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Study topic:

Disease /health condition

Study type:

Non-interventional study

Data collection methods:

Secondary use of data

Study design:
A cohort study will be conducted using routinely collected health data from 3

data sources from 3 countries across Europe.

Main study objective:

1. Describe the baseline characteristics (age, sex, transplant type, indication of
transplant, treatment (corticosteroids, ruxolitinib, and other second line
treatment for aGvHD), and mortality) of patients with aGvHD.

2. Describe the baseline characteristics (age, sex, transplant type, indication of
transplant, treatment (corticosteroids, ruxolitinib, and other second line
treatment for aGvHD), and mortality) of patients with aGvHD with intestinal

involvement.

Study Design

Non-interventional study design
Cohort

Study drug and medical condition



Medical condition to be studied

Acute graft versus host disease
Population studied

Short description of the study population

Inclusion criteria:

For objective 1, the study population will consist of all individuals with at least
365 days of database history, a diagnosis with aGvHD or aGvHD with intestinal
involvement, and with a minimum age of 18 years at time of diagnosis.
Exclusion criteria:

* Individuals with a history of aGvHD prior to the start of the study period

* Less than 365 days of database history prior to the index date

Age groups
e In utero
e Paediatric Population (< 18 years)
o Neonate
» Preterm newborn infants (0 - 27 days)
s Term newborn infants (0 - 27 days)
o Infants and toddlers (28 days - 23 months)
o Children (2 to < 12 years)
o Adolescents (12 to < 18 years)
e Adult and elderly population (=18 years)
o Adults (18 to < 65 years)
= Adults (18 to < 46 years)
= Adults (46 to < 65 years)
o Elderly (= 65 years)
= Adults (65 to < 75 years)



= Adults (75 to < 85 years)

= Adults (85 years and over)

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but are no longer maintained.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 source(s)
The Valencia Health System Integrated Database
InGef Research Database

IATROS
Use of a Common Data Model (CDM)

CDM mapping

Yes

CDM Mappings



CDM name
OMOP

CDM website

https://www.ohdsi.org/Data-standardization/

CDM version

https://ohdsi.github.io/CommonDataModel/index.html

Data quality specifications

Check conformance

Unknown

Check completeness

Unknown

Check stability

Unknown

Check logical consistency

Unknown

Data characterisation

Data characterisation conducted
No


https://www.ohdsi.org/Data-standardization/

