
 
VICTORIA – DATA SHARING CHARTER 

Version 1.0 – 17-Jan-2019  

 

  Page 1 of 9 

 
Study Title:  A Randomized Parallel-Group, Placebo-Controlled, Double-Blind, 

Event-Driven, Multi-Center Pivotal Phase III Clinical Outcome Trial of 
Efficacy and Safety of the Oral sGC Stimulator Vericiguat in Subjects 
With Heart Failure With Reduced Ejection Fraction (HFrEF)  

 

VerICiguaT glObal study in patients with heart failure and Reduced 
ejectIon frAction (VICTORIA) 

 

 

 

 

Clinical Study Protocol No: MK-1242 

Date/Version of Charter:  Version 1.0 / January 17, 2019 

 

 

 

  

 

 

 

 

 

 

 

 

 

 



 
VICTORIA – DATA SHARING CHARTER 

Version 1.0 – 17-Jan-2019  

 

  Page 2 of 9 

The VICTORIA Executive Committee is fully committed to support additional scientific analyses 
based on the data collected in the VICTORIA Outcome Study. The roles and responsibilities of 
the VICTORIA Executive Committee in overseeing all scientific output(s) pursuant to the 
conduct of the VICTORIA trial is described in the VICTORIA Publication Committee Charter 
(PCC). This includes author responsibilities and the planning of primary and all subsequent 
manuscripts. The purpose of the Data Sharing Charter (DSC) is to describe the principles and 
process to provide potentially qualified external scientific researchers access to anonymized 
patient-level data from the VICTORIA study for conducting legitimate additional scientific 
research. This DSC provides the context of the ICMJE position on clinical trial data sharing.  
(NEJM June 8 2017 appended (Appendix 1) The data analysis process for VICTORIA will follow 
the following, general operating principles: 

• The Study Executive Committee (EC), National Country Leaders (NLs), Study team, and 
investigators who have generated the clinical trial data constitute the highest priority 

• The Publication Committee (PC) will develop a list of pre-specified secondary and 
tertiary ancillary manuscripts in advance of unblinding of the primary data set. Additional 
manuscripts are expected to be undertaken soon after the primary result is known. A list 
of such topics already planned will be similarly posted on a publicly available website. 
These manuscripts will be developed by the EC, NLs, and Investigators related to the 
VICTORIA Study. 

• The Publication Committee will consider external data sharing requests for additional 
topics not already pursued by the EC, NLs, or investigators 

• The protocol and final SAP will be available as customarily required by the Journal in 
which the primary manuscript is published and as required under the US FDA 
Amendment Act and also posted on a publicly available website. 

The VICTORIA EC recognizes that data sharing principles and processes are evolving. Hence, 
the procedure outlined here is subject to updates as appropriate based on the PC’s experience 
and their interpretation of the recommendations of learned external advisory groups evaluating 
this issue. 

 

Eligibility 

• Qualified researchers with appropriate competencies, engaged in rigorous, independent 
scientific research can submit a data request, for patient-level data with a research 
proposal to the VICTORIA PC for review. The request will require an accompanying 
signed data-sharing agreement prior to receiving access to clinical trial data. The 
research team must include a biostatistician and address potential conflicts of interest. 
Proposals involving predictive biomarkers should include a pre-specified hypothesis with 
an accompanying statistical power calculation. Studies proposing de novo biomarker 
discovery must include descriptions of independent training and validation sets. 

• Conflict of interest will be assessed; data will not be released to individuals with 
significant conflict of interest or individuals requesting data access for competitive, 
commercial or legal interests. 
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• Funding requests are not supported under this procedure. 

 

Application Process 

Research proposals must be submitted through the publicly available website and must adhere 
to the requirements for the submission process. The following basic information will be required: 

i. Detailed Research proposal which includes: 
a. Background and rationale 
b. Objectives of the research 
c. Scientific Hypothesis 
d. Statistical analysis plan 
e. Publication Plan 

ii. Curricula Vitae of all researchers including the biostatistician 

 

Scope of Data 

The PC will provide access to patient-level data two years after clinical trial completion and 
publication of primary results manuscript.  

 

Review Process 

Completed applications will be reviewed by the PC. Researchers will receive an 
acknowledgement of receipt. Once the request is assessed for feasibility, the PC will assess the 
scientific validity of the request and the qualifications of the requesters. If the PC review 
determines that the request is i] scientifically valid ii] not redundant with research questions 
already under analysis by the EC, NLs, or investigators or other approved requests, and iii] the 
requesters are free of conflict of interest and have the appropriate expertise to perform the 
proposed analysis then the request will be approved and data will be shared. 

 

Review Criteria 

• Does the proposal contain a clearly defined research question, scientific rationale and 
relevance of the proposed research to medical science or patient care? 

• Is there a well-documented statistical analysis plan? 
• For correlative biomarker research, is there a clearly specified and biologically plausible 

hypothesis, and appropriate training and validation sets where de novo discovery work is 
anticipated? 

• Is there an ability of the proposed research plan (design, methods and analysis, 
statistical power) to meet the scientific objectives? 

• Is there an adequate publication plan for the dissemination of the research? 
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• Is the research applicant willing to disclose any real or potential conflicts of interest that 
may impact the planning, conduct or interpretation of the research? 

• Does the research team have the expertise, qualifications and experience to conduct the 
proposed research (e.g., does it include a biostatistician as part of the research team)? 

• Particular attention will be made to ensure the proposals are distinct from the pre-
planned subsidiary analyses of the parent study. 
 

Data Sharing Agreement 

Prior to access to clinical trial data, the researcher must enter into a standard data sharing 
agreement with the PC. The data sharing agreement commits the researcher to use the data 
only for the stated research purposes and not to disclose the data to third parties. This is in line 
with data privacy legislation. In addition, researchers are expected to commit to transparency in 
the publication of their work. 

i. The data sharing agreement also includes an expectation for the 
outcome of the analysis (e.g. manuscript draft, abstract) to be shared 
with the PC prior to submission to a journal or conference. The PC 
reserves the right to review any subsequent data outcomes and 
proposed manuscript(s) and authorship  

 

Anonymization of Data 

Protecting the privacy of patients who participate in clinical trials is an important obligation of 
sponsors who conduct clinical trials and therefore the PC and study sponsor will take 
appropriate measures, including anonymization of data, to ensure that patient privacy is 
safeguarded.  
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APPENDIX 1 
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