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Study description
This is an observationnal study to describe the following for mCRC patients in a real world
setting: - Overall survival - Treatment patterns for mCRC throughout the continuum of care
Effectiveness/safety of treatments - Reasons for therapy discontinuations and choice of
subsequent treatment - Adherence to National and European Society for Medical Oncology
(ESMO) Guidelines - Healthcare resource utilization - Patient reported outcomes
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Date when funding contract was signed
Actual:
23/07/2018

Study start date
Actual:
08/03/2019

Date of final study report
Planned:
30/09/2024

Study timelines
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More details on funding

Servier

Sources of funding

Was the study required by a regulatory body?
No

Is the study required by a Risk Management Plan (RMP)?
EU RMP category 3 (required)

Regulatory

ClinicalTrials.gov Identifier:
NCT03935763,https://clinicaltrials.gov/ct2/show/NCT03935763?term=PROMETCO&draw=2&rank=1
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Methodological aspects



Study type:
Non-interventional study

Scope of the study:
Effectiveness study (incl. comparative)
Other

If ‘other’, further details on the scope of the study
Overall survival in real world setting

Main study objective:
To describe the following for mCRC patients in a real world setting:- Overall survival-
Treatment patterns for mCRC throughout the continuum of care- Effectiveness/safety of
treatments- Reasons for therapy discontinuations and choice of subsequent treatment-
Adherence to National and European Guidelines- Healthcare resource utilization- Patient
reported outcomes

Non-interventional study design
Cohort

Study Design

Medical condition to be studied
Colorectal cancer metastatic

Study drug and medical condition

Age groups
Adults (18 to < 46 years)
Adults (46 to < 65 years)
Adults (65 to < 75 years)
Adults (75 to < 85 years)
Adults (85 years and over)

Estimated number of subjects
1000

Population studied

Study design details



Data analysis plan
descriptive statistics

Data sources (types)
Electronic healthcare records (EHR)
Other

Data sources (types), other
Prospective patient-based data collection

Data sources

CDM mapping
No

Use of a Common Data Model (CDM)

Check conformance
Unknown

Check completeness
Unknown

Check stability
Unknown

Check logical consistency
Unknown

Data quality specifications

Data characterisation conducted
No

Data characterisation

Data management
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