IRB-HSR UPDATE
January 2023
Electronic Informed Consent (E-Consent)
Effective December 9, 2022, the IRB HSR updated the IRB application and website surrounding electronic consenting. Electronic informed consent refers to the use of electronic systems and processes that may employ multiple electronic media, including text, graphics, audio, video, podcasts, passive and interactive Web sites, biological recognition devices, and card readers, to convey information related to the study and to obtain and document informed consent. When implementing an electronic informed consent, a variety of approaches may be used to fulfill HHS and FDA regulatory requirements for informed consent and IRB review (45 CFR part 46 and 21 CFR parts 50 and 56) and FDA regulations for electronic records and electronic signatures (21 CFR part 11).
The IRB encourages study teams to review the Use of Electronic Informed Consent Questions and Answers Guidance for Institutional Review Boards, Investigators, and Sponsors
IRB HSR Website: Use of Electronic Informed Consent
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• platform used: how the consent form is presented/reviewed
• how signatures of the subject and/or LAR will be obtained,
• how the study team is verifying identity
• how are copies provided to subjects
IN PERSON E CONSENT:
· Researcher and subject are in the same physical location
· Consent discussion occurs in person 
· Signature is obtained electronically
· Platform: REDCap, DocuSign
REMOTE E-Consent
· Researcher and subject are NOT in the same location
· Consent discussion is conducted via video teleconference 
· Verify identification of the subject
· Signature is obtained electronically
· Platform: REDCap, DocuSign
Please review the IRB Learning Shot: Electronic Informed Consent
· Use of Electronic Informed Consent Questions and Answers: Guidance for IRBs,
Investigators, and Sponsors, joint FDA/OHRP, Dec. 2016:
· https://www.fda.gov/media/116850/download
Use of Electronic Records and Electronic Signatures in Clinical Investigations Under 21
CFR Part 11, Questions and Answers, Guidance for Industry (Draft), FDA, June 2017:
https://www.fda.gov/media/105557/download
· Guidance for Industry: Part 11, electronic Records; Electronic Signatures – Scope and
Application, FDA, August 2003:
https://www.fda.gov/media/75414/download

UVA Non-Human Subject Research Online Tool

Effective September 1,2022 the IRB launched the Non-Human Subject Research online tool.  This feature replaces the Determination of Human Subject Research Document.  

The Project Leader is responsible for the accuracy and reliability of the information submitted through the UVA Non-Human Subject Research Online Tool, for following all applicable Federal, State, and local laws and/or regulations, and is also responsible for submitting research studies to the IRB-HSR when required. This is NOT an IRB determination.  Activities that meet the definition of Human Subject Research/ Clinical Investigation WILL REQUIRE SUBMISSION of an application to the IRB-HSR.
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Preferred Email Address

Effective December 15,2022, the IRB HSR via IRB PRO, individuals can choose which email address should be used for IRB-HSR communication. 

Through IRB PRO, click Investigator, scroll down to CONTACT INFORMATION, and click EDIT. You have three email address options to choose from.  Please update your contact information at any time.  
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IRB HSR Office Contact

For individual staff email addresses see Staff Directory
General Office Phone: (434)-924-2620  
General Questions: IRBHSR@virginia.edu
Note:  irbhsradmin@virginia.edu has been disabled

****REMINDER*****

GCP training is required for any individual listed on a FULL BOARD STUDY and must be complete by January 15,2023

*Email reminders have been sent to those individuals who have not completed their required training. 

GCP training describes the responsibilities of investigators, sponsors, monitors, and IRBs in the conduct of clinical trials. GCP training aims to ensure that: the rights, safety, and well-being of human subjects are protected. clinical trials are conducted in accordance with approved plans with rigor and integrity.

GCP training can have either FDA or ICH focus.  This determination is study specific.  
ICH focus-conduct of clinical trials of drugs and biologics in the U.S. and internationally
FDA focus-conduct of clinical trials of drugs, biologics, and devices primarily in the U.S.
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GCP training for full board studies is in addition to the standard IRB BASIC RESEARCHER Training via CITI. 
Access to GCP training in CITI must be done behind Netbadge. Information can also be found on the IRB HSR website

New full board studies created in Protocol Builder after July 1,2022 will indicate in protocol builder under the Auxiliary Info tab, the TYPE Of GCP training (ICH or FDA).  This information will also populate on the Protocol Coversheet.

