DSMC Reporting – HIGH Risk Phase I/II or II Trials

Phase I/II and Phase II:  Unless the PRC or SOM-IRB determine otherwise, the PI's provide continuous monitoring of patient safety with reporting to the DSMC every six months (from SOM-IRB anniversary).


REPORT DATE __________________________________________________________
Study IRB Number:

Study Title:

Principal Investigator:

Date Of Original IRB Approval _______________________________________
Complexity Rating:  ________________________________________________________
Report Frequency:     Annual         Semi-annual     Other _______________   

1. Are there stopping rules for toxicity in this study?                 YES
NO

2. Are there stopping rules for response in this study?   
     YES
NO
3. If yes to question 1 or 2, include stopping rule chart and minutes from meetings discussing number of toxicities in relation to established stopping rules.

4. Is this a non-treatment (correlative) study? 
                YES

NO 
If yes, please skip to Section II.
SECTION I: FOR TREATMENT TRIALS ONLY
1. Please indicate where each patient is in the schema of this trial by filling out the table below.  
	
	Enrolled (i.e., All Patients.  Total should equal sum of following columns )
	Consented but not treateda
	Currently on Treatment
	Off-Treatmentb

	Number of Patients since last DSMC review
	
	
	
	

	Total Number of Patients
	
	
	
	


a.   If more than 2 patients have been consented but not treated, please provide an explanation for each untreated patient.    [Type response here]
b.   For patients that are off-treatment, please list off-treatment reason [Type response here]
2. Describe Adherence To Proposed Dose Escalation Scheme And Transition To Phase II For Phase I/II.  [Type response here]
3. Provide Preliminary Report Of Response And Other Endpoints Listed In The Primary And Secondary Objectives Of The Protocol. [Type response here]
4. Summarize All Grade 3 Or Greater Reported Adverse Events (If Any) To Date Using Protocol Defined CTC criteria. [Type response here]
5. List Serious Adverse Events And Unexpected Adverse Events (Local And National) Requiring Immediate Reporting  [Type response here]
6. Attach Copies Or References Of Significant Literature Reporting Developments That May Affect The Safety Of Participants Or The Ethics Of The Study
7. Attach Summaries of Team Meetings That Have Occurred Since the Last Report


SECTION II: NON-TREATMENT TRIALS ONLY (CORRELATIVE STUDIES)
1. Please indicate where each subject is in the schema of this trial by filling out the table below. 
	
	Enrolled (Consented)
	Consented but sample(s) not obtaineda
	Currently obtaining samples
	Completed Study (all samples taken)
	Did not Complete Study b

	Number of Patients
	
	
	
	
	


a. If more than 2 patients have been consented but not given samples, please explain why for each patient.

b. For any patient that did not complete the trial, please explain.


Name of Person Submitting Form:  ________________________

Phone Number during Day:  ______________________________

