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Data

Data available: Yes

Data types: Participant data with identifiers, Data dictionary

How to access data: Access to the trial dataset and statistical code will be made available
upon request to the Principal Investigators. Data may also be shared with non-commercial
parties for scientific purposes, including individual patient meta-analyses, and with commercial
parties for FDA approval. Consent was asked specifically for these purposes.

When available: With publication

Supporting Documents

Document types: Other (please specify)

Additional Information: Trial protocol and statistical analysis plan
How to access documents: Trial protocol and statistical analysis plan
When available: With publication

Additional Information

Who can access the data: anyone requesting the data

Types of analyses: For prespecified purpose

Mechanisms of data availability: after approval of proposal and signed data access
agreement



