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New Study Submission Workflow

Pre-Submission Pre-Review IRB Review Post Review Review Complete

At minimum, there are four (4) parts to complete to Submit a New Study to the VU HRPP Office:

1.

Complete all six (6) SmartForms (File in state: Pre-Submission¥)

2. Manage Ancillary Review to Department Chair or Department Chair Proxy for Approval
3.
4. Click on the activity: Submit to officially send the submission to the IRB Office for review (state

If the Plis a student, Assign Pl Proxy (this will be the student’s faculty advisor)

changes to: Pre-Review?)
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GUIDE

Step 1 - Getting Started

L

Step 2 - SmartForms

Basic Study Information SmartForm
Study Funding Sources SmartForm
Local Study Team Members SmartForm
Study Scope SmartForm

Local Research Locations SmartForm
Local Site Documents SmartForm

L

Step 3 - Manage Ancillary Review to Department Chair

L

Step 4 — Assign Pl Proxy (if applicable)

L

Step 5 -Submit to VU IRB/HRPP office

L

New Study Submitted

Miscellaneous Activities available on the Main Workspace of the New Study
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STEP 1

Loginto VERA (https://vera.vanderbilt.edu/)

There are two (2) places from which to Create a NEW Study:

1) Fromthe Dashboard, click on the blue action button (drop-down options): Create > IRB > Create New Study

O e | e | m | srasce

Page for mmm  ——m

e

My Inbox
— — |
* Agreements Filter by @ ¥ | | Enter text to search n = Add Filter
* Grants ID Name
—
[ - IRB v g \ J N e n - e -
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Report New Information
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2) From the IRB Main Workspace, click on blue action button: Create New Study

Dashboard Admin | Agreements ' IRB Settings

Submissions Meetings Reports Library Help Center Central Actions

82 Components &8 Properties & Permissions

Search e

In-Review Active New Information Reports External IRB Relying Sites All

Create New Study

@ v | | Enter text to search Add Filt
Report New Information Eiter by n +* ol

+ Date Expiration PIFirst PlLast Coordinat Coordi Submissi
D Name Modified State Date Name Name First Name Last Name Type
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STEP 2 - SmartForms

From here, you begin entering the New Study information into VERA IRB. Make sure you have all necessary materials
regarding the study available.

The first SmartForm for a New Study opens: Basic Study Information SmartForm, complete all items available.

You Are Here: -# _IRBSubmission

«
- Creating New: IRB Submission 4Gotofamsmeny @ Help

Basic Study Information e

Please note that * indicates a response is required and you cannot continue to the next SmartForm without providing a
response. Allitems are required in this SmartForm.

*Title of study: Enter the Title of the Research Study. For federally funded studies, the study title should match the
sponsor award title.

* Short title: Enter a shortened study title. It must not exceed 50 characters. The short title should reflect the
following format: "PI Last Name_Department_Shortened Study Title”

Example: “Smith_SON_Cognitive Identity”
Note: the short title identifies the study throughout the VERA IRB system, such as in your VERA Inbox and in the IRB's
list of submissions to review.

*Brief description: Provide a brief summary of the research study in lay language. This should be no longer than a few
sentences.

Summarize:
e The central question the research is intended to answer
e The primary objectives
e The methods used

Example:
“This is a <drug study, vaccine study, chart review, bio-specimen analysis, survey, or questionnaire study> that will
examine...”

* What kind of study is this?: Choose either: 1) Multi-site or collaborative study, or 2) Single-site study

A multi-site or collaborative research study is one where two or more institutions collaborate to complete the research
outlined in a specific protocol. Note that a study that utilizes one or more research locations at your institution would likely
not be considered a multi-site or collaborative research study in this system. For example, conducting research at a VU
residence hall and a VU dining hall would be considered a single-site study where all research activities occur at this
one institution (VU). Please contact the VU HRPP office at irb@vanderbilt.edu for any questions about single site and
multi-site/collaborative research.

