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Date when funding contract was signed
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mailto:teresaherdeiro@ua.pt
https://catalogues.ema.europa.eu/institution/17082

Study start date
Planned: 01/12/2010

Actual: 01/03/2011

Date of final study report
Planned: 31/10/2015

Actual: 31/12/2015

Sources of funding
e Other

More details on funding

FCT - Foundation for Science & Techonology
Regulatory

Was the study required by a regulatory body?
No

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

Methodological aspects

Study type
Study type list



Study topic:

Human medicinal product

Study type:

Clinical trial

If ‘other’, further details on the scope of the study

Educational Intervention

Main study objective:

Improve antibiotic prescription.

Study Design

Clinical trial regulatory scope
Clinical trial not part of marketing authorisation application or subject to

marketing authorisation approval

Clinical trial randomisation

Randomised clinical trial
Clinical trial types

Cluster randomised trial

Single-arm trial
Population studied

Short description of the study population



All general practitioners working during the period of the study in the National

System of Health (SNS).

Age groups

e Preterm newborn infants (0 - 27 days)

Term newborn infants (0 - 27 days)
Infants and toddlers (28 days - 23 months)
Children (2 to < 12 years)

Adolescents (12 to < 18 years)
Adults (18 to < 46 years)
Adults (46 to < 65 years)
e Adults (65 to < 75 years)
e Adults (75 to < 85 years)

e Adults (85 years and over)

Estimated number of subjects
0

Study design details

Outcomes
Overall antibiotics prescription, 12 quality indicators of antibiotics consumption
published by ESAC

Data analysis plan
It was used monthly prescription data for physician from National Health
System-Centre Region of Portugal and aggregated by active substance in

accordance with the Anatomical Therapeutic Chemical (ATC).
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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but are no longer maintained.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)
Other

Data sources (types), other

Prescription data and IMS Health Portugal consumption data
Use of a Common Data Model (CDM)

CDM mapping


https://doi.org/10.1016/j.ijantimicag.2012.09.003
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No
Data quality specifications

Check conformance

Unknown

Check completeness

Unknown

Check stability

Unknown

Check logical consistency

Unknown
Data characterisation

Data characterisation conducted

Unknown



