
Coughing 6.84 (−1.37, 15.05)
Hemoptysis 0.99 (−2.42, 4.40)

Dyspnea when rested −1.86 (−7.00, 3.27)
Dyspnea composite −4.18 (−11.20, 2.85)

Peripheral neuropathy −4.49 (−12.49, 3.52)
Alopecia −7.79 (−21.52, 5.94)

Pain in chest 0.78 (−7.32, 8.89)
Pain in arm or shoulder −5.71 (−12.81, 1.39)

Pain in other parts −2.90 (−13.29, 7.48)

HR (95% CI)
GHS/QoL 0.927 (0.628, 1.369)

Physical functioning 0.569 (0.377, 0.858)
Role functioning 0.824 (0.579, 1.17)

Cognitive functioning 0.759 (0.485, 1.186)
Emotional functioning 0.801 (0.468, 1.369)

Social functioning 0.66 (0.445, 0.979)
Fatigue 0.771 (0.561, 1.059)

Pain 0.549 (0.369, 0.818)
Nausea and vomiting 1.67 (1.078, 2.586)

Dyspnea 0.689 (0.427, 1.112)
Insomnia 0.778 (0.479, 1.265)

Appetite loss 1.063 (0.734, 1.539)
Constipation 1.637 (1.089, 2.461)

Diarrhea 0.428 (0.246, 0.744)
Financial difficulties 0.773 (0.456, 1.311)

Global health measure 4.28 (1.00, 7.55)
Physical functioning 8.01 (4.91, 11.11)

Role functioning 8.34 (4.13, 12.54)
Emotional functioning 4.13 (1.01, 7.24)
Cognitive functioning 6.49 (3.57, 9.41)

Social functioning 6.46 (2.32, 10.60)

Fatigue −8.37 (−12.22, −4.51)
Nausea and vomiting 0.78 (−2.40, 3.97)

Pain −7.30 (−11.56, −3.04)
Dyspnea −8.53 (−12.62, −4.45)
Insomnia −4.54 (−8.87, −0.21)

Appetite loss −0.29 (−4.89, 4.31)
Constipation 7.40 (2.57, 12.23)

Diarrhea −7.24 (−10.52, −3.97)
Financial difficulties −4.83 (−8.84, −0.83)

Global health measure 9.10 (2.50, 15.70)
Physical functioning 12.32 (4.97, 19.67)

Role functioning 10.56 (1.42, 19.69)
Emotional functioning 4.10 (−1.94, 10.14)
Cognitive functioning 5.51 (−1.90, 12.91)

Social functioning 3.75 (−5.57, 13.08)

Fatigue −7.30 (−15.11, 0.50)
Nausea and vomiting −0.45 (−7.61, 6.71)

Pain −4.37 (−13.33, 4.60)
Dyspnea −4.36 (−13.39, 4.67)
Insomnia −0.02 (−11.06, 11.03)

Appetite loss −2.23 (−11.24, 6.78)
Constipation 9.28 (−2.47, 21.02)

Diarrhea −2.78 (−8.48, 2.93)
Financial difficulties 3.27 (−3.94, 10.47)

HR (95% CI)
Coughing 1.242 (0.474, 3.256)

Hemoptysis 0.432 (0.105, 1.777)
Dyspnea when rested 0.857 (0.289, 2.542)

Dyspnea composite 0.61 (0.28, 1.331)
Peripheral neuropathy 0.688 (0.307, 1.542)

Alopecia 0.914 (0.53, 1.576)
Pain in chest 1.425 (0.442, 4.6)

Pain in arm or shoulder 1.018 (0.308, 3.368)
Pain in other parts 0.694 (0.262, 1.838)

Composite endpointa 1.141 (0.566, 2.301)

HR (95% CI)
GHS/QOL 0.969 (0.382, 2.459)

Physical functioning 0.525 (0.233, 1.184)
Role functioning 0.454 (0.215, 0.958)

Cognitive functioning 0.437 (0.182, 1.045)
Emotional functioning 0.635 (0.199, 2.028)