* Will an external IRB act as the IRB of record for this study?: Choose 1) YES or 2) NO

For a multi-site study (MSS):

e Select Yesif an IRB outside your institution will review this study and decide whether to approve it—with
permission from the local (your institution's) IRB. For example, if you are a participating site in an MSS, select Yes.

e Ifyou are the sIRB of record for a multi-site or collaborative study, select No.
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* Local principal investigator: Manually select the Pl for this research study. The Pl is responsible for the compliant
and ethical conduct of the research study.

Note:

e The Local Pl field defaults to whomever is logged in and completing this SmartForm. It is editable for you to
change the Pl to anyone who is listed in the VU Oracle HR feed.

e Selectthe local principal investigator for this study or participating site. If this is a multi-site or collaborative
research study for which your IRB will be serving as the IRB of record, then select the name of the principal
investigator responsible for the entire conduct of the study. You will enter individual site principal investigators on
the site records.

To Edit the Local Pl Field:

e (Clickonthe 0 (blue circle with white x), which clears the textbox.
e Enter percent sign (%) then the last name of the person who is the Pl (example: “%mckay”).
The % is the “wildcard” for searching in VERA when there is a text box with a data feed populating the responses.

* Local principal investigator: @
%mckay|

=) Last First Organization

- McKay N L

* Does the local principal investigator have a financial interest related to this research?: Choose YES or NO

For more guidance on financial interest, refer to the VU Office of Conflict of Interest and Commitment
Management website for more information related to Financial Conflict of Interest (FCOI).

Important! If an individual has a financial interest, provide a copy of the Conflict of Interest Committee's
determination regarding the interest. Attach a copy of the COl Committee’s determination and/or COl management
plan (if applicable) using the Local Site Documents SmartForm, which appears later in the submission forms.

* Attach the protocol: Researchers are required to attach a research protocol in Word format here. The Protocol
Templates can be found on the VU HRPP’s website.
e Please do not attach your grant proposal here.
e 118 Determination Requests: Complete the HRP-902-118 Determination Request Form found on the VU HRPP’s
website and attach it here.
e Note: Forindustry-sponsored or multi-site research, attach the sponsor’s protocol and a site supplement. A site
supplement usually describes any local variations to the protocol being performed at this institution.

1. Click on the “+Add” gray button to attach the Protocol.
a. An “Add Attachment” pop-up window opens:
i. * File to attach: Click on "Choose File" to search for and attach the research protocolin
Word format.
ii. Name (if not supplied, the file name will be shown) Be sure the document is clearly labeled
as aresearch protocol. Example: "Research Protocol_Pl Last Name".
iii. Version number is optional.
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Once you attach a document, it is visible under Item 8. Each attached document will have an “Update” button and

a “Delete” 0 button.
e Youareable to “Delete” an attachment.
e Whenyouclick on “Update” — an “Edit Attachment” pop-up window opens.
o Clicking on the “...” next to the file’s name, gives you two (2) options: (1) Download Copy or 2)
Delete.

8. * Attach the protocol: @

|+ Add I
Document Category Date Modified = Document History
@ Update I @ Research ProlocoI_McKay.doca((0.01)l IRB Protocol  1/14/2025 History (al

Edit Attachment

1. * File to attach:
Personnel report.pdf(0.01) ===

Choo| &, Download Copy
© Delete
2. Name: (if not supplied, the file namewmrossTowT &

Click CONTINUE. Be sure to have provided an answer to all eight (8) items.

e This saves the SmartForm information, moves you to the next SmartForm, and assigns the New Study an ID (e.g.,
STUDY00000111).
e SmartForms are listed on the left side.

= [ vaidate 318 Compare N
You Are Here: g DuncanBiqiku-Laurel_SPA_NIH

Basic Study .

Information Edltmg: STUDYO00000111 4Gotoforms meny 3 Printw @ Help
BN sty Funding sources o

R 1. Identify each supplying g for the study:

Study Scope Hna

Funding Source Sponsor's Funding ID Grants Office ID Attachments
Local Research Th r
ions \ere are no items to display
R 2. If this study is not funded click here: I
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The second SmartForm for a New Study opens: Study Funding Sources SmartForm, complete all items available.

