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INSTRUCTIONS

Please submit this continuation request at the time of your annual review.  We recommend you submit this request 60 days before your IRB approval expires.  

Please note that no new subjects may be enrolled and all research activities, including those affecting currently enrolled subjects and data analyses must stop if this current IRB approval lapses (if you have not received approval for this continuation prior to its most recent expiration date).  


A.  PROJECT STATUS: Provide an updated summary of the study protocol.  In addition, include separate paragraphs describing protocol changes during last approval period, subject experience (recruitment, retention, compliance etc.), and any new findings.
[bookmark: Text15]     



B. PRINCIPAL INVESTGATOR (PI) AND RESEARCH STAFF INFORMATION:  Please provide information about the person legally responsible for the study protocol.

1. [bookmark: Text3] PI Name:       

1a.  PI Degree (s):       

[bookmark: Text2]1b.  Gender:       

[bookmark: Text4]1c.  PI Company Name:       

[bookmark: Text5]1d.  PI Mailing Address:         

[bookmark: Text6]1e.  PI Phone:       

[bookmark: Text7]1f.  PI E-mail:       

2. [bookmark: Text10] Name of contact for this research if not PI:       

[bookmark: Text11]2a.  Gender:        

[bookmark: Text12]2b.  Contact Company Name:       

[bookmark: Text13]2c.  Contact Phone Number:       

[bookmark: Text14]2d.  Contact E-mail:       

3.  Has there been he requested changes will not be implemented until full written approval has been received.
nce to any stipulation simposed by any change in the Principal Investigator?
[bookmark: Check1]|_|Yes
[bookmark: Check2]|_|No

[bookmark: Text16]If yes, please explain:       

4.  Has there been any change in funder?
[bookmark: Check27]|_|Yes
[bookmark: Check28]|_|No

[bookmark: Text40]If yes, please explain:       

5.  Have there been any changes in research staff?
[bookmark: Check3]|_|Yes
[bookmark: Check4]|_|No

[bookmark: Text17]If yes, please explain:       

6.  Have all research staff complete the required CITI Refresher Training?
[bookmark: Check5]|_|Yes
[bookmark: Check6]|_|No

[bookmark: Text18]If no, please explain:       

7.  Has there been any change in the financial interest of the Principal Investigator, co-investigator, research staff members or their spouses or dependent children with respect to the funder or other entity whose business interests are related to the data or results of this study?
[bookmark: Check7]|_|Yes
[bookmark: Check8]|_|No

[bookmark: Text19]	If yes, please describe in detail:       

C.  STATUS OF RESEARCH ACTIVITIES

8.  Check all that apply:
[bookmark: Check9]|_|No subject recruitment or enrollment and no additional risks have been identified
[bookmark: Check10]|_|Subjects are being recruited and enrolled
[bookmark: Check11]|_|Study is permanently closed to enrollment
[bookmark: Check12]|_|Study is currently contacting subjects for follow-up per approved protocol
[bookmark: Check13]|_|All study interventions have ended, no further contact with subjects
[bookmark: Check14]|_|Study data is being analyzed.  No further subject contact and follow-ups are complete.  No new data is being collected


D.  ENROLLMENT

[bookmark: Text20]Number of participants approved for this study:       

[bookmark: Text21]Number of participants enrolled since initial approval:       

[bookmark: Text22]Number of participants who are male:       

[bookmark: Text23]Number of participants who are female:       

[bookmark: Text24]Number of participants who are minority:       

[bookmark: Text25]Number of participants who are non-minority:       

[bookmark: Text26]Number of participants who are considered part of a vulnerable population:       

[bookmark: Text27]Number of participants enrolled during last approval period:       

[bookmark: Text39]Number of signed consent forms on file:       

E.  WITHDRAWLS

[bookmark: Text28]Number of participants who voluntarily withdrew their consent:       

[bookmark: Text29]	Explain reasons for withdrawal(s):       

[bookmark: Text30]Number of participants who were withdrawn by the PI:       

[bookmark: Text31]	Explain reasons for withdrawal(s):       

