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Study description
The objective of the Drug Utilisation Study (DUS) is to assess the adherence of hospital
physicians to the revised European Product Information (PI) Summary of Product
Characteristics (SmPC),Package Leaflet) for Hydroxyethyl Starch (HES) - containing
medicinal products concerning indication, posology (dosage) and contraindications.
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Study protocol

Was the study required by a regulatory body?
Yes

Is the study required by a Risk Management Plan (RMP)?
EU RMP category 1 (imposed as condition of marketing authorisation)

Regulatory

Study type list

Study type

Methodological aspects

https://catalogues.ema.europa.eu/sites/default/files/document_files/HE06-022PW-CNI-HESDUS_CSP%20blackened_all.pdf


Study topic:
Human medicinal product

Study type:
Non-interventional study

Scope of the study:
Drug utilisation

Data collection methods:
Secondary data collection

Main study objective:
The objective of the DUS is to assess the adherence of hospital physicians to the revised
European PI for HES-containing medicina! products concerning indication, posology
(dosage), and contraindications.

Anatomical Therapeutic Chemical (ATC) code
(B05AA07) hydroxyethylstarch

Study drug and medical condition

Short description of the study population
Patients who were receiving any of the hydroxyethyl starch-containing medicinal products
within the predefined timeframe in Belgium, Czech Republic, France, Germany,
Netherlands, Poland, Spain, Sweden, United Kingdom.

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

Population studied



Estimated number of subjects
3000

Outcomes
Outcome measure is the adherence to the concerned sections of therevised European PI
for HES-containing medicinal products. Usage of these medicinal products according to
indications, posolagy (dosage), and contraindications as specified in the revised PI ofthe
HES solutions will be assessed.

Data analysis plan
Because of the exploratory character of this study only descriptive statistics will be
performed. All parameters will be presented as mean +/- standard deviation for continuous
normally distributed variables and median (25th, 75th percentile) for ordinal and continuous
non-normal(skewed) variables. Categorical variables will be presented as percentage (and
95 % confidence interval). All analyses will be performed for the overall population as well
as for each country separately. Ail data will be examined for the overall population and
subgroups (each site/country separately) specified by indication andcontraindications
according to the revised PI.

Study design details

Study results
HE06-022-CNI-HESDUSCSR-Abstract-gesch.pdf(2.82 MB)

Documents

Data sources (types)
Other

Data sources (types), other
Retrospective non-interventional Patient Chart Study (based on medical records)

Data sources

Use of a Common Data Model (CDM)

Data management

https://catalogues.ema.europa.eu/sites/default/files/document_files/HE06-022-CNI-HESDUSCSR-Abstract-gesch.pdf
https://catalogues.ema.europa.eu/taxonomy/term/54051


CDM mapping
No

Check conformance
Unknown

Check completeness
Unknown

Check stability
Unknown

Check logical consistency
Unknown

Data quality specifications

Data characterisation conducted
Unknown

Data characterisation