Item 1. Identify each organization supplying funding for the study:
e Click onthe “+Add” gray button to add each funding source.
o Complete the four (4) questions for each funding source in the pop-up window.
o ldentify all external and internal funding sources.
= 118 Determination Requests: Funding information and a grant proposalis required to be included
here. See 118 Determination / Just in Time (JIT) Guidance Document found on VU HRPP’s website.
e Once allfunding sources are listed, you will see them listed under the “+Add” button.

Question 1. * Funding organization: This item is a text box field.
e  Search through all the organizations available through Oracle.

o Enter “%” plus the beginning of the organization’s name to search for and choose each individual funder.
e Ifyour funding source is new and does not appear on the list, contact the VU HRPP at irb@vanderbilt.edu.

* Funding organization: @

(%national institutes J
S
ID 2 Name Category Parent Organization
—————— Vi National Institutes of Health Federal Government GC_C255
GC_C681 National Institutes of Health_Billing Federal Government GC_C255

Question 2. Sponsor’s funding ID: (assigned by external sponsor) —enter the Sponsor’s ID/Award #.
Question 3. Grants office ID: (assigned internally) —enter the VERA Award ID #. For example: AWD00001234.

Question 4. Attach files: (include any grant applications)
e Click on “+Add” button.
e Complete the three (3) items for each attachment added in the pop-up window.

Item 1. * Files to attach: Click on “Choose File” to search for and attach relevant documents.
Item 2. Name (if not supplied, the file name will be shown): Optional.
Item 3. Version number: Optional.

e Click on OKor OK and Add Another. Using OK and Add Another saves you a few clicks when adding
multiple attachments.

Add Funding Source

2]

* Funding organization: @
National Institutes of Health -+ | €

Sponsor's funding ID: (assigned by extemal spensor)
1RO12345

Grants office ID: (assigned internally)
AWDO0D01234

Attach files: (include any grant applications)
+ nad

Document Category Date Madified  Document History

[ upsme @ Grant Application.docx(0.01)  Sponsor Attachment  12/13/2024  History [}

Item 2. If this study is not funded, click here: [
e [ICheckthe box if the study is not receiving any funding.

Click CONTINUE to move to the next SmartForm.
Back to Guide List
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The third SmartForm for a New Study opens: Local Study Team Members SmartForm. Complete all items.

= [ vaigate &f3 Compare
You Are Here: g DuncanBigiku-Laurel_SPA_NIH
Basic Study ™
Information Editing: STUDY 00000111 4Gotwimsmeny BPrte @ Help
Study Funding
Sources Local Study Team Members
_] 1. Identify each additional person involved in the design, conduct, or reporting of the research: @
Study Scope L
Name Roles Financial Interest Involved in Consent E-mail Phone
Local Research .
TEERERS There are no items to display
Local Site 2. Identify other team members not in VERA such as students: @
Documents
+ Add
Name Description
There are no items to display

Item 1. Identify each additional person involved in the designh, conduct, or reporting of the research:
e Click onthe gray “+Add” button.
o Complete four (4) questions about each person added in the “Add Study Team Member” pop-up window.
o Do notaddthe Pl here.
¢ Note:

o  Multi-Site Study: Both sIRB and participating site institutions should only include information about team members at
your local institution. Other sites involved in the multi-site study will add their own information about local study team
members.

o Do not add the study's primary contact person for IRB communications here unless the person is also engaged in human
research. The person who creates the study in the IRB system is assigned as the primary contact by default, and can be
changed later using the Assign Primary Contact activity.

o Ifyou have difficulty finding the person on the list, type the beginning of the first or last name. Contact the VU HRPP staff
for assistance at irb@vanderbilt.edu if a person is not listed in the system.

