DATA SAFETY MONITORING PLAN
	1. STUDY DESIGN

	a.  Purpose
	[bookmark: Check1]|_| Therapeutic
	[bookmark: Check2]|_| Investigator Initiated Clinical Trial

	[bookmark: Check3]|_| Physiologic
	[bookmark: Check4]|_| Studies using drugs for other than indicated use

	[bookmark: Check5]|_| Epidemiologic
	[bookmark: Check6]|_| Studies using drugs/devices

	[bookmark: Check7]|_| Diagnostic
	[bookmark: Check8]|_| Genetic




	
b. Design
	[bookmark: Check9]|_| Interventional 
	[bookmark: Check10]|_| Observational     |_| Non-Invasive Intervention

	Explain Intervention used:
     

	




	c. Study Phase
	[bookmark: Check11]|_| I
	[bookmark: Check12]|_| II
	[bookmark: Check13]|_| III
	[bookmark: Check14]|_| IV
	[bookmark: Check15]|_| Pilot
	[bookmark: Check16]|_| N/A

	
	
	
	
	
	




	d. Blinded
	[bookmark: Check17]|_| Yes  
	   
	[bookmark: Check19]|_| Single Blinded  
	[bookmark: Check20]|_| Double Blinded

	[bookmark: Check18]|_| No

	
	
	




	e. Randomized 
	[bookmark: Check21]|_| Yes
	[bookmark: Check22]|_| No

	
	




	f. Placebo arm 
	|_| Yes
	|_| No

	
	




	g. Multicenter 
	|_| Yes
	|_| No

	
	




	h. Number of Subjects:      

	i. Study Length:      

	j. Procedures:

	[bookmark: Check23]|_| Drugs
	[bookmark: Check33]|_| Ultrasound

	[bookmark: Check24]|_| Surgery
	[bookmark: Check34]|_| Use of existing specimens or data

	[bookmark: Check25]|_| IV
	[bookmark: Check35]|_| Questionnaires

	[bookmark: Check26]|_| Blood/Urine Collection
	[bookmark: Check36]|_| Exercise

	[bookmark: Check27]|_| Radioisotopes
	[bookmark: Check37]|_| Gene Therapy

	[bookmark: Check28]|_| Devices
	[bookmark: Check38]|_| Educational

	[bookmark: Check29]|_| Prevention (Vaccines)
	[bookmark: Check39]|_| Diet

	[bookmark: Check30]|_| Arterial Line
	[bookmark: Check40]|_| Fasting      

	[bookmark: Check31]|_| Feeding
	[bookmark: Check41]|_| Imaging      

	[bookmark: Check32]|_| Other
	




	

	k. Will this research involve the use of an investigational new drug? 
	|_| Yes
	|_| No                      if YES, IND#      

	
	




	l. Will this research involve the use of an investigational device?
	|_| Yes 

if YES, IDE#      

	|_| No                     



	if YES, please specify
	[bookmark: Check42][bookmark: Check43]|_| Significant Risk Device  |_| Non-significant Risk Device




	

	m. Will blood or tissue specimens be stored? 
	|_| Yes
	|_| No                      

	
	


n. Study Population
Healthy Volunteers 
	|_| Yes
	|_| No                   

	
	

	
	


Vulnerable Subjects*** 
	|_| Yes
	|_| No                      

	If Yes, please indicate below 

	




		[bookmark: Check44]|_|Children
	[bookmark: Check51]|_|Economically Vulnerable

	[bookmark: Check45]|_|Pregnant Women
	[bookmark: Check52]|_|Students or Trainees

	[bookmark: Check46]|_|Clinically Vulnerable
	[bookmark: Check53]|_|Investigator / Self 

	[bookmark: Check47]|_|Substance Abusers
	[bookmark: Check54]|_|Minorities

	[bookmark: Check48]|_|Family members of investigators
	[bookmark: Check55]|_|Non-English Speakers

	[bookmark: Check49]|_|Prisoners
	[bookmark: Check56]|_|Elderly Subjects

	[bookmark: Check50]|_|Mentally Disabled
	[bookmark: Check57]|_|Employees or sub-ordinates of Investigators 

	



o. Study Risk Determination 
	[bookmark: Check58]|_| Minimal
	[bookmark: Check59]|_| Moderate
	[bookmark: Check60]|_| High(Data Safety and Monitoring Board required)




	

	p. Monitoring Intensity  
	|_| Low
	|_| Moderate
	|_| High



q. Inclusion/Exclusion Criteria to be listed (Copy and Paste from the Protocol)      

	


2. What potential risks are inherent in the study?  This should correspond with the risks that are described in the protocol and consent form.      

3. How will risks be minimized?  Describe the procedures that will be used to minimize risk to the subject.  List the specific tests, evaluations, examinations, observations, questionnaires, etc., that will be used, and their frequency to assess subject safety, to monitor for toxicity, or to detect adverse events.  The frequency and intensity of monitoring described must be appropriate for the level of risk identified. If there is a table (Schedule of Events) in the Master Protocol, it should be reproduced here or if not possible to reproduce, referenced clearly.      

	4. Individual who will be performing the safety monitoring

	[bookmark: Check61]|_| Investigator

	[bookmark: Check62]|_| Institutional Colleague

	[bookmark: Check63]|_|Outside colleague

	[bookmark: Check64]|_| Data Safety Monitoring Board (DSMB) – Attach Charter

	[bookmark: Check65]|_| Confirmation that IRB and GCRC will receive all DSMB meeting minutes and safety reports

	[bookmark: Check66]|_| Other      



	5. How often will the data be monitored

	|_| Weekly
|_| Monthly 
|_| Quarterly
|_| Semi-annually
	|_| Yearly
|_| After       subjects are enrolled 
|_| Other       




	6. How will adverse events be classified / graded?

	[bookmark: Check67]|_| Utilizing the mild, moderate, severe criteria.
	Mild
	Awareness of sign, symptom, or event but easily tolerated

	Moderate
	Discomfort enough to cause interference with usual activity and may warrant investigation

	Severe
	Incapacitating with inability to do usual activities or significantly affects clinical status and warrants investigations. 

	Life-threatening

	Immediate risk of death. 




	|_| Common Toxicity Criteria
This may be viewed at http://ctep.cancer.gov/ Once at this website, click on Reporting Guidelines, Next Click on Comon Toxicity Criteria, then click on Common Toxicity Criteria Document for the actual table. 


	|_| Other standardized grading scale.      


	7. Identify the AE attribution scale to be used in the study. 

	[bookmark: Check68]|_| PI will determine the relationship of adverse events to the test procedure/drug/device using the following scale. 
	Definite
	AE is clearly related to the procedure/drug/device

	Probable
	AE is likely related

	Possible
	AE may be related

	Unlikely
	AE is doubtfully related

	Unrelated
	AE is clearly not related




	[bookmark: Check69]|_| PI will use an alternative scale.      



	8. Describe criteria for stopping or modifying treatment or early termination of the study in relation to the AE grading scale.      

	
9. Can this protocol be categorized as Rare Disease Research?  		|_| Yes 	 |_| No 
	Rare disease refers to “any disease or condition that either affects less than 200,000 persons living in US or more than 200,000 persons in the US, for which there is no reasonable expectation that the cost of developing / making available in the US, a drug for such a disease or condition will be recovered from sales in the US of such a drug or agent” 	