Social functioning 0.524 (0.205, 1.336)
Fatigue 0.692 (0.345, 1.385)

Pain 0.636 (0.233, 1.739)
Nausea and vomiting 2.558 (0.852, 7.679)

Dyspnea 0.604 (0.193, 1.885)
Insomnia 0.747 (0.235, 2.379)

Appetite loss 0.931 (0.408, 2.126)
Constipation 2.18 (0.795, 5.98)

Diarrhea 0.597 (0.156, 2.285)
Financial difficulties 1.327 (0.34, 5.18)

HR (95% CI)
Coughing 1.079 (0.719, 1.619)

Hemoptysis 0.729 (0.339, 1.568)
Dyspnea when rested 0.563 (0.355, 0.894)

Dyspnea composite 0.61 (0.436, 0.852)
Peripheral neuropathy 0.351 (0.231, 0.532)

Alopecia 0.756 (0.577, 0.991)
Pain in chest 0.979 (0.589, 1.628)

Pain in arm or shoulder 0.6 (0.371, 0.97)
Pain in other parts 0.721 (0.471, 1.105)

Composite endpointa 1.028 (0.746, 1.419)
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NSQ
● Compliance rates for both EORTC QLQ-LC13 and EORTC QLQ-C30 were high at baseline for both treatment groups (>90%) and decreased over time up to cycle 17

(66.0–85.8%)
● Scores were similar at baseline between treatment groups for all scales of the EORTC QLQ-LC13 and EORTC QLQ-C30, and were consistent with values typically seen

in this patient population2

● Results based on LS means difference of CFB (Figure 2) suggest:
● Favorable estimates across scores on both the EORTC QLQ-LC13 and EORTC QLQ-C30 scales on all functioning scales, as well as symptom scales such

as pain, dyspnea, insomnia and peripheral neuropathy and unfavorable estimate for nausea/vomiting and constipation (Figure 2)
● Results based on HR of TTD (Figure 3) suggest:

● A reduced risk of clinically meaningful deterioration in dyspnea (overall and when rested), peripheral neuropathy, and pain in arm or shoulder compared
with docetaxel as measured by the EORTC QLQ-LC13

● No difference was seen between treatment groups in the secondary PRO endpoint of TTD in any of the chest pain, cough, and dyspnea symptoms
● A reduced risk of clinically meaningful deterioration in physical functioning, social functioning, pain, and diarrhea for Dato-DXd compared with docetaxel,

as measured by the EORTC QLQ-C30
● An increased risk of clinically meaningful deterioration in constipation and nausea/vomiting with Dato-DXd compared with docetaxel

Effects of datopotamab deruxtecan (Dato-DXd) vs 
docetaxel on patient-reported outcomes (PROs) in 
adults with previously treated advanced or 
metastatic nonsquamous (NSQ) non-small cell lung 
cancer (NSCLC): results from TROPION-LUNG01

Objective
● Evaluate PRO endpoints for Dato-DXd compared with those for docetaxel in patients with NSQ

NSCLC in TROPION-LUNG01

Conclusions
● Dato-DXd was associated with a favorable trend for Dato-DXd compared with docetaxel in the NSQ

population on most EORTC-QLQ-LC13 and EORTC-QLQ-C30 scores, including all functioning
scales, pain, peripheral neuropathy and dyspnea, as measured by LS means difference of CFB
and TTD

● Docetaxel compared favorably to Dato-DXd in constipation and nausea/vomiting as measured by
LS means difference of CFB and TTD

● These data further support the clinical observations seen in favor of Dato-DXd in PFS, OS, objective
response rate and safety in the treatment of advanced or metastatic NSQ NSCLC1

Background
● Dato-DXd is a TROP2-directed ADC that delivers a

potent topoisomerase I inhibitor payload

● In the phase 3 TROPION-Lung01 trial, Dato-DXd
improved PFS versus docetaxel in patients with
advanced/metastatic NSCLC, driven by patients with
NSQ histology1