Item 1. * Study team member:
e Enter “%” and the Last Name for the study team member you are adding

Add Study Team Member

Item 2. Role in research: (check all that apply) 1 Study 4 her:
. udy team member:

e Check this study team member’s role(s): A St | ©
OPTIONS: 2. Role in research: (check all that apply)
7_' X O cCo-investigator
O CO'aneStlgatOr Data Analyst
o Data Anal.ySt [0 Research Assistant
. O statistician
O Resea rCh ASSlSta nt O Lay Observer
o Statistician O Faculty Advisor
o Lay Observer 3. * Is the team member involved in the consent process?
o Faculty Advisor O Yes @ No Clear

4. * Does the team member have a financial interest related to this research? @
O Yes @ No Clear

Item 3. * Is the team member involved in the consent process: Choose YES or NO

Item 4. * Does the team member have a financial interest related to this research: Choose YES or NO
e Formore guidance on financial interest, refer to the VU Office of Conflict of Interest and Commitment
Management website for more information related to Financial Conflict of Interest (FCOI).

e Click on OK or OK and Add Another. Using OK and Add Another saves you a few clicks when adding
multiple study team members.

Back to Guide List
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Item 2. Identify other team members not in VERA such as students:
¢ Click onthe gray “+Add” button.
o “Submit a Document” pop-up window will open.

o Clickon “Choose File” to search for and attach the individual’s CITI Training Certificate of Completion.

¢ Note:

o Add study team members who are engaged in human subjects research activities and who are not listed in
Oracle at Vanderbilt University here. Example: Students or other individuals VU does not include in Oracle.

o Do not add individuals who were added in the previous question.

If VUMC study team members are engaged in human subjects research activities do not add them here.

o Multi-Site Research Study: If VU acts as a single IRB (IRB of Record) do not include information about
participating site study team members here.

o Ifyouhave questions, contact the VU HRPP at irb@vanderbilt.edu.

o

e Click on OK or OK and Add Another. Using OK and Add Another saves you a few clicks when adding multiple
documents.

IEE,v-m— 818 Compare

You Are Here: g DuncanBigiku-Laurel_SPA_NIH
Basic Study -
Information Edltmg STUDYO00000111 4Gotoformsmeny Pty @ Heip
Study Funding
Sources Local Study Team Members
g 1. Identify each additional person involved in the design, conduct, or reporting of the research: @
Study Scope +
Name Roles Financial Interest  Involved in Consent E-mail Phone
Local Research
ocaens ( [# Update Ann Smith DataAnalyst no no ann.smith@vanderbilt.edu 1-615-322-2631 QJ
Local Site
Documents
2. Identify other team members not in VERA such as students: @
+ Add
Name Description
[ @ attachment.docx(0.01) J

Click CONTINUE to move to the next SmartForm.

Back to Guide List
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The fourth SmartForm for a New Study opens: Study Scope SmartForm. Complete all items.

= R validate &8 Compare 3
You Are Here: g DuncanBigiku-Laurel SPA_NIH
Basic Study

Information Edl[lng STUDY00000111 4Gotoforms menu @Printy @ Help
Study Funding
D Study Scope @
Si Te
k;;ﬁ'be',:dy e * Does the study specify the use of an approved drug or biologic, use an unapproved drug or biologic, or use a food or dietary supplement to diagnose, cure,

| treat, or mitigate a disease or condition? @
G o oo

] h
tﬁ,’ﬁ;ﬁ:ﬁ“’“ * Does the study evaluate the safety or effectiveness of a device or use a humanitarian use device (HUD)?

O Yes O Mo Clear

Local Site
Documents

Does this study have international components?
O Yes O Ne Clear

* Does the study specify the use of an approved drug or biologic, use an unapproved drug or biologic, or use a
food or dietary supplement to diagnose, cure, treat, or mitigate a disease or condition: Choose YES or NO
o Note:

o Ifyour study involves use of an unapproved/investigational drug of biologic, then stop here. The study must
be submitted to the VUMC IRB.

o Ifyour study involves an IND Exempt Drug, then please complete the IND Exempt Form found on VU HRPP’s
website and attach it to the IRB submission.

o The phrase "specify the use of” means the protocol requires one or more subjects to use the drug, biologic,

dietary supplement, or food as part of study participation, regardless of whether its use is considered
standard of care.

* Does the study evaluate the safety or effectiveness of a device or use a humanitarian use device (HUD)?:
Choose YES or NO

e Note:
o Ifyour study involves use of an unapproved/investigational device, then stop here. The study must be
submitted to the VUMC IRB.
o Ifyour study involves an IDE Exempt Device, then please complete the IDE Exempt Form found on VU
HRPP’s website and attach it to the IRB submission.

