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Study
 

Planned

EU PAS number
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Study ID
1000000705

DARWIN EU® study

Administrative details



No

Study countries
 Armenia

 Belgium

 Brazil

 Bulgaria

 China

 Czechia

 France

 Georgia

 Germany

 Hong Kong

 Italy

 Malaysia

 Poland

 Portugal

 Saudi Arabia

 Slovenia

 Sri Lanka

 United Kingdom

 United States

Study status
Planned

Contact details

Study institution contact



Lissette Cespedes lissette.cespedes@pfizer.com
Study contact

lissette.cespedes@pfizer.com

Primary lead investigator

Lissette Cespedes
Primary lead investigator

Study protocol
NIS Protocol PROGRES 2.0_19Sep2025.pdf (12.21 MB)

Study timelines
Date when funding contract was signed
Planned: 21/05/2025
Actual: 21/05/2025

Study start date
Planned: 30/09/2025

Date of final study report
Planned: 28/02/2036

Was the study required by a regulatory body?
No

Regulatory

mailto:lissette.cespedes@pfizer.com
https://catalogues.ema.europa.eu/system/files/2025-09/NIS%20Protocol%20PROGRES%202.0_19Sep2025.pdf


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

Study topic:
Human medicinal product

Study type:
Non-interventional study

Study type list
Study type

Non-interventional study design
Cohort

Study Design

Medicinal product name
GENOTROPIN
NGENLA

Study drug and medical condition

Methodological aspects



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

Anatomical Therapeutic Chemical (ATC) code
(H01AC08) somatrogon
somatrogon

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but are no longer maintained.

ENCePP Seal

CDM mapping
No

Use of a Common Data Model (CDM)

Check conformance
No

Data quality specifications

Data management



Check completeness
No

Check stability
No

Check logical consistency
No

Data characterisation conducted
No

Data characterisation


