Appendix 5:  Cumulative summary of subjects enrolled to date
	A.  Cumulative summary of subjects enrolled to date 

(For study designs utilizing multiple consent forms, this table may be replicated) see appendix   

	1.  Number of subjects who gave consent to participate, either in writing, orally*, or implied by voluntary completion of a survey or participation in a focus group. (*The use of an oral, unwritten consent process must have been previously approved by the IRB.)
1a. For pediatric studies: number of subjects who gave assent to participate.      
	     

	

	2.   Number found ineligible (i.e., screen failures)
	     

	For example, subject was determined to be ineligible after screening exams and tests.
	

	

	3.   Number currently active/on study
	     

	For example, subjects receiving study interventions/interactions or long-term follow-up. 
	

	
	

	4.   Number completed (without events leading to early termination/withdrawal from study)
	     

	

	5.   Number who voluntarily withdrew consent after enrolling
	     

	For example, after signing the consent form, the subject changed his/her mind and decided not to participate or to stop participating after completing some of the study procedures.
	

	Explain:      

	

	

	6.  Number terminated/withdrawn from study by the investigator due to adverse event(s) 
	     

	For example, subject met toxicity drop point or experienced a serious adverse event.
	

	Explain:      

	

	

	7.  Number terminated/withdrawn from study by the investigator due to other reasons 
	     

	For example, non-compliance with the protocol, pregnancy, etc.
	

	Explain:      

	

	

	8.  Number lost to follow-up
	     

	Explain:      

	

	

	9.  Number no longer participating for reasons other than those above
	     

	Explain:      

	

	

	10.  Total

(Total of A2 through A9 should equal A1.)
	     


