IRB OF RECORD - UNIVERSITY OF TEXAS SOUTHWESTERN MEDICIAL CENTER CONTINUING REVIEW SUMMARY SHEET: Click or tap here to enter text.



	Study Title
	Click or tap here to enter text.
	Lead Principal Investigator
	Click or tap here to enter text.
	UTSW IRB Protocol # 
	Click or tap here to enter text.
	Relying Institution
	Click or tap here to enter text.
	Relying Site Principal Investigator
	Click or tap here to enter text.


Instructions: 
· The Relying Institution’s point of contact (POC) should work with their Site Investigator to record the appropriate responses (and sub-responses) for each question.
· The Relying Institution’s POC will share the completed continuing review (CR) summary sheet with the lead study teams Designated Contact and discuss any points requiring clarification, updating responses as needed.
· The lead study teams Designated Contact should collate the responses from all relying sites and complete the eIRB CR form appropriately.
· [bookmark: _GoBack]Attach the CR summary sheet for each site to section 14.1 of the CR Smartform.

1.0 Study Status
1.1 Recruitment of new subjects (Select one) 
☐ No participants/specimen/data have been enrolled/collected at this site to date – SKIP TO SECTION 3 
☐ Enrollment of participants at this site is ongoing (Enrollment includes the ongoing collection of existing data and/or specimens)
☐ Study is permanently closed to enrollment– enrollment in the study is complete and will not resume
☐ Study is temporarily closed to enrollment – enrollment is halted, but will potentially resume 
☐ All study procedures have been completed at this site and the study remains active only for analysis of identifiable data and/or long-term follow up
☐ Remaining research activities are limited to data analysis only 

1.2 If subjects have been enrolled to date at your site, select one of the following options: 
☐ Status 1 - Research procedures (any interaction or intervention for research purposes) are currently being performed involving at least one subject. [Complete 1.3]
☐ Status 2 - Research procedures (any interaction or intervention for research purposes) are not currently being performed involving at least one subject.  However, we plan on performing research procedures (interactions or interventions) in the future. [Complete 1.3]
☐ Status 3 - Research procedures (any interaction or intervention for research purposes) are not currently being performed involving at least one subject and we will not be performing research procedures (interactions or interventions) in the future. 
1.3 Does the remaining research activity at your site only involve: 
· minimal risk interactions with the subjects or  
· interventions that would be performed as part of routine practice or 
· data collection from record review? 
☐ Yes ☐ No 

2.0 Enrollment and Research Progress 
Number of subjects (or records/specimens) accrued from the local study site: IRB considers subjects that signed a consent form to be enrolled. For studies only accruing data/specimens, obtaining an individual’s information or specimens is considered enrolling subjects. 
2.1.1 Is this your first continuing review?
Choose an item. 
2.2.1 On your last progress report – how many total local subjects were reported as enrolled and consented?
 Click or tap here to enter text.
2.2.2 Since the last continuing review, how many local subjects have you either:  enrolled (consented); or included in research (chart review)? INSERT N/A IF THIS IS THE FIRST C.R. 
 Click or tap here to enter text.
2.2.3 How many subjects have been enrolled locally since the study started?
 Click or tap here to enter text.
2.2.4 How many local subjects are currently active (includes long term follow up)?
  Click or tap here to enter text.
2.2.5 How many local subjects have completed the study since the study started?
 Click or tap here to enter text.
2.3 Have any local subjects discontinued participation for any reason (including screen failures)? 
Choose an item.
DO NOT COMPLETE TABLE IF THIS IS THE FIRST CR.
	2.3.1 On your last progress report (CR) – how many total local subjects were reported as withdrawn since the study started?   
	 Click or tap here to enter text.

	2.3.2 Since your last IRB review, how many local subjects were screen failures (signed consent & completed only part or all of screening)? 
	 Click or tap here to enter text.

	2.3.3 Since your last IRB review, how many local subjects discontinued due to an Adverse Event (AE), except death? 
	 Click or tap here to enter text.

	2.3.4 Since your last IRB review, how many local subjects withdrew by their choice? 
	 Click or tap here to enter text.

	2.3.5 Since your last IRB review, how many local subjects were withdrawn by the PI (i.e., subject non-compliance, disease progression, etc.)? 
	 Click or tap here to enter text.

	2.3.6 Since your last IRB review, how many local subjects died during their participation period? 
	 Click or tap here to enter text.



