	CONTINUING/ANNUAL REVIEW FORM
	IRB LOG NUMBER _______________________________


[image: image7.png]KENT STATE

UNTITV ERSITY





CONTINUING/ANNUAL REVIEW FORM
	INSTRUCTIONS for INVESTIGATORS:
	IRB Office use only
Date Received

Name of Discipline Specific Reviewer
Agenda Date
Date of IRB Determination email to Investigator

IRB ACTION

Date

 FORMCHECKBOX 
 Approved (CR)
 FORMCHECKBOX 
 Approved (AR)
 FORMCHECKBOX 
 Other
STAMP CONSENT

EXTERNAL FUNDING
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

                           FORMCHECKBOX 
 Yes

                           FORMCHECKBOX 
 No
______________________________________

Signature of Chair, IRB                                   Date

______________________________________

Signature of IRB Administrator                  Date
or Designee



	1. Level II research: complete this form to request transfer to a three-year approval interval. At the IRB’s discretion, certain level II studies may not be transferred to three-year intervals; examples include:
a. Level III projects

b. A grant or contract requires annual review

c. DOD and DOJ funded studies

d. FDA regulated research

e. NIH funded clinical trials

f. Longitudinal studies lasting more than three years

g. New risks have been identified

h. Adverse events or an unanticipated problem involving risk to subjects
2. Level III research: must be reviewed at the interval determined by the IRB, at least annually. Investigators are responsible for fulfilling requirements associated with continuing review in time for the IRB to carry out review prior to the expiration date of the current IRB approval.
3. Submit this completed document via email attachment to RESEARCHCOMPLIANCE@kent.edu. Be sure to include “clean”, unstamped copies of the consent form, scripts, etc… 

To submit the form with a typed signature, the form must be submitted from the Investigator’s @kent.edu email account. If completed form is signed and then scanned as a PDF attachment, the @kent.edu email requirement does not apply.  
	


TO COMPLETE THIS FORM: SINGLE LEFT-CLICK TO COMPLETE TEXT FIELDS. TO CHECK A BOX, DOUBLE LEFT-CLICK ON THE BOX, THEN CLICK “CHECKED”. CLICK OK.
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	Can your study be closed? 
If all research-related interventions and/or interactions with participants have been completed and data is de-identified, do not submit this form - you must file a closeout form 
	[image: image2.wmf]


	Section 1 - KSU Investigator Information

	Last Name:
	IRB Log Number:      

	Title of Study (should match Human Subjects Research Application):

	     

	Section 2 - RESEARCH STATUS

	a. Indicate the status of the research:

	
	 FORMCHECKBOX 

	Research participants have NOT been enrolled (or participant records, specimens, etc. obtained).

	
	
	Explain:
	     

	
	 FORMCHECKBOX 

	Research participants HAVE been enrolled (or participant records, specimens, etc. obtained)

	b. If participants have been enrolled, 

	
	 FORMCHECKBOX 

	Recruitment is ongoing

	
	 FORMCHECKBOX 

	Recruitment has been completed ( Check all that apply

	
	 FORMCHECKBOX 

	1. 
	Interactions and/or interventions are continuing.

	
	 FORMCHECKBOX 

	2. 
	All research related interaction and intervention have been completed or the research did not involve interaction/interventions.

	
	 FORMCHECKBOX 

	3. 
	Data contains identifiers.

	
	 FORMCHECKBOX 

	4. 
	Data is de-identified.                                 
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	If you selected options 2 and 4 you need to submit a closeout form. Do not submit this form.
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	Section 3  INVESTIGATOR INFORMATION

	CO-INVESTIGATOR(S) & KEY PERSONNEL (Kent State University personnel only)

	a. Are key personnel being added to the study?


	 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 No

	If Yes ( Please List:      
	

	b. Are key personnel being removed from the study?


