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Rationale and
background

Vericiguat is an oral soluble guanylate cyclase stimulator
indicated for the treatment of symptomatic chronic heart
failure in adults with reduced ejection fraction following a
recent worsening heart failure event requiring intravenous
therapy. In the Phase III VICTORIA trial, vericiguat reduced
the composite endpoint of cardiovascular death or heart
failure hospitalization compared with placebo. Vericiguat has
been available in Germany since September 2021. However,
evidence describing patient characteristics, treatment
patterns, and clinical outcomes among vericiguat initiators in
routine care in Germany has been limited.

Research question and
objectives

This study aimed to describe mortality, hospitalization,
demographic and clinical characteristics, and real-world drug
use patterns among patients initiating vericiguat in Germany.
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Primary objective: To describe all-cause mortality, all-
cause hospitalization, and heart failure-related hospitalization
after initiation of vericiguat.

Secondary objectives: To describe baseline
sociodemographic and clinical characteristics, treatment
patterns including adherence, titration, and persistence, and
medication use in the 3 months before and after initiation of
vericiguat.

Exploratory objective: To describe the occurrence of
hypotension after initiation of vericiguat.

Study design This report describes a retrospective, single-arm cohort study
of patients initiating vericiguat in Germany from September
2021 to June 2024.

Population The study population comprised adults aged 18 years or older
with a first observed vericiguat prescription after market
availability in Germany.

Variables Primary variables: all-cause mortality, all-cause
hospitalization, and heart failure-related hospitalization.

Secondary variables: baseline comorbidities, concomitant
medication, and measures describing drug use patterns,
including medication possession ratio, titration, and time to
discontinuation.

Exploratory variable: diagnoses indicating hypotension.

The InGef database is an anonymized healthcare claims
database with longitudinal data from approximately 10
million German insured members of one of more than 50

Data sources

German statutory health insurance providers (SHIs) currently
contributing data to the database (mainly company or guild
health insurances).

Study size No formal sample size calculation was performed because
the study was descriptive. A feasibility assessment based on
the InGef database suggested that approximately 550 patients
with at least one vericiguat prescription between 2021 and
2023 could be identified.

The final number of included patients could vary depending
on the applicable inclusion criteria and required observation
periods.
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Data analysis Analyses were descriptive and exploratory. Mortality and
hospitalization outcomes were summarized as incidence rates
and with Kaplan—Meier methods. Adherence, titration, and
persistence were assessed using dispensing-based measures
and prespecified operational definitions. Baseline
sociodemographic and clinical characteristics, as well as
medication use before and after vericiguat initiation, were
described. Exploratory regression models were used to
examine associations between baseline characteristics and
selected outcomes.

Milestones Table 1 presents the planned and actual study milestones
relevant to conduct and reporting of the study.

ROVER, 22829; OS Report; v 1.0, 07 JUL 2026 Page 8
Downloaded by PPP on 2026-07-07




	Observational Study Information
	Table of contents
	List of Tables
	List of Figures
	1. Abstract
	2. List of abbreviations
	3. Investigators
	4. Other responsible parties
	5. Milestones
	Table 1: Milestones

	6. Rationale and background
	7. Research question and objectives
	7.1 Primary objective
	7.2 Secondary objective(s)
	7.3 Exploratory objective(s)

	8. Amendments and updates
	Table 2: Amendments

	9. Research methods
	9.1 Study design
	9.2 Setting
	9.3 Subjects
	9.4 Variables
	9.5 Data sources and measurement
	Table 3: Information in the InGef research database

	9.6 Bias
	9.6.1 Confounding
	9.6.2 Selection Bias
	9.6.3 Information Bias
	9.6.4 Other Bias
	9.6.5 Generalizability

	9.7 Study size
	9.8 Data transformation
	9.9 Statistical methods
	9.9.1 Main summary measures
	9.9.1.1 Description of socio-demographic and clinical characteristics at baseline
	9.9.1.2 Adherence
	9.9.1.3 Titration
	9.9.1.4 Persistence
	9.9.1.5 Mortality and Hospitalization

