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Presenter
Presentation Notes
Welcome
Thanks to Dr. Hauck for the invitation to join today.
Introduction of myself




Goals

• Understand how the IRB is structured at UVA
• Explore the IRB process to approval
• Review protocol approval and management topics

• IRB submission types
• IRB systems
• Protocol development

• Identify available IRB resources
• Learn to like the IRB 

Presenter
Presentation Notes
Understand how the IRB is structured at UVA (CLICK)
Explore the IRB process to approval (CLICK)
Review protocol approval and management topics
IRB submission types
IRB systems
Protocol development (CLICK)
Identify available IRB resources (CLICK)
Learn to like the IRB 
 Leave the session confident to put together a successful protocol! And that you like me and the IRB (CLICK)



The IRB at UVA
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Why IRB approval?

• To protect human subject research participants

• Federal guidelines - Initial and ongoing review of research

• Evaluate My Project -Non-Human Subject Research Determination Tool

Presenter
Presentation Notes
-Why do you need IRB approval before you can conduct research? 

-Institutional Review Boards exist to… (CLICK)

To protect human subject research participants and ensure the ethical conduct of research
Goal is to protect our human subject participants from harm. Might be physical, emotional, financial, digital, harm
Unfortunately, we have learned from the past where research participants were mistreated and abused (CLICK)

IRBs ensure compliance with federal guidelines that require initial and ongoing review of research 
Furthermore, we have IRB review and approval processes in place to stay in compliance with federal guidelines that require initial and ongoing review. 
Each study must be reviewed to determine the risk to participants and to ensure safeguards are in place to minimize risk as much as possible. (CLICK)

It is important to note though that you may not need IRB approval- If you are not conducting research with human subjects, you may be exempt from IRB review requirements. We have a tool called the Non-Human Subject Research Determination Tool (linked) that you can use if you are unsure if your study qualifies as research with human subjects. 
Exceptions- The definition of human subject typically means only "living individuals"; however, at UVA, research involving fetal tissue or newborn blood spots requires IRB review. Other exceptions involving collection of human specimens in FDA regulated device research may apply (see FDA definition of Human Subject above).
Also, a researcher must obtain IRB approval if they wish to view any data with HIPAA identifiers and/or contact the subjects. Including when a researcher is accessing information to design a study or assess the feasibility that requires viewing data with HIPAA identifiers and/or to contact subjects. (CLICK)


https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html
https://hrpp.irb.virginia.edu/evaluate-my-project/


Presenter
Presentation Notes
This decision tree demonstrates the flow of a study to approval. Visual that can help you understand how the review process might work for your study. 
Depends on the individual study which branches are followed. 
Note that the first question to answer is if the study qualifies as human subject research because if it does not, you do not need to submit to the IRB for review.
Remember the Evaluate My Project link on last slide is an excellent tool. 



Which UVA IRB do I submit to for review?
IRB-HSR (HIPAA)

– Medically invasive procedure

– FDA regulated product

– Use of UVA Health records

– Specimens

– Exercise intervention/testing

– Physiological/biomechanical measures

– Direct recruitment of patients

IRB-SBS (Non-HIPAA)

– Educational initiative

– Self-disclosed health information

– Human behavior

– Ethnographic research

– Surveys, interviews, and/or focus 
groups

If you are not sure which IRB to submit, please reach out to 
IRBSBSHelp@virginia.edu or IRBHSR@virginia.edu

Presenter
Presentation Notes
UVA has two specialized IRB’s:
IRB-HSR or the Institutional Review Board for Health Sciences Research 
IRB-SBS or the Institutional Review Board for the Social and Behavioral Sciences

If you are conducting research that would fall under HIPAA protections, and UVA Health system, then you will submit to the IRB HSR (the Institutional Review Board for Health Sciences Research)

If you are conducting research that does not fall under HIPAA protections, could be FERPA regulated, then you will submit to the IRB-SBS (the Institutional Review Board for the Social and Behavioral Sciences), sometimes also called the academic side