	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	If Yes (Please list:      

	“Key personnel” are defined as individuals who participate in the design, conduct, or reporting of human subjects research.  At a minimum, include individuals, who recruit participants, obtain consent or, who collect study data. You must submit CITI certificates for new personnel.

	Are the human subjects protection online training requirements (CITI) current for all Kent State investigator(s) and key personnel?  
	 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 No


	Section 4 - EXTERNAL CO-INVESTIGATOR(S) & KEY PERSONNEL (non-Kent State University personnel only)

	Are there any changes in external study personnel?
	 FORMCHECKBOX 
 Yes (Complete Appendix B 
[image: image5]
 FORMCHECKBOX 
 No


	Section 5 - FINANCIAL CONFLICT OF INTEREST

	a. Does any Kent State University investigator (including principal or co-investigator), key personnel, or their immediate family members have a financial interest (including salary or other payments for services, equity interests, or intellectual property rights) that would reasonably appear to be affected by the research, or a financial interest in any entity whose financial interest would reasonably appear to be affected by the research?  
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No


	Section 6 - FUNDING OR OTHER SUPPORT

	If the research is externally funded and/or involves a subcontract to or from another entity, an IRB Authorization Agreement may be required.  Contact the Office of Research Compliance for more information.

	a. What is the current funding status of the research?
	 FORMCHECKBOX 
  None 

 FORMCHECKBOX 
  Funded

	If funded ( Specify sponsor  
	     

	If funded( Does the sponsor require annual review? 
	 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

	b. Is any support other than monetary (e.g., drugs, equipment, etc.) being provided for the study?
	 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

	If Yes ( Specify support and provider:
	     


	Section 7 - RESEARCH SUMMARY

	Summarize the research made using non-technical language that can be readily understood by someone outside the discipline. Explain briefly the research design, procedures used, risks and anticipated benefits, and the importance of the knowledge that may be expected to result. Use complete sentences (limit 500 words).

	     

	Section 8 - RECRUITMENT & INFORMED CONSENT PROCESS

	a. Were recruitment materials used to enroll participants?
	 FORMCHECKBOX 
  Yes    

 FORMCHECKBOX 
  No   

	If Yes ( Are recruitment materials still being used?
	 FORMCHECKBOX 
  Yes ( Provide copies of the current recruitment materials (ads, radio/TV scripts, internet solicitations, etc.).

 FORMCHECKBOX 
  No

	b. How was/is informed consent or assent obtained?  Check all that apply. Provide “clean” copies of all current documents. 

	
	 FORMCHECKBOX 

	Assent – Form 
	 FORMCHECKBOX 

	Parental Permission – Form 

	
	 FORMCHECKBOX 

	Assent – Verbal Script
	 FORMCHECKBOX 

	Parental Permission – Verbal Script

	
	 FORMCHECKBOX 

	Informed Consent – Form
	 FORMCHECKBOX 

	Translated Consent/Assent – Form(s) 

	
	 FORMCHECKBOX 

	Informed Consent – Verbal Script
	 FORMCHECKBOX 

	Waiver or Alteration of Consent Process

	
	 FORMCHECKBOX 

	Informed Consent – Addendum 
	 FORMCHECKBOX 

	Waiver of Consent Documentation

	c. Is deception of participants part of the research? 
	 FORMCHECKBOX 
  Yes ( Provide copy of current debriefing script or other information sheet(s) used to inform participants.
 FORMCHECKBOX 
  No

	Section 9 - RESEARCH PROGRESS

	A. Summarize the progress of the research, including any interim findings.  

	     

	B. For multi-site studies, summarize the overall progress of the research. Attach a copy of the most recent multi-site study report, if any.  
	 FORMCHECKBOX 
 N/A

	     

	C. Summarize any IRB-approved amendments or changes made to the research since last IRB review (initial or continuing). If IRB approval was not obtained for changes, provide an explanation.
	 FORMCHECKBOX 
 N/A

	     

