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INDEPENDENT REVIEW BOARD




	CONTINUING REVIEW REPORT FOR SINGLE SITE RESEARCH




2111 West Braker Lane, Suite 400, Austin, TX 78758 TEL: 512-380-1244   FAX: 512-382-8902   EMAIL: rcrc@rcrc-irb.com
SPONSOR:       

 PROTOCOL #:       
INVESTIGATOR:        
	This form should be utilized for requesting continued approval of research currently active and approved by RCRC.  If you require additional information when completing this form, please contact us at the number listed above.

If you wish to close your research at this site, please complete and submit Form 130 Final/Close-out Report.


A. CONTACT INFORMATION:

	1.
	Name of Person Completing this Form:
	     

	2.
	Has there been a change in the contact information that has not been reported to RCRC?
	 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes

If yes, please provide the following for the new contact information:

Name:       
Address:       
Phone Number:       
Email Address:       


B. PROTOCOL INFORMATION:

	RCRC needs to verify that the most current study documentation is being utilized at this site.  Please complete the following:

	1.
	Date of the Current Protocol, Including Amendments, Addendums, etc.:
	     

	2.
	Date of the Current Study Product Information (ex. IB, Device Manual, PDR, Package Insert, etc.):
	     

	3.
	Date of Currently Approved ICD:
	     

	4.
	If Applicable, Date of Currently 

Approved Additional ICD’s (ex. Foreign ICDs, Addendum, Genotyping, etc.):
	     


SPONSOR:   REF Sponsor 
     


 PROTOCOL #:   REF protocol 
     

INVESTIGATOR:    REF pi 
     

C. STUDY STATUS AND ENROLLMENT (Ensure information provided below reflects the overall study numbers currently at this site):

**For ocular studies, please use the number of eyes studied in place of “participants”, if appropriate. 
	1.
	Active:

 FORMCHECKBOX 
 Study has not begun (only complete sections D and I)
 FORMCHECKBOX 
 Study is open to enrollment 

 FORMCHECKBOX 
 Study is closed to enrollment; study procedures and follow-up are ongoing
 FORMCHECKBOX 
 Study is closed to enrollment; all participants have completed study procedures and follow-up; data collection from the participant or the participant’s PHI is ongoing at this site 

 FORMCHECKBOX 
 Other (describe):       

	2.
	** For ocular studies - use the number of eyes studied in place of “participants”, if appropriate
** For data collection research – use the number of records

** For survey research – use the number of surveys collected

Total number (i.e., Q2 = Q3+Q4+Q5+Q6) of participants** who 

· signed consent, and

· completed the screening procedures, and 

· continued with the study (received test article).

Do not include screen failures or participants who chose to leave before receiving/using the test article.  
	     

	3.
	Of the total number in question #2 of this section, how many participants voluntarily withdrew from the study (ended participation prior to completing the study)? Please list the reason for the withdrawal(s), if known (attach separate documentation if necessary). If not known, please indicate “not known”.

     
	     

	4.
	Of the total number in question #2 of this section, how many participants were withdrawn by the PI/Sponsor? Please list the reason for the withdrawal(s) below (attach separate documentation if necessary).
     
	     

	5.
	How many participants are actively enrolled (undergoing study procedures or follow-up)?
	     

	6.
	How many participants completed the study (all research related interactions with the participant are completed)? 
	     

	7.
	Do the enrollment numbers exceed the number of participants currently identified in the RCRC approved protocol? If yes, please attach an explanation for Board review.
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes  


SPONSOR:   REF Sponsor 
     


 PROTOCOL #:   REF protocol 
     

INVESTIGATOR:    REF pi 
     

D. Investigator and site information:
	1.
	Has there been a change in site address(es) that has not been reported and approved by RCRC? If yes, complete and submit FORM 140 and attach to this report.
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes

	2.
	Has the 24-hour number changed (as identified on the ICD)?
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes, list new number:       

	3.
	Has there been a change in the financial disclosure status of the Principal Investigator or other members of the Research Staff that has not been reported to RCRC?  If yes, attach updated FORM 515.
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes  

	4.
	Has there been a change in the status of Board certification, licensure, or an FDA debarment of the Principal Investigator that has not been reported to RCRC? If yes, provide attachment.
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes  

	5.
	Has the FDA issued Form 483 (not directly related to this research) that has not been reported to RCRC? If yes, provide attachment.
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes  

	6.
	Have there been any changes in community attitudes towards research at this site? If yes, provide attachment.
	 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes

	7.
	Have there been any changes in the state or local laws affecting clinical research? If yes, provide attachment.
	 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes

	8.
	Have there been any changes in the resources (e.g., financial, equipment, time allotment) or personnel at this site that may impact the safety of participants, or successful completion of the research at this site? If yes, provide attachment.
	 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes

	9.
	Have any of the following processes changed since your initial review (please refer to your initial submission form)?

