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Topics to Cover

Website Resources 

Initial Review

Modifications

Continuing Reviews

External IRBs

Grants for Multi-Site Studies

Q/A

Presenter
Presentation Notes
The purpose of today’s webinar is to show you where you can find valuable resources on our website as well as discuss what the Emory IRB is looking for when reviewing submissions for initial review, modifications and continuing reviews. We will also briefly touch on reliance and then open it up for questions. 



Website Highlights 

• About (IRB contact information)

• Policies and Procedures

• Forms & Guidance (Protocol and Consent form templates) and much more

• Education (CITI requirements)

• eIRB (page level help and videos for new eIRB system)

Presenter
Presentation Notes
The Emory IRB website provides guidance and tools that researchers can access at any time with the touch of a button.  While we will only cover some of these today, keep in mind this is where you can find information such as our Policies and Procedures, Forms and Guidance, Education requirements, and tips for using eIRB . 



Submission Guidance  

• Protocol templates
• Guidance documents
• Checklists for new study 

submissions (Device 
checklist, IND Exemption 
checklist…)

• Mobile Medical App 
worksheet

•*IMPORTANT* -Always download 
templates from website to ensure you are 
using current versions 

Presenter
Presentation Notes
One of the most important tabs on our website is the Forms and Guidance page.  This is where you can find our required protocol templates, lay summary guidelines, guidance on DSMP, DSMBs, and site monitoring, HIPAA Applicability, and Ancillary reviews.  Remember to always download forms and templates directly from our website each time to ensure you are using the most current versions. 



Required Protocol 
Templates & Checklists

• Required for all new study submissions

• Templates specific to study type

• Biomedical 

• Sociobehavioral

• Chart Review

• Registry, Repository, or 
Database

• Secondary Data/Biospecimen 
Analysis

• Supplement to Sponsor Protocol

Presenter
Presentation Notes
In the Protocol Templates and Protocol Checklists tab you can find protocol templates specific to the type of research you will conduct. Note that when submitting industry-sponsored, industry-initiated, or multi-site studies where Emory is not the lead site, we require the supplement to sponsor protocol in addition to the study-wide protocol. This provides the Emory IRB with information that we need when conducting our review. 



Consent 
Toolkit

• Biomedical
• Sociobehavioral
• Verbal
• Assent
• Screening
• Modular language

Informed Consent Form Templates 

• Documentation of informed consent
• e-Consent
• Short forms
• Interpreters
• Consent for screening

Guidance 

Presenter
Presentation Notes
Another important resource is the Forms & Guidance section is our Consent Toolkit. Here you can find all of the consent form requirements which are required, as well as guidance on documentation of the consent process, the use of short forms and interpreters, modular language that may be needed in the consent based on the scope of the research, and screening.



eIRB 
Page Level Help

• The best way to ensure successful submissions

• Access through “eIRB” tab

• Specific guidance on every smartform question

Presenter
Presentation Notes
Now that you know where to find our required templates and submission guidance, where can you find information for completing the smart form?  It is under the eIRB tab, eIRB Page Level Help.  On this page you can click on tabs to expand them and find guidance for responding to each question in the smart form. 

http://www.irb.emory.edu/eirb/how-to.html


Required CITI Training

Presenter
Presentation Notes
To find information about which CITI training certificates are required for your study, click the Education tab at the top of the page. On the left menu click Training, Courses, CITI training. There is a table on this page that will show you the type of CITI training required for the specific type of research you are conducting. 



Requirements 
for Complete 
Submission

Initial Review

Modifications

Continuing Reviews

Presenter
Presentation Notes
 Now let’s look at what the IRB considers a complete submission for initial review, modifications and continuing reviews. Many of the submissions we receive have to be sent back to study teams for the correct protocol or consent checklists, funding information, etc.  If you review the guidance on our website before submitting to the IRB and ensure you are sending us a complete submission, you are helping us help you.  It will prevent unnecessary delays in approval.



Initial Review
Complete lay summary

Protocol

Funding information including EPEX number

Study Team Members (current CITI training for all)

Drug and device information if applicable (IB, device manual, exemption form, FDA letters)

Study documents (recruitment materials, surveys, questionnaires, etc.)

