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Study protocol
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Reqgulatory

Was the study required by a regulatory body?

Yes

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

Methodological aspects

Study type
Study type list

Study topic:

Human medicinal product


https://catalogues.ema.europa.eu/sites/default/files/document_files/A8081049_PROTOCOL_Crizotinib%20Physician%20Survey_25March2014.pdf
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Study type:

Non-interventional study

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

If ‘other’, further details on the scope of the study
Evaluate the effectiveness of physician educational materials and assess

whether physicians would provide patients with patient educational materials.

Data collection methods:

Primary data collection

Main study objective:

The overall objective of this study is to evaluate the effectiveness of the
XALKORI TMG and PIB implemented to mitigate the risks of visual disorders,
QTc prolongation, bradycardia, hepatotoxicity, neutropenia and leukopenia, and
ILD/pneumonitis in 6 countries including Belgium, Denmark, France, Germany,

Italy, and the Netherlands in the European Union (EU).

Study Design

Non-interventional study design

Cross-sectional
Study drug and medical condition

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

Population studied



Short description of the study population
Physicians who have prescribed XALKORI per SmPC at least once within 12

months prior to taking the survey.

Age groups
e 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
150

Study design details

Data analysis plan

The survey population will include all physicians who are screened and eligible
for this study. All statistical analyses in this study will be descriptive. All
variables collected are categorical. Frequencies and percentages, with 95% Cls
where appropriate, will be presented. Country specific analyses will be
presented. Additional exploratory analyses and sensitivity analyses may be

conducted.

Documents

Study results
Crizotinib A8081049 NI Study Report.pdf (6.54 MB)

Data management

ENCePP Seal


https://catalogues.ema.europa.eu/sites/default/files/document_files/Crizotinib%20A8081049%20NI%20Study%20Report.pdf

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)
Other

Data sources (types), other

Physician survey
Use of a Common Data Model (CDM)

CDM mapping
No

Data quality specifications

Check conformance

Unknown

Check completeness

Unknown

Check stability

Unknown


https://catalogues.ema.europa.eu/taxonomy/term/54051

Check logical consistency

Unknown

Data characterisation

Data characterisation conducted

Unknown