Does this study have international components?: Choose YES or NO
e Note:
o International research involves data and/or study populations located outside of the United States.
o Formore information, refer to the International Research Guidance on the VU HRPP’s website.
o Ifyou selected YES, then indicate the specific country(ies).

* If so, indicate which countries below:

There are no items to display

Click CONTINUE to move to the next SmartForm.

Back to Guide List
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The fifth SmartForm for a New Study opens: Local Research Locations SmartForm. Complete ltem 1.

|= [ Validate 818 Compare N
‘You Are Here: ‘ DuncanBiqgiku-Laurel_SPA_NIH
Basic Study a
Information Editing: STUDY 00000111 tGowtomsmens EPriny @ Help
Study Funding i
BEED Local Research Locations e
Local Study Team " " A " N "
Members J 1. Identify research locations where research activities will be conducted or overseen by the local investigator:
Study Scope i
[ N Location Contact Phone Email
_ There are no items to display
Local Site
Documents

Item 1. Identify research locations where research activities will be conducted or overseen by the local investigator:
e Click onthe gray “+Add” button
o “Add Research Location” pop-up window will open.

Item 1. Select the research location:
e Ifyourresearch is occurring at Vanderbilt University, then type “%Vanderbilt” and select Vanderbilt
University.
e Forotherresearch location(s), enter the specific name of the research location(s), city, state, and country
where the human research activities will occur.

e Click on OK or OK and Add Another. Using OK and Add Another saves you a few clicks when adding multiple
research locations.

= B valdste &8 Comomre «
You Are Here: jig DuncanBigiku-Laurel_SPA_NIH
Basic Study e
Information Editing: STUDY00000111 tGsoomsmery @Prinvy @ rep
Study Funding X
S Local Research Locations @
bﬁﬁ‘;ﬂv Team 1. Identify research | d where h ies will be conducted or overseen by the local investigator:
Study Scope e
Lecation Contact Phone Email
[T upsste | vanderit University Hilda McMackin 615-B75-2716 hilda.mcmackin@vanderbilt edu QJ

Local Site
Documents

Click CONTINUE to move to the next SmartForm.

Back to Guide List
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The sixth SmartForm for a New Study opens: Local Site Documents SmartForm. Complete all items.

= B veidete 8J8 Compare «
You Are Here: g DuncanBigiku-Laurel_SPA_NIH
Basic Study cer
Information Editing: STUDY00000111 (Gotomsmens @emy @ Hep
Study Funding .
LI Local Site Documents e
k:f;ﬁ:‘;dy feam Consent forms: (include an HHS-approved sample consent document, if applicable) @
-

Document Category Date Modified Document History

T e There are no items to display

Locations

_ Recruitment materials: (scd sil materal t be seen or heard by subjects,inclucing ads) @
+ agd

Dacument Category Date Modified Document Hisiory
There are no items to display

Other attachments:
+ Add

Dacument Category Date Modified Document History

There are no items to display

Consent forms:
e Click onthe gray “+Add” button.
o “Add Attachment” pop-up window will open.

- * File to attach: Click on “Choose File” to search for and attach consent forms, assent
forms, parental permission forms, and/or a research information sheet in Word format. Translated
versions can be attached here as well.

o Findtemplates for consent/assents/parental permission forms and the research
information sheet on VU HRPP’s website.

o Labeleach document clearly. Example: “Consent Form for Adult Teachers”; “Assent Form
for 13-15 Year Old Students”; “Research Information Sheet for Adults”

= Clickon OK or OK and Add Another. Using OK and Add Another saves you a few clicks when
adding multiple attachments.

Recruitment materials:
e Click onthe “+Add” button.
o “Add Attachment” pop-up window will open.

. * File to attach: Click on “Choose File” to search for and attach all recruitment documents.
Translated versions can be included here as well.
o Labeleach document clearly. Example: “Social Media Recruitment Posting”; “Recruitment
Email for Surveys”; “Recruitment Flyer for Community Member Interviews”
o Recruitment materials include specific information about the study to invite potential
participants to participate in the research study.