Informed consent forms

Completed HIPAA Waiver and Applicability Worksheet 

Presenter
Presentation Notes
When submitting a study to the IRB for initial review, follow our page level help and include a complete lay summary according to our guidelinesthe required protocol template based on the type of studyfunding information including EPEX numberA complete list of study team members with the CITI certifications required for the type of study they will conductDrug and device information, if applicable, including any worksheets, investigator brochures, device manuals and FDA correspondenceInformed consent formsAll participant-facing materials such as recruitment materials, surveys, questionnaires, diaries, etc. Completed HIPAA Applicability and Waiver worksheet



Modifications – Other Parts Of The Study

• Select the appropriate type of modification
• Provide a detailed summary of what is 

changing
• Include sponsor communication with all 

protocol amendments, revised Investigator 
Brochures (IB), and other study-wide 
updates

• When submitting revised IBs that have 
implications for changes to the consent 
form, submit the revised consent in the 
same modification or it will receive pending 
approval. 

Presenter
Presentation Notes
When submitting a modification, pay close attention to the type of modification you want to submit. If you are making changes to the smart form (not just study staff changes), you need to select Other Parts of the Study.Provide redlined copies of documents such as Investigator Brochures and Protocols and include a summary of changes document.Include sponsor communication with all protocol amendments, Investigator Brochures, and other study-wide updatesWhen a revised IB has implications for changes to the consent forms (such as changes to risks) be sure to submit the revised consent forms in the same mod as it will not be approved without the consent changes.



Modifications –
Other Parts Of 

The Study

• When making updates to Word documents we no 
longer need redlined copies. 

• Use the “Update” button to upload a clean version of 
the revised document. This will allow us to see the 
changes that are being made. 



Changes in 
PI

Select “Other Parts of the 
Study” 

If the PI is leaving Emory – see 
page level help for 

Modifications and complete 
Emory PI Transition Form

If making changes to the PI and 
other study team members, 

select both options (Other Parts 
of the Study AND Study Team 

Member Information)





Modifications – Study Team 
Members Only

List

List study team 
members being 
added/removed in 
the modification 
summary (these 
will not be listed in 
the 
acknowledgment 
letters sent)

Click

Click View CITI 
Training button

Provide

If not current, 
provide copies of 
current CITI 
certificates



Adding 
External 

Collaborators

Only add if Emory IRB will be reviewing for the 
collaborator(s) under a Reliance Agreement –
requires advance notice, and Emory IRB may decline

Provide a Word document listing name(s), contact 
information, role on the study, specific research 
activities 

Provide CITI training certificate(s)

Collaborator may not begin research activities until 
agreement is final and modification is approved



Continuing 
Reviews

(CR’s)

• Submit at least 45 days prior to expiration date, but 
less than 90

Submit

• Provide the most recent Safety Monitoring reports, if 
applicable

Provide

• Confirm CITI training in eIRB; provide CITI certificates 
if no data

• Confirm that site monitoring reports have been 
submitted to CTAC, if applicable

Confirm

• Review last year’s continuing review (CR)
• Does information you are reporting (accrual numbers 

and milestones) align with previous CR?  If not, RNI 
may be needed.

Check



Using a Single 
IRB

• There is specific 
guidance for using WCG, 
Advarra, NCI CIRB IRBs

• Before asking the Emory 
IRB to rely on an 
external IRB other than 
these, review the 
guidance posted on our 
website under “The 
Reliance Process” tab.

Presenter
Presentation Notes
Now we are going to shift gears and talk about studies that will be reviewed by an external IRB. To find guidance on the reliance process, click Forms & Guidance, then Collaborative Research/Single IRBs/Reliance Agreements on left menu. If you are asking the Emory IRB to rely on WCG (formerly WIRB), Advarra, or NCI CIRB, review the information specific to those IRBs. There are specific forms that you must complete.Before asking the Emory IRB rely on an external IRB other than one of these 3 IRBs, read the guidance under The Reliance Process tab.  



Reliance Tips

Collaborating 
on Federal 

Grants
If collaborating with researchers at other institutions and 
want to rely on another academic IRB, note that Emory 

primarily relies on AAHRPP-accredited IRBs.

The Emory IRB is not yet resourced to serve as the single 
IRB for multiple enrolling sites.

Before submitting a grant that will require use of a single 
IRB, email Julie Martin to discuss IRB options. 

Julie.t.martin@emory.edu



Questions?
Thank you for 

your time!
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