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Colorado Multiple Institutional Review Board
Continuing Review Form
Complete and return 45 days prior to expiration of the protocol
Approval Stamp
Protocol
Principal Investigator
Indicate VA involvement in this study
> Funding solely from the VA
             OR
> All procedures performed on VA                          property, with VA patients, or using VA equipment/resources
              OR
> All investigators and study personnel working solely on VA time
> Both VA and non-VA funding
              OR
> Some procedures performed on VA                          property, with VA patients, or using VA equipment/resources
              OR
> Some investigators and study personnel working on VA time
> No VA funding
          AND
> No procedures performed on VA                          property, with VA patients, or using VA equipment/resources
          AND
> No investigators or study personnel working on VA time
Current Status:
Select the option below that best describes the status of your study:
No subjects have ever been enrolled into this study
Enrollment of participants continues
Enrollment is complete, but participants are still receiving research related interventions (e.g. blood draws, still receiving treatment, etc.)
Enrollment is complete and research activities are limited to 
Long-Term follow-up of participants
Enrollment is complete and participants have completed all research related interventions and long-term follow-up is complete.  Research activities are limited to data analysis only
Enrollment is complete, all research procedures and data analysis are complete.  May possibly be accepted for publication.
Warning: OHRP interprets "long-term follow-up" to include: 
  ● Research interactions that involve no more than minimal risk to subjects (e.g., quality of life surveys); and 
  ● Collection of follow-up data from procedures or interventions that would have been done as part of routine clinical practice to monitor a subject for disease progression or recurrence, regardless of whether the procedures or interventions are described in the research protocol. 
  
OHRP interprets "long-term follow-up" to exclude research interventions that would not have been performed for clinical purposes, even if the research interventions involve no more than minimal risk. 
 
Please change the status to #3 if remaining research activities do not meet this definition of long-term follow-up.
Warning: Once closed, identifiable data/specimens can no longer be accessed or used.  If you plan to continue to work with identifiable data (including the need to go back to the identified data set to verify data), it is recommended the protocol be kept in Data Analysis Only.
 
If this study is banking data and/or specimens for future use, and the banked items will remained identified, the protocol should not close.
 