If you are not sure, please ask, see emails

https://hrpp.research.virginia.edu/which-side-irb-should-i-submit-my-study
mailto:IRBSBSHelp@virginia.edu
mailto:IRBHSR@virginia.edu


Tips for Protocol 
Development 
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Considerations when developing a 
protocol

• Start early

• Review resources as you develop your study protocol
• IRB-HSR Researcher Guide
• IRB-SBS Researcher Guide

• Consider the risk in your proposed research
• Defining risk in your protocol

• Understand the permissions and approvals required

Presenter
Presentation Notes
Start writing early
There are busy times that might delay approval
Focus on the details, sort of like a recipe for your study. But this is not a department/funding proposal. (CLICK)
Review available resources as you develop your study plans and write your protocol
IRB-SBS and HSR Researcher Guide- Searchable guide to lots of common topics (CLICK)
Understand the risk you are proposing in your research. 
 Risk is defined as the potential for harm
Risk can come from anywhere- Psychological, Physical, Legal, Social, Economic 
You need to consider the potential for risk outside your interactions with the participants, Can be from data being obtained. (CLICK TO SHOW IMAGE)
(IMAGE) Ask the risk increases for the study, so does the level or the IRB review required. 
The risker the study, the more rationale you will likely need and the higher the IRB review level. Not all studies will go to the full board for review.  (CLICK)
Permissions and approvals- Be sure to understand what the access limitations are related to populations and data sources before you submit your proposal. The pre-reviewer will want to see documentation of approval included in the submission. Local approvals like GRME example or multi-site studies. (CLICK)



https://hrpp.research.virginia.edu/teams/irb-hsr/researcher-guide-irb-hsr
https://hrpp.research.virginia.edu/irb-sbs/researcher-guide
https://hrpp.research.virginia.edu/teams/irb-sbs/researcher-guide-irb-sbs/defining-risk


Presenter
Presentation Notes
We are going to begin exploring the systems you will need to access in order to submit your protocol to the IRB-HSR. 
We will cover the IRB-SBS after we go through the HSR systems. 

This is an excellent graphic to provide you an overview of the systems used by the IRB-HSR when you are submitting a protocol for approval. 
Note the colors indicate who has ownership over the system. Blue is IRB, Orange is School of Medicine

The most important take away from this graphic is there are systems designed for various stages of your study; Study start up or study management. 
These systems will engage with each other as you move through the submission process and into study start up. 

Protocol Builder is your first stop for studies that are research with human subjects. 
You will answer questions regarding your study
Protocol builder will develop the required documents for submission. 
We will go more into detail in just a bit. 

Know also that CRConnect is required to be used for studies that are expedited or full board. 
IRB-HSR Submission Guide Type chart that we will cover next will help you identify the submission type. 
Main purpose is to streamlines multiple approvals needed dependent on your study.

IRB Pro and IRB Online
IRB Pro is a repository of your study documents that have been submitted and/or approved by the IRB
Where you will track the status of your IRB review
Final documents will be housed here. 
IRB Online- I actually don’t like it listed only on the study management side because as you will see in the next few slides, IRB Online is interconnected with Protocol Builder. 
But in this context, it is being mentioned as a study management tool because of how it functions as an IRB database for your study. 

OnCore is for clinical trials to track protocols and subject accruals

Florence is the regulatory documentation system you are required to use. Should be the place you store your approved protocol versions, consent forms, delegation of authority logs, etc…



IRB-HSR Submission Types Guide

Presenter
Presentation Notes
This Submission Type Guide provided by the IRB-HSR to help you understand the different types of submissions. 
The type of submission your study falls under will help you navigate the various IRB-HSR systems for submitting your protocol. 
I think the the examples are particularly helpful. 
The full document is available at the link below for you to reference and review as you need. Please consult this submission type guide and/or reach out to the IRB HSR
We are going to talk about exempt, expedited, and full board submission types and the systems you use to submit in this session.

https://hrpp.research.virginia.edu/media/1361


IRB Online & Protocol Builder
• Intertwined systems- Access via the same link

• Accessible off grounds via a UVA Anywhere 
VPN (this is different from a VPN from UVA 
Health). 

