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CONTINUING REVIEW / ANNUAL REPORT
EVMS Institutional Review Board


Amendments MUST be submitted separately using the Amendment Assessment form.
	IRB Number:
	     

	ADMINISTRATIVE INFORMATION

	Study Title:
	     
	Date Submitted: (IRB USE ONLY)

	Principal Investigator:
	     
	

	PI Dept / Address
	     
	

	City / State / Zip
	     

	Phone Number(s):
	     
	E-Mail:
	     

	Person Preparing This Submission

	Name:
	     
	Role:
	 FORMDROPDOWN 


	Address:
	     


	Phone Number(s):
	     
	E-Mail:
	     


	LIST ALL APPROVED INVESTIGATORS AND/OR RESEARCH TEAM MEMBERS

	Name
	Department and Address
	Role

	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 



	REVIEW INFORMATION

	This Continuing Review / Annual Report is for the time interval of:  
	Start date:           to  End Date:       
(Note: The end date cannot be later than the date this form is completed.)

	CHOOSE ONE OPTION BELOW

	 FORMCHECKBOX 

	Requesting Renewal:
Continue Enrollment  (New subjects WILL be enrolled)

	 FORMCHECKBOX 

	Requesting Renewal:
Enrollment closed on the following date:         (New subjects WILL NOT be enrolled.)


	IRB Number
	     


	1. 
	REVIEW BY FULL BOARD OR EXPEDITED: Review the sub-categories and check the appropriate box (check only one)


	 FORMCHECKBOX 

	FULL BOARD CONTINUING REVIEW IF ANY OF THE FOLLOWING ARE TRUE:

	· Study required Full Board review initially.
· Subjects were “active” during the period of review, (received study drug/device or underwent research-related interventions).  
· The risk increased for this study since the last period of review;
· An amendment required Full Board review during the last period of review;
· The study has an IND or IDE number associated with it;  OR
· The Sponsor requires full (convened) Board review of this continuing review.

	 FORMCHECKBOX 

	EXPEDITED CONTINUING REVIEW IF ANY OF THE FOLLOWING ARE TRUE:

	
	· No active subjects and no additional risks identified during period of review;
· Study is closed to subject entry, subjects have completed all research-related interventions, and research active only for long term follow-up during period of review;
· Only data analysis during period of review.
· The study does NOT have an IND or IDE number associated with it.
· Study was approved using expedited review and the risk assessed remains “minimum”.  IRB member must confirm during review.


	2. 
	REQUIRED TRAINING

	It is necessary for all investigators, co-investigators, and research team members to complete human subject's protection training in order to receive IRB approval to proceed with research using human subjects, their data, or biological samples.  Training opportunities and requirements can be found on the Office of Research web site at   IRB TRAINING LINK

	Contact the Office of Research at (757) 446-8480 for additional information on all research training requirements.


	Please note that Bloodborne Pathogen Training is mandated annually for EVMS faculty and staff with potential exposure to blood/body fluid by the Occupational Safety and Health Administration (OSHA).

	Contact the Occupational Health Department at 446-5870 for additional information.


	3. 
	CONFLICT OF INTEREST POLICY:

	If your project is sponsored you must meet the EVMS COI Policy requirements before a final approval can be issued.  You also must notify the IRB of any COI determination(s).

Refer to the Office of Research Policy on Conflicts of Interest in Research and Sponsored Projects (COI).

For questions regarding the COI Policy and COI submissions contact the Office of Research at 446-8480.


	4. 
	TYPE OF FDA ACTIVITY THAT TOOK PLACE AT THE LOCAL SITE(S) DURING THE REPORTING PERIOD:

	
	Investigational Drugs/Biologics:
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	IND#:       

	
	Investigational Devices: 
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	IDE#:      and Date:      

	
	Humanitarian Device Exemption:
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	HDE #:       

	
	Expanded Access:   FORMCHECKBOX 
  Drug or  FORMCHECKBOX 
  Device
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	IND or IDE #:      


	5. 
	THIS STUDY IS ACTIVE AT THE FOLLOWING LOCAL SITES:

	 FORMCHECKBOX 
 Bon Secours DePaul Medical Center
	 FORMCHECKBOX 
 Bon Secours Maryview Hospital
	 FORMCHECKBOX 
 Bon Secours Mary Immaculate Hospital

	 FORMCHECKBOX 
 Children’s Hospital of The King’s Daughters
	 FORMCHECKBOX 
 Children’s Specialty Group
	 FORMCHECKBOX 
 Eastern Virginia Medical School

	 FORMCHECKBOX 
 Sentara Albemarle Hospital*
	 FORMCHECKBOX 
 Sentara Belle Harbour
	 FORMCHECKBOX 
 Sentara CarePlex Hospital

	 FORMCHECKBOX 
 Sentara Halifax Hospital*
	 FORMCHECKBOX 
 Sentara Independence 
	 FORMCHECKBOX 
 Sentara Leigh Memorial Hospital

	 FORMCHECKBOX 
 Sentara Medical Group Practice
	 FORMCHECKBOX 
 Sentara Norfolk General Hospital
	 FORMCHECKBOX 
 Sentara Northern VA Medical Ctr.*

