
Directions for Continuation Form Submission
· Continuations should be submitted six weeks before the date of expiration.
· Requests for continuation of a currently approved research protocol will be reviewed at a regularly convened meeting of the IRB committee that issued the original approval unless the criteria for expedited review are met.
1. Expedited Review for Continuation 

Research that meets the following criteria may be reviewed by the IRB Chair or his/ her designee:

a) Where project was originally given an expedited approval; 

                                                                  
or

Where:
the research is permanently closed to enrollment of new subjects; and
all subjects have completed all research-related interventions; and/or 
the research remains active only for long-term follow-up of subjects

or

b) Where no subjects have been enrolled and no additional risks have been identified (if the protocol has had a Full Board amendment approval within the last year that has increased the risks to the participants, a Full Board Continuation must be submitted);

or

c) Where the remaining research activities are limited to data analysis

All required continuation documents must be submitted six weeks prior to the expiration date.  

· Submit one copy of the Continuation Form with original signatures

· Two clean* copies of the informed consent/assent/information sheet currently in use (if applicable)

· Two clean* copies of the advertisements/notices/flyers currently in use (if applicable).

2. Full Board Review for Continuation 

All required documents must be submitted six weeks prior to the expiration date. 

· Submit one copy of the Continuation Form with original signatures (no faxed or copied signatures)
· Two clean* copies, single sided, of the informed consent/assent/information sheet currently in use (if applicable)

· Two clean* copies of the advertisements/notices/flyers currently in use (if applicable).

AND

Submit 19 collated packets each containing: 

· One copy of the Continuation Form 

· One clean* copy of the informed consent, assent, information sheet currently in use (if applicable)

· One clean* copy of the recruitment materials, notices, and flyers currently in use (if applicable).

* Without IRB Approval Stamp
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· All IRB submission forms must be the current form date (down load from http://irb.wayne.edu/forms-requirements-categories.php) and typed or computer generated.
· *Submit originals with original signatures—no faxed or copied signatures.
· Please call us if you have any questions along the way: (313) 577-1628

Section A: Principal Investigator (PI)
	1. 
	Name of PI
	     
	Department 
	     

	2. 
	PI’s Signature*
	
	Fax
	     

	3. 
	Address
     
If any of your contact information has changed since the last IRB submission please revise the information on WSU’s pipeline, if you have WSU access.
	Pager
	     

	4. 
	
	E-Mail
	

	5. 
	
	Telephone
	     

	6. 
	Form Completed By
	     
	Date 
	     

	
	Telephone
	     
	E-mail
	     


	7. Section B: Protocol Information

8. 
	Coeus Number
	     

	9. 
	IRB Protocol Number (e.g. ########MP4F)
	     

	10. 
	Project Title
	     

	11. 
	Expiration Date
	                                            (submit your continuation six weeks before this date)

	12. 
	Note:  If your protocol does not receive approval prior to the expiration date, no new participants can be enrolled, no data can be collected or used for research if collected during the period of non-IRB approval (lapsed approval). Refer to IRB policy “Continuation/Renewal of Protocol” www.irb.wayne.edu 

	13. 
	Current Source of Funding
	     

	14. 
	a. Is this a change from the time of the last approval? 

NOTE: If there is a change, an amendment should have been submitted. 

If not done, an amendment form must be submitted.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No 

	15. 
	If this is a multi-site study, Is WSU the Coordinating Center for this study? If yes, complete a Coordinating Center Form and submit with this continuation and see policy.
	 FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 N/A
 FORMCHECKBOX 
 No  

	16. 
	If research personnel will be accessing in-patient and/or out-patient medical records from WSU or affiliated sites, or from databases created from in-patient and/or out-patient medical records, have appropriate HIPAA documentation been submitted (HIPAA Summary Form and HIPAA Authorization Form-if applicable)?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 N/A


	17. 
	This question applies to the Principal Investigator only: Has any potential and/or real financial conflict of interest arisen since the last IRB review that has not yet been reported to the Financial Conflict of Interest Committee (FCOIC)?

