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Annual Update Form

 For Primary Investigator completion


	
	
	

	Along with this completed Continuing Review Renewal Form, please submit: (see #5 Below)
1. a.  A clean (unmarked) version of the informed consent 

b.  The most recent consent that was signed by the last patient enrolled in the study.  Please black out patients name before submitting.

*** informed  consent forms DO NOT need to be submitted if study is closed to enrollment or written consent was not required or waived originally.
2. Any relevant recent literature, interim findings, or mulitcenter trial reports.
3. If new changes are being proposed to the project at the same time as the continuing renewal submission, a completed Protocol Revision Form must be included, as well as any corresponding documents related to the proposed changes, included but not limited to; 
· revised/amended protocol document  
· new or revised instruments or measures (surveys, interview questions, questionnaires etc.) 
· revised consent form or patient information document
·  HIPAA authorization form
·  recruitment materials (including advertisements)
· any other pertinent documents related to the proposed project.


	 

	Study Title:
	
	

	

	Principal Investigator:   
	
	

	

	Sub Investigator/s:



	

	Form Completed By:
	
	

	

	Date:
	
	

	

	
	
	

	Individuals must electronically sign the package on IRBNet  or provide a “wet ink signature” prior to submission. The electronic signature on IRBNet will represent the individuals attestation that this is an electronically verified report confirmed by the Principal Investigator.


	
	
	
	
	
	
	
	
	
	

	

	
	
	
	
	
	
	
	
	
	

	1.
	Purpose of Study
	

	
	

	
	
	
	
	
	
	
	
	
	

	2.
	Status of Study
	
	
	
	
	
	
	
	

	
	
	   FORMCHECKBOX 
 Open and actively enrolling

 FORMCHECKBOX 
  Closed to enrollment, BUT research  related  activity continues
 FORMCHECKBOX 
  Closed to enrollment AND all research related activity is completed (this includes long-term follow-up)
 FORMCHECKBOX 
  Permanently closed, all study activity completed

	

	3.
	Subject Enrollment  This includes contact with subjects, data collected on subjects, or number of subjects in an existing data source.

	
	
	
	

	
	A.
	
	Total number of local subjects enrolled to date

	
	
	
	
	
	
	
	
	
	

	
	B.
	

	
	
	
	Original Enrollment goal

	

	4.
	Data Analyses ONLY

	
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 YES
	Contact with subjects and data collection is complete and the research involves data analyses only. If yes, complete A.

	
	
	
	A.
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 YES
	Is data identifiable (a link to the identity of the subject remains)? If yes, complete B.

If no (research activities are limited to data analysis only and all data has been de-identified (no link between data and subject identity remains including no key to coded data)), this project can be closed. Please submit a closure form instead of the renewal form as soon as possible. 

	
	
	
	
	
	
	
	
	
	

	
	
	
	B.
	If data is identifiable (a link to the identity of subject remains) please explain why identifiable data must be maintained (e.g. why you must keep a key to coded data, why a link between data and subject identity must be maintained.

	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	5.
	Informed Consent-written or implied (such as in survey research in which a patient information document was presented to the patient and participation implied consent)

	
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 YES
	Did any problems occur relative to the obtainment and documentation of informed consent?  If yes, please explain below:

	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 YES
	Is the consent or patient information document still acceptable i.e. the information contained is accurate and complete? If No, explain below:

	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 YES
	Has any new information been obtained since the last IRB review that should be disclosed to the subject? If yes, explain below:

	
	
	
	

	
	
	
	
	
	
	
	
	
	

	**Please submit the current consent forms or patient information form documents. 
1.      One copy must be a clean (unstamped) copy.  
2.       The second copy must be a copy of the form that was stamped for approval by the IRB at time of approval or of last annual update.  Please redact subject names if they are included for confidentiality.
If during the preparation of this application, it is determined that the consent forms or patient information forms require revision, please submit the revised document along with the Covenant IRB Revisions Form in conjunction with this Annual Update form. YOU DO NOT NEED TO ATTACH INFORMED CONSENT IF THE STUDY IS CLOSED TO ENROLLMENT

	
	
	
	
	
	
	
	
	
	

	6.
	Subject Withdrawal

	
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 YES
	Have any recruited subjects withdrawn from the research in the last approval period?  If yes, complete a and b.

	
	
	
	A.
	
	Number of Voluntary withdrawals. Explain below:

	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	B.
	
	Number of Involuntary withdrawals. Explain Below:

	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	7.
	Unanticipated Problems or Adverse Events, Privacy issues, Protocol Deviations

	
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 YES
	Have there been any unanticipated problems, adverse events, privacy issues or protocol deviations in the last approval period? If yes, complete a through d.

	
	

	
	
	
	

	Pt ID#
	Summary
	Type (AE, Protocol violation, Unanticipated problem, privacy issue)

	
	
	

	
	
	

	
	
	
	
	
	
	
	

	8.
	Complaints

	
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 YES
	Have there been any complaints by the subjects or their representatives related to their participation in this study in the last approval period? If yes, complete A and B.

