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IMPORTANT NOTE:

Remember to Allow Pop-Ups in
your web browser.

If you do not allow pop-ups, the system
will not work properly.
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Tick@lab URL

https://lar.utrgv.edu/tickatlab/default.aspx

Log in with your UTRGV Credentials



https://lar.utrgv.edu/tickatlab/default.aspx
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Tick@Lab Work Flow

- New Protocol )

« PI or research team will create a draft
or Slgnature

protocol.

[eMail})

[eMail]

« PI should assi%n personnel to the protocol
with their applicable roles (Personnel
Tab). Note, the PI must be assigned as a
Reviewer and Signer at the bottom. As
well as the Faculty Advisor if applicable.

5 -
IRECO Administrative Review [
.

- PI Assurance must be completed before i
moving to Pre-Review and Sign. e
Faor Revisien (Designated Member Review) i

ﬂ Reviewer D‘:

« PI should do a status change by selecting
Pre-Review and Sign.

[eMail]

Full Committes Review

|ahlai]
- PI, and Faculty Advisors (if applicable)
must sign the protocol.

«  Once signed by all Reviewers and Signers, as Suzponted
On o

?rotocol is automatically forwarded to

the IRBCO (Coordinators). . (e
[aail]
« Exempt protocols are reviewed and w_
approved by IRBCO.
(o0
« Expedited and Full Review protocols are Poajoct Claure

administratively screened before being
assigned to a member.

Terminated s Cont on Review
& )
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Tick@Lab Work Flow

[eMail]

e If no pertinent documents or (Promevin s sign J > ForRovian (ProScview) )

information is missing the protocol
1s assigned to Reviewer (Board
Member) for review. '
o If during administrative screening |
any pertinent documents or
information is missing, the IRBCO
will send the protocol back to you for
revision. B [ [ahad]

For Revision (Desgnated Member Rieview] .i

[eMail]]

[ehail]

IRECO Administrative Review E

Administrative review and Reviewer -
Review comments will be provided -
within the protocol, located on the
respective tab. The protocol will be

|
pushed back to you For Revision. w«-a@

|th|'|ail] \ o S

- [eMail]
Desigrated Member Rl'.ritw}{‘ =4 Full Committes Review

Amendments and Continuations

After a protocol has been approved, the s
PI may draft and submit an -m

Amendment or Continuation.

@ I" Tarmi "_\L""l—-_ Ll Continuation Review
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Document Status Types

« Draft — This means your submission is in Draft Mode and is not yet submitted.

- Pre-Review & Sign — This means your submission is in the pre-review stage, all reviewers and
signers (as designated by you on the Personnel tab) must review before signing.

- Signatures — This means your submission is in the signing stage, all reviewers and signers (as
designated by you on the Personnel tab) must sign the protocol.

- IRBCO Administrative Review — This means your submission is being reviewed by IRB
Coordinators

- For Revision — This means your submission is being sent back to you for revisions (may be based
on feedback from Coordinators, a Designated Member, or the Full Committee)

- Reviewer — This means that your submission has been assigned to a designated IRB Member for
review, and is currently under review by them.

« Full Committee Review — This means that your submission has been pushed for Full Review by
either the Coordinators or a Designated IRB Member. Note, in this stage the project will be added
to a meeting agenda and will be visited by the board at a convened meeting.

- Approved - This means your submission has been approved. An approval memo will be published
at the file level.
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Steps on how to submit an IRB
application.
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P
i} Home

Protocols

@ Complianca Support v

@ Tasks

4l Reports

{ switch to mobile

@ Help

® UTRGV Research
Compliancea

e hckilah 3.0

1: 013 Language:

Investigator and
Member IRB

Your session will expire in:

& 6 0

Profile  Refresh  Logout
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e et ) Select IRB
me -- “Protocol”
ribbon.

CUSTOM REPORTS

{ﬂn REPORTS . T - I

e Please select the Institutional Review Board (IRB) tab to
work with Human Subjects Research Protocols.

 This system allows the user to submit Animal Use
Protocols (AUP) as well as Human Subjects Research

Protocols
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2. Click on
“Apply Filter”

"'% Home

Protocols

" Compliance Support
Y Apply filter | | ¥) Reset filter

LE-T

REpE & § tide[show [ | 0

Swibich to motwle Select the desired filter critena below and dick "Apply Filter” to customize your view,

Help Operation between different filter criteria: AND o 1. Once on the IRB tab, please select
e Operation between multiple selections within the same cniterion: OR “Pending Protocols” from “My Filter Sets”.

Compliance E/]\;  Pending Protocols lists all protocols that

My Filter Sets: are elther pending submission or are
@ Approved Protocols (For all users ; ]
tick@tab Pending Protocols (applicationwide default) currently undergoing the review process.
ARl ., o coocol | |\ File-History +1° Approved Protocols lists all protocols that
have been approved by the IRB.

English

) CLICK HERE TO VIEW, CREATE AND EDIT YOUR PROTOCOLS, D

Cmember e [JEENEZSNE

3. Click here to Expand Files. By default Tick@lab
collapses all files. You need to expand files in order to

see the folders that contain your protocol.

 file,
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Home
= FILTER & SEARCH

Protocols

Y Apply filter ) Reset filter Bg

@& Hide|Show (e

Select the desired filter criteria below and click "Apply Filter” to customize your view.

Compliance Support

[

Tasks

Reports 4 Operation between different filter criteria: AND
Operation between multiple selections within the same criterion: OR

Switch to mobile My Filter Sets: Pending Protocals (For all users) |

L=l

T
[N ]

@ Help v File-General % File-History v Document
UTRGV Research . . .
B Compliance This is an example of how a list of all

= CLICK HERE TO VIEW, CREATE AND EDIT YOUR PROTOCOLS.

projects you are part of, would look
@[ : + New | | T Export to Excel llk e

System Informat tickiitsh 3.0
B Coni : 013 Language:

4. Click here to start a

BN

K

are organized into files (folders). Click on the file to see the document(s) stored in the file.

