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A descriptive analysis of neuropsychiatric diagnoses made within a large,
geographically-diverse, real-world clinical setting utilizing prospectively-
collected electronic medical record (EMR) data obtained from the Observational
Pharmaco-Epidemiology Research & Analysis (OPERA®) Observational
Database
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Study timelines
Date when funding contract was signed
Planned: 07/04/2016
Actual: 07/04/2016

Study start date
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Actual: 18/05/2016

Data analysis start date
Planned: 18/05/2016
Actual: 18/05/2016

Date of final study report
Planned: 01/06/2017
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More details on funding
ViiV Healthcare
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Study protocol
gsk-205846-protocol-redact.pdf (54.39 KB)

Was the study required by a regulatory body?
No

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

Regulatory

Study topic:
Disease /health condition
Human medicinal product

Study type:
Non-interventional study

Scope of the study:
Other

Study type list
Study type

Methodological aspects

https://catalogues.ema.europa.eu/sites/default/files/document_files/gsk-205846-protocol-redact.pdf


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

Data collection methods:
Secondary use of data

Main study objective:
To summarize neuropsychiatric tolerability diagnoses in a population of HIV-
positive males and females who have been prescribed DTG-based, EFV-based,
RAL-based, DRV-based, Complera, and Stribild regimens including both
antiretroviral (ART) naïve and ART experienced patients

Non-interventional study design
Other

Non-interventional study design, other
Descriptive analysis

Study Design

Medicinal product name
STRIBILD

Medicinal product name, other
Complera

Study drug and medical condition

https://www.ema.europa.eu/en/medicines/human/EPAR/stribild


Study drug International non-proprietary name (INN) or common name
DOLUTEGRAVIR
EFAVIRENZ
RALTEGRAVIR
DARUNAVIR
ABACAVIR
LAMIVUDINE

Medical condition to be studied
Human immunodeficiency virus transmission

Short description of the study population
HIV-positive patients who have been prescribed DTG-based, efavirenz (EFV)-
based, ralutegravir (RAL)-based, or darunavir (DRV)-based regimens by an
OPERA caregiver including both treatment naïve and treatment experienced
patients.

Age groups
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)

Special population of interest
Immunocompromised

Estimated number of subjects

Population studied



2000

Outcomes
Neuropsychiatric diagnoses of interest and time to discontinuation

Data analysis plan
Patient demographics, baseline clinical characteristics and neuropsychiatric
diagnoses will be described using frequency distributions. Medians with
interquartile ranges will be used to describe time to neuropsychiatric events.
Frequency of events distributions will be generated for: DTG-based, EFV-based,
RAL-based, DRV-based, Complera, and Stribild regimens. Comparison of
demographics will be conducted for patients on DTG with and without
neuropsychiatric events.

Study design details

Study results
viiv-205846-clinical-study-report-redact.pdf (964.04 KB)

Documents

The use of the ENCePP Seal has been discontinued since February 2025.
The ENCePP Seal fields are retained in the display mode for transparency

ENCePP Seal

Data management

https://catalogues.ema.europa.eu/sites/default/files/document_files/viiv-205846-clinical-study-report-redact.pdf


but are no longer maintained.

Data sources (types)
Electronic healthcare records (EHR)

Data sources

CDM mapping
No

Use of a Common Data Model (CDM)

Check conformance
Unknown

Check completeness
Unknown

Check stability
Unknown

Check logical consistency
Unknown

Data quality specifications

Data characterisation conducted

Data characterisation

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


No


