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	Study Title:
	

	Relying Institution:
	

	Relying Institution PI:
	

	Person Completing Form:
	



	Current Study Status

	1. 1. What is the enrollment status of the study at this site? (Enrollment includes recruitment of subjects, review of records, collection of specimens, etc.)
	 ☐ Enrollment Open 
 ☐ Enrollment Temporarily Halted or Suspended 
 ☐ Enrollment Permanently Closed 

	1.1 If enrollment is halted or suspended, explain why:

	

	2. What is the current status of study activities at this site?


	 ☐ Research has not begun/no subjects have been enrolled and/or no records or data analyzed

	 ☐ Research related interventions ongoing

	 ☐ Ongoing chart review/specimen analysis of private identifiable information

	 ☐ Long-term follow-up only (all subjects have completed all research related interventions)

	 ☐ Data analysis of private identifiable information only (no further subject interaction and no further data collection)

	 ☐ Analysis of de-identified information/specimens only (no further subject interaction and no further data/specimen collection)

	 ☐ Closed – All study activities (including analysis of private identifiable information) are completed



	Conflict of Interest

	Has any member of the research team's Conflict of Interest information changed since initial review or the last continuing review?
	 ☐ Yes 
 ☐ No



	Recruitment and Enrollment Activities
	

	1. 1. Indicate the current total number of participants that have been enrolled to date at this site.
(Enrollment is defined as the number of participants signing a consent form (does not include screening consent forms) or for studies with a waiver of consent, the number of records reviewed, specimens collected, etc.)
	

	2. 2. How many participants have been enrolled at this site since last reviewed by an IRB?
	

	3. 3. How many total participants have been withdrawn from the study at this site?
	

	3.1 3.1 Summarize the reasons for participant withdrawal:
	

	4. Break down the vulnerable populations enrolled locally in this study (a participant may fit into more than one category):
If you are not enrolling vulnerable populations, enter zeros "0" in each of the cells.

	Vulnerable Population
	Male
	Female
	Total

	Children (minors)
	
	
	

	
	
	
	

	Wards of the State
	
	
	

	Pregnant Women/Fetuses
	
	
	

	Nonviable Neonates or Neonates of Uncertain Viability
	
	
	

	Cognitively Impaired/ Impaired Decision Making Capacity
	
	
	

	Prisoners
	
	
	

	Economically/Educationally Disadvantaged
	
	
	

	Employees or Lab Personnel
	
	
	

	Students
	
	
	

	Grand Total
	
	
	

	5. Break down the race/ethnicity of populations enrolled locally in this study (a participant may fit into more than one category):
If you are not collecting race/ethnicity or gender information, enter zeros "0" in the applicable cells.

	Race/Ethnicity
	Male
	Female
	Total

	American Indian or Alaskan Native
	
	
	

	Asian/Vietnamese
	
	
	

	Asian/Other Asian
	
	
	

	Black or African American
	
	
	

	Hispanic or Latino
	
	
	

	Mixed Race or Ethnicity
	
	
	

	Native Hawaiian or Pacific Islander
	
	
	

	White or Caucasian
	
	
	

	Grand Total
	
	
	



	Monitoring and Audit Activities

	1. Has this site been inspected or investigated for this study by the Sponsor, the FDA, OHRP, the HRPO, or any other regulatory agency since your last report?
	 ☐ Yes
 ☐ No

	2. Are there any current inspections or investigations involving the Principal Investigator or any Sub-Investigator(s)?
	 ☐ Yes
 ☐ No

	Have research privileges for the Principal or Sub-Investigator(s) been suspended or revoked since your last report?
	 ☐ Yes
 ☐ No



	Laws

	Is the PI aware of any changes in the state local laws related to research?
	 ☐ Yes
 ☐ No

	If Yes, summarize these changes:
	



	Continuing Review Progress Report

	Summarize the results since the last review.
	

	Provide a summary of plans for the coming year:
	

	
	

	Is there any information you have not otherwise reported that you would like to convey at this time?
	



2

image1.jpeg
—
"l UNIVERSITY of MARYLAND
Ul BALTIMORE