1. t . 8 9 10 .. > »
pp . File Last Last Current document | 1st Principal
IRB# File title created File status Document title document document | document aporoved |inve: stl': ator
. change checkout |status/progress pp g
Investlgatnr o 22-Tul 22-Jul 22-Jul 22-Jul
= - . -Jul- i -Jul- -Jul- -Jul- .
Member IRB =  IRB-20-0228 Training Materials 2020 Initiated  oo0" 22-ul-2020 5040 Draft 3020 IRB, Investigator 1.0
Your session will expire in: IRBCO
~ . 22-Tul- 22-;l- 21-lk- ey 22-ul- L 22-lul- 22-Jul- .
™ IRB-20-0227 Protocol A (Exp Behav) 2020 Amendment 2020 2021 22-1ul-2020 2020 Adn;:;;strﬂtwe 2020 2020 IRB, Investigator 10.0
2 (_!) ; IRBCO
- . Testing attachment 09-Jun- _ .. 09-Jun- L 10-Jun- = 10-Jun- .
b s [~ IRB-20-0226 adding and rem... 2020 Initiated 2020 10-Jun-2020 2020 Administrative 2020 IRB, Investigator 9.0

Review
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&% Popup - Google Chrome - ] <

# lar-test.test-utrgv.net/tickatiab_test/popup.aspx?Commid= -1 5986585048 Eventid = InitiateFileWizard.Start

Reset f Close window X
m e Inmitiate File and Documeant Wizard
e [
sk Bk & DOCUMENT TEMPLATE
ste sal File Properties
Lendbam Please select the dooument template you like to use. a
Document Instibutional Review Board Protocsl (IRB) bl |

Template™:

/ \
— ﬁ 5. Select IRB from the drop
6. Click “Next” down menu on “Document
Template

Ill'ltbﬁq

to continue.
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& Popup - Google Chrame = O >

| @ lar-testtest-utrgv.net/tickatlab_test/popup.aspx?Commld=-15986585048 Eventld=InitiateFileWizard.Start A
; . . . Close window 3¢
= 7. Type the title of your project in

iti File and Document Wizard
Initiate .
the Title text box.
3 b Document Template
Iteq
" . AN 7
Hleg Plea=ze provide a meaningful short descniption for the file. a
_ Location
= Title Training Materiald
ilg
Protocol Number: IRB-Z0-0228

reg [(—Back] [aﬂexl] I

il
filg

8. Take note of -
II your project
number, and click | 1nvest

“Next” to continue.

r Invest
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10. Click on “Close Window”
to automatically save.

(5] Popup - Google Chrome

| L
| B lar-test.test-utrgwv.net/tickatlab_test/popup.aspx?Commld=-15986585048 Eventld=InitiateFileWizard.Start \ / L
; (Close window )()
Initiate File and Document Wizard
3 bj Document Template
H‘::: File Properties [ ) save and open document ]

D Piease SEIECt -Ln_R-GV" below-

Location

[ omcic| [[8 sove and open document |
II 9. Select “UTRGV” under %

location, and click on “Save and
open document”.

b Imwe
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e This is how the application for a new project will look like.
 The questions on the application are organized by topics on the left side of the form.

The University of Texas L. . .
RigGrandeVa]ley IRB: IRB-20-0228 "Training Materials", (v.1.0), Initiated/Draft
£ Home
U & Back to overview Lm Review | & Attachments | B Action v | | B workflow ~

Protlmoh General Information

- VA Study Approvals Please respond to all questions. Make sure you are writing for an audience outside of your field of study. Avoid jargon and provide complete responses to facilitate an efficient review. e
Compliance Support
Personnel = GENERAL INFORMATION o

Tasks Training
Irbp.Tab.GeneralInformation. HelpText. Label
Protocol /Forms Links

Reports

Drugs and/or Devices 1. Please provide a brief (1-5 sentences) overview of your study, including (1) the purpose, (2) your subject population(s), and (3) the methods used. (*) o
Write for 5 general audience, do not use jargon or names of instruments/measures/methods that individuals outside your field will not know. Please nate this is just an overview, detailed information is required under the "Praject information” tab.
Retrospective Data Collection

: Answer

Switch to mobile

Prospective Collection of
Biological Specimens

Help Project Information

Human Subjects Information

11. Click through the tabs and
S exEer] answer the questions on each tab.

MNote: If for your resel

@ UTRGV Research
Compliance Risks and Benefits

HIPAA

O
Yes
p—
Protection Of Data Please attach an outside site letter (using the UTRGV template) for each external site,
Recruitment ) mNo

PI Assurance Statement

T T (R 3. Is this a multi-site research project?
oridiow Histary A multi-site research project refers to the same protocol for human subjects research conducted at multiple (2 or more) research institutions in coliaboration with UTRGV. For non-exempt human subjects research that include multiple sites, cooperative

agreements will be needed (i.e., Single IRB, or Reliance Agresment).
O Yes

's)
() MNeo

Investigator and
Member IRB

4. Are you collaborating with someone from another institution?
This question refers to non-multi-site research projects. Le., someone will be helping you conduct your research, however their affiliated institution is not a site where research will be conducted.

O Yes

() MNo










From the “Personnel” Tab on the left, go into each of the questions and click “Edit selection” to
assign personnel as Co-Investigators, Key Personnel, Faculty Advisor and Reviewer and Signers

from the Pop-up window.
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"!T} Home

System Information: a-tune tickidab 3.0
Baild
English

& Back to overview

Protocols

General Information
Compliance Support v
Personnel

Tasks —

Protocol /Forms Links
Reports

Drugs and/or Devices

Switch to mobile

Prospective Collection of
Biological Spacimens.