Complete this answer by hand please.
If yes, a “Financial Conflict of Interest Detailed Disclosure Form” must be submitted to the FCOIC annually or when a change occurs. The form and more information are available at: www.research.wayne.edu/coi. For additional information, contact the Conflict of Interest Coordinator at 313-577-9064. 
	 Yes 
 No


Section C: Operational Status of Project

	#
	Question

	18. 
	Has this project accrued participants (consented) and/or collected data/specimens?
	 FORMCHECKBOX 
 Yes (go to question #14)
 FORMCHECKBOX 
 No 

	19. 
	If no, please list all of the reasons for not accruing participants/data/specimens:

	 FORMCHECKBOX 
 Insufficient staff

 FORMCHECKBOX 
 Insufficient funding

 FORMCHECKBOX 
 Lack of eligible participants

 FORMCHECKBOX 
 Other (explain):      

	20. 
	Is this protocol closed to accrual, recruitment or review of new records?


	 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No  (go to question #15)
	Date when study recruitment 

ended:      


	21. 
	If yes, have all the participants completed all research related interventions*?

If yes, this submission qualifies for expedited review.

*(Long term follow-up without intervention is not considered research-related intervention.)  
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No



	22. 
	NOTE:  It is not necessary to submit copies of the informed consent/assent if the protocol is closed to accrual unless the informed consent has been changed, re-consenting of participants continues, and/or re-consenting of participants may be needed in the future.

	23. 
	

	24. 
	a. Indicate the initial number of participants/data/specimens approved for recruitment at WSU or its approved sites. This number should reflect the approximate amount reported in the Protocol Summary Form (Q#25)
	     

	25. 
	b. Indicate the current number of participants/data/specimens approved for recruitment at WSU or its approved sites. 

 
	     

	26. 
	c. If answer in a. and b. differ:           
Did you submit an amendment prior to recruitment?                    
If not done, submit an Unexpected Problem Report and an Amendment form immediately, as these need to be processed before your continuation can be reviewed.                                                                                                                             
	 FORMCHECKBOX 
  N/A 
 FORMCHECKBOX 
  Yes:  date submitted:         
 FORMCHECKBOX 
  No:   date I am submitting the amendment and Unexpected Problem Report:        

	27. 
	d. Indicate the number of participants consented to date at WSU or approved sites. 
	     

	
	e. If this is a chart review ONLY study, indicate the number of charts reviewed to date at WSU or approved sites. 
	     

	28. 
	This question applies to Veterans Administration Medical Center (VAMC) research only: Indicate the cumulative number of participants enrolled in each category (enter “0” if none enrolled). 

	 FORMCHECKBOX 
 NA



	29. 
	Vulnerable Group
	#
	Vulnerable Group
	#
	

	30. 
	Children
	     
	Pregnant women, fetus, neonates
	     
	

	
	Persons with a cognitive Impairment
	     
	Prisoners
	     
	

	
	Non-consenting participant
	     
	Terminally ill
	     
	

	
	If participants enrolled in the study could be classified as belonging to a vulnerable group, IRB approval is required.  If not previously approved by the IRB, submit an amendment to request the inclusion of the vulnerable group into the study.
	

	31. 
	Complete the table below regarding the cumulative number of participants (consented)/documents/ charts reviewed/specimens accrued at WSU or its approved sites since the project was initiated. 

	
	

	American Indian or Alaskan Native
	Asian 
	Black, not of Hispanic Origin
	Hispanic
	White, not of Hispanic Origin
	Native Hawaiian or Pacific

Islander
	Other or Unknown


	Total

	
	Female
	     
	     
	     
	     
	     
	     
	     
	     

	
	Male
	     
	     
	     
	     
	     
	     
	     
	     

	
	Unknown
	     
	     
	     
	     
	     
	     
	     
	     

	
	Total
	     
	     
	     
	     
	     
	     
	     
	     

	32. 
	Is there an equitable distribution of ethnic groups?
	 FORMCHECKBOX 
 N/A (go to #19)

 FORMCHECKBOX 
 Ethnicity data not being collected (go to #19)

 FORMCHECKBOX 
 Yes (go to #19)
 FORMCHECKBOX 
 No (answer #18 a and b)



	33. 
	a. Provide justification for the inequity:

	 FORMCHECKBOX 
 Sample size too small to judge

 FORMCHECKBOX 
 Reflects site/clinic population 

 FORMCHECKBOX 
 Research on specific ethnic group(s)

 FORMCHECKBOX 
 Other, explain below:

     

	34. 
	b. If the inequity cannot be justified, what actions will be taken during the next year to address this issue?
	     