	 FORMCHECKBOX 
 Sentara Obici Hospital
	 FORMCHECKBOX 
 Sentara Princess Anne Hospital
	 FORMCHECKBOX 
 Sentara Virginia Beach General Hospital

	 FORMCHECKBOX 
 Sentara Williamsburg Reg. Med. Ctr.
	 FORMCHECKBOX 
 Shore Health Services
	 FORMCHECKBOX 
 Urology of Virginia

	 FORMCHECKBOX 
 Virginia Oncology Associates
	           *May be limited to data collection studies only

	a.
Other local or international site for this IRB application (specify name and include the complete address): 
	TYPE

	     
	 FORMDROPDOWN 


	     
	 FORMDROPDOWN 



	6. 
	OTHER SITES:

	Is this study a multi-center study? If yes, attach the multi-center protocol to your electronic submission.
	   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


	7. 
	TYPES OF PARTICIPANTS:  (CHECK ALL THAT APPLY)

	 FORMCHECKBOX 
 Children (specify age range):        
	 FORMCHECKBOX 
 Adults (specify age range):        
        (NOTE: Adults 90 or older must be grouped into one category per HIPAA regulations.

	 FORMCHECKBOX 
 Students/Employees
	 FORMCHECKBOX 
 Healthy Volunteers
	 FORMCHECKBOX 
 Critically Ill Patients

	 FORMCHECKBOX 
 Cognitively Impaired Individuals
	 FORMCHECKBOX 
 Subjects in Emergency Conditions
	 FORMCHECKBOX 
 Economically Vulnerable Subjects

	 FORMCHECKBOX 
 Pregnant Women
	 FORMCHECKBOX 
 Fetus(es)
	 FORMCHECKBOX 
 Prisoners

	 FORMCHECKBOX 
 Specimens (blood, tissue)
	 FORMCHECKBOX 
 In vitro fertilization
	 FORMCHECKBOX 
 Other: (specify):      

	 FORMCHECKBOX 
 Medical Records – check type:  Electronic  FORMCHECKBOX 
  Hard Copy  FORMCHECKBOX 

	


	8. 
	SUMMARY OF LOCAL PARTICIPANT’S STATUS:

	a.
	Maximum number of subjects or records the IRB has approved for this study:
	     

	b.
	Total number of subjects that have signed a consent form (a signed consent = an enrolled subject); or, for a chart review the number of records reviewed to date:
	     

	1.
Enter the number that have Screen Failed (1):
	     
	

	2.
Enter the number that were Active at some point during the study:
	     
	

	3.
TOTAL b.1 + b.2:  
	      (2)

	Please enter the date the last subject was enrolled or a record was reviewed:
	     


(1) Definition of Screen Failed for a person is a signed consent was obtained but afterwards the person did not qualify to start the study. (Subjects who started after screening but had to be withdrawn are accounted for in table d. below.)  For a record/chart review, Screen Failed means the information in the record was reviewed but no data was extracted because it did not meet the criteria to be included in the study.  Screen Fails count towards the number of subjects or records the IRB approved for the study.
(2) If the number in box b3 is larger than the number in box a then submit an Amendment to change the number of study subjects needed for the study, along with a justification for the increased number.  Please remember you must have prior IRB approval to enroll more subjects than originally approved..

	c.
	Provide the current status for those listed as active in box b.2 above: 

	1. Currently Active (study visits are still ongoing):
	     
	

	2. Follow-up Only (completed all study procedures/visits except for long-term follow-up):
	     
	

	3. Completed Participation in the study:
	     
	

	4. TOTAL c1 + c2 + c3:
	      (3)


(3) If the number in box c.4 is smaller than the number in box b.3 then complete the next table for the remaining number of enrolled subjects.  These subjects are considered no longer on study but do count towards the number enrolled.
	d.
	Of subjects who were active on study, what number were either withdrawn or died while on study? (4) (5)

	1.
Withdrawn at their request 



List each subject’s reason(s) for withdrawal:       
	     
	

	2.
Withdrawn at PI’s request 



List each subject’s reason(s) for withdrawal:       
	     
	

	3.
Died while on study (please categorize below)
	     
	

	
	Related to study participation
	     
	

	
	Natural Progression of Disease under study?
	     
	

	
	Unrelated to study participation or disease?
	     
	

	4. 
	TOTAL d.1 + d.2 + d.3:
	     


(4) If the number in box c.4 is “equal to” the number in box b.2, then enter zeros.

(5) If the study was a record/chart review then enter zeros in each box.
	9. 
	SUMMARY OF PARTICIPANT’S ETHNICITY / RACE AND GENDER DURING THIS REPORTING PERIOD:


 FORMCHECKBOX 

Check here if data is / was not aggregated by ethnicity/race and/or gender.  Skip to Question 10.
If data on ethnicity/race and/or gender was collected complete the following table:
	Ethnicity/Race
	Male
	Female
	Total

	Hispanic or Latino
	     
	     
	     

	American Indian or Alaska Native
	     
	     
	     

	Asian
	     
	     
	     

	Black or African American
	     
	     
	     

	Native Hawaiian or Other Pacific Islander
	     
	     
	     

	White
	     
	     
	     

	Other/Unknown
	     
	     
	     

	
TOTAL
	     
	     
	     

	If data on ethnicity/race and /or gender is collected by the study, is the enrollment by gender and ethnicity/race in line with what was expected?