HEIP Project Information
Human Subjects Information

UTRGV Research
Compliance

Risks and Benefits
Informed Consent
HIPAA

Protection Of Data
Recruitment

anfig Veersion: 013 Language:

PI Assurance Statement

Warkflow History

Investigator and
Member IRB

Your session will expire in:

Logout

IRB: IRB-20-0228 "Training Materials", (v.1.0), Initiated/Draft

| @ review| | @ atact

~ | | B workflow v

| | B Action

Retrospective Data Collection

= PRINCIPAL INVESTIGATOR 0

The Principal Investigator is responsible for all work conducted under this protocol and can edit the information. If this is a student project, the student is considered the “Principal Investigator” and should list a "Faculty Advisor” below.

IRB Investigator

® CO-INVESTIGATOR o

Co-PIs can edit the information on this protocol.

T

% OTHER STUDY PERSONNEL o

Other individuals who contribute to the scientific development or execution of a project in a substantive, measurable way.

# Edit selection

® FACULTY ADVISOR (7]

Students performing research, as part of their course work, should have a Faculty Advisor. Please enter the Faculty Advisor name in here.

% REVIEWERS AND SIGNERS o

Individuals listed here need to pre-review and sign the protocol. Required signers include: the Principal Investigator (PI) and Faculty Advisor (if the PI is a student).

i o]

RioGrande Valley
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The University of Texas . - -
RigGrandeVa]]ey IRB: IRB-20-0228 "Training Materials", (v.1.0), Initiated/Draft

"ﬂ Home
e 4 Back to overview | [# Review

Protocols Coneral Information | # Edit selection
Compliance Support - KNSt i

ereonmel IRE Investigator
Tasks hd
= CO-INVESTIGATOR (7]

Reports

| & Attachments | B Action ~ | | B workflow v |

Co-Pls can edit the information on this protocol.
Drugs and/or Devices

Retrospective Data Collection # Edit selection

Switch to mobile

Biological Specimens

Help

Project Information # OTHER STUDY PERSONNEL o

UTRGY Research Human Subjects Information
Compliance

Other individuals whe contribute to the scientific development or execution of a project in a substantive, measurable way.
Risks and Benefits

# Edit selection

—_— ot o

Protection Of Data

. ® FACULTY ADVISOR (7]
System Information: a
e Recruitment

B “onf
o Assurance cetement Students performing research, as part of their course work, should have a Faculty Advisor. Please enter the Faculty Advisor name in here.
Workflow History # Edit selection

. ¥ REVIEWERS AND SIGNERS r
Investigator and
Member IRB Individuals listed here need to pre-review and sign the protocol. Required signers include: the Principal Investigator (PT} and Faculty Advisor (if the PI is a student).

Your session will expire in:

& o

Profile Refresh

& Edit selection

oy

o If the Pl is a student, a Faculty Advisor must be assigned in the Faculty Advisor section. Advisors are also required to pre-
review and sign the application. Therefore, it 1s also important to ensure the advisor is assigned as a Reviewer and Signer.

e If the PI is not a student, only the PI needs to be assigned as a Reviewer and Signer to complete the pre-review and sign
process.
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v @ Popup - Google Chrome = O >
B lar-test.test-utrgv.net/tickatlab_test/popup.aspx?Commild=3973470908 Eventld=PersonfssignPopUp.Start
& | Close windowe M

t sels Personnel Selection

= FILTER & SEARCH

| W Apply filter | ) Reset filter |

Click a team to show the list of team members. Selection of the rooct-node "Teams”™ will show all persons. Use the name-filter to search by name within the selected team {or |18

within all users).
can 4
Mame: | 9
E seld
= @
sTug
Il | {}:’}Apph,r current selection | n

1. Type the Name of the person you want to add (first or last name only, not both) then click on
“Apply filter”, or

2. You can click on Teams to select from the list, then click on “Apply current selection”

Note 1: You can add as many personnel as you want.

Note 2: If you cannot find a researcher from the list, there is a slight possibility that the

researcher does not have access to Tick@Lab and will need to submit an Access Request to get an

account created.
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Personnel Notes

« Only Reviewers and Signers may view the project and documents.

- Only Reviewers and Signers who are also listed as the PI or Co-I's can modify
protocol content.

« The PI on the project should always be designated as a Reviewer and Signer.

« Other personnel such as research assistants or coordinators do not have write
access.

- All Reviewers and Signers must sign the document before you submit to the
IRB Coordinators (IRBCO).
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Attachments

How to add attachment to your protocol
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The University of Texas i S s
RngrandeVa]]ey IRB: IRB-20-0228 "Training Materials", (v.1.0), Initiated/Draft

~
{’,!ﬁ- Home
- & Back to overview “ Revievl A Attachments I B Action v | | B Workflow v
——
Protocols v
Compliance Support v
— L ol  — Ll — L —— £ald of study. Avoid jargon and provide complete responses to facilitate an efficient review. o
Tasks % You can add attachments by using any o
[13 bb
L of the “Attachments” button.
TrOp. TaD. enerallntarmation el TExt, Label
Protocol/Forms Links
E Switch to mobile D e/ o D res 1. Please provide a brief (1-5 sentences) overview of your study, including (1) the purpose, (2) your subject population(s), and (3) the methods used. (*) o

Write for & general audience, do not use jargon or names of instruments/measures/methods that individuals outside your figld will not know. Please note this is just an overview, detailed information is required under the "Project information” tab.
® Help Retraspective Data Collection

: Answer
Prospective Collection of
@ UTRGV Research Biological Specimens
Compliance
Project Information
Human Subjects Information
@ tick@lab Risks and Benefits 2. Will subjects be recruited or data collected at an external site(s)? o
System Inf -tune tickisb 3.0 External site for this question refers to any non-research site where subjects will be recruited, consented andfor where data will be collected.
Build 32602 Config Version: 013 Language:  RALCLIE R LS Note: UTRGY owned clinics are not external sites,
English Note: If for your research you will be meeting subjects at & public place, this would not be considered an external site,
HIPAA -
() Yes
prot . . . . . L
_| Please include your attachments on their respective tabs. This is will facilitate the
SN .| review process once you submit.
Member IRB
Waor