For currently active full board studies, the GCP requirement will default to EITHER.  To change from FDA to ICH focus for an already active study, contact the IRB HSR.  

The deadline for completion is now January 15,2023.  At that time, the IRB HSR will run a report to identify those individuals that have not completed training and who may be removed from the study at that point.  
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****REMINDER*****

Effective May 20,2022, you are REQUIRED to use the NEW route for submission of study documents to the IRB via IRB PRO. https://hrpp.irb.virginia.edu/irbpro/index.cfm

NOTE:  This NEW route DOES NOT apply to NEW Expedited or NEW Full Board studies whose applications MUST still be submitted through CRCONNECT.
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[bookmark: _Hlk74147604]Once logged into IRB PRO, the study team view shows both “My STUDIES” and the 
NEW feature “SUBMIT DOCUMENTS”.  Click on SUBMIT DOCUMENTS to open the following:
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The drop-down menus will provide ALL event options available to submit to the IRB-HSR via IRB PRO along with the study numbers that the sender is listed on.  

You will be prompted with the following instructions:
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This new feature will also provide an email confirmation to the sender that indicates the study title, PI, type of submission and the list of documents submitted.  
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****REMINDER*****

Effective July 1, 2022, the IRB HSR went live with the NEW Personnel Change Portal in IRB PRO.  
https://hrpp.irb.virginia.edu/irbpro/index.cfm
This NEW feature will permit specific member roles within a study to add or delete personnel within IRB PRO.  This process will replace the Personnel Change Form which will NO LONGER be accepted for submission to the IRB HSR. 
All deletions and additions will be done within IRB PRO by the study team. 
Key Points:
1. The following positions are permitted in this Pro feature to modify user roles: 
i. Principal Investigator
ii. IRB Coordinator
iii. Study Coordinator I or II
iv. Additional Study Coordinators
v. Sub investigators
2. This feature may only be used for adding or deleting AFFILIATED UVA personnel.  

3. IMPORTANT: If you are adding an unaffiliated investigator to a study OR changing the UVA PI, you will be required to submit a modification to the IRB HSR via PRO (Submit Documents). Detailed instructions for submission can be found on the Modification Request Form.

4. Note: To ADD personnel, the BASIC IRB- HSR training MUST be up to date. You will not be allowed to add or change user roles if training has expired. *ALSO SEE NEW GCP requirements for Full Board Studies (p.2)*

5. Each user can only be assigned to one position. 
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INSTRUCTIONS

1. Click on Personnel Changes tab
2. A list of studies will appear
3. Far right tab, under Personnel, click hyperlink View/Edit
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4. From this page, you will be able to ADD NEW PERSON, or REMOVE an existing person from the study.
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5. An event of a personnel change will NO LONGER be added in IRB online or IRB PRO.

6. The HISTORY tab will allow you to view when a person was removed, added and by whom. The history feature can serve as a running report to share with your sponsors as well. 


Page 2 of 2

image2.png
nces Research

UVA Non-Human Subject Research Online Tool

Intended Project Title:

Project Leader:

‘Who is completing the form?
Name
Email

Date 12022022 |

*All above fields are required

Does this project or activity need IRB Review?