2.4 Provide a detailed description of the reason for each local subject withdrawal since the last IRB review where: 
2.4a. Local Subjects withdrew by their choice:
 Click or tap here to enter text.
2.4b. Local Subjects were withdrawn by the PI:
 Click or tap here to enter text.
2.5 Is this study approved to recruit any of the following vulnerable populations? 
☐ Yes  ☐ No 

Complete the Vulnerable Population table below (if applicable)
	
	 
	 
	 

	 
	Yes 
	No 
	Enrolled locally since last CR 
	Total local  Enrollment 

	Children 
	☐	☐	 Click or tap here to enter text.
	 Click or tap here to enter text.

	Pregnant women/fetuses 
	☐	☐	 Click or tap here to enter text.
	 Click or tap here to enter text.

	Non-viable neonates / neonates of uncertain viability 
	☐ 
	☐ 
	 Click or tap here to enter text.
	 Click or tap here to enter text.

	Prisoners 
	☐	☐ 
	 Click or tap here to enter text.
	 Click or tap here to enter text.

	Cognitively impaired (adult surrogate consent) 
	☐ 
	☐ 
	 Click or tap here to enter text.
	 Click or tap here to enter text.






3.0 Study Activities 
3.1 Summarize your study’s progress toward achieving the objectives of the study.
Click or tap here to enter text.  
 3.2 If you are following subjects (considered active), provide specific descriptions of the follow-up (phone call only, additional procedures, etc.). When describing procedures, indicate whether they are standard care or research driven.
Click or tap here to enter text.
Section 4 and 5 Skipped

6.0 Subject’s Experience and Informed Consent 
 
6.1 Have there been any complaints (from subjects or others) about any study-related activities since the last IRB review? 
☐ Yes ☐ No 
 
6.1.1 If yes, explain: Click or tap here to enter text.
 
6.2 Is informed consent being obtained for this study? 
☐ Yes ☐ No 
 
6.2.1 If yes, was consent obtained in the manner required by the IRB from each participant prior to study procedures?  
☐ Yes ☐ No 
 
6.2.1a If no, explain: Click or tap here to enter text.
 
6.3 Is the study approved for non-English speaking participants? 
☐ Yes  ☐No 
 
6.3.1 If yes, have any non-English speaking participants been enrolled since the last review?  
☐Yes  ☐ No 
 
6.3.1a If yes, how many non-English speaking participants have been enrolled to date? 
Click or tap here to enter text.
 
6.3.1b If yes, did each of the non-English speaking participants sign a consent document in his or her primary language? 
☐ Yes  ☐ No 
 
6.3.1c If no, explain: Click or tap here to enter text.
 
6.4 Briefly describe how the participants have responded to the study and tolerated procedures: 
Click or tap here to enter text.
 
6.5 Is this study approved for adults with cognitive impairment? 
☐ Yes  ☐ No 
 
6.5.1 If yes, have subjects been enrolled by surrogate consent since the last IRB review? 
☐ Yes  ☐ No 
 
6.5.1a If yes, provide the number of subjects enrolled by surrogate consent since the last IRB review: 
Click or tap here to enter text.
 
6.5.2 If yes, have any subjects who were enrolled by surrogate consent subsequently regained autonomous decision-making capacity and consented to continue in the study since the last IRB review? 
☐ Yes 
☐ No 
☐ N/A, no subjects have regained autonomous decision-making capacity.  
 
6.5.2a If yes, provide the number of subjects who were enrolled by surrogate consent, regained autonomous decision-making capacity, and subsequently consented to continue in the study since the last continuing review: 
Click or tap here to enter text.
 
6.5.2b If no, explain:  Click or tap here to enter text.
 
6.5.3 If yes, have any subjects who were enrolled by surrogate consent subsequently regained autonomous decision-making capacity and decided not to continue in the study since the last continuing review? 
☐ Yes 
☐ No 
☐ N/A 
 
6.5.3a If yes, provide the number of subjects who were enrolled by surrogate consent and subsequently decided not to continue in the study since the last IRB review: 
Click or tap here to enter text.
 
6.5.3b If yes, describe the reasons why subjects enrolled by surrogate consent did not later provide informed consent when they regained autonomous decision-making capacity: 
Click or tap here to enter text.
 
Section 7.0 Skipped




8.0 Local Unanticipated Problems Involving Risks to Subjects or Others (UPIRSO) 
Review your local study records related to UPIRSOs since the last IRB review to answer the following questions. 