● Dato-DXd also showed a manageable safety profile, with
no new safety signals1

● To complement these clinical data, health-related QoL
data were collected to understand the impact of disease
and treatment tolerability of Dato-DXd from the
patient perspective

● PROs in the NSQ population from TROPION-Lung01 were
analyzed (Figure 1)

● Two PROs are presented here: EORTC QLQ-LC13 (a 13-item lung cancer–specific module
administered in conjunction with the EORTC QLQ-C30, covering additional symptoms), EORTC
QLQ-C30 (a 30-item generic cancer scale, covering GHS/QoL, functional scales, and symptom
scales). All scales are scored 0–100

● Items 36 (have you had a sore mouth or tongue?) and 37 (have you had trouble swallowing?)
were excluded from the administration of the EORTC QLQ-LC13 to avoid duplication with
other instruments administered in this study. Dyspnea composite is composed of dyspnea
when rested, dyspnea when walking, and dyspnea when climbing stairs

● For the EORTC QLQ-C30 GHS/QoL and functional scales, higher scores indicate higher
functionality, or better outcomes. For all scales of the EORTC QLQ-LC13 and the symptom and
financial difficulties scales of the EORTC QLQ-C30, higher scores indicate higher symptom
severity, or worse outcomes

● This poster focuses on the NSQ and NSQ with AGA populations. A total of 468 patients were
enrolled in the NSQ population, with 98 of those included in the NSQ with AGA population

1Erasmus MC Cancer Institute; 2University Hospital of Nantes; 3Samsung Medical Center, Sungkyunkwan 
University School of Medicine; 4Hopital Pontchaillou; 5Vall d’Hebron Hospital Campus, Vall d’Hebron Institute 
of Oncology, Universitat Autònoma de Barcelona; 6Institut Curie; 7Kyushu University Hospital; 8Sendai Kousei 
Hospital; 9Yonsei Cancer Center, Severance Hospital; 10University of Franche-Comte; 11Medical Oncology 
Intercenter Unit, Regional and Virgen de la Victoria, University Hospitals; 12Hospital Universitario 
12 de Octubre; 13Dana-Farber Cancer Institute; 14Daiichi Sankyo; 15IQVIA; 16David Geffen School of Medicine, 
University of California Los Angeles
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NSQ with AGA
● The overall compliance rate for both EORTC QLQ-C30 and EORTC QLQ-LC13 was high at baseline for both treatment groups (≥92%), and remained >70% through

cycle 7, when the sample size dropped below 10 patients in the docetaxel treatment group
● Baseline mean scores were similar between Dato-DXd and docetaxel treatment groups for all scales of the EORTC QLQ-C30 and EORTC QLQ-LC13
● Despite a smaller sample size, similar trends were observed in the NSQ AGA population compared with the NSQ population, favoring Dato-DXd, both in CFB

(Figure 4) and TTD (Figure 5) analyses:
● LS means difference of CFB (Figure 4) suggests favorable estimates for Dato-DXd over docetaxel in the general health measure, physical functioning,

and role functioning scores. Other scores showed similar trends to those of the NSQ population (Figure 4)
● HR in TTD suggest no difference between treatment groups in the secondary PRO endpoint of TTD in combined chest pain, cough and dyspnea symptoms
● Patients receiving Dato-DXd reported a reduced risk of deterioration in key scales, including physical functioning, pain, dyspnea when rested and dyspnea

composite, and peripheral neuropathy compared with docetaxel (Figure 4)
● TTD in role functioning was associated with a lower risk of deterioration for Dato-DXd compared with docetaxel (Figure 5)

This study was sponsored by Daiichi Sankyo, Inc. In July 2020, Daiichi Sankyo entered into a global development and commercialization 
collaboration agreement with AstraZeneca for datopotamab deruxtecan (Dato-DXd).
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● CFB analyzed by MMRMs and TTD is presented here

● MMRMs are fitted with CFB as the response variable, and baseline value,
treatment, visit, and treatment by visit interaction as covariates, with subject ID
fitted as a random effect