Your session will expire in:

E.g. Attach your consent form documents on the Informed Consent tab. Attach
4 6 0 your recruitment materials on the Recruitment tab. Attach your data collection
____ materials on the Project Information tab.
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— & Popup - Google Chrome = 1 >
pup g

Aty
— @ lar-test.test-utrgv.netftickatlab_test/popup.aspx?Commild=493531827&Eventld=AttachmentPopUp.Start

Close window M

H Attachments

General Information -

VA Study Approvals | i Apply to document |

Personmnel © GEMERAL h (14 : 2
__ 1. Click on “Choose File” and
Training | =+ Aadd I | ¥ Reset | Rform,
e File: I Choose File Nl file cho upload flle from ComPUter Or I
Drugs and for Devices Description: Other deVICeS .
Retrospective Data Collection
Prospective Collection of
Biological Specimens
= ATTACHMENTS

Project Information
Human Subjects Information MNo. of entries: O
ks and Banafs I O L ——

MNo. of entries: O
Informed Consent
HIPAA
Protection Of Data
Recruitment fums

e s ] Clicking on the “All” button will show you the application

Aldl

attachments on all tabs. However, you must choose a tab you
want to attach to, you will not be able to attach on the All tab. |L...
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& Popup - Google Chrome = O >

B lar-test.test-utrgw.r - entld=AttachmentPoplUp.Start

3. Click “Apply to document” Close window X

Attachments

= 2 :

|[ 4 Apply to document ]

WA Study Approvals

Personnel = GENERAL

Training [ -+ Add ] [ ) Reset ] Rform

Protocol/Forms Links= File: Choose File | Mo file chosen

Drugs and /or Devices

Description:

Retrospective Data Collection

2. Add a description s

Prospective Collection of
Biclogical Specimens

= ATTACHMEMNTS
Project Information

Human Subjects Information MNo. of entries: O

e S e
Risks and Benefits

MNo. of entries: O

Informed Consent
HIPAA

Protection Of Data
Recruitmeant fuims
PI Assurance Statement
Workflow History

All

Huctec
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How to locate an attachment...

The University of Texas . i e
RigGrandeValley IRB: IRB-20-0228 "Training Materials", (v.1.0), Initiated/Draft

{r“\ ot € Backtooverview | [/ Review | | 4 Attachments | | [§ Action v | | B Workflow v
i _— B <::: Attachments on the tabs are indicated by a paper
Compliance Support PRI e clip 1con back on the Main application. 0
Tasks v i # GENERAL INFORMATION 0

Training .
Irbp. Tab.Generallnformation, HelpText.Label

Reports

Protocol [Forms Links

1. Please provide a brief (1-5 sentences) overview of your study, including (1) the purpose, (2) your subject population(s), and (3) the methods used. (*) o
Drugs and/or Devices

Write for 5 general audience, do not use jargon or names of instruments/measures/methads that individuals outside your field will not know, Please note this is just an overview, detailed information is required under the “Project information” tab,

Switch to mobile
Retraspective Data Collection .
__| Answer
H'EID Praspective Collection of
Biological Spacimens
UTRGV Research Project Information
Compliance
Human Subjects Information
Risks and Benefits 2. Will subjects be recruited or data collected at an external site(s)? o

External site for this question refers to any non-research site where subjects will be recruited, consented and/or where data will be collected.
Informed Consent Note: UTRGV ewned clinics are not external sites,
Note: If for your research you will be meeting subjects at a public place, this would not be considered an external site,

HIPAA
'
() Yes

Eoglish ¢ 7 e Please attach an outside site letter (using the UTRGY templste) for each external site.

T
Recruitment () Ne

PI Assurance Statement

3. Is this a multi-site research project?
WEneleFlan Hicknme . PR . P B
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How to remove attachments...

The University of Texas — - ron e
R]gGrandeValley IRB: IRB-20-0228 "Training Materials", (v.1.0), Initiated/Draft

Home € Back to overview | [# Review | & Attachments | [ Action v | | B Workflow v
Pr0t0m|s V  Ceneral Information (@
—fp L Please resp estions. Make sure you are writing for an audience outside of your field of study. Avoid jargon and provide complete responses to facilitate an efficient review. o

Compliance Support :
ompliance Suppo You can remove attachments by °

Tass using the “Attachments”

Repnrts b utton . g (1) the purpose, (2) your subject population(s), and (3) the methods used. (*) o
Write for 3 general audiencs, do nof use jargon or names of instruments/measures/methods that individuals outside your field will not know. Please note this is just an overview, detailed information is required under the "Project information” tab.
Retrospective Data Collection —
|| Answer
. . Prospactive Collection of
Swm:h to mﬂblh Biological Specimens.
Project Information
Help
Human Subjects Information
UTRGV Research Risks and Benefits 2. Will subjects be recruited or data collected at an external site(s)? o
Com || ance External site for thiz question refers to any non-research site where subjects will be recruited, consented and/or where data will be collected.
P Informed Consent Note: UTRGV awned clinics are not extemnal sites,
Note: If for your research you will be meeting subjects at & public place, this would not be considered an external site.
HIPAA
O Yes

AR Please attach an outside site letter (using the UTRGV template) for each external site.

Recruitment O No

PI Assurance Statement
3. Is this a multi-site research project?

Warkflow Histary A multi-site research praject refers to the same profocol for human subjects research conducted at multiple (2 or more) research institutions in collsboration with UTRGV. For non-exempt human subjects research that include multiple sites, cooperative

zgreements will be needed (i.e., Single IRB, or Reliance Agreement).

