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To strengthen the committee's monitoring process and ensure
adequate protection of research subjects, the committee should
request the applicant to establish and implement a Data and Safety
Monitoring Plan (DSMP) if deemed necessary during the review.
The committee can then proceed with the review once the DSMP
is included in the application.
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The trial sponsor sets up an independent Data Monitoring
Committee (DMC) to regularly assess trial progress, safety data,
and important efficacy indicators. The DMC provides
recommendations on whether to continue, modify, or halt the trial.
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