[image: ]

[image: ]
Progress Summary for Continuing Review or Closure Application (CRA)


INSTRUCTIONS
This form is required for all Continuing Review Applications (CRA) including those submitted to report completion / closure / termination of a study. The progress summary template is designed to facilitate communication between the Investigator and the IRB and ensure the IRB has all necessary information to make a determination regarding continuation of the study.  It is essential that research milestones in the application match information in the narrative.  If you have any questions regarding this process, please contact the Georgetown University IRB office at IRBoard@georgetown.edu or the MedStar Health Research Institute IRB office at ORI.helpdesk@medstar.net.

	What is the IRB Number and Title? (STUDY########: TITLE)

	[bookmark: Text10]     

	Who is the PI?

	[bookmark: Text2]     

	Provide a narrative summary of the current status of the study.

	[bookmark: Text3]     

	Consent: 
Provide specific information on numbers of participants that have given informed consent for study participation (those that have agreed to participate).

Each participant should be counted only once, including those that sign more than one ICF (e.g. participants signs consent for screening and later signs the main study consent. This person is counted only one time).  
	Total consented      
Post Consent Screen fails:      
Started research procedures:      
Interventions ongoing:      
In ongoing follow-up:      
Off study:
Completed study:      
Withdrawn by the PI:      
Voluntary withdrawal from study:      

	Briefly describe activities that have taken place over the last year, what activities are planned for the coming year including the current anticipated duration of the study. Please be specific so the Board has sufficient information to determine if the study continues to meet criteria for approval. 

	[bookmark: Text5]     

	Review the “Funding Source” section of your IRB application. If the funding source has changed, please describe the change below and submit a modification to revise the funding source in your IRB application. 

	☐   Check if funding source is unchanged from what is reported in the Huron application. 
[bookmark: Text19]               If changed, list the new funding source:      
	

	Is the study listed on clinicaltrials.gov?

	☐  No, the study is not an applicable clinical trial    https://prsinfo.clinicaltrials.gov/ACT_Checklist.pdf
☐  Not yet, no enrollment yet
[bookmark: Text20]☐  Yes, NCT number:      
For questions about clinicaltrials.gov: 
Georgetown University investigators please contact Kenya Carter, Kenya.Carter@georgetown.edu  or 202-784-5313
MedStar Health investigators please contact Candice Vance, 
Candice.M.Vance@medstar.net, 301-335-5962

	Please complete the section below based on responses to item #6 in the continuing review application.  

	Were any of the boxes under item #6 of the smart form left unchecked? 
☐ YES  ☐ NO
[bookmark: Text6]If yes please explain each unchecked box:      
Was an RNI submitted to report this to the IRB: 
[bookmark: Text12]☐  YES: If yes provide the RNI#      
☐  NO
☐ Because immediate reporting was not required
[bookmark: Text11]☐ Other (explain):      

	Please indicate if any deviations have occurred since the last approval.  

	Were there any major or minor deviations since the last approval?
☐ YES
· [bookmark: Text7]If major deviations occurred, they should have been submitted as an RNI within 10 days of awareness of the deviation. Provide the RNI#      
If minor deviations occurred 
For MHRI IRB: Attach the deviation log to the Continuing Review
For GU IRB: Submit the deviation log with an RNI
☐ NO

	If the study’s IRB approval has lapsed, please list the last date that study activity (data analysis, interaction with participants, or study procedures) occurred:
	[bookmark: Text8]     

	If the study’s IRB approval has lapsed, please describe why approval was allowed to lapse, and provide a plan for submitting your next continuing review application in time for IRB review and re-approval prior to lapse:

	[bookmark: Text9]     

	Please provide the following information regarding the use of a short form consent process. This may inform the necessity of one or more translated consent forms. 

	Is this study approved to use a short form consent process for non-English speakers?
☐  YES   ☐  NO
If yes:
In total, how many times has the IRB approved short form consent process been used?      
Check languages used and indicate the total number of times the IRB approved short form was used for each language below:
☐ Spanish          Number of times used:      
☐ Chinese          Number of times used:      
☐ Amharic         Number of times used:      
☐ French            Number of times used:      
☐ Other:        Number of times used:      
☐ Other:        Number of times used:      
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