· Recruitment Procedures

· Procedures for equitable selection of participants

· Participant privacy protections

· Data confidentiality procedures

· Vulnerable populations provisions

If any of the above has changed, provide a summary for Board review and approval.
	 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes

	10.
	Have any non-English speaking participants been enrolled in this study?  
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes  
 FORMCHECKBOX 
  N/A

	11.
	If yes, has RCRC approved an Informed Consent Document in the participant’s language?  If not, please provide an explanation.
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes  
 FORMCHECKBOX 
  N/A


SPONSOR:   REF Sponsor 
     


PROTOCOL #:  REF protocol 
     







INVESTIGATOR:  REF pi 
     

E. UNANTICIPATED PROBLEMS:  
	RCRC defines an unanticipated problem (UP) as any incident, experience, or outcome that is (1) unexpected, (2) related or possibly related to the research, AND (3) suggests that the research places participants or others at a greater risk of harm than was previously known or recognized. For events to be REPORTABLE as a UP to RCRC IRB, they must be unexpected and a problem for the study, and may potentially require a change in the research [protocol, IC process or IC document] or other corrective action to protect the rights, safety or welfare of the research participants.

	1.
	Are there any UPs that have not been reported to RCRC?  Examples of such items that meet RCRC reporting criteria are (see Form 300 for additional examples);
· Safety report which is determined to be an Unanticipated Problem 

· Unanticipated Adverse Device Effects (UADE) Report 

· Complaints from a participant or others, relating to the participant’s rights, safety or welfare or integrity of the study, or a complaint which has not be resolved by the research staff 

· Breach of confidentiality of data or privacy of the research participant
· Incarceration of a research participant when approval to enroll prisoners was not initially granted by RCRC IRB
· Changes made to the research or protocol without prior IRB approval in order to eliminate apparent immediate harm
· Information that indicates a change to the risks or potential benefits of the research, such as, interim analysis, multi-center trial reports, safety monitoring report, or publications in the literature 
· Change in FDA labeling or withdrawal from marketing of a drug, device, or biologic
· Sponsor-imposed suspension or termination of the study for safety reasons
· Issuance of FDA Form 483, Warning Letter, suspension, stipulation, probation, or revocation related to the Investigator’s medical or professional license
· Allegations or findings of non-compliance which affect participant safety, discovered by the sponsor, investigator, or research staff
· Failure to securely control the investigational product (loss of study drug/device)
· Significant/Major protocol deviations that increases risk to one or more participants, adversely affects the rights, safety or welfare of one or more participants, or adversely affects the integrity of the study data
If yes, Complete FORM 300 for each UP and submit with this report.
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes  


F. PARTICIPANT RIGHTS INFORMATION: 

	1.
	Has any new information become known that could affect participant’s willingness to continue in the study that has not been reported to RCRC? If yes, provide an explanation.
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes   

	2.
	Have you received any concerns, questions or complaints from your study participants that did not qualify as a UP reportable to RCRC, which have not been resolved? If yes, provide an explanation.
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes 


SPONSOR:   REF Sponsor 
     


 PROTOCOL #:   REF protocol 
     

INVESTIGATOR:    REF pi 
     

G. request for modifications to study documentation: 

	1.
	Are you submitting proposed revisions to the approved informed consent document(s)? If yes, provide for Board review and approval.
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes  

	2.
	Are you submitting proposed revisions to the approved protocol? If yes, provide for Board review and approval.
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes  

	3.
	Are you submitting revisions to study product information? If yes, provide for Board review.
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes  


H. INVESTIGATOR ASSESSMENT AND ADDITIONAL INFORMATION:

	1.
	In the Investigator’s opinion, have participants experienced any unexpected benefits? If yes, please attach a summary for Board review.
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes  

 FORMCHECKBOX 
  Undetermined 

	2.
	In the Investigator’s opinion, has there been a change in the risk/benefit ratio? If yes, please attach a summary for Board review.
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes  


I. PRINCIPAL INVESTIGATOR CERTIFICATION STATEMENT AND SIGNATURE:

	In accordance with 21 CFR 50, 56 and 45 CFR 46, I agree to continue to conduct this research according to the current IRB approved protocol, the applicable regulations, and RCRC requirements. I further certify that the information provided within this report is true and accurate.

Signature of Principal Investigator                                                                            Date


LIST OF ATTACHMENTS:

	REQUIRED DOCUMENTS

 FORMCHECKBOX 
 Completed and signed Continuing Review Report for Single Site Research (this document).

 FORMCHECKBOX 
 The Principal Investigator’s current professional license, unless already on file. Copies will be retained for future reference.

 FORMCHECKBOX 
 For each RCRC approved consent document (including foreign, addendum, genotyping, etc.), submit a copy of the ICD signature page(s) for the first and last participant enrolled in this study.  
 FORMCHECKBOX 
 Regulatory audit reports, if an audit occurred at your site. Copies will be retained for future reference.

 FORMCHECKBOX 
 A report of any pending disciplinary action against the Investigator or research staff. Copies will be retained for future reference.

 FORMCHECKBOX 
Attached explanation for any questions answered “Yes” that requires an attachment.

OPTIONAL DOCUMENTS (as needed):

 FORMCHECKBOX 
 Revisions to study documents (e.g. informed consent document(s), protocol or product information)
ADDITIONAL REQUIRED DOCUMENTS FOR STUDIES IN MASSACHUSETTES (Copies will be retained for future reference):

 FORMCHECKBOX 
 CURRENT DEA License (Controlled Substance Registration Certificate): DRUG studies only.

 FORMCHECKBOX 
 CURRENT Researcher License: DRUG studies only.




RCRC IRB FORM 120.SS Continuing Review Report for Single Site Research
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