	 FORMCHECKBOX 
 N/A

	35. 
	Is there an equitable distribution of gender?
	 FORMCHECKBOX 
 N/A (go to #20)

 FORMCHECKBOX 
 Gender data not being collected (go to #20)

 FORMCHECKBOX 
 Yes (go to #20)

 FORMCHECKBOX 
 No (answer  #19a and b)

	36. 
	a. Provide justification for the inequity


	 FORMCHECKBOX 
 Sample size too small to judge

 FORMCHECKBOX 
 Reflects site/clinic population 

 FORMCHECKBOX 
 Research on specific gender

 FORMCHECKBOX 
 Other, explain below:

      

	
	b. If the inequity cannot be justified, what actions will be taken during the next year to address this issue?
	     
	 FORMCHECKBOX 
 N/A

	37. 
	How many participants withdrew their consent from the study at WSU and/or approved sites?
	 FORMCHECKBOX 
 N/A

 FORMCHECKBOX 
 None

	38. 
	a. Total since initial approval? 
	     
	

	39. 
	b. Total since last approval?
	     
	

	40. 
	c. Summarize the reasons why participants withdrew their consent to participate in the study.
	     

	41. 
	How many participants did the PI remove from the study at WSU and/or approved sites?

Some examples may be screening failures, non-compliance or lost to follow-up.
	 FORMCHECKBOX 
N/A

 FORMCHECKBOX 
 None

	
	a. Since initial approval?
	     
	

	
	b. Since last approval?
	     
	

	
	c. Summarize the reasons why PI removed participants from the study.

     


Section D:  Study Conduct 

	#
	Question

	42. 
	Please indicate all of the following protocol amendment categories that received IRB approval since the inception of this study. For each of these approved amendments, provide a concise narrative summary explaining the reasons for the amendment. 
	 FORMCHECKBOX 
N/A

	
	Amendment Category
	Date of

Approval
	Concise Narrative Summary

	
	Key Personnel Additions/Deletions
	     
	     

	
	Change in PI
	     
	     

	
	Recruiting and Advertising
	     
	     

	
	Protocol Revisions:
	

	
	    Administrative changes
	     
	     

	
	    Study design
	     
	     

	
	    Enrollment criteria
	     
	     

	
	    Change in treatment
	     
	     

	
	    Data collection methods
	     
	     

	
	    Risks and/or benefits
	     
	     

	
	   Other
	     
	     

	
	Consent/Assent/Info Sheets
	     
	     

	
	HIPAA Summary/Authorization
	     
	     

	
	Investigator’s Brochure/Package Insert
	     
	     

	
	Other (data safety monitoring minutes, study on hold notification, etc.)
	     
	     

	23.
	Has the non-English short form consent been used for this study?

*Please note non-English speaking participants must have the short form used plus the long form verbally translated into their language.
	 FORMCHECKBOX 
 Yes (if yes, answer below)

 FORMCHECKBOX 
 No 

	22. 
	Language used:       FORMCHECKBOX 
 Spanish       FORMCHECKBOX 
  Arabic      FORMCHECKBOX 
 Other:               FORMCHECKBOX 
 Other:               FORMCHECKBOX 
 Other:      
Number of occurrences:                                                                                                    
 

	24.
	For Investigator-initiated studies at WSU and/or approved sites involving:

· an IND (drug study), or

· an IDE (device study), or 

· studies that have received IRB approval with provision that a literature search be performed on an annual or other basis,