O Yes

e
() No
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Lt I e
a & Popup - Google Chrome — — >
B lar-test.test-utrgv.net/tickatlab_test/popup.aspx?Commid=-430020045 & Eventld=AttachmentPopUp.Start
g Close window >
Attachments

General Information L

I 4 Apply to document I

WA Study Approwvals

Persomnmel © GEMERAL

Training I =+ Add I I ) Rgsetl .
et llrires B = File: Choos=se File | Mo file chosen

Drugs and/for Devices

Descriptiomn:

Retrospective Data Collection

Mo i
Prospective Collection of
Bioclogical Specimens B
= ATTACHMENTS
Project Information
Human Subjects Information MNo. of entries: 1

e T [
Risks and Benefits

Informed Consent & Edit Attachment
MNo. of entries: 1

HIPAA M Delete Attachment

Com— Right click on top of the name of the file and
~n select “Delete Attachment” oe

javascript:__doPostBack('AAttachmentPopUp. 100608 AP 017 -

Note: by changing the workflow, the attachments will be locked and can no longer be
deleted. I.e., while in draft mode and pre-review revision mode you may delete any
attachments that you do not need. However, once you submit to the IRBCO Administrative
Review attachments will be locked.
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Validating and
Saving
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* Once you have completed the application, then you need to Validate and Save your
application.
e Mandatory questions are marked with (*) at the end of the questions.

IRB: IRB-22-0136 "Testing LAC/Assignments”, (v.5.0), Initiated/Full Committee Review

i Home .

m & Back to overview I [4 Review I & Attachments I Bi Action v I I B workflow A4

g Protocols E Enable Editing
For IRB Use

-E' Animal Orders M save Edits
Personnel Please respond to all questions. e outside of your field of study. Avoid jargon and provide complete responses to facilitate an efficient review. o

o i Save New Version

Animal Management . . %

Project Information = GENERAL INFORMATION o

™ Print

Compliance Support

General Information
Irbp.Tab.GeneralInformation.l  _§ Compare version

@

Billing Human Subjects Information | & Validate & Save

Recruitmant 1. What level of review doc - . .

The gualification is subject to determination made by ORC or the IRB.
For more information on the different levels of review, please visit here.

Tasks

Protection Of Data
Cage Management

Risks and Benefits Exempt Review

o corsn “Validate & Save” is a feature to check for

Administration

Reports

- any incomplete mandatory questions.
Master Data Training
Protocol/Forms Links 2. Will research procedures take place at an external site? o

Switch to mobile An external site refers to any non-UTRGV site in which research activities are not covered by site's own IRB.

Note: UTHealth RGV clinics are not considered external sites. However, use of these sites still require an internal permission letter.
If for your research you will be meeting subjects at a public place, this would not be considered an external site.

PI Assurance Statement

@ Help Document History
Yes

Please attach a site letter (see Templates and Forms on our website for copies of our template letters) for each external site.

TEST Administrator o
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Application Validation... RioGrande Valley

"”"""""'ﬁ;'\};i']ey IRN: TRO-20-03208 "Training Matariala®, {(v.1.0), Initiated/ Draft
@} Home € nackro svmrview [ Enevien] [@ Atteimments] [ 8 acten =) [ werknow =
@ Protocols

PRSI —

A CEESHONNSING validation error: No it Salectad for mandatory eid 1. Pleake provide & Briaf (1-5 sentences) overview of your stady. fnchiding (30 the purposs. (2] your SUbIect pepuiasan(s). and (3) the methods
WA Study Approvats e, L i ralb o iy = Section e o

Bavmnine A Questionnaire validation error! No item selected for mandatory field The principal investigator agrees to:'. L tab ‘Br = section ‘P Assurance Staterment’
Training
I.l Reports Bt AT L Pimace respohd to all questions. Make suie vou are witing for an sudisncs cuttide of vour field of study. Avaid jargon and provide complets responeee 1o fasilitate an sfficient review. [7]
Drugs and/or Devices = GEMNERAL INFORMATION o
. . Fatranpmetive Dala
E Switch to mobile Trtap, Tab, o
Brospective Collection of
Biological Specin
@ Help 3 Pimme ol Dl 1w Eavn cm s iyl ol rour miedy,: Srcheding (15 the: 2). your subjuct populationis), snd (3} the mathods usad. £=} o
Bl eet Tnrorman Wirite For & general sutience, oo not use an detaited 8 under the “Project infarmation” tab.
[ L
@ comoiiance ™" e T Pending Mandator
g Mandatory
Informed Conmant
uestions
L]
R Ty Z. Will subjects be recruited or da 73
Eutarnal gite for this rafars 16 Wy TS where SOjecTE Wil B FRET Whers Oats T BT
[T —— Note: UTRGY awned clinics are nol external sites
Notm: IF for your rESoErch pou Wil & MESHNG SUBFEcts At 8 puBic place, S wWould Noc be considered an extermael e,
DI Assurance Statanm 5 Ve

5o attach an cutside site lstter (Using the UTRGL term, for aach site.
Wnrkdlow HWistary by it SaEatalchec yiow bt fulming: termpinte) external

Investigator and T Em thie s maite --t- m-e-nh praject?

A PE-S00 FESRErCT: ¢ refers to the sarme srotocal for human subiects research condusted af multeir (S or mare) i with UTRGV. For rom-oxempt hurman sulfects research that melude multiele Sited, cooparative
Member IRB Erararien il b e E1m Birvte TRE oF Aaias At

3 Yes

Profile
4. Are you it tram >

g Materials”, (v.1.0), Initiated/Draft

The u..wn-;r,c ol Fasan -
RiaGrande Valley n IRB: TRD-20-D228 "Trair

el £ Back te averview I = n.ewew] I @An-chmnui I B action ~ I I B3 workflow e

Protocols

General Informa

[o= SE—
VA Study Approvals - SR % Z = v .

Compliance Support

Pareannal
The Principal Investigator undertakes the primary responsibility for protecting the rights and wetfare of reseor nts and must be familiar with the ethicel principles of human subject b Fon T of federal # Federal Wide (=]
Tasks Teaining Assurance, snd IRB policy and procedures.
Protocel/Forme Links = PLASSURANCE STATEMENT B

Brugs and/or Davices

e | All required questions are answered.