• Protocol Builder is used for creating study 
documents for submission to IRB-HSR

• IRB Online is the database for IRB-HSR 
administrative tracking

• Syncs with CRConnect

IRB-HSR Systems

Presenter
Presentation Notes
IRB Online & Protocol Builder- We are going to start by explaining these two systems because you will begin with Protocol Builder which is linked to IRBOnline
Intertwined systems- Access via the same link
Accessible off grounds via a UVA Anywhere VPN (this is different from a VPN from UVA Health). 
A digital certificate is required before you can obtain a UVA Anywhere VPN.  Contact your department IT personnel for assistance with setting this up. (CLICK)
Protocol Builder is used for creating study documents for submission to IRB-HSR (CLICK)
IRB Online is the database for IRB-HSR administrative tracking (CLICK)
Syncs with CRConnect (CLICK)


https://www.irb.virginia.edu/


IRB Online & Protocol Builder
• Answer questions related to your study

• Protocol Builder Instructions

• Generates documents that are specific to your 
study

• Protocol, consent form, IRB application

• Upload completed documents to
• CRConnect if Expedited or Full Board 

submission
• IRBPro if Exempt submission

IRB-HSR Systems

Presenter
Presentation Notes
IRB Online & Protocol Builder
Once you click “Enter” you will can access Protocol Builder 
Answer questions related to your study
Protocol Builder Instructions are linked on the landing page but I wanted to point the link out as well as the link to the Submissions Type Table that we saw before.
Generates documents that are specific to your study
Protocol, consent form, IRB application (CLICK)

Upload completed documents to
CRConnect if Expedited or Full Board submission. Required now so there is a note on the protocol builder landing page too. 
IRBPro if Exempt submission 
If you are not sure, please email the IRB-HSR (CLICK)


https://www.irb.virginia.edu/
https://www.irb.virginia.edu/index.cfm?fuseAction=documentation.pb


Protocol Elements:

• Table of Contents
• Introduction/Abstract
• Hypothesis
• Objectives and Rationale
• Methods and Procedures
• Subject Population Selection and 

Inclusion/Exclusion Criteria
• Risks and Benefits
• Provisions for Treatment of Adverse Events

IRB-HSR Protocols

• Subject Recruitment
• Review Preparatory to Research and 

Recruitment
• Subject Compensation/Reimbursement
• Study Management and Personnel
• Confidentiality and Data Storage
• Data Analysis and Evaluation Techniques
• Bibliography
• Appendices

Presenter
Presentation Notes
One of the topics I was asked to discuss was a protocol template. 
As you have learned, Protocol Builder is your first step because it will help you design study specific documents. 
However, I understand that you might want a breakdown of what elements will be included in a protocol. 
Here is a link to the IRB-HSR website on Protocol elements and a list of the commonly included elements. 
REMEMBER, each study is different so not ever element may apply to your study. 

https://hrpp.research.virginia.edu/teams/irb-hsr/researcher-guide-irb-hsr/protocol-elements


CRConnect 
• School of Medicine Clinical Research Office 
• Streamlines multiple approvals e.g., 

Department Chair, IDS, RSC, HIRE
• Expedited and Full Board submissions
• Follow steps in CRConnect to submit 

documents to IRB
• Emails sent from IRB staff regarding revisions 

and timeline for Full Board review
• Final documents posted in IRBPro
• CRConnect 2 guidance document