Provide the following: 
(1) Most recent date that a literature search or review of the literature was completed, and 
(2) Define the strategy of the search and how the results of the search might impact the protocol 
     approved by the IRB.
	 FORMCHECKBOX 
 N/A

	23. 
	Narrative:      


	25.
	List all reportable unexpected Adverse Reactions and/or Events (Serious Adverse Event-SAE) associated with this protocol (i.e., only those that met IRB reporting guidelines) in a concise narrative including the number of separate occurrences (attach separate page if necessary). These should match the specific SAE reports submitted on the Problem Report Form on file for this protocol. Follow-up reports are not counted as a separate SAE. 
	 FORMCHECKBOX 
 None

	24. 
	Site
	Current Approval Period
	Period Since Initial Approval

	25. 
	WSU Sites and/or approved sites
	     
(Example only: 3 episodes of septic shock, 1  seizure, 5 episodes of elevated liver enzymes)
	     

	26. 
	Non-WSU Sites
	     
	     

	26.
	Please provide a concise narrative description that explains the relevance of all reported SAE to the study interventions; any effects on study participants; and if a change in SAE frequency, severity, and/or specificity have occurred. Please indicate if any “possibly related” events have relevance on the study interventions.
	 FORMCHECKBOX 
 N/A

	27. 
	Narrative:      
 

	27.
	Please indicate all of the following protocol events that occurred since the initiation of this study. For each of these events, provide the dates of occurrence and a concise narrative summary explaining the reasons for the incidents.  These events are reported to the IRB on an Unexpected Problem Form. 
 

	28. 
	Event: 
	Date of

Event
	Concise Narrative Summary


	29. 
	Audits (internal/external)
	     
	     
	 FORMCHECKBOX 
 None

	30. 
	Breach of confidentiality
	     
	     
	 FORMCHECKBOX 
 None

	31. 
	Hold notifications 
	     
	     
	 FORMCHECKBOX 
 None

	32. 
	Period of non-IRB approval
	     
	     
	 FORMCHECKBOX 
 None

	33. 
	Participant complaints
	     
	     
	 FORMCHECKBOX 
 None

	34. 
	Suspensions (institutional or sponsor)
	     
	     
	 FORMCHECKBOX 
 None

	35. 
	Change to protocol without IRB review and/or approval
	     
	     
	 FORMCHECKBOX 
 None

	36. 
	Unanticipated adverse device effect
	     
	     
	 FORMCHECKBOX 
 None

	37. 
	Incarceration of a participant in the study which was not approved for prisoners
	     
	     
	 FORMCHECKBOX 
 None

	38. 
	Violations or deviations
	     
	     
	 FORMCHECKBOX 
 None

	
	Other
	     
	     
	 FORMCHECKBOX 
 None

	28.
	What processes are in place to prevent any of these events from reoccurring?
	     
	 FORMCHECKBOX 
 N/A

	29.
	Since last approval, indicate all of the following information obtained about the study. Provide a concise narrative summary explaining the significance to the protocol.

	a. 
	Information:
	Concise Narrative

	b. 
	Data safety reports pertinent to the study?
	     

	 FORMCHECKBOX 
 None

	c. 
	Change in FDA labeling or withdrawal from marketing of drug, device or biologic used in the protocol?
	     
	 FORMCHECKBOX 
 None

	d. 
	Reports with relevant scientific interim findings?
	     
	 FORMCHECKBOX 
 None

	e. 
	Change in the risk/benefit ratio?
	     
	 FORMCHECKBOX 
 None

	30.
	Provide justification as to why this protocol should receive approval for continuation.
	     

	31.
	Since the last IRB approval, have any publications, abstracts, and/or presentations resulted from this research protocol? If yes, attach complete copies.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  


Section E:  Progress Report
	32.
	Narrative Summary
Please provide a complete and concise updated progress report of the research project--in non-technical language (lay terms).  Information provided is intended to give all members of the IRB (scientists and non-scientists) a clear understanding of the research study to-date. 



	
	State the current goals, aims, and/or hypothesis of the study: 
     

	
	Provide a brief description of methods and procedures of the study: 
     


	
	Provide a brief summary of the progress of the study: 
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