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A BRANY Help Weblet
Click to navigate through slide show. Right click displays menu options. 

Instructions

How do I start a Continuing Review Application for my IRBManager Study?
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 As long as your study has a BRANY# assigned to it, you 
can find it in BRANY’s IRBManager!

 Login to IRBManager: Dashboard/Home page displays
 Find and view the study you need to start an xForm for.
 Don’t remember how to find your study? Quick review
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How do I start an xForm for my IRBManager Study?

• Click in Find Study box (top right).
• Enter search criteria.

Find Study 
Function

• Dashboard's Studies (# Active) (top) 
• Click # active for active studies
• Click # total for all studies including closed)

My Study 
Links

• Dashboard's My Studies (# Active) list (scroll to 
list) 

Active 
Study List
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When you need to view study information or submit new 
documents to BRANY IRB, you need to find and open the 
study details page.
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Study Details
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Start xForm from Study Details
• Click on the Start xForm Action.
• List of available xForms will display.
• Click directly on the form name link to open the xForm you need to complete. 
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• Filter the xForm list by typing a keyword in the Filter box at the top right 
(e.g., application, modification, staff, 11)

• Click on the 11-Continuing Approval Application and the xForm will open. Answer the 
questions.

• If you click on “Save for Later” you can save the xForm to pick up again later.
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Filter xForm List
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Continuing Approval Type
• Read the question (light blue box) and help text (white area) to aid in entering correct responses.
• Answer all questions that have “(Required)” at the end of the question text.
• Selecting the proper responses guides you to the appropriate section of the xForm
• Add attachments prompted (e.g., Adverse Event Log, Minor Deviation Log, Monitoring Visit Report)

CONTINUING APPROVAL TYPE - Select at least one (1) or both choices (IBC and IRB):
• Does your research involve interaction with human subjects, data about human 

subjects, or biospecimens from human subjects?
– If YES, select IRB

• Does the research involve Human Gene Transfer (i.e. use of a study drug that 
includes transfer of  genetic material like DNA or RNA into a human subject) AND IBC 
review was done by BRANY IBC? 

– If YES, select IBC
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Study Status Selections: Ongoing (Part 1)

SELECT STUDY STATUS: Active (open to subject accrual) or Closed to enrollment

• Ongoing means study activities are not complete. The study is open to accrual, or 
closed to enrollment but subjects are in follow up, or remains open for data collection 
only. 
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Study Status Selections: Ongoing (Part 2)
• Select the study status at the time you submit the renewal application

– Open to subject accrual means the study is active and the study is actively enrolling new 
subjects, or continues to collect data or specimens

– Closed to subject accrual means the subject accrual target has been met, but there are 
subjects in follow up so the study activity is not complete. 

• Answer the questions about the different scenarios here if they apply to your study (e.g., 
does subject contact still occur, have all research related interventions been complete, etc.)
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“EFIC” (21 CFR 50.24)
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EFIC: Exception From Informed Consent
• Applies to Planned Emergency Research only

• This is applicable when research involves human subjects who present with a life-threatening 
medical condition that necessitates urgent intervention (for which available treatments are 
unproven or unsatisfactory) and who, because of their condition (e.g., traumatic brain injury) 
cannot provide informed consent

• ONLY select this option if you completed the EFIC review process at initial review, which 
includes steps like:

• Obtaining feedback from the community about the acceptability of the planned emergency 
research, and

• Providing a method for community members to opt-out
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Account for All Subjects
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• Total ALL subjects who signed the consent form
– This number is cumulative from the start of the study, not from the last Continuing Review

• If you select “EXITED THE STUDY BEFORE COMPLETING…” be prepared to explain on the next 
page, by selecting reasons like: 

– Screen failure, withdrawn, lost to follow-up 
– If there is another reason, select “DON’T FIT INTO CATEGORIES ABOVE” and explain

• DO NOT LEAVE BLANKS: Enter a “0” whenever there is no subject for the specific category
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Provide Gender & Ethnicity of Subjects
• For studies involving data or Bio-specimens, reflect the total number used for the study 

• If the gender of subjects is known, provide the # female vs. #male

• If the study includes subjects of only one gender, you don’t need to report the number. 

• If the ethnicity/race of subjects is known, provide the # in the categories displayed

• DO NOT LEAVE BLANKS: Enter a “0” in any category that does not apply
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Benefits, Experiences, Complaints, Adverse Events
• BRANY IRB wants to understand “the big picture” for the study as subjects progress. 

• Summarize the experiences of subjects in the study so far: 
– Are subjects getting better or worse?  
– Were there any subject complaints (about their rights or welfare – not adverse events)?  
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Adverse Events & Minor Deviations Since the Last Review
• For Adverse Events

– If there have been any adverse events, what occurred? 
• List the most common events or attach an existing Adverse Event Log (if you have one)
• Provide a cumulative listing since the last Continuing Review
• If none, state “none”

• Minor deviations do not affect the subject’s safety, rights, or welfare, or the integrity of the data. 
– Only submit the Minor Deviation Log at continuing review or study closure
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Serious Adverse Events (SAE)
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• Tell us about Serious Adverse Events that occurred in subjects at your site. 

• Submit previously unreported SAEs separately via the xForm #16-Reportable Events

• You cannot report these within the Continuing Approval Application
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Data Safety Monitoring Boards (DSMB) Or Safety Monitoring Committee
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• The DMC, DSMB or Steering Committee, is a committee that oversees patient safety for a study.

• At initial review, your application indicated whether the study has a DSMB established. 
• Make sure your answer for continuing review matches and is accurate.

• If you not sure what these reports are, please contact the study sponsor. They will information 
regarding the DSMB report

• When the report is available, attach the document

• If you select NO, explain: (i.e. report not available, there is no safety committee established)
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Providing Signed Informed Consents/Assents

If your study involves obtaining consent/assent with a consent/assent form, and 

1. Subjects have been enrolled subjects since the last review:
• Attach a copy of the 2 most recently signed consent/assent forms
• *PLEASE DO NOT REDACT THE NAMES/SIGNATURES* (BRANY IRB is authorized to view 

study subject information). 

2. If no subjects have been enrolled, attach the latest stamped version of the consent form approved by 
the IRB.
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Supplement for Multi-center Research Projects

• BRANY IRB requires a representative of the Study Sponsor, the Lead Investigator, or the 
Master File site PI for a multi-site study to provide a brief summary of study-wide progress 
and findings, including study-wide subject accrual data, adverse event data, unanticipated 
problem reports, safety updates, recent literature, and any other interim findings or available 
study-wide progress information. 

• This information is intended to assist the IRB in evaluating how the site-specific data and 
progress reported by local PIs with continuing review applications compare to the study-wide 
data and progress.
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If your study does not have a BRANY# associated with it, contact 
BRANY IRB to start the study submission process:

 BRANY Classics contact your Relationship Manager.
 All others click START NEW STUDY action on Dashboard.

Questions? Click here to display BRANY IRB contact 
information list.

The BRANY IRB is happy to assist!
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Contact BRANY

BRANY IRB Contact Information

Thank you!

http://www.branyirb.com/contact-irb/
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