	
	
	
	A.
	
	Number of complaints

	
	
	
	B.
	Please provide a summary of complaints below:

	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	9. 
	Risks

	
	A.
	Based on the study results, describe the risks (physical, psychological, social, legal, economic, or risks related to privacy and confidentiality) posed to subjects as a result of their participation in this study.

	
	
	

	
	
	
	
	
	
	
	
	
	

	
	B.
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 YES
	Does the description provided in question 9.A. indicate that there is an increased risk to subjects or others? This may include relevant recent literature, political or cultural changes in the study venue, new information from other studies, or participants’ reactions (physical or emotional) while on this study.

	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	10.
	Benefits:
	Based on the study results, describe the benefits, if any, that subjects have received as result of their participation in this study. Monetary or non-monetary compensation (e.g., cash, gift cards, etc.) is not considered a benefit to subjects.

	
	
	
	

	
	
	
	
	
	
	
	
	
	

	11.
	Summary:
	Please Summarize:

	
	
	
	· Any interim findings and/or ;

· Amendments to the research in the last approval period (inserting-“Refer to Last Amendment” is not acceptable)

	
	
	
	

	
	
	
	
	
	
	
	
	
	

	12.
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 YES
	Is there any relevant recent literature that relates to this research study since the last IRB review? If yes, include with the renewal submission and provide a brief summary of the relevant recent literature.

	
	
	
	
	
	
	
	
	
	


	


	Research Personnel: Please indicate if there have been any additions or deletions to the research team.  If Yes; please list the name and provide Curriculum Vitae and Evidence of Human Participant Protection Education ( if previous documents have not been previously submitted to the Covenant IRB or it has been greater than 2 years since the practioner has actively participated in research activities)


	13.   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      

	


	


14.
Conflict of Interest Disclosure: Required Annually
List all Investigators and Appropriate individuals who could have a conflict of interest


Appropriate individuals are defined as 

· Investigators and or sub/investigators who are physicians and other individuals responsible for the design, conduct, or reporting of research at Covenant under Covenant grants and contracts

· All people responsible for oversight of research or negotiation of research agreements at Covenant

	Name
	Credential (MD, DO, RN, PharmD )
	Change in COI from last disclosure
	If YES, Disclosure completed and sent to Compliance

	
	
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      

	
	
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      

	
	
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      

	
	
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      

	
	
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      

	
	
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      

	
	
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      

	
	
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      

	
	
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      

	
	
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      

	
	
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      

	
	
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      

	
	
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      

	
	
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      
	   FORMCHECKBOX 
 NO    FORMCHECKBOX 
 YES      

















COVENANT HEALTHCARE SYSTEM

Covenant Medical Center

Conflict of Interest Policy Affirmation and Disclosure Statement



For both Covenant IRB and Covenant Central Research Dept use
THE UNDERSIGNED is a member of the Institutional Review Board or an Investigator for a proposed Clinical Research Study, at Covenant HealthCare System, or Covenant Medical Center, Inc.  The undersigned hereby affirms and acknowledges that he/she has access to and/or received and read the Covenant Medical Center IRB Policy (#IRB 9-1) “Conflict of Interest” and the Covenant Administrative Policy (#AP 1209 “Conflict of Interest”) and   agrees to abide by these policies.

I hereby certify, to the best of my knowledge, that I or a member of my “immediate family” have the following interests / relationships in the following entities which may / does create a Conflict of Interest:

Name of Organization

Address

     Description of Interest

Please list NONE if appropriate. Do not leave blank.



______________________  

_______________________  

________________________

______________________ 

 _______________________ 

 ________________________

______________________  

_______________________  

________________________

______________________  

_______________________  

________________________

If no financial / other relationship exists, then please write NONE in one of the spaces provided above.
“Financial Interest” shall mean any arrangement or transaction pursuant to which the family member has, directly or indirectly, through business, investment or household, either:

a. A present or potential ownership, investment interest or compensation arrangement in any entity which the IRB or Covenant has or may have a business transaction or arrangement; or

b. A payment arrangement with a company that does business with Covenant. Payment is described as compensation or remuneration for personal or professional services, any types of securities, meals, entertainment, travel, gifts, grants, honoraria, donations, sponsorships, research funding or grants, medical education or other in kind services.   See Policy 9-1 for further details.

“Immediate Family” shall mean spouse or domestic partner, parents, children, or anyone who resides with the IRB member or investigator or who is the IRB member of investigators dependent for tax purposes.
I hereby certify that the above information is true, correct, and complete to the best of my knowledge, information and belief.

______________________



________________________________

              Date




Signature (If not electronically signing







   In IRBNet)

_______________________



________________________________

            Position 




Print Name 

Revised Sep 30, 2022
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