If this is a multisite study, and data/specimens will be sent off-site to the Sponsor/central site, the protocol can be closed locally if no identifiable data/specimens will be accessed locally.  
Current Status =  3 or 4 additional questions:
c)
What are the remaining procedures that are yet to be completed?
 (e.g. phone calls, blood draws, yearly exams, chart review, etc.)
Purpose:
Current Status =  6 additional questions:
a)  Does this research give subjects the option to be contacted for future studies and allow the investigator to keep their contact information for the purpose of future recruitment?
Please submit a separate recruitment database protocol prior to closing this study
Note:  The recruitment database created under this study will not be accessible once this study is closed, and the recruitment data must be destroyed with study closure per the destruction plan specified under the current study.  In order to store subject identifiers for the purpose of re-contacting subjects for future research, a separate recruitment database protocol must be submitted to COMIRB and approved prior to closing this study.  
 Have you submitted a separate recruitment database protocol to COMIRB?
b)  Does this research study give the subjects the option to have their samples and/or data banked locally for future studies?  
(Please note , this does not apply to multi-site studies in which UCD or an affiliate institution is NOT the central site and the samples/data are sent to the central site for banking)
Please submit a separate bio-/data-bank protocol prior to closing this study
Note:  The bio-/data-bank created under this study will not be accessible once this study is closed, and the samples and/or data must be destroyed with study closure per the destruction plan specified under the current study.  In order to store samples and/or data for the purpose of future research, a separate bio-/data-bank protocol must be submitted to COMIRB and approved prior to closing this study. 
Have you submitted a separate bio-/data-bank protocol to COMIRB?
1) Enrollment Data
a. Is this study designed to only analyze existing samples/data? (e.g., database queries, or retrospective chart reviews)
b. In Table 1, provide a breakdown of all enrolled subjects (individuals who have signed a consent form or who have had consent waived). Count each child subject, even if s/he did not sign a consent/assent; do not count parents who sign a consent only for the participation of their child.   Note: Number consented must = screen failures + withdrawals + total active & completed).
Table 1	
Screen Failures
Withdrawals	
Total Active & Completed
Number Approved by COMIRB
Number consented (or had consent waived)
Total
Since Last Review
Total
Since Last Review
Total
Since Last Review
Nat'l/Multi-site Enrollment
N/A	
N/A
N/A
N/A
N/A
N/A
N/A
Local Enrollment
c. Are any subjects of the following vulnerable population groups enrolled in this study?
(If Yes, provide a breakdown of enrollment for each vulnerable population in Table 2)
Table 2
Screen Failures
Withdrawals
Total Active & Completed
Vulnerable Populations
Number consented (or had consent waived)
Total
Since Last Review
Total
Since Last Review
Total
Since Last Review
Children
Pregnant Women
Prisoners
Decisionally Challenged
Non-English-speaking (consented)
Other
COMIRB Appreciates that total # in Table 2 may not match with Number Consented in Table 1
Note: you have indicated that non-English-speaking subjects have been enrolled in this study.  Please make sure that the Application form, section L, indicates that non-English-speaking subjects will be enrolled.
i) Indicate the method(s) used to consent these non-English-speaking subjects:
ii) Have at least three subjects who speak the same non-English language been enrolled via the short form?
Per COMIRB policy, once three subjects of a given language have been enrolled using the short form procedure, the consent form should be translated into that language.  Please address this point in your cover letter.
d. In Table 3, provide demographics for all local enrolled subjects, including subjects who have withdrawn or failed screening.
(Enrollment numbers only, No Percentages) Note: Total in Table 3 must match Number Consented in Table 1
Table 3
Native American	
Asian
Black
White
Hispanic
Other
Total
Female
Male
Unknown
Total
2) Amendments
a. Have there been any amendments to this study approved since your last continuing review?
      Note: copies no longer need to be re-submitted at the time of continuing review; COMIRB has records of amendments in the InfoEd system.
b. Are you submitting any new amendments to be reviewed with this continuing review? 
Note: the amendment submission should be created separately within InfoEd, focusing on only the documents being changed.
c. Have you submitted any new amendments within the past few weeks that have not yet been approved? 
Please call the Panel Coordinator to determine the status of your amendment before submitting this continuing review
You can locate which COMIRB panel is reviewing this protocol from your most recent feedback letter from COMIRB or by clicking on the 'Summaries' tab in eRA(InfoEd).  Contact numbers for each panel can be found on COMIRB's website, or by clicking here. 
3) New Information / Changes in the Field
Is there new risk, benefit, or alternative treatment information that should be disclosed to subjects, or that might affect subjects' willingness to continue participation?  (e.g. changes to current standard care or new publications in the literature that affect the justification for this study)?
b. Will subjects be re-consented based on this new information?
Please make sure you are submitting, or have submitted, an amendment to revise the consent form with this new information.  Please check 'yes' to #2b above if an amendment is needed at this time.
4) Unanticipated Problems / Noncompliance
a. Have you submitted any Unanticipated Problem reports to COMIRB since your last continuing review?
      Note: copies no longer need to be re-submitted at the time of continuing review; COMIRB has records of UAP reports in the InfoEd system.
b. Have there been any local protocol violations or noncompliance since your last continuing review?
    Protocol violations and noncompliance are both deviations from the approved protocol.  Please see our Policies and Procedures document for definitions.
Please include an aggregate summary sheet of protocol violations not already reported to COMIRB
5) Data Safety Monitoring Plan Reports
Does the safety monitoring plan for this study involve an interim analysis or any external safety monitoring  entity (Safety Officer, DMC, DSMB)?
a. Which safety reports are included with this submission (please check at least one option)?
b. Please explain why the relevant reports are not included with this submission (for example: DSMB has not yet met; enrollment number trigger not yet met; there have been no AEs since last review):