IRB-HSR Systems

Presenter
Presentation Notes
CRConnect2 
School of Medicine Clinical Research Office “owns” (CLICK)
Streamlines multiple approvals e.g., Department Chair, IDS, RSC, HIRE
	RSC(Radiation Safety Committee), HIRE (Human Investigations Involving Radiology Exposure) (CLICK)
Required for Expedited and Full Board submissions (CLICK)
Follow steps in CRConnect to submit documents to IRB (CLICK)
Check boxes as you complete steps
Emails sent from IRB staff regarding revisions and timeline for Full Board review (CLICK)
Final documents posted in IRBPro (CLICK)
CRConnect 2 guidance document (CLICK)


https://crconnect.virginia.edu/app/home
https://uvahealthklink.org/ctu/crconnect-uva-help-page-2/crconnect-2-overview/


CRConnect 
• Once check boxes in all sections, the IRB submission option will open
• Click on the IRB Submission tab and complete actions
• A zip file will be sent to the IRB
• IRB staff will send emails regarding revisions and timeline for Full 

Board review
• When pre-review is complete by IRB, the Investigator Agreement 

button will go live for signature- See SOP- 19: Investigator 
Responsibilities

• Once approved, your study will move to the “IRB Open to 
Enrollment” section

• Final documents posted in IRBPro

IRB-HSR Systems

Presenter
Presentation Notes
CRConnect2  
Once check boxes in all sections, the IRB submission option will open
Click on the IRB Submission tab and complete actions
A zip file will be sent to the IRB
IRB staff will send emails regarding revisions and timeline for Full Board review
When pre-review is complete by IRB, the Investigator Agreement button will go live for signature- See SOP- 19: Investigator Responsibilities 
Once approved, your study will move to the “IRB Open to Enrollment” section
Final documents posted in IRBPro


https://crconnect.virginia.edu/app/home
https://hrpp.research.virginia.edu/home/hrpp-standard-operating-procedures/sop-19-investigator-responsibilities


IRBPro
• Exempt and Non-Engaged submissions
• Document repository
• Shows status of documents under IRB review 
• Documents needing revision will be posted 

to IRBPro with requested changes tracked
• Final IRB-approved documents post to 

IRBPRo
• Study team is notified by email when 

documents are posted
• Personnel changes

IRB-HSR Systems

Presenter
Presentation Notes
IRBPro 

Has two main purposes: 
Exempt and Non-Engaged submissions
Document repository
Shows status of documents under IRB review 
Documents needing revision will be posted to IRBPro with requested changes tracked
Final IRB-approved documents post to IRBPRo
Study team is notified by email when documents are posted
Personnel changes


https://hrpp.irb.virginia.edu/irbpro/


IRBPro
• Submit documents for Exempt or Non-Engaged submissions to IRBPro
• Upload the documents you completed using Protocol Builder

• Protocol Cover Sheet
• Exempt, or Non-Engaged Application
• Protocol (if applicable)
• HIPAA Authorization (if applicable)
• Outside IRB approvals (if applicable)
• Proposed study-specific research tools (e.g., interview      

questions, questionnaires) (if applicable)
• Recruitment tools

IRB-HSR Systems

Presenter
Presentation Notes
Remember that you use IRB Pro to submit documents for Exempt or Non-Engaged submissions 
Upload the documents you completed using Protocol Builder. 
Here is a list of documents you might upload to IRBPro, study specific! 
Protocol Cover Sheet
Exempt, or Non-Engaged Application
Protocol (if applicable)
HIPAA Authorization (if applicable)
Outside IRB approvals (if applicable)
Proposed study specific research tools (questionnaires, surveys etc.) (if applicable)
Recruitment tools


https://hrpp.irb.virginia.edu/irbpro/


IRBPro

IRB-HSR Systems

Presenter
Presentation Notes
Since one of the purposes of IRBPro is to act as a document repository, you may see a variety of statuses related to your documents in IRBPro
This chart may be handy to review at later time. 

https://hrpp.irb.virginia.edu/irbpro/


iProtocol
• Questions with text boxes

• Describe study procedures 
• iProtocol Question Guide

• Upload study documents such as
• Consent form
• Recruitment tools 
• Outside IRB approvals (if applicable)
• Proposed study-specific research tools (e.g., questionnaires, interview questions)