	9.9.2 Main statistical methods
	9.9.2.1 Titration
	9.9.2.2 Persistence
	9.9.2.3 Mortality and Hospitalization

	9.9.3 Missing values
	9.9.4 Sensitivity analyses
	9.9.5 Amendments to the statistical analysis plan

	9.10 Quality control

	10. Results
	10.1 Participants
	10.1.1 Study Population 1
	Table 4: Number of eligible persons for study cohort 1Selection criteriaN%Patients with an initial prescription of vericiguat (index date) according to ATC Code C01DX22 on earliest cohort entry (15th Sep 2020) 753  100 At least 18 years or older on the initial prescription of Vericiguat. 753  100Patients with continuous insurance (with an allowed one-month insurance gap, according to §19 SGB V) within 365 days prior to the respective index date (one year pre-observation time). 732  97.2

	10.1.2 Study Population 1a
	Table 5: Number of eligible persons for study cohort 1aSelection criteriaN%Patients least 18 years or older with an initial prescription of vericiguat (index date) according to ATC Code C01DX22 on earliest cohort entry (15th Sep 2020) and continuous insurance (with an allowed one-month insurance gap, according to §19 SGB V) within the 365 days prior to the respective index date (one year pre-observation time).732100Patients with at least one additional Vericiguat prescription within the respective follow-up period, which was not issued on the same day as the initial prescription.61183.5

	10.1.3 Study Population 2
	Table 6: Number of eligible persons for study cohort 2Selection criteriaN%Patients least 18 years or older with an initial prescription of vericiguat (index date) according to ATC Code C01DX22 on earliest cohort entry (15th Sep 2020) and continuous insurance (with an allowed one-month insurance gap, according to §19 SGB V) within the 365 days prior to the respective index date (one year pre-observation time).732100Patients with at least one additional Vericiguat prescription within the respective follow-up period, which was not issued on the same day as the initial prescription.67391.9


	10.2 Descriptive data
	10.2.1 Socio-demographic variables
	Table 7: Socio-demographic characteristics of Study Cohort 1 at baseline (N = 732)

	10.2.2 Worsening HF event at baseline
	Table 8: Clinical characteristics of Study Cohort 1 at baseline (N = 732)

	10.2.3 Comorbidities at baseline
	Table 9: Comorbidities of Study Cohort 1 at baseline (N = 732)

	10.2.4 Guideline-Directed Medical Therapy at baseline
	Table 10: Guideline-Directed Medical Therapy at baseline (N = 732)


	10.3 Outcome data
	10.4 Main results
	10.4.1 Vericiguat starting dose and follow-up time
	10.4.2 Adherence
	Table 11: Medication Possession Ratio (MPR) of patients treated with vericiguat (N = 611)

	10.4.3 Titration
	Table 12: Description of Vericiguat Titration pattern with time to titration
	Table 13: Description of Vericiguat titration patterns with time to titration

	10.4.4 Persistence
	Table 14: Persistence rates after vericiguat

	10.4.5 Mortality
	Table 15: Mortality rates after vericiguat

	10.4.6 Hospitalization
	Table 16: Heart Failure Hospitalization Rates after Vericiguat

	10.4.7 Composite
	Table 17: All-Cause Mortality or Heart Failure Hospitalization Rates after Vericiguat


	10.5 Other analyses
	10.5.1 Hypotension
	Table 18: Hypotension in vericiguat new user


	10.6 Adverse events/adverse reactions

	11. Discussion
	11.1 Key results
	11.2 Limitations
	11.3 Interpretation
	11.4 Generalizability

	12. Other information
	13. Conclusion
	14. References
	Appendices
	Annex 1: List of stand-alone documents
	Table 19: List of stand-alone documents