Project Infurmation

Human Subjects Information v Er o SaCh Dok - o ALt stands L o 5 agrees i, e -approved infarm, nsant, and receives a cop: e
UTRGV Research Ensure sach it {a 5 logatly ) is and the nature of the ta signs and dates the TRB-a, farmed cansent, and L ¥ of o
Compliance Rizks and Denafits 2 Mainéain coptes of all study records and signad consent documents forat lsast three (2) yeers bevand the study completion dace,
© Promatiy repart ta tha 158 any Aranesed Chanass (e.g., Areteeal human subject research sctivities, except when vt hazards to the particizant,
* Promptly report to the IRS all FISkS 00 DArtiCipants or others.
Inturmed Cunsent < Zrovide continuing naview and closurd reports o the IR5 i 8 timely manner and in Adiizid el pariod.
* Ensure educational training on human research o by the 2 study and o with the research study. This requires completing any courses required by JRE Policy.

HimAA
@ 1 have read and agree to follow the PI Assurance statement above,
Protection Of Data

@lab 3.0
13 L =

DI Annurance Ststoment

warkflow
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Pre-Review,
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Submission

Submitting the protocol into Workflow
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Important Notes before Moving
Forward with Signatures

Please keep these notes in mind:
- Pre-Review and Sign is not IRB review, the project is not yet submitted.

- All Reviewers and Signers which you have designated on the Personnel tab
must sign.

- Once a person signs, the next signer can view and sign the application but
will not be able to edit it.

- If edits are required after someone has signed, the reviewer requesting such
revisions must select “For Revision (Pre-Review)” from the workflow button
and leave their comments. However, this will erase all previously obtained
signatures.

- After edits have been made, the protocol must submitted to ‘Pre-Review and
Sign’ and everyone who is listed as a Reviewer and Signer must sign again
using the ‘Signatures’ option on the Workflow button.
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Pre-Review and Signature Steps

1. Designate Reviewers and Signers on the Personnel tab
2. Push for ‘Pre-Review and Sign’ using the Workflow button at the top.

3. Click on ‘Signatures’ using either the Workflow button at the top. Or, right
click on the document and select ‘Signatures’ from the context menu.

4. Sign by entering your password, and click on close window at the top of the
pop-up window.

This will leave the document available for others to sign. Once all signatures have
been obtained the protocol will automatically be submitted to the IRB
Coordinators (IRBCO). When this happens you will see the status change from
‘Pre-Review and Sign’ to IRBCO Administrative Review’. That is your
confirmation that the project has been successfully submitted.
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* Once you have validated your application then you need to submit the application to
workflow for Pre-review and Signature. A copy of the workflow process has been included
at the end of this presentation.

‘The University of Texas .. . o
RigGrandeVa]ley IRB: IRB-20-0228 "Training Materials", (v.1.0), Initiated/Draft
(i} Home
€ Back to overview | [# Review | A Attachments | B Action v | l B workflow v l
Protocols | == Pre-Review and Sign |
General Information (’fo)
= Closed
Compliance Support v ¥ Study Approvals Please respond to all questions. Make sure you are writing for an audience ¢ . . . . 1 and provide complete responses to facilitate an efficient review. o

Personnel = GENERAL INFORMATION o
Tasks
Training B
Irbp.Tab.GeneralInformation.HelpText. Label

Reports

et e For submission please click on the “Workflow o

jormation is required under the "Praject information” tab.

Drugs and/or Devices
switchtomobile [ SR tab and Select “Pre-Review and Sign”

Prospective Collection of *
HEIP Biological Specimens

File - Edit~ View~ Insert~ Format~ Table

Project Information

UTRGV Research

i Verdana 9pt B 7 Y A-H == EETEEEEQ LA

Com pl'ance Human Subjects Information
Risks and Benefits Blah, Blzh...
Informed Consent
HIPAA

nformation: a-tune Bdk@lab 3.0

9.2 Conlig Versaon: 013 Language: Protection Of Data
English
Recruitment
2. Will subjects be recruited or data collected at an external site(s)? o

PI Assurance Statement External site for this question refers te any non-research site where subjects will be recruited, consented and/or where data will be coflected.

Note: UTRGV owned clinics are not extemal sites.

Workflow Histary Note: If for your research you will be meeting subjects at a public place, this would not be considered an external site.

M Wac
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Effective date™: 22-Jul-2020

You may add a comment if you want and/or click “Ok”. Then, please click the
“Back to overview” button. This button will take you back to the protocols page
where projects are listed.
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This is how your application will look like in your “Pending Protocols”
files after it has been sent for Pre-Review and Signature.

The University of Texas
RioGrandeValley aRE

Home
= FILTER & SEARCH

| ¥) Reset filter

Protocols | Y Apply filter
& Hide|Show e

Select the desired filter criteria below and dlick "Apply Filter” to customize your view.

Compliance Support

Operation between different filter criteria: AND

Tﬂsks Operation between multiple selections within the same criterion: OR
My Filter Sets: V|
Reports
~ File-General “~ File-History ~ Document
Switch to mobile ® CLICK HERE TO VIEW, CREATE AND EDIT YOUR PROTOCOLS.
| + New | ¥ Export to Excel

Help

Documents are organized into files (folders). Click on the file to see the document(s) stored in the file.

UTRGV Research
Compliance

No. of entries: 3

IRB# File title A= File status | status
created

Documents/Versions in File

System Inform Last Last
Build 326 Document title document | document Principal investigator Checked-out by
change
Englsh
Pre
22-Jul- 2-Jul- -
- 2.0 2020 Re\ne!m 020 IRB, Investigator -
and Sign
. 22-Jul- - 2-Jul- 5 .
1.0 2020 Dra 2020 IRB, Investigator
22-Jul- Aermaoad  22-Jul- 21-Jul- . 22-3ul- 22-Jul- A rvrmmnrmd 22-Jul- 22-3ul- T e, =T .

