DSMB Report
Dated XX/XX/XXXX

Study Title

Study Chair:

Study Vice Chair:

Statistician:

Phase:

Study Opened:

Study Closed:

Data Cut-Off Date:

Study Status at Data Cut-Off:

Report Publication Date:

Study Status on Publication Date:

DSMB Report Contents

Description of Study
· Study Purpose and Objectives

· Primary Aims

· Secondary Aims

· Rationale / Underlying Hypotheses

· Design / Treatment Schema

· Dose Escalation Schemas

· Description of Eligibility and Treatment

· Definition of Dose Limiting Toxicity

· Rules for Dose Escalation

· Stopping Rules in the Event of Deaths 

Brief Summary of Study Status

Narrative Summary of Study Status

· Subject Accrual

· Completed?

· Number of Subjects Enrolled

· Accrual Rate / Month

· Number of Ineligible Subjects

· Subjects Inevaluable for Dose Escalation Purposes

· Subjects Inevaluable for Response

· Major Protocol Deviations

· Summary and Description of Toxicities and Frequencies
· Pharmacokinetics and Pharmacodynamics

· Summary of Study Amendments

· Major Findings

· Miscellaneous Observations Related to Subject Safety or Study Progress

· Study Conclusions

· Recommendations and Future Plans

· Study Chair Comments on Toxicity and Accrual
Subject Status

Table 1A:  Listing of Subject Status

Table 1B:  Listing of Race / Ethnic Characteristics of Subjects

Adverse Events and Toxicities

Table 2A:  Summary of Adverse Events in Table Format

Table 2B:  Summary of Serious Adverse Events in Table Format

Toxic Deaths and Any Deaths Within 30 Days of End of Protocol Therapy

Status of IRB Reviews
Listing of Relevant Publications  

Table 1A:  Listing of Subject Status

	Dose
	Subject #
	Institution
	Tx start date
	Evaluable?
	DLT?
	Grade 3 or 4 Toxicity?
	AEs?

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


Table 1B:  Listing of Race / Ethnic Characteristics of Subjects
	Reporting Period
	American Indian / Native
	Asian
	Black / African American
	Hawaiian / Pacific Islander
	White
	Multi-racial
	Other / Not Specified

	1
	
	
	
	
	
	
	

	2
	
	
	
	
	
	
	


Table 2A:  Summary of Adverse Events

	System Organ Class: (ex: Gastrointestinal Disorders)

	Toxicity
	Severity Level 1
	Severity Level 2
	Severity Level 3
	Severity Level 4
	Severity Unknown
	# Subjects Affected
	# Events

	Ex: Constipation
	0
	2
	0
	0
	0
	2
	5

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


Table 2B:  Summary of Serious Adverse Events

	Subject #
	Dose
	DLT?
	AE Summary (include onset and resolution dates, or deaths as applicable)
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