= Clickon OK or OK and Add Another. Using OK and Add Another saves you a few clicks when
adding multiple recruitment material attachments.

Other attachments:
¢ Click onthe gray “+Add” button.
o “Add Attachment” pop-up window will open.

= * File to attach: - click on “Choose File” to search for and attach additional relevant
research study related documents.
o Examples: data collection tools, faculty advisor approval, certificate of translation,
additional study supporting supplements (e.g., participating site documents, IND Exempt
Form, IDE Exempt Form), site permissions/letters of support, handouts, ancillary review
approvals (e.g., Radiation Safety Committee approval), etc.

Back to Guide List
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Item 2. Name: (if not supplied, the file name will be shown). Label each document clearly.

Item 3. * Category: Click on the drop-down menu and choose one option.

3. * Category:
v
Faculty Advisor Approval
Biosafety Report
Radiation Safety Committee Report
Certificate of Translation
Local Context Review

Other

Item 4. Version number: Optional.

Click on OK or OK and Add Another. Using OK and Add Another saves you a few clicks when adding

multiple attachments.

= R vaiicate 818 Compare

Basic Study
Information

Study Funding
Sources

Local Study Team
Members

Study Scope

Local Research
Locations

You Are Here: g DuncanBigiku-Laurel_SPA_NIH

Editing: STUDY00000111 «Gotoforms mens B Print

Local Site Documents @

1. Consent forms: (include an HHS-approved sample consent document, if applicable) @

+ add
Document Category Date Modified Document History
]'TZW @' Consent Form.docx(0.01) Consent Form 12/113/2024 History oJ
_ 2. Recruitment materials: (add all material to be seen or heard by subjects, including ads) @
+ Add
Document Category Date Modified Document History
[ @ Upaste @ Recruitment Materials.docx(0.01) Recruitment Materials 121312024 History oJ

3. Other attachments:
+ Ada

Document Category Date Modified Document History

l' [ upsate | §F Other attachments.docx(0.01) Other 121372024 History OJ

(>

You completed all the SmartForms.

Click Finish to exit and return to the Main Workspace.
o Other selection options: “Save Changes” or “Exit”

Returning to the Main Workspace for the New Study:

o The study status is now currently in the Pre-Submission state.
o ThelD # can be found to the right of where it states: “Pre-Submission”.

Back to Guide List
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STEP 3 - Manage Ancillary Review to Department Chair (or, Department Chair Designee)

REQUIRED: Department Chair/Designee Approval is required for all new studies being submitted to the VU IRB.

From the New Study’s Main Workspace:

e Clickonthe activity: Manage Ancillary Review (left side of the Main Workspace, located below the blue action
buttons: Edit Study, Printer Version)

STUDYO00000109: ud B amd.ary 16 i kel

Last updated: m m m "] Principal investigator: \m mm | B ] IRB office: VU SBER IRB
Submission type: Initial Study IRB coordinator:
Primary contact: [ BN ]

Next Steps Pl proxies: L n

Edit Study
( Pre-Review IRB Review

Clarification Clarification
~* Submit Requested Requested

Post-Review

Madifications
Required

Review CnmplelD

& Assign Pl Proxy

& Manage Ancillary Reviews ;,__.__

& Manage Guest List History Funding Contacts Documents Reviews Snapshots Training

e A “Manage Ancillary Reviews” pop-up window opens:
o Click on the gray button “+Add” to setup each Ancillary Review needed.
o Note: * (ared asterisk) means itis required to complete the item. You cannot complete setup and send the
Ancillary Review without completing the required item.

= *Select either an organization or a person as review:
Enter “%DEPTNAME” in the textbox next to Organization or enter the 5-digit department
number “%DEPTNUMBER”.

o Example: “%Psychology and Human Development” or enter the 5-digit Department

Number “%21240”

. Review type: Select the type of Ancillary Review:
e Select “Departmental Approval”
. *Is aresponse required? — Choose YES
e This means that the Department Chair Approval must be submitted before the Study can
move past the state.
. Comments
e Optional. You can write a message to the Ancillary Reviewer here.
= Supporting documents
e Optional.
= Click OK.

