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Study timelines

Date when funding contract was signed
Planned: 22/05/2024

Actual: 22/05/2024

Study start date
Planned: 10/12/2024

Actual: 10/12/2024

Data analysis start date
Planned: 17/03/2025

Actual: 17/03/2025

Date of final study report
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Sources of funding

e Pharmaceutical company and other private sector

More details on funding

This study is being funded by Amgen Inc.

Study protocol

Protocol-Published Original sotorasib 20240164 (2).pdf (708.82 KB)


https://catalogues.ema.europa.eu/system/files/2024-12/Protocol-Published%20Original%20%20sotorasib%2020240164%20%20%20%282%29.pdf
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Reqgulatory

Was the study required by a regulatory body?
No

Is the study required by a Risk Management Plan (RMP)?
Not applicable

Other study registration identification numbers
and links

20240164

Methodological aspects
Study type
Study type list

Study topic:

Human medicinal product

Study type:

Non-interventional study


https://catalogues.ema.europa.eu/system/files/2025-04/Protocol-Published%20Amend%201%20sotorasib%2020240164.pdf

Scope of the study:

Effectiveness study (incl. comparative)

Data collection methods:

Secondary use of data

Study design:
Comparative, retrospective, new-user cohort study using secondary real-world
data to generate evidence on the comparative effectiveness of sotorasib versus

docetaxel monotherapy in 2L+.

Main study objective:
To compare overall survival in patients with locally advanced or metastatic
NSCLC who initiated treatment with sotorasib monotherapy versus docetaxel

monotherapy in 2L+.

Study Design

Non-interventional study design

Other

Non-interventional study design, other

Comparative, retrospective, new-user cohort study
Study drug and medical condition

Medicinal product name

LUMYKRAS


https://www.ema.europa.eu/en/medicines/human/EPAR/lumykras

Study drug International non-proprietary name (INN) or common name
DOCETAXEL
SOTORASIB

Anatomical Therapeutic Chemical (ATC) code
(LO1CDO02) docetaxel

docetaxel

(LO1XX73) sotorasib

sotorasib
Population studied

Short description of the study population
Patients with locally advanced or metastatic non-small cell lung cancer (NSCLC)

who had received at least 1 prior systemic therapy

Age groups
e Adults (18 to < 65 years)

Special population of interest
Other

Special population of interest, other

Locally Advanced or Metastatic Non-Small Cell Lung Cancer (NSCLC)

Estimated number of subjects
1290

Study design details



Comparators

Docetaxel

Outcomes
The outcome variables to be assessed are overall survival (OS), time to next

treatment or death (TTNTD), time to treatment discontinuation or death (TTDD)

Data analysis plan

The study will describe baseline demographics, clinical and tumor
characteristics.

Propensity score-based weighting will account for baseline confounding, with
covariate balance assessed using standardized mean differences (SMDs).
Kaplan-Meier methods and Cox proportional hazards regression will evaluate
treatment effectiveness, reporting median survival times, confidence intervals,
and hazard ratios (HRs), with unadjusted and adjusted HRs provided based on
propensity score weighting, prior therapies, and molecular variables for the

overall population and stratified by treatment group.

Data management

ENCePP Seal

The use of the ENCePP Seal has been discontinued since February 2025.
The ENCePP Seal fields are retained in the display mode for transparency

but are no longer maintained.

Data sources



Data sources (types)
Clinical trial
Disease registry

Non-interventional study
Use of a Common Data Model (CDM)

CDM mapping
No

Data quality specifications

Check conformance

Yes

Check completeness

Yes

Check stability

Yes

Check logical consistency

Yes

Data characterisation

Data characterisation conducted

Yes


https://catalogues.ema.europa.eu/taxonomy/term/54033
https://catalogues.ema.europa.eu/taxonomy/term/54039
https://catalogues.ema.europa.eu/taxonomy/term/54034