IRB-SBS System

Presenter
Presentation Notes
Switching gears! 
If your study should be submitted to the IRB-SBS, you will use a different system called iProtocol
iProtocol has a different format and uses a series of questions with text boxes for you to respond 
Describe study procedures 
iProtocol Question Guide- 
Upload study documents such as
Consent form
Recruitment tools 
Study specific research tools
Outside IRB approvals (if applicable)
Proposed study-specific research tools (e.g., questionnaires, interview questions)


https://irbsbs.web.virginia.edu/irbsbs/
https://hrpp.research.virginia.edu/teams/irb-sbs/researcher-guide-irb-sbs/iprotocol-question-guide


iProtocol
• Question box example

IRB-SBS System

Presenter
Presentation Notes
This is an example of the type of question box you will see when you are in iProtocol. 
Again, if you would like a preview of the type of questions, you can use the iProtocol Question Guide that was linked on the previous slide. 
However, iProtocol will save your work as you go through the questions so you can always come back to the questions later. 

https://irbsbs.web.virginia.edu/irbsbs/


Presenter
Presentation Notes
This is a static image of a tip-sheet I created to summarize the submission process. You will receive the version with links embedded via email with the slides. 



Protocol Submission Support

• IRB-HSR 
• Email: IRBHSR@virginia.edu
• IRB-HSR Office Hours

• IRB-SBS 
• Email: IRBSBSHelp@virginia.edu
• IRB-SBS Team Directory

Presenter
Presentation Notes
Protocol submission support 

Note Huron will be upcoming

mailto:IRBHSR@virginia.edu
https://hrpp.research.virginia.edu/irb-hsr-office-hours
mailto:IRBSBSHelp@virginia.edu
https://hrpp.research.virginia.edu/leadership-and-staff


After IRB Approval
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Modifications
• It is possible to make changes to your planned research after IRB approval. 
• Any deviation from the original approved protocol must be submitted, reviewed by the 

IRB, and approved before implementation.
• Examples of common modifications

• Change in recruitment methods
• Incentive amounts
• Data collection methods
• Some personnel changes

• IRB-HSR: Use IRBPro to submit modification
• IRB-SBS: Use iProtocol to submit modification

Presenter
Presentation Notes
It is possible to make changes to your planned research after IRB approval.  (CLICK)
Any deviation from the original approved protocol must be submitted, reviewed by the IRB, and approved before implementation.  (CLICK)
Examples of common modifications
Change in recruitment methods
Incentive amounts
Data collection methods
Some personnel changes  (CLICK)

Note that the modification will go to the pre-reviewer who will examine if the proposed changes impact the risk of your study. Small modifications are usually processed quickly by the pre-reviewer and/or board. Large modifications may take more time. 

For modifications submitted to the IRB-HSR: Use IRBPro to submit modification (CLICK)
For modifications submitted to the IRB-SBS: Use iProtocol to submit modification (CLICK)



https://hrpp.research.virginia.edu/teams/irb-sbs/researcher-guide-irb-sbs/modifying-approved-iprotocol


Reportable Events
IRB recognizes there are different types of undesirable research events

• Protocol deviations (Minor deviations, major deviations, unanticipated problems)

• Non-compliance (Serious non-compliance, continuing non-compliance) 

• All major protocol deviations and issues of noncompliance must be reported to the IRB-HSR 
immediately upon discovering them, and no later than seven (7) calendar days from the time 
the study team receives knowledge of the event

• Events must be reported within the protocol DSMP required timeframe

• Unsure? Please communicate with the IRB so we can guide you in the next steps

Presenter
Presentation Notes
IRB recognizes there are different types of undesirable research events- When things don’t go as planned! It happens commonly. 
Protocol deviations (Minor deviations, major deviations, unanticipated problems)
Non-compliance (Serious non-compliance, continuing non-compliance) (CLICK)