8.1 Taking into consideration all experiences and safety-related information, have any problems (AE or non-AE) occurred (locally) since the last IRB review?
☐ Yes	☐ No

8.1.1 If yes, are the nature, frequency, and/or severity of the problems unanticipated? (in order to determine frequency, you should consider all AE’s and Non-AE’s that have occurred locally since the study started)

Select Yes when there have been local unanticipated problems (i.e., events are not listed in protocol or consent form(s); occurred more often or more seriously than expected; or considering the underlying condition of the population, occurred more often or were more serious than expected). 
Select No when local problems have occurred as anticipated (i.e., events are listed in protocol or consent form(s), or considering the underlying condition of the population, the events are expected).
☐ Yes ☐ No 

8.1.2 If yes, were any of the local unanticipated problems identified in question 8.1.1, at least probably related to the research?

Answer Yes when there have been local unanticipated problems that are probably or definitely related; otherwise, answer No.
☐ Yes ☐ No

8.1.3 If yes, have the local unanticipated and probably-related problems been serious or do they suggest a greater risk than previously known?

Answer Yes when the local unanticipated and probably-related problems suggest a serious or greater risk than previously known; otherwise, answer No.
☐ Yes ☐ No

8.2  [Respond if 8.1, 8.1.1, 8.1.2, and 8.1.3 = Yes] Did you report all local UPIRSOs in the past year – even if the IRB determined the event was not a UPIRSO?
☐ Yes	☐ No

8.2.1 [Respond if 8.2 = No AND 8.1.1, 8.1.2, and 8.1.3 = Yes] Explain why local UPIRSOs were not promptly reported: 
Click or tap here to enter text.
NOTE: Communicate with Designated Contact to submit a new “Reportable Event.”

8.2.2 Describe the UPIRSO’s that were reported for this local site in the last year (include date reported and description of RE):
Click or tap here to enter text.

9.0 Local Deviations (Major and Minor Deviations) 
Review your local study records related to deviations since the last IRB review and answer the following questions: 

9.1 Have there been any local deviations (major or minor) from the currently-approved protocol initiated by the investigator, study staff, or study subjects (i.e. procedures/labs done outside the window, missed visits, procedures/labs not conducted, discrepancies in medication inventories)?
☐ Yes	☐ No

9.1.1 If yes, taking into account all local deviations individually and collectively, have any of these occurrences had an effect on or possibly affected subject rights, safety or welfare?	
☐ Yes	☐ No

*9.1.1a Explain your answer: 
Click or tap here to enter text.

9.1.2 If yes, taking into account all the local deviations individually and collectively have any of these occurrences had an effect on or possibly affected the science of the study?	
☐ Yes	☐ No

* 9.1.2a Explain your answer: 
Click or tap here to enter text.

9.1.3 If yes, have any occurrences been due to the failure of local study personnel or local support staff to follow the protocol?
☐ Yes	☐ No

9.1.3a If yes, summarize the circumstances which lead to the events: 
Click or tap here to enter text.

9.1.4 If yes, do any actions need to be taken (or have they been taken) to prevent reoccurrence?
☐ Yes	
☐ No

*Provide details here: Click or tap here to enter text.

9.1.5 If yes, did you report all possible local noncompliance in the past year – even if the IRB determined the event was not noncompliance?	
☐ Yes	
☐ No
☐ N/A

9.1.5a If no, explain:  Click or tap here to enter text.

9.1.6 Describe the non-compliance reports that were reported for this local site in the last year (including date and description of RE):
Click or tap here to enter text.
Section 10.0 Skipped

11.0 Financial Interest Disclosure

11.1 Since the last IRB review of this project, have the local principal investigator, other members of the study team, or their immediate family members, acquired a new financial interest in the entity sponsoring this trial or with any entity that manufactures the drug, device or software under study?	
☐ Yes	☐ No

11.1.1 If yes, explain: Click or tap here to enter text.


14.0 Final Page [Ensure each statement below is acknowledged by selecting checkbox]

14.1 All local auditing and post-approval monitoring reports have been submitted to the Designated Contact.  ☐

14.2 The local sites institution’s FederalWide Assurance [FWA] status is active ☐
14.2a If FWA expired since the last CR, provide the new expiration date
Click or tap here to enter text.

14.3 None of the participating investigators’ situations or qualifications have changed in ways that would adversely affect their participation in the study; no changes have occurred in the acceptability of the proposed research in terms of institutional commitments and applicable regulations, state or local law or standards of professional conduct or practice. ☐

14.3a If changes occurred please describe below: 
Click or tap here to enter text.


Congratulations, you have completed your local site’s eIRB continuing review summary!
The Continuing Review Form may only be forwarded for review by the Lead Study Team’s Designated Contact. Please save the document and provide a copy to the Lead Designated Contact. 

For questions reach out to the Lead Study Team’s Designated Contact. 
12/08/2020