a. Indicate if there have been any adverse events (AEs), or untoward events/outcomes experienced by subjects (noted either by the research team or sponsor) since the last continuing review:
6) Audits
Has your protocol received an independent audit (e.g., from FDA, SWOG, DSMC, CRSC) since your last review?
a. Was corrective action required by the PI?
7) Complaints
Have there been any complaints about the research since your last continuing review?
8) Abstracts / Publications
Have any abstracts or papers as a result of this study been published since your last continuing review?
9) Investigator Relationships with Sponsor or study drugs/devices
Since the last review, have any investigators' relationships with this study changed in regards to the funding
source or manufacturers of study drugs/devices?
  This includes but is not limited to stock holdings, director, advisor, or consultant to the sponsor or other vested
  interest such as inventor/patent holder of the test article
Note: If a management plan for a new COI is needed, it must be reviewed with the continuing review; please contact the COI Office.
10) Grant
Have you obtained funding from a federal grant that pertains to this study since your last COMIRB review?
11) Risk / Benefit Assessment
Provide an updated assessment of the current risk to potential benefit of the study, based on study results or experience to date:
12) Coordinating Center
Is this study a multi-site trial with UCD or an affiliate institution serving as the central site?
Note: You must submit current IRB approval documentation from the other sites in this study
Based on your answers, the combined  consent/HIPAA document (or stand-alone HIPAA B form) does not need to be updated.  
Based on your answers, the combined  consent/HIPAA document should be evaluated for updating.  Please click here to see COMIRB guidance on updating combined consent/HIPAA forms for studies with optional study procedures.  If you need to update your consent/HIPAA form, this should be done through a separate amendment submission.  Please answer 'yes' to #2b on this form above.
Note: If your study uses a stand-alone HIPAA B form (e.g., VA studies), you need to use a separate HIPAA B form for any optional procedures.  Please contact the COMIRB Help Desk at (303) 724-1055 if you have any questions. 
Has an oversight plan been developed and received approval from the institution?
Please upload the signed approval with this submission.  Please ensure Attachment A is filled out in its entirety and uploaded with this submission to actively reflect the current external sites that are still engaged in research, and all outside institutions who's staff remain active on this study.
Please contact the CRSC at:  clinicalresearchsupportcenter@ucdenver.edu
13)  In-Vitro Diagnostic Device (IVD)
Does this research study use an In-Vitro Diagnostic Device (IVD), assay, or test to examine specimens taken from the human body (e.g. to find specific bio-markers, genes, etc.)?
Please provide the following information in the cover letter: 
1) Is safety / effectiveness data being collected on the test(s), 
2) Verify the method of collection for the sample(s) used for the test(s),  
3) Specify the use of the test(s) in this protocol (e.g. patient selection, treatment assignment/arm, monitoring/measuring biomarkers for safety, on a single sample for exploratory purposes, optional future unspecified research, etc.), 
4) Provide the timing of when the test(s) will be performed.
 ***PLEASE NOTE: If safety or efficacy data is being collected, or the use of the test(s) are considered essential for safe and effective use of the drug therapy for this protocol, Attachment D is needed and additional information may be requested.
14) VA-specific Questions
c. Has COMIRB waived the VA requirement to maintain a master subject list?
d. Have all adverse events that require reporting to the IRB been reported as required?
e. Does this study store VA data on a non-VA-housed version of REDCap (e.g., at the CCTSI)?
Note: The VA consent form and VA HIPAA document(s) for this study may need to be modified to be in compliance with current VA requirements.  Please contact the VA Research Office for more information.
14) Closure
a. Please include a cover letter that requests closure and provides the reason the study is being closed.
b. Are you still banking any identifiable data/samples collected from this study?
i. Have these data/samples been moved into a separate biobank that has an active, approved IRB protocol?
Warning: a study saving identifiable data/samples cannot be closed.  Options include 1) stripping all identifiers and banking only anonymous data/samples; 2) moving the identifiable data/samples into an established repository under an approved IRB protocol; or 3) destroying the data/samples.  Please address which option you will pursue in your closure cover letter.
14) Re-opening Protocol
a. Please include a cover letter that requests re-opening and provides the reason the study is being re-opened.
b. Have any study procedures been performed during the time the study was closed?
Please describe what study procedures occurred during the time of closure in your re-open cover letter.
What to include with this Continuing Review submission (checklist for PI's own use, as desired)
  Please refer to our guidance on Continuing Review documents for further details on the documents needed for your submission.
  Also, make sure all investigators/research personnel are current with COMIRB education requirements and annual COI disclosures.
Please ensure the following documents are included:
Please include these additional documents with this continuing review submission, if they are applicable to your study:
Based on your response to #2b above, you will also need to make a separate Amendment submission which includes:
Submission Instructions
Please complete this submission electronically through the eRA(InfoEd) system.  All required documents can be uploaded to the system.
 
Click here for instructions on how to submit to COMIRB electronically (both continuing reviews and amendments).
PI Certification
By submitting this form, the principal investigator certifies that he/she has:
 
* Disclosed to COMIRB all relevant information concerning unanticipated problems and/or other issues that might affect the risk-to-benefit analysis of this study.
 
* For the VA this includes all serious or unexpected adverse events as required by VHA Handbook 1200.5.
 
* Obtained from each participant his/her informed consent (unless waiver of the consent process was granted) and that a signed and dated consent form is retained in the PI's files for every participant who signed the form (if use of a consent form was required).
 
* Not made any changes to the study procedures or consent form(s) without prior COMIRB approval.
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