Complete the questions below. The Project Leader is responsible for the accuracy and reliability of the
information submitted through the UVA Non-Human Subject Research Online Tool, for following all
applicable Federal, State, and local laws and/or regulations. and i also responsible for submitting research
studies to the IRB-HSR when required. This is NOT an IRB determination. Activities that meet the definition of
Human Subject Research/ Clinical Investigation WILL REQUIRE SUBMISSION of an application to the IRB-HSR.





image3.png
VPR IRB PRO PERSONNEL CHANGES

HOME READER INVESTIGATOR  ADMIN  SUPERADMIN

First Name:
Eileen

Last Name:

Sembrowich
Suffix (Jr, S, etc.):

Degrees:

BSc,BA,CCRP,CIP

Phone:

4342436542

Email: ecs3b@virginia.edu

© @virginia.edu
ecs3b o @hscmail.mec.virginia.edu
O @UVAHealth.org

School*:

IRB Health Sciences Research
Department*:

General Administration

Division:




image4.png
GCP Training: O Either O FDA Focus ® ICH Focus




image5.jpeg
Auxiliary Information

Please fill out the ausiliary information below. Fields marked with a * must be completed before you may submit your study.

Tnvestigational New Drug (IND) Number: Please enter IND numbers only.
(You may enter up to 3 IND#s),
[Ctoms

R —

*Administrative Contact for Study:

The administrative contact s the person to whom all approvals will be sent. They will also

be the contact person for non-scientific questions.

* GCP Required Training: [FDA Focus Oy 2
Either FDA of ICH Focus

FDA Focus Only

ICH Focus Only

Committee Reader SuperAdmin





image6.png
STUDY TEAM LINKS

] D4

MY STUDIES SUBMIT DOCUMENTS





image7.png
MY STUDIES
SUBMIT DOCUMENTS TO IRB-HSR

SELECT TYPE OF REVIEW
Choose the type of review:

Select one:




image8.png
SELECT TYPE OF REVIEW

Choose the type of review:

Humanitarian Device (Single Patient) v

Select one:

Research Associated with a Study Number:
Continuation

Full Board Conditions

Modification

Receipts of Acknowledgement
Recruitment

Updates to Investigator Brochures Only
Research Without a Study Number:
Exempt Determination

Expanded Access (Single Patient)
Humanitarian Device (Single Patient)
Non-Engaged/UVA Agent Determination





image9.png
Select the Study Number:

Select one:

Select one:
21305
16002
15024
11967

1





image10.png
MY STUDIES

UPLOAD AND SEND DOCUMENTS TO IRB-HSR FOR REVIE

Use this form to send documents to the IRB-HSR for review. A copy of each submission, with the documents attached, will be sent to you at

lecs3b@yvirginia.edu. You can reply to that email if you need to give more information or add documents

Rl This form accepts standard document types; ZIP files and email messages are not allowed (convert emails to PDF’
Bl You can send multiple documents by holding the Shift or Ctrl key while selecting documents}
ERTo send multiple documents, they must all be in the same folder on your computes

Ll The size limit for all documents together is 25MB|
f you have several large documents, use this form multiple times to send the documents separately]

[Review Option: Humanitarian Device (Single Patient

Select documents from your computer:
| Browse...

| No files selected.

Comment (optional):





image11.png
Stuay - Review bocuments submitted

PR « e
IRBHSR@Vvirginia.edu 96>
To IRBHSR@virginia.edu 9:10 AM
Cc Sembrowich, Eileen (ecs3b)

Reviewer #2_IRB Member Full Board Modification Che...
91 KB

The attached documents were submitted through IRB Pro. The IRB-HSR
will respond to this request within 5 business days. You can reply to this
-mail to add comments or additional documents.

Review Type: Humanitarian Device (Single Patient)

Submitted by: Sembrowich, Eileen (ecs3b) (ecs3b)

Documents Submitted:

1. Reviewer #2_IRB Member Full Board Modification
Checklist(1).docx

Comment:




image12.png
STUDY TEAM LINKS

D4 D4

MY STUDIES

SUBMIT DOCUMENTS PERSONNEL CHANGES





image13.png
Expiration
ID Title Status Date Your Role Personnel

1 IRB-HSR Test Protocol #5 Open to Enroliment 12/31/2022 Sub-Investigator View/Edit




image14.png
ADD NEW PERSON Help HISTORY TRAINING




image15.png
User ID:

——




image1.png
Use of Electronic
Informed Consent

Questions and
Answers
Guidance for Institutional

Review Boards, Investigators,
and Sponsors

US. Department of Health and Human Services
Office for Human Research Protections (OHRP)





