times ULN and any AST).

To report SUSPECTED ADVERSE REACTIONS, contact 
Daiichi Sankyo, Inc. at 1-877-437-7763 or FDA at 
1-800-FDA-1088 or fda.gov/medwatch.  

Please click here for full Prescribing Information, 
including WARNINGS AND PRECAUTIONS, and  
click here for Medication Guide.

https://daiichisankyo.us/prescribing-information-portlet/getPIContent?productName=Datroway&inline=true
https://daiichisankyo.us/prescribing-information-portlet/getPIContent?productName=Datroway&inline=true
https://daiichisankyo.us/prescribing-information-portlet/getPIContent?productName=Datroway_Med&inline=true
https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program
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Please see Important Safety Information on pages 3-5 and click here for full Prescribing Information.

DATROWAY Patient Savings Program for commercially insured patients
Eligibility:
The patient may be eligible for this offer if he or she is insured by commercial insurance and his or her insurance does not cover the 
full cost of his or her prescription. 
Patients who are enrolled in a state or federally funded prescription insurance program are not eligible for this offer. This includes 
patients enrolled in Medicare Part B, Medicare Part D, Medicaid, Medigap, Veterans Affairs (VA), Department of Defense (DoD) 
programs or TRICARE, and patients who are Medicare-eligible and enrolled in an employer-sponsored group waiver health plan or 
government-subsidized prescription drug benefit program for retirees. 
If the patient is enrolled in a state or federally funded prescription insurance program, he or she may not use this program even if 
he or she elects to be processed as an uninsured (cash-paying) patient. This offer is not insurance and is restricted to residents of 
the United States and Puerto Rico.

Terms of Use: 
Eligible patients with a valid prescription for DATROWAY may pay as little as $0 in out-of-pocket costs for DATROWAY, which may 
include coverage of an eye exam related to the use of DATROWAY (program maximum $250 per exam). Patients are responsible for 
any cost associated with an eye exam related to the use of DATROWAY above the $250 per eye exam assistance provided by 
the program. Patients who are residents of Massachusetts or Rhode Island are not eligible for infusion administration or eye 
exam assistance. Other restrictions may apply. Patient is responsible for applicable taxes, if any. Patient must be enrolled in the 
program before use. If you have any questions regarding this offer, please call 1-855-DATRO4U (1-855-328-7648).
Non-transferable, limited to one per person, cannot be combined with any other offer. Void where prohibited by law, taxed or 
restricted. Patients, pharmacists, and prescribers cannot seek reimbursement from health insurance or any third party for any part 
of the benefit received by the patient through this offer. Daiichi Sankyo and AstraZeneca reserve the right to rescind, revoke, or 
amend this offer, eligibility, and terms of use at any time without notice. This offer is not conditioned on any past, present, or future 
purchases, including refills. Offer must be presented along with a valid prescription for DATROWAY at the time of purchase. Patients 
must have commercial health insurance that covers medication costs for DATROWAY, but not the full cost to the patient. 
Program covers the cost of the drug and administration and does not cover costs for office visits or any other associated costs. 
Offer is invalid for claims or transactions more than 180 days from the date on the explanation of benefits.
BY USING THIS PROGRAM, YOU AND YOUR PHARMACIST AND/OR PHYSICIAN UNDERSTAND AND AGREE TO COMPLY WITH 
THESE ELIGIBILITY REQUIREMENTS AND TERMS OF USE.

Trop-2, trophoblast cell surface antigen 2.

1.   DATROWAY. Prescribing Information. Daiichi Sankyo, Inc.; 2025. 
2.  National Cancer Institute. Common Terminology Criteria for Adverse Events (CTCAE). V5.2017. Accessed May 3, 2025. 

https://ctep.cancer.gov/protocolDevelopment/electronic_applications/docs/CTCAE_v5_Quick_Reference_5x7.pdf

https://daiichisankyo.us/prescribing-information-portlet/getPIContent?productName=Datroway&inline=true