= tomoanianaT Duntnral & (Ewn Bahas




15t way to access the Signatures function:
Protocols Page

Last file — F Last Current d tl1st p I A |
File title File status | status d:m 0 Document title document | document | document stoctumen o rlntslhpat Rnnlua
change change |checkout |status/progress h::;e A e D::fw

0k 2-uk- 20k 2k PreReviewand 22-Jub
& I1RB-20-0228 Training Materials . Initated oo — 0 W S R IRB, Investigator 2.0

First open your project by clicking on

Dacuments/\iersians in File

— the gray row as shown above. This will
F1 Last
change | checkout 5 o 5 . .
change application is located. Then, right-click

ul- 1 1
2hk- - 2l - on the document as shown in this red

2020 2020
and Slgn ? Open document .
ST S R I box and select Signatures.
' 2020 2020 @ Print PDF
= For Revision (Pre-

P= 1on oo 22-Jul- = Review) 2-ul- 221l 2-ul- 22-l 3
m IRB-20-0227 Protocol A (Exp Behav) 2020 Ap 2020 200 Approved 2020 2020 IRB, Investigator ~ 15.0

. . IRBCO
e Testing attachment adding ~ 09-Jun- l ‘59 Signatures I 10-Jun-  10-Jun- = 10-Jun- .
m IRB-20-0226 and rem... 2020 o 2020 2020 ;g:;:a:;stratwe 2020 IRB, Investigator 9.0

o All pre-reviewers and signers listed on the protocol must sign in order to move on to the next
step in the workflow. They may all use this step, or the next to sign.

 For PIs who are students, the pre-review and signature process will be completed once both
the student PI and the Faculty Advisor have signed.




2nd way to access the Signatures function: Within the
application

T!‘Filniversitynﬂhx&a e _ . . .
thrandeVa]]ey IRB: IRB-20-0228 "Training Materials", (v.2.0), Initiated/Pre-Review and Sign

¢ Backtooverview | [/ Review | | () Attachments | | [ Action v | | B Workflow v

= For Revision (Pre-Review)

General Information é”) . - _ .
Please respond to all questions. Make sure you are writing for an audience f Signatures @nd provide complete respe
VA Study Approvals

= GENERAL INFORMATION I/ \I

| To sign a project click on “Workflow”
. Irbp. Tab. Generallnformation, HelpText L v ’
Traininn and select “Signatures

Personnel

If you are a Faculty Advisor you can sign the project after reviewing all tabs, t

by clicking on “Workflow” and select “Signatures”.
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HOW tO Sign ngGrandevalley

IRB Protocol Submission Certification
By electronically signing this IRE applicat]

As the PI signing this protocol submissio

I attest that the information provided in f will immediately report
any unexpected or unanticipated proble z ave received approval from
the IRB. I will abide by the IRB requests to reporl on the slatus of the .studyr I will malnlaln the records and documents of thls research If there isa gmnt assocwated wﬂ:h I:hls researd'l it con’u;\letely-r reﬂedx what is contalned in this appllcallon Ifthe above conditions are not met, I
understand that approval of this research could be suspended or terminated.

As the Faculty Advisor signing this protocol submission:

1 attest that I reviewed the above application and find the research is scientifically and scholarly sound and that competencies and resources are adequate. As the Faculty Advisor, I understand that my responsibilities are:
» Confirm the competency of the researcher(s) to conduct this research and protect participants.

» Confirm that the researcher(s)has:

* The resources needed to protect research participants and adequately pursue and complete the project.

* Access to a population that will allow recruitment of the required number of participants within the proposed recruitment period.

* Sufficient time to conduct and complete the research within the agreed research penod.

* Adequate numbers of qualified staff for the foreseen duration of the research.

* Adeguate facilities for the foreseen duration of the research.

* A process to ensure that all persons assisting with the research are adequately informed about the protocol and their research-related duties and functions.
* Availability of medical or psychological resources that participants might require as a consequence of the research.

. Conﬁrm that the research has scientific merit.

kbl i

1. To sign a prbject you will
need to enter your Tick@lab
password.

pose participants to risk.

Cm

IRB, Investigator

Please note that the e-approval authentication u egular user domain authentication mechanisms! Standard organizational constraints (e.g. retry counts) apply!

Password®:

Comment

2.Click “Sign”
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This 1s how a signed protocol will look like

‘The University of Texas . . e . g .
RigGrandeValley IRB: IRB-20-0228 "Training Materials", (v.3.0), Initiated/IRBCO Administrative Review

'ﬁ' Home

£ Back to overview [# Review | | /7 Attachments | | [ Action \'%
Protocols
Compliance Support » General Information ﬁ
Tasks VA Study Approvals Workflow history 0
Training 0.1.0 1.0 Draft IRB, Investigator  22-Jul-2020 K4
. : 0.2.0 2.0 Pre-Review and Sign IRB, Investigator  22-Jul-2020 thank you 4
@ Switch to mobile Protocol [Forms Links :
v 020 2.0 Signature IRB, Investigator  22-Jul-2020 4
Hel i Tt : :
@ P Drugs and)or Devices 0.3.0 3.0 aﬁ::v”mmwe 22020 Automatic status change after signature, 4

® UTRGV Research Retrospective Data Collaction
Compliance

Prospective Collection of
Biological Specimens

A check mark will indicate your project has been signed. If multiple Signers are
designated, every signature will generate a new row noting signature (see next slide).
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This 1s how a protocol signed by a faculty advisor would look like.