You are now redirected back to the “Manage Ancillary Review” pop-up window:
. “Identify each organization or person that should provide additional review:” now you will see a list of the
Ancillary Review(s) you created.
e Clickon OK.
o This sends the Ancillary Review through VERA Notifications to the recipient’s Vanderbilt email address.
o Therecipient will receive a notification from VERA called: “Ancillary review notification”.
o The VERA notification is sent once you “Submit” the VERA Study to the IRB Office.

You can verify the Ancillary Review that you set up in the Reviews tab on the Main Workspace.

Note: If a change needs to be made to the Ancillary Review, this can be edited.
Back to Guide List
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STEP 4 - Assign Pl Proxy (if applicable)

REQUIRED: For student principal investigators, their faculty advisors are required to be added as a Pl Proxy.
Note: The Pl Proxy performs the same activities as the PI.

STEP 1
The Pl Proxy must be entered in the Local Study Team Members SmartForm before assigning the Pl Proxy on the Main
Workspace.
o Clickthe “+Add” button.

You Are Hore: gg Test

Editing: STUDY00000110

Local Study Team Members

1. Identify each additional person involved in the design, conduct, or reporting of the research: @

&)

Namo Roles: Financial Intevest Involvod in Consent E-mall Phone

r
| [ upsse | Micneli Wachter Research As: ler@vanderbilL e 1-615-322-3826 oJ

2. Identify other team members not in VERA such as students: @
+ age

Namo Descrigtion
There are o tems 1o dipiay

Once you enter the person that you want as your Pl Proxy in the Local Study Team Members SmartForm, move to Step 2.

STEP 2
On the Main Workspace of the New Study Submission, click Assign Pl Proxy.

# b . @l

STUDY00000110: Test

Ll R 2PN PSSO Invesgaor L Dunssn e wmam ]

Mext Steps prainn:

Select study team members to act as proxy:

%

(=) Last First Organization
L
U
TG G 1w e o ey

o An “Assign Pl Proxy” pop-up window will open:
o Item 1. Select study team members to act as proxy:
=  Enter “%FirstName LastName” or “%Last Name”
= Note: The person you added on the Local Study Team Members SmartForm will show up here to
select.
= Clickon OK
= Backonthe Main Workspace, you will see a status update of the Pl Proxy you assigned

# Admin View @ veis

STUDY00000110: Test

Last updatod 121182024 229 PN PInCIpal investigator: Laurel Duncan Bigku IRB office: VU SBER IR8
Submission type: sl Say 1RB coordator
Primary contact: __ Laurel Duncon Begh

Next Steps Pl proxms. Wichele Wachier )

4 229 PM

121122024 113 PM

Note:
If you do not find who the person you want to list as your Pl Proxy, then return to Step 1 and follow the instructions.

Back to Guide List




VERA IRB: How to Submit a New Study - Faculty/Pl Guide ver.6/16/2025

STEP 5 - Submit to the VU HRPP Office for Review

Click on activity: Submit

Pre-Submission

STUDYO00000010: = » g* 1

Entered IRB: 5p9/2025 1:20 M Principal investigator: . oum ™. mm "unt IRB office: VU SBER IRB
Last updated: €[13/2025 1:00 AM Submission type: o . IRB coordinator:
Primary contact: -1 1
Pl proxies:
Next Steps
- Pre-Submission IRB Review Post-Review
- nter Version
Clarification Clarification Modifications
-~ Requested Requested Required
[F’ Submit
&+ Assign Primary Contact
&+ Assign Pl Proxy
History Funding Contacts Dy ] Reviews Snapsh Training
& Manage Ancillary Reviews

e A “Submit” pop-up window will open.
o Review the attestation statement.

By signing below you are verifying that:

= You have obtained the financial interest status ("yes" or "no") of each research staff.

= You have verified that appropriate human subject training has been completed by study team members.

= You have obtained the agreement of each research staff to their role in the research.

= You understand that departmental approval must be obtained before IRB review of this submission.