F.  RESEARCH NOT INVOLVEDING HUMAN SUBJECTS 

[bookmark: Check15]|_|No data have been collected
[bookmark: Check16]|_|Study in continuing to collect or obtain data
[bookmark: Check17]|_|Study is only analyzing data.  No new data are to be collected

Number of records approved for this study:       

Number of records reviewed at this site since initial approval:       

[bookmark: Text32]Number of records review during this reporting period:       

Have you had difficulty reviewing records?
[bookmark: Check18]|_|Yes
[bookmark: Check19]|_|No

G.  WAIVER OF CONSENT/HIPAA AUTHORIZATION

Did the CRS IRB grant a waiver of consent for this study?
[bookmark: Check20]|_|Yes
[bookmark: Check21]|_|No

Did the CRS IRB grant a waiver of HIPAA authorization for this study?
|_|Yes
|_|No

If applicable, please attach copies.

H.  PROTOCOL VIOLATIONS, DEVIATIONS, OR SUBJECT COMPLAINTS

Did any protocol violations, deviations or subject complaints occur during the last approval period?
|_|Yes
|_|No

[bookmark: Text33]If yes, please explain:       

I.  RISK/BENEFIT RATIO

Based on funder or internal monitoring, has the risk/benefit ration changed for this study since the last approval period?
|_|Yes
|_|No


J.  ADVERSE EVENTS AND UNANTICIPATED PROBLEMS INVOLVING RISKS TO SUBJECTS

Were any adverse events (AE) submitted to the CRS IRB during the last approval period?
|_|Yes
|_|No


Were any unanticipated problems involving risks (UPIR) submitted to the CRS IRB during the last approval period?
|_|Yes
|_|No

[bookmark: Text34]If yes, how many AEs/UPIRs occurred?  Please describe in detail the steps taken by you, the funder and/or the CRS IRB in response to the AEs/UPIR:       

K. RECRUITMENT, SCREENING AND/OR CONSENT DOCUMENTS

Unless the study is closed to enrollment, please attach the most recently approved materials used for recruitment, screening and/or consent.  This includes all the following materials:  consent forms, information sheets, recruitment flyers/brochures, screening scripts, etc…

Please check which documents are being submitted:
[bookmark: Check22]|_|Brochure
|_|Newspaper
|_|Letter
|_|Website
|_|Public Service Announcement
|_|Posting/Flyer
|_|Video/Audio Recordings
[bookmark: Text35]|_|Other (specify):       


L. DATA SECURITY AND PRIVACY

Does this study collect sensitive or identifiable information?
[bookmark: Check23]|_|Yes
[bookmark: Check24]|_|No

[bookmark: Text36]If yes, please explain:       

Has there been a change in data sensitivity level (increase in sensitive level, decrease, now deidentified) since approval?
|_|Yes
|_|No

[bookmark: Text37]If yes, please explain:       

Have there been any changes to your data security procedures since the last approval?
[bookmark: Check25]|_|Yes
[bookmark: Check26]|_|No


Have there been any data security breaches during this past approval period?
|_|Yes
|_|No

[bookmark: Text38]If yes, please explain in detail:       


M. PROGRESS SUMMARY:  Please provide a brief summary explaining the progress of this study.  Please provide information on successes and challenges.  
[bookmark: Text41]     



INVESTIGAOR’S GAURENTEE

I certify that:
· All changes to the protocol have been reported to the CRS IRB, as of the date of submission for this report.
· All Adverse Events and Unanticipated Events involving Risk to Subjects have been reported to the CRS IRB.
· All protocol deviation have been reported to the CRS IRB.
· Risks continue to be minimized and are reasonable in relation to anticipated benefits.
· I continually review the data being collected to ensure the safety of the subjects.
· Subject selection has been equitable.
· There have not been any unreported breaches of confidentiality.
· Adequate provision to protect the privacy of subjects and the confidentiality of data are in place.
· The original research plan which described how risks would be minimized has not change.
· I will obtain informed consent from all subjects and document in accordance with regulations or I will abide by the conditions under which Waivers were granted.
· I continue to assert that the risks are reasonable in relation to the anticipated benefits.

All information provided in this request accurately and completely describes the activities and the current status of this study.



__________________________________			____________
Principal Investigator							Date
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