● The Cox proportional hazard model was fitted to estimate the hazard ratio between
Dato-DXd versus docetaxel and the corresponding 95% CI. TTD is defined by a 10-
point deterioration, subsequently confirmed by a second 10-point deterioration for
the same item at the next scheduled assessment or death within a specified time
period

● The EORTC-QLQ-LC13 was assessed at screening and at every 3-week cycle
until EOT

● The EORTC-QLQ-C30 was assessed at screening and at every 3-week cycle up to
cycle 5, followed by assessment at every odd cycle up to EOT

Methods

Results

Figure 1. TROPION-Lung01 study design
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Figure 2. Change from baseline in NSQ Figure 3. Time to first deterioration in NSQ Figure 4. Change from baseline in NSQ AGA Figure 5. Time to first deterioration in NSQ AGA

Key eligibility criteria
• NSCLC (stage IIIB, IIIC, or IV)
• ECOG PS 0–1
• No prior docetaxel
Without AGAsa

• 1–2 prior lines of therapy, including platinum
CT and anti–PD-(L)1 mAb therapy

With AGAs
• Positive for EGFR, ALK, NTRK, BRAF, ROS1,

MET exon 14 skipping, and/or RET
• 1–2 prior approved targeted therapies +

platinum-based CT, and ≤1 anti–PD-(L)1 mAb

R 1:1

The analysis presented here 
includes patients with PROs: 

• Dato-DXd NSQ: n=234
• Dato-DXd NSQ with AGA: n=48

• Docetaxel NSQ: n=234
• Docetaxel NSQ with AGA: n=50

Data cutoff: March 1, 2024

Randomized, phase 3, open-label, global study (NCT04656652)

Stratified by: histology,b AGA(s),c anti–PD-(L)1 mAb included in most recent prior therapy, geographyd

aPatients with KRAS mutations in the absence of known AGAs are eligible; must meet prior therapy requirements for patients without AGAs. bSquamous vs NSQ. 
cPresence vs absence. dUnited States/Japan/Western Europe vs rest of world. 
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Coughing −3.30 (−7.38, 0.78)

Hemoptysis −1.59 (−3.62, 0.43)
Dyspnea when rested −3.23 (−6.25, −0.20)

Dyspnea composite −5.68 (−8.65, −2.71)
Peripheral neuropathy −11.83 (−15.87, −7.78)

Alopecia −6.81 (−12.99, −0.63)
Pain in chest −2.24 (−6.10, 1.61)

Pain in arm or shoulder −5.18 (−9.24, −1.12)
Pain in other parts −5.80 (−10.49, −1.11)
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aChest pain, cough, and dyspnea when rested.
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Plain language summary
Why did we perform this research? 
Current treatments for NSQ NSCLC are burdensome to patients and associated with 
severe side effects. Dato-DXd may delay the progression of cancer cells with a better 
tolerability

How did we perform this research?
Patients with NSQ NSCLC in TROPION-Lung01 were asked to complete 
questionnaires covering topics such as quality of life, functioning, and cancer- and lung 
cancer–specific symptoms. Disease-related symptoms and impacts were compared for 
patients treated with Dato-DXd and docetaxel. A subgroup of patients with AGAs were 
also analyzed

What were the findings of this research? 
Despite constipation and nausea/vomiting issues reported by trial patients, Dato-DXd 
was associated with less worsening in physical and social functioning, pain, diarrhea, 
peripheral neuropathy (pain or numbness in the extremities), shortness of breath, and 
pain in arm or shoulder compared with docetaxel. These findings were consistent 
across populations

What are the implications of this research? 
Overall, these findings suggest that Dato-DXd may be more tolerable than docetaxel 
and preserve some aspects of daily life for patients with NSQ NSCLC

Where can I access more information?
For more information about the TROPION-Lung01 study, please visit 
https://clinicaltrials.gov/study/NCT04656652
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aChest pain, cough, and dyspnea when rested.

Docetaxel
75 mg/m2 Q3W

(N=305)

Dato-DXd
6 mg/kg Q3W

(N=299)
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