	D. Summarize recent literature or other new information relevant to the research, if any, since last IRB review (initial or continuing). 
	 FORMCHECKBOX 
 N/A

	     

	E. Discuss significant new findings (e.g., affecting risks, benefits, or alternatives), if any, that could affect participants’ willingness to continue in the research and how participants have been or will be informed. 
	 FORMCHECKBOX 
 N/A

	     

	F. Indicate projected or actual completion date (month and year): Indicate “ongoing” for repository research or program protocols
	     

	Section 10- NUMBER OF PARTICIPANTS

	The number of participants is defined as the number of individuals who agreed to participate (i.e., those who provided consent or whose records were accessed, etc.) even if all do not prove eligible or complete the study. The total number of research participants may be increased only with prior IRB approval. 

	a. Is this a multi-site study?
	 FORMCHECKBOX 
  Yes  ( Indicate the total number of participants to be enrolled across all sites:
 FORMCHECKBOX 
  No
	     

	b. For research approved by an Kent State University IRB, provide:

	1) IRB approved number of participants (or records, specimens, etc.): 
	     
	

	2) Total number of participants enrolled in the research to date:
	     
	

	3) Number of participants enrolled since last IRB review (initial or continuing):
	     
	

	c. If the actual total enrollment to date is significantly different (over or under) from IRB approved number, provide an explanation:

	     

	d. Are you requesting an increase in the total number of participants?
	 FORMCHECKBOX 
  Yes ( answer a & b 
 FORMCHECKBOX 
  No

	a. What is the requested number of participants (or records, specimens) to be added?
	     

	b. Provide rationale for adding participants:

	     

	Section 11 - PARTICIPANT COMPLAINTS & VOLUNTARY WITHDRAWALS

	a. Have any participants made complaints about the research since the last IRB review?
	 FORMCHECKBOX 
  Yes    

 FORMCHECKBOX 
  No

	If Yes ( List and describe each complaint and any actions taken to resolve the complaint(s).

	     

	b. Have any participants voluntarily withdrawn from the research since last IRB review? Do not include individuals whose participation was discontinued by the investigator or sponsor because of unanticipated problems, study completion, etc.
	 FORMCHECKBOX 
  Yes    

 FORMCHECKBOX 
  No

	If Yes ( List and describe each withdrawal and any actions taken (e.g., changes to the research or consent process) in response to the withdrawal(s).

	     

	Section 12 - RISK ASSESSMENT 

	a. Since the last IRB review (initial or continuing), did any unanticipated problems involving risks to subjects or others or adverse events occurred in research? 

	
	 FORMCHECKBOX 

	Yes ( Complete 

Appendix R


	
	 FORMCHECKBOX 

	No

	b. Is the research subject to Data and Safety Monitoring Board (DSMB) or other similar committee/group review?
	 FORMCHECKBOX 
  Yes ( Provide a copy of the most current report.
 FORMCHECKBOX 
  No

	c. Provide an assessment of the risks and potential benefits based on study results since last IRB review.   

	     

	d.  Summarize recent literature or other new information relevant to the research, if any, since last IRB review (initial or continuing). 
	 FORMCHECKBOX 
 N/A

	     

	e. Discuss significant new findings (e.g., affecting risks, benefits, or alternatives), if any, that could affect participants’ willingness to continue in the research and how participants have been or will be informed. 
	 FORMCHECKBOX 
 N/A

	     

	Section 13 -  PRINCIPAL INVESTIGATOR’S ASSURANCE 

	I agree to follow all applicable federal regulations, guidance, state and local laws, and university policies related to the protection of human subjects in research, as well as professional practice standards and generally accepted good research practices for investigators.

I verify that the information provided in this Continuing/Annual Review form is accurate and complete.  

	
	
	
	

	
	Signature of Principal Investigator
	
	Date

	
	
	
	

	
	Printed name of Principal Investigator
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