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Contact details

Study institution contact
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Study timelines

Date when funding contract was signed
Actual: 16/06/2017
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Planned: 12/01/2018
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Sources of funding

e Pharmaceutical company and other private sector

More details on funding

Boehringer-Ingelheim & Eli Lilly & Co

Study protocol
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Regulatory

Was the study required by a regulatory body?
No

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

Human medicinal product

Study type:

Non-interventional study

Scope of the study:

Effectiveness study (incl. comparative)

Data collection methods:

Secondary use of data

Study design:

This will be a non-interventional cohort study using existing data from patients
in the Optum

Clinical Database which contains electronic health record (EHR) data from
providers across

the United States.

Main study objective:
*Describe change in HbA1lc among adults with T2DM w/in 60 to 180 days
following initiation of linagliptin across pre-defined age and renal function

categories.

Study Design

Non-interventional study design
Other

Non-interventional study design, other



Retrospective database study

Study drug and medical condition

Medicinal product name, other

Tradjenta

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

Anatomical Therapeutic Chemical (ATC) code
(A10BHO5) linagliptin
linagliptin

Medical condition to be studied

Type 2 diabetes mellitus
Population studied

Short description of the study population

Patients with T2DM newly initiated on linagliptin, in the Optum electronic
health record (EHR) database, aged 40 and older, and with HbAlc values
during the both the 180 days before and the 60 to 180 days after starting
linagliptin

Age groups
e Adults (18 to < 46 years)
e Adults (46 to < 65 years)



e Adults (65 to < 75 years)
e Adults (75 to < 85 years)

e Adults (85 years and over)

Special population of interest

Renal impaired

Estimated number of subjects
13962

Study design details

Outcomes

change in (Glycosylatedhemoglobin)HbAlc, will beevaluated among the
overallstudy sample and stratifiedacross pre-defined age andrenal function
categories, Glycosylated hemoglobin(HbAlc) goal attainment, asdefined below,
will beevaluated among the overallstudy sample and stratifiedacross pre-

defined age andrenal function categories

Data analysis plan
Sample will be selected from national EMR database to produce generalizable
estimates. The study will employ methods (e.g regression) to account for known

confounding.

Documents

Study results
1218-0182 Synopsis.pdf (208.33 KB)

Data management

ENCePP Seal


https://catalogues.ema.europa.eu/system/files/2025-12/1218-0182_Synopsis.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 source(s)

Optimum Patient Care Research Database
Data sources (types)

Administrative healthcare records (e.g., claims)

Electronic healthcare records (EHR)
Use of a Common Data Model (CDM)

CDM mapping
No

Data quality specifications

Check conformance

Unknown

Check completeness

Unknown

Check stability


https://catalogues.ema.europa.eu/taxonomy/term/54036
https://catalogues.ema.europa.eu/taxonomy/term/54035

Unknown

Check logical consistency

Unknown

Data characterisation

Data characterisation conducted
No