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	If “no,” please explain why:
	     


	10. 
	SUMMARY OF PARTICIPANT’S UNANTICIPATED PROBLEMS INVOLVING RISKS TO SUBJECTS OR OTHERS, OR ADVERSE EVENTS  (FOR THE STUDY TO-DATE):

	 FORMCHECKBOX 

	There were no unanticipated problems or adverse events during this reporting period.

	 FORMCHECKBOX 

	The enclosed IRB-generated list, compiled from reports submitted by the investigator, accurately represents the unanticipated problems and adverse events reported during this reporting period. 

	 FORMCHECKBOX 

	No changes or corrections are necessary

	 FORMCHECKBOX 

	list, including changes and/or corrections, is enclosed and changes are underlined or highlighted

	 FORMCHECKBOX 

	A summary report of all events not requiring immediate reporting the IRB is attached.  This includes IND safety reports, reports for events in other studies using the same drug, etc.


	11. 
	DOES THIS STUDY INCLUDE SAFETY MONITORING?

	Local data and safety monitoring plan in place.  If “Yes”, include a copy of the latest report issued with this form even if the report was submitted previously.  If a report is not available explain why:       
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
  No

	Sponsor reviews adverse events, interim findings and relevant literature
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
  No

	Data Safety Monitoring Board [DSMB], Data Monitoring Committee (DMC) or other similar body in place.  If “Yes”, include a copy of the latest report issued with this form even if the report was submitted previously.  If a report is not available explain why:       
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
  No


	12. 
	SINCE THIS STUDY STARTED HAVE THERE BEEN ANY CHANGES IN RISK/BENEFIT RELATIONSHIP?

	Has the risk/benefit relationship changed as a result of any new information or performance of the study?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
  No

	If “Yes”, please provide a brief explanation including how adverse events, protocol modifications, and results from other studies affect the risk/benefit relationship.       

	If “Yes,” how has this new information changed the risk/benefit ratio as reflected in the consent form?       

	If “Yes,” how was this information shared with participants?       


	13. 
	SINCE THIS STUDY STARTED HAVE THERE BEEN ANY COMPLAINTS RECEIVED ABOUT THE RESEARCH?

	If “Yes,” please provide a brief explanation including the nature of the complaint, your response, and whether the conduct of the trial was changed in any way. This section should include any issues brought to your attention by the IRB office.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
  No

	     


	14. 
	ATTACHED DOCUMENTS:  (Submit copies of any items checked “Yes”)

	Summary of results to date: 
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
  No

	Publications or presentations: (List conferences, journal, media type, etc.)       
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
  No

	Relevant information from other studies:
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
  No


	15. 
	SUMMARIZE ALL CHANGES TO THE STUDY (including changes to the consent form[s]).  The description below should be adequate to explain the nature of the change.  Update this section at each continuing review leaving the previous responses.

	DATE SUBMITTED TO IRB
	BRIEF DESCRIPTION OF CHANGE(S)

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     


	16. 
	Summarize the study progress to date.  Update this section each year.  

	Topics to cover 
· If the study allowed for an interim analysis include those results.  

· If no subjects/records have been enrolled please indicate the reason(s).
·  If enrollment has occurred is it on target as expected?  
· Have you encountered any issues in conducting the study?
Study progress to date:       


	17. 
	INVESTIGATOR’S STATEMENT:

	A Waiver of Consent was granted for this study (Attach last signed waiver form)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
  No

	A Waiver of Authorization for the Use of Protected Health Information (PHI) was granted for this study (Attach last signed waiver form)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
  No

	An IRB approved consent form has been signed for each subject entered in this study.  A copy of the signed consent form was given to each subject and each original is on file.
	 FORMCHECKBOX 
  N/A
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
  No


	PRINCIPAL INVESTIGATOR SIGNATURE:
	DATE OF SIGNATURE

	
	_____ / _____ / _____

	Printed Name:
	     
	Department: 
	     


THIS SECTION FOR IRB USE ONLY 

Final Disposition:
	REVIEW CATEGORY:
	ACTION:
	IS RE-CONSENT NEEDED?
	CONTINUING REVIEW DEADLINE

	( Expedited
	( Approved
	( Yes
	( No
	Submit report no later than:
____ / ____ / ____

	( Full (Convened) Board
	( Disapproved
	If Yes, any conditions/stipulations: 
	

	IRB Signature:
	
	Date: 
	____ / ____ / ____

	Signed by: 
	
( IRB Chair               ( IRB Vice Chair               ( IRB Member



EVMS IRB #:	______ - ______ - ______ - ___________


IRB APPROVAL DATE:	_______ / _______ / _______


EXPIRATION DATE:	_______ / _______ / _______
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