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Data
Data available: No

Additional Information
Explanation for why data not available: Merck Sharp & Dohme LLC, a subsidiary of Merck &
Co., Inc., Rahway, NJ, USA (MSD) is committed to providing qualified scientific researchers
access to anonymized data and clinical study reports from the company’s clinical trials for the
purpose of conducting legitimate scientific research. MSD is also obligated to protect the rights
and privacy of trial participants and, as such, has a procedure in place for evaluating and
fulfilling requests for sharing company clinical trial data with qualified external scientific
researchers. The MSD data sharing website (available at:
http://engagezone.msd.com/ds_documentation.php) outlines the process and requirements for
submitting a data request. Applications will be promptly assessed for completeness and policy
compliance. Feasible requests will be reviewed by a committee of MSD subject matter experts
to assess the scientific validity of the request and the qualifications of the requestors. In line
with data privacy legislation, submitters of approved requests must enter into a standard data-
sharing agreement with MSD before data access is granted. Data will be made available for
request after product approval in the US and EU or after product development is discontinued.
There are circumstances that may prevent MSD from sharing requested data, including
country- or region-specific regulations. If the request is declined, it will be communicated to the
investigator. Access to genetic or exploratory biomarker data requires a detailed, hypothesis-
driven statistical analysis plan that is collaboratively developed by the requestor and MSD
subject matter experts; after approval of the statistical analysis plan and execution of a data-
sharing agreement, MSD will either perform the proposed analyses and share the results with
the requestor or will construct biomarker covariates and add them to a file with clinical data that
is uploaded to an analysis portal so that the requestor can perform the proposed analyses.
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