All major protocol deviations and issues of noncompliance must be reported to the IRB-HSR immediately upon discovering them, and no later than seven (7) calendar days from the time the study team receives knowledge of the event.    
There is a form you fill out and submit “Protocol Deviation, Noncompliance or Protocol Exception Reporting Form" along with any additional documentation to the IRB-HSR office via email (CLICK)

Events must be reported within the protocol DSMP required timeframe (CLICK)

Unsure? Please communicate with the IRB so we can guide you in the next steps (CLICK)


https://hrpp.research.virginia.edu/teams/irb-hsr/researcher-guide-irb-hsr/protocol-deviations-non-compliance-and-protocol-exceptions


Post Approval Monitoring
• The purpose is to ensure research participants are safe and verify research is being 

conducted as approved by the IRB
• Study selection for a PAM review

• Random selection
• Follow-up of previous audit findings or IRB request
• Requested assistance with FDA or sponsor audit preparation
• New CRC or PI assessment
• Focus on non-UVA IRB of record or UVA sIRB of multi-site study
• Study team request

• Multi-step review process remote or in-person

Presenter
Presentation Notes
The purpose is to ensure research participants are safe and verify research is being conducted as approved by the IRB
Study selection for a PAM review (CLICK)
Random selection
Follow-up of previous audit findings or IRB request
Requested assistance with FDA or sponsor audit preparation
New CRC or PI assessment
Focus on non-UVA IRB of record or UVA sIRB of multi-site study
Study team request (CLICK)
 Multi-step review process remote or in-person (CLICK)



Goals of the PAM Review Process

The PAM & Ed Team will use findings to make recommendations to study teams 
and to develop educational resources that support the UVA research community. 

Presenter
Presentation Notes
Note- The goal of the PAM process is to support UVA study teams 
	Findings from PAM reviews will be used to make recommendations to study teams and to develop educational resources that support the UVA research community. 



Discussion

28

Presenter
Presentation Notes
Those of you who have submitted a protocol to the IRB, what have been some key learnings from that process? 

Wrap up- 
Hope that the resources and tips provided today set you up for feeling a little bit less intimidated about the IRB review process
Maybe even more confident about how you will proceed in your next submission
The IRB is your partner in this process! Use the resources, but reach out when needed! 






Additional Resources

• Evaluate My Project

• IRB-HSR Website & Researcher Guide

• IRB-HSR Submission Types Guide

• IRB-SBS Website and Researcher Guide

• Microlearning videos

• UVA Human Research Protection Program (HRPP)

https://hrpp.irb.virginia.edu/evaluate-my-project/
https://hrpp.research.virginia.edu/teams/irb-hsr
https://hrpp.research.virginia.edu/teams/irb-hsr/researcher-guide-irb-hsr
https://hrpp.research.virginia.edu/media/1361
https://hrpp.research.virginia.edu/teams/irb-sbs
https://hrpp.research.virginia.edu/teams/irb-sbs/researcher-guide-irb-sbs
https://compliance.research.virginia.edu/about/training/human-subjects-research/hrpp-microlearning
https://hrpp.research.virginia.edu/


IRB Systems 

• IRB-HSR: 
• IRB Online & Protocol Builder
• IRB Pro
• CRConnect2 (SOM)

• IRB-SBS:
• iProtocol

https://www.irb.virginia.edu/
https://hrpp.irb.virginia.edu/irbpro/
https://crconnect.virginia.edu/
https://irbsbs.web.virginia.edu/irbsbs/


IRB Contacts

• IRB-HSR: 
• Email: IRBHSR@virginia.edu
• IRB-HSR Office Hours

• IRB-SBS: 
• Email: IRBSBSHelp@virginia.edu
• IRB-SBS Team Directory

mailto:IRBHSR@virginia.edu
https://hrpp.research.virginia.edu/irb-hsr-office-hours
mailto:IRBSBSHelp@virginia.edu
https://hrpp.research.virginia.edu/leadership-and-staff


Thank  you!

Stephanie Keister, Ed.D., MS
Senior PAM Research Educator & Training Specialist
qda4md@virginia.edu
434-982-6099 
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