Thell ity of Te
m&%ﬁe\/ﬁ}y IRB: IRB-20-0220 "Protocol B (FA Behav Exp)", (v.5.0), Initiated/IRBCO Administrative Review

G} Home

& Back to overview { | Review pmmmeml l B Action v

E] Protocols !
. PO Coeneral Iﬁ

Compliance Supf; -
o Click “Back to w history
as

° b
Overview
A Document Version | Status Performed by | Effective date
4ll Reports

Training 0.1.0 IRS, Investigator 22-l-2020
E h bil " B 0.2.0 20 Pre-Review and Sign IR8, Investigator 22-Jul-2020 adwisor, please review my application.
Switch to mobile Protocol/ Farms Lin
0.1.0 3.0 For Revision (Pre-Review) 229uk2020 mn‘?aﬂ“ project back for revisions.
@ Help Drugs and/or Devices . rdiom
040 40 Pre-Review and Sign IRB, Investigator  22-Jul-2020 For siganture
® UTRGV Research Retrospective Data Collection Z 040 4.0 Signature IRB, Investigator 22-ul-2020
e Prospective Collection of v 040 4.0 Signature IRB, FA/OP 22-l-2020 Reviewed and signed!
. RECT AAmST Ve
Biological Specimens 05.0 50 :! o ISty = 22302020 Mt itn s i e
@ i Project Information &
tick@lab
Systern Information: a-lune lck@lab 3.0 Human Subjects Information

Build 3269.2 Config Version: 013 Lanquage:
Fnglish

[T e ! i,

After all required signatures are obtained, the system will auto-submit to
‘IRBCO Administrative Review’. For this a new row will be generated, as shown
above noted as file version 5.0.
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RioGrandeValley
RoramicVeley s

ﬁ} Home

|E§| Protocols | Y apply filter
& Hide|Show (me

= FILTER & SEARCH

| +7) Reset filter

Compliance Support

Select the desired filter criteria below and click "Apply Filter” to customize your view.

Operation between different filter criteria: AND

Operation between multiple selections within the same criterion: OR
=
Tasks
My Filter Sets: IPendillg Protocols {applicationwide default)
A Reports
l'.'l p “ File-General “ File-History

~ Document

. . % CLICK HERE TO VIEW, CREATE AND EDIT YOUR PROTOCOLS.
Switch to mobile

@ Help . .
Once all signatures have been obtained, the document
il status will change to “IRBCO Administrative Review”

(IRBCO stands for IRB Coordinator) '“’*"'"Ws
@ ti[l"u:E'latl Documents/\Versions in File

Last
Last
System Informarion: a-tune tick@ah 3.0 Document title document docllment g;ctﬂ:‘ent d;“;ct':::e"t Principal investigator Checked-out by
Build 3269.2 Config Version: 013 Language: shanoe ) |checkouy _iange
English

| + New

| ¥ Export to Excel |

IRBCO
22-Jul- 22-Jul P A JuI
2020 2020 :;]mlmstr ] IRB, Investigator
22-Jul- 22-Jul- 22-Jul -
2020 2020 Draft 2020 IRB, Investigator

* You will get an email that the application has been submitted for review,
but you may also verify proper submission here.
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How to Revise a
Submitted Protocol

Returned to your for Revision
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Once your application goes to the IRBCO for review, one of the following will happen:
» Approved by IRBCO (aka IRB Coordinators)

 Referred to a IRB Member for review — aka (Reviewer)

* Referred to the Full Committee Review

e Returned to you For Revisions

Documents/Versions in File

last  |Last Documen 5 e
Document title document | docume t| ~ocUMmen )l:;:umen Principal investigator Checked-out by
change |checkou S : ?a:gse

For
ig Zlou F igz::;" Revision 232::)'"_ IRB, Investigator

(IRBCO)

IRBCO
22-Jul-  22-Jul- L 22-Jul- -
3.0 2020 2020 :;jmlmstr 2020 IRB, Investigator

Pre-
22-Jul-  22-Jul- . 22-Jul- "
2020 2020 Review 2020 IRB, Investigator

and Sign

2.0

1.0 22-Jul- 22-Jul- Draft 22-Jul-

2020 2020 2020 IRB, Investigator

If your protocol application gets returned to you for revisions:

* You will get an email that reviewer comments need to be addressed and the
protocol needs to be revised.

 Requested revisions, approval notices, and renewal reminders will also be sent by
email to you as PI.




The University of Texas

RioGrandeValley

&

Billing

l + New Application l "} Export to Excel

Tasks

XY

Decuments are organized into files (folders). Click on the file to see the document(s) stored in the file.

Cage Management
No. of entries: 1897

oo B

Administration 2 32 4 5 6 7 8 9 10 .. » »

# Open document File File Last file Expiration
IRB# - . created | status status dare document | document | document
# Print > change checkout |status/progress

4 Add attachment

Switch to mobile Documents/Versions in File | E} Enable Editing I
® Help ministrative

= Review

Reports

B

=]

Master Data

il

" Reviewer Last
Document title PRI | e LI Principal investigator Checked-out by
% Closed status status
TEST Administrator change
- -
) . L. _ Disapproved Full .
Your session will expire in: _ Committe 28-Jun-  Coordinator, IRB-IACUC .
o 2022 2022 = 2022 TEST
e Revie...
1 . 28-Jun- 28-Jun- . 28-Jun- Coordinator, IRB-IACUC .
& 2 O 2 2022 2022 LT s TEST
Profile Refresh Logout IRBCO )
javascript_doPostBack('dgA130115TZ05--1515_cti303dgA130115TZ07--1515_ct3$A1301 157207151 rdc_ID367ea14g,) Jun- 28-Jun- oty 28-Jun- Coordinator, IRB-TACUC i

 In order to make changes to a document in Tick@lab you need to enable editing the document
first. During the time a document is enable editing, no other person can edit your document.
* Right-click on the document and select “enable editing document.”
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Remember, only one person at a time can work on an application.
 Others can view in read-only mode, while the document is checked-out.

Checked-in (operational mode): Means it is available to edit.

Last Last > = —
nnnnnn t | document séblctunlen s::::lmen Principal investigator Checked-out by
dlange checkout us oh us

ange

22-Jul- 22-Jul- 22-Jul-
2020 2020 Mmlnlstr 2020 IRB, Investigator
Pre-
22-Jul- 22-Jul- 22-Jul- -
2.0 2