Instructions are in RED.  Delete all instructions before submission.
Siteman Cancer Center Quality Assurance and Safety Monitoring Committee

DSMC Report 
	HRPO #:
	
	PI Name:
	
	Date of this Report:
	

	Data Coordinator:
	
	Regulatory Coordinator:
	
	Statistician:
	

	Title:


	
	

	Date of Committee Meeting:
	
	Committee members present:
	

	Committee Recommendation (check one):
	 FORMCHECKBOX 
Approved
	 FORMCHECKBOX 
Amendment Required (Safety and/or efficacy concern)
	 FORMCHECKBOX 
Suspension Required (Safety, efficacy or accrual concern)

	
	
	
	

	Date of Initial HRPO approval:
	
	Date of most recent consent HRPO approval/revision:
	

	Date of HRPO Expiration:
	
	Date of most recent QA audit:
	

	Study Status (i.e. active, suspended, closed to enrollment):
	
	Phase of Study:
	

	History of study: This section should include a cumulative listing of amendments/suspensions/exceptions from the start of the study (date opened to accrual) to current.  These may be listed within the form or can be included as a separate attachment.
1. Amendments – summarize substantive changes to protocol, consent (e.g. changes in treatment plan); not administrative/editorial changes. 

2. Accrual suspensions – include start/stop dates and reason. 

3. Protocol Exceptions, Errors, or Breach of Confidentiality (reportable event – REFs – submitted to the IRB) – include start/stop dates and reason. 

Study Scope:    FORMCHECKBOX 
 Single center (delete the next 3 rows)    FORMCHECKBOX 
 Multi-center (complete the next row)
Primary Site:   FORMCHECKBOX 
 WUSM (complete the next 2 rows)        FORMCHECKBOX 
 Other ______________(delete the next 2 rows)
Secondary Sites
List all secondary sites and dates of activation 
Secondary Site:

1.

2.

3.

Etc.
Activation Date: 
1.

2.

3.

Etc.
Additional comments:

Self-auditing Secondary Sites Only: 
List external audit reports approved at secondary sites since the prior DSM report submission
Secondary Site:
1.

2.

3.

Etc.
External Audit Date:
1.

2.

3.

Etc.
Submitted to QASMC Enter date submitted to QASMC, or include external audit report with this DSM submission

Accrual Table:  

 Study-wide Target Accrual:
Anticipated number of patients to be enrolled in study (including participant numbers from secondary sites, if applicable)
Study-wide Actual Accrual (as of date of this report):
Actual number enrolled to date(including participant numbers from secondary sites, if applicable)
Protocol Activation Date (date opened to accrual) at each participating site:

XX/XX/XX (WashU))
XX/XX/XX (U of Chicago)

Average rate of accrual observed in year 1 at each site  (x/xx/xx –  xx/xx/xx):

Number subjects /month

Average rate of accrual in year 2 at each site
 (xx/xx/xx – xx/xx/xx):

Number of subjects/month

Average rate of accrual in subsequent years (list year)

Number of subjects /month

Expected accrual end date:

Xx/xx/xx

Accrual by Site (complete if applicable, otherwise delete this section):
Site Name

N

Washington University

Number of patients enrolled at Wash U

University of Chicago

Number of subjects enrolled at U of C

Total:

Total number of subjects enrolled at all sites


Accrual by Study Arm/Cohort (complete if applicable, otherwise delete this section):  
Study Arm / Cohort

N

Arm A

Number of participants on Arm A

Arm B

Number of participants on Arm B



	Objective(s) of the Protocol:

List primary and secondary study objectives here and provide data to support each objective.  Please list the number of participants who are evaluable for each objective, and the number who have met each objective. Detailed information on analysis and findings is not required when unavailable or unknown but information must be provided to indicate whether there is data to address/support each objective and the progress of the study. If appropriate, review power, sample size and describe any planned interim analysis.
Primary Objective 1 –
Primary Objective 2 – 

Secondary Objective 1 – 

Secondary Objective 2 – 

Please list the number of participants who are evaluable for each objective, and the number who have met each objective.

Measures of Efficacy:

Include documentation and results of data review (if applicable).

For Phase I studies:  

Provide a summary or table of response evaluation, if efficacy is an objective of the protocol.

For Phase II studies:  

Provide a summary or table of response evaluation as described in the protocol.

For studies with tissue or blood acquisition:

Provide a table or summary of tissue samples collected by site, tissue expected to obtain, % of tissue received, % of tissue missing, etc. 


	Early Stopping Rules:
List the protocol specific early stopping rules here and provide data describing all events related to stopping rules  It is not necessary to describe individual stopping criteria (or subject removal from protocol treatment or follow-up)in this section of the report.
Please list the number of participants that have met each of the early stopping rules.  

	Summary of Toxicities: 

Provide a table listing the total number of subjects who experienced a given toxicity. Include only the highest-grade toxicity the subject experienced to date. Please use the Toxicity Table Template  http://www.siteman.wustl.edu/ContentPage.aspx?id=4588
 If study involves multiple cohorts, provide toxicity data by cohort, and include number of dose-limiting toxicities, as applicable (required for all Phase I studies).  Please use the Cohort Summary Table Template http://www.siteman.wustl.edu/ContentPage.aspx?id=4588

	

	Abstract submissions/publications from this study:  

List and attach copies of all abstract submissions/publications related to this data. 


	Significant literature that reports developments that may affect the safety of participants or the ethics of the study:

List and attach any recent significant literature (e.g. studies reporting new risks or results of studies using similar drugs, procedures, or interventions). 



Include with this report (note that patient identifiers should be removed from all documents):  

a) a copy of the current HRPO-approved consent form 
b) a cumulative list of all SAEs, if applicable. 

Please submit the signed report by e-mail to QASMC1@wudosis.wustl.edu and kensingern@wudosis.wustl.edu.

_______________________________________
________________

Signature of Principal Investigator
Date
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