Reviewer Worksheet
Date:






Principal Investigator:

HSC#:






Protocol Title:

Tables and figures:  Please comment as appropriate


Comments on Enrollment Summary Table


Comments on Baseline Demographic Table


Comments on Adverse Events Table


Comments on other figures or tables

Review Sections
· Accrual

· Accrual by center and treatment

· Cumulative overall and by treatment

· Cumulative compared with projected, over time and by center.  If accrual is behind schedule, is the investigator making appropriate efforts to get back on schedule?

· Subject status:  number screened, number eligible, ineligible, refused

· Reasons for ineligibility or refusal, overall and by center

· Other comments

· Safety data – adverse events

· Premature withdrawals from study, discontinuation of treatment; reasons
· Were any subjects unblinded due to an adverse event?
· Deaths by center, treatment group
· Adverse events and serious adverse events by center and subject
· Adverse events grouped by body system
· Frequency of specific symptoms
· Protocol deviations related to safety
· Other comments
Evaluation of stopping rules
Are there any concerns related to the investigator’s evaluation of current study status and a priori stopping rules?

YES

NO

If yes, what are the concerns?

Other Information
Is there any other information you would like to see before making a recommendation about continuing this study?

YES

NO

If yes, what information would you like provided?

Reviewer proposes that study:

_____ 
Continue as planned

_____
Continue with protocol amendments as follows:

_____
Suspend enrollment pending further investigation into perceived safety issue as follows:

_____
Stop the study based on evaluation of a priori stopping rules

_____
Other, please specify:

Review name

Review signature

Date signed
Overview


Reviewers should be familiar with overall study organization and DSMC plan, including the points below:


Purpose of the study


Summary of protocol and procedures, including treatment arms; blinding of data or treatments, outcomes; study schema; screening, enrollment and follow-up procedures; flow of data; dosing protocol


Stopping rules


Summary of Procedures for identifying and reporting adverse events


Projected timetable for study milestones


Findings/reports from previous DSMC meetings
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