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	ePROGRESS REPORT


Instructions:  Complete and upload with your Application. 

	Previous Application Number:
	

	Principal Investigator:
	

	Study Title:
	

	 Previous IRB:
	

	

	A.
	REASON FOR SUBMISSION:
 FORMCHECKBOX 
  Conversion of an study approved by an IRB other than a JHM IRB
 FORMCHECKBOX 
  Study Expired  (Date of Expiration:_____________)
If expired, describe the measures you have in place to avoid this problem in the future:

	
	
	

	
	 FORMCHECKBOX 

	Other: Explain

	
	
	

	B.
	Research Status AT THE TIME OF THIS SUBMISSION: Check all the applicable categories below:

	
	
	
	 FORMCHECKBOX 
Active Enrollment 

	
	
	
	 FORMCHECKBOX 
Active follow up continues but participants are not receiving study-related intervention (e.g., weekly clinic visits)
 FORMCHECKBOX 
Enrollment has not started 

	
	
	
	 FORMCHECKBOX 
Enrollment closed and participants are receiving study-related intervention 

	
	
	· 
	· 
	 FORMCHECKBOX 
Participants receiving drugs 

	
	
	· 
	· 
	 FORMCHECKBOX 
Participants receiving other study-related interventions (including protocol-specified testing, radiation, etc.)

	
	
	· 
	 FORMCHECKBOX 
Enrollment Closed

 FORMCHECKBOX 
Open for collection of follow-up data and data analysis
 FORMCHECKBOX 
   Open for data analysis only

	
	
	
	 FORMCHECKBOX 
Retrospective Chart Review Only

 FORMCHECKBOX 
Data collection has not started

 FORMCHECKBOX 
Data collection ongoing

 FORMCHECKBOX 
Data analysis only

 FORMCHECKBOX 
Other: Explain

 FORMCHECKBOX 
Other :Explain:

	
	
	
	



	c.
	STUDY POPULATION:

	2
	1.
	Total number of participants approved by the previous IRB:
	

	
	
	
	

	
	2.
	Number of  participants who signed a consent form, gave oral consent, or were studied under a waiver of consent:
	Since last approval
	Since initial approval

	
	
	
	Male Adults 
	
	

	
	
	
	Female Adults 
	
	

	
	
	
	Male Children 
	
	

	
	
	
	Female Children 
	
	

	


	D.
	RENEWAL SUMMARY:

	1.
	Provide a progress report of the study during the last approval period: 


	
	

	2.
	If the study expired and any study-related activities were conducted after the expiration date, describe those activities below:

	
	

	3.
	Have there been any findings or observations during the last approval period that may affect the study’s risks? If yes, please explain.

	
	

	4.
	Have there been any findings or observations during the last approval period that may affect the study’s benefits? If yes, please explain.

	
	

	5.
	Have there been any presentations or publications during the last approval period that may affect the study’s risk?  If yes, please explain.

	
	

	6.
	Have there been any presentations or publications during the last approval period that may affect the study’s benefits?  If yes, please explain.

	
	

	
	
	
	

	7.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Is there a DSMB for this study?

	
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Are there any reports or interim findings generated by the DSMB?

	
	
	If yes, upload any reports or interim findings generated by the DSMB (eIRB Application - Section 31 – Data and Safety Monitoring Plan)

	
	
	If no, explain why.
	

	E.
	PROBLEMS, EVENTS AND DEVIATIONS:

	1.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Have any problems, events, or deviations occurred during the last approval period?
If yes, summarize below:

	
	
	

	2.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Have any participant complaints occurred during the last approval period?
If yes, summarize below:

	
	
	

	3.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	During the last approval period, was the frequency, severity, or specificity of problems, events, or deviations different from that expected when the study was initially approved?
If yes, summarize below:

	
	
	

	4.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No


	During the last approval period, were any participants withdrawn from the study due to problems, events, deviations, non-compliance or for other reasons (other than screening failures)?
If yes, summarize below:

	
	
	

	5.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Do you need to submit sponsor required protocol events that do not meet the JHM-IRB requirements for prompt reporting?
If yes, summarize below:

	
	
	


	F.
	REPORTING INFORMATION:

	1.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Does the PI or a study team member hold the IND or IDE?

	
	
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Have IND or IDE annual reports been submitted to the FDA?

	
	
	If yes, when was the last report submitted?

If no, please explain.
	

	2.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Is this a clinical trial?

	
	
	If yes, provide clinical trial registration number and registration site if not already included in the eIRB application, or, explain why this trial does not require registration under the JHUSOM Clinical Trials Registration policy. 
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