Study Team Progress Report (optional)

This template is meant to help the Pl and/or Study Team Presenter organize a presentation for
the DISC.

Accrual

Example text:
As of November, X patients have been enrolled. The study has been open for Y
months. Accrual is currently on/off target. Barriers to enrollment include X, Y, and Z.

Registration and Eligibility

Example text:
X patients were consented on study, Y were deemed eligible, and Z went on to be on

study.

Eligible Patient Status

Example text:
Of the X patients on study, A are receiving treatment, B have completed treatment, C
are in follow up, and D have expired.

Adverse Events

Example text:
Summaries of all adverse events (regardless of attribution to treatment) are provided in the Cumulative Adverse Events table.

As of November 19, 2020, X patients experienced adverse events prior to treatment, Y patients experienced an adverse event during
treatment, and Z patients experiences adverse events after treatment completed. There were X serious adverse events reported to the
DISC during this current reporting period.

If applicable:
For the higher grade adverse events: X, were grade 3; Y, were grade 4, and Z were grade 5.

Specific Safety Monitoring

Example text:

Since last DISC review, X patient experienced A serious adverse event before
treatment. Y patient experienced B serious adverse event during treatment. Both were
reported to the DISC.




Summary Statements
Executive Summary

Example text:

Since this study was open on January 10, 2020, X patients have been enrolled. Y
patients have experienced adverse events after beginning study treatment. A and B
patients experienced serious adverse events. While off study, C patient died due to
disease progression.

Study Statistician (if applicable)

Example text:
This study was activated on January 10, 2020. The accrual does meet/does not meet
our expectations.

Principal Investigator

Example text:
We anticipate enrollment of patients to be completed tentatively on X based on current enrollment. The
recent amendment to the protocol should help with the current barriers to accrual.

If this study has an interim analysis:
We have X number of evaluable patients within arm(s) X, Y, Z. We anticipate an interim analysis will occur at
X.
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