= You will conduct this Human Research in accordance with requirements in the HRP-103 - Investigator Manual

o Click OK.

The state of the submission changes to Pre-Review in the workflow. Your study is now submitted to the VU HRPP.

The VU HRPP staff are notified of the submission to review.

Back to Guide List
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Miscellaneous Activities available on the Main Workspace of the New Study:

Manage Guest List:
This activity allows you to add “viewers” to the study. For example, the Department Grants Managers who manage the proposals and awards, would be able
to verify protocol #s and dates, if they are given access to view the VERA IRB file.
1. Click on Manage Guest List, a “Manage Guest List” pop-up window opens
2.  “Guest list for allowing additional people to view the submission:”
. In this HR feed textbox, search for and select anyone you would like to add to have “viewing” access only to the study.
. Begin your search with “%” before the Last Name or First Name you want to select.
3.  Once selected, the individual selected will show up in the list below the searchable textbox.
4.  If everyone you would like added is listed, then click on OK.
. Clicking on OK closes the pop-up window.
5. You can double-check the list of viewers by clicking on the blue tab: Contacts.
. Look for row: Guests Who Can View This Submission

Guest list for allowing additional people to view the submission: Guest list for allowing additional people to view the submission:
[[%:luncari ‘ J
= Last First  Organization Preferred Email FirstName LastName  Employer Title
Duncal Bailey 30300 - Student Centers bailey.a.duncan@vanderbilt edu [Lawul Duncan Bigiku 27200 - Sponsored Program Administration  Manager, Training oJ
Dunca Lisa 37530 - Custodial Services lisa.f.duncan 1 @Vanderbilt Edu
Dunca Natasha 12000 - Arts and Science: Office of the Dean natasha.duncan@vanderbilt.edu
Dunca. Renn 18340 - Warren Center for Neuroscience Druq Discovery renn.a. edu
[Duncan Bigiku Laurel 27200 - Sp Py i it edu
oK Cancel
[ ok | cencel | E=R
History Funding Contacts Documents Reviews Snapshots Training
Principal Investigator
Name Financial Interest E-mail Phone
Laurel Duncan Bigiku No aurel.|.duncand@vanderbilt edu 1-615-322-0344
Study Team
Name Roles. Financial Interest  Involved in Gonsent. E-mail Phone

John DalTufs Coinvest fator o no john. deltufo@vandarbilt.adu 1-615-343-2002
Austin Spurlock Corlnves pator  no no austin spuriock@vanderbilt edu 1-629-215-9021
Other Study Team Men ber Information

Name

Doscription
@ Sudeno.01) }

Guests Who Can View This Submission

Name E-mail Phane

Laurel Duncan Bigiku laurel.|.duncan@vanderbilt.edu 1-615-322-0344

Copy Submission:
If you want to re-use an IRB Study File, you can “copy” the file and make changes to the new submission.
1. Click on Copy Submission, a “Copy Submission” pop-up window opens
2. Provide a “New submission name”
3. Clickon OK
4.  Lookunder the tab: History. You will see aline item called: Copied Submission
. Once the submission is copied, you will see the note: “New Copy: STUDY00000000 NAME”
. Click on the link (STUDY00000000) to access the new Workspace
5. You can access the new submission by going to the “Submissions” menu option, then look for the name of the copied submission.

Add Comment:
You can add comments or notes to the History tab of the VERA IRB file, by using activity: Add Comment.
1. Click on Add Comment, an “Add Comment” pop-up window opens
2. Provide comments or notes in ltem 1. Comment.
3.  Attach any document thatyou’d like to include in Item 2. Supporting documents.
4.  Check one of the three (3) options to the question: Item 3. Who should receive an e-mail notification?:
a. PI/PIProxy/Primary Contact
b.  Study Team
c. IRB Coordinator
5. Click on OK
6. Go to the tab: History to view the saved comments

Discard:
If you created a study in error or you no longer need IRB Approval:
1.  Click on Discard, a “Discard” pop-up window opens
2. Click on OK to officially discard the submission
3. Youwill be returned to the Main Workspace, and the state changes to: Discarded
4.  The submission is no longer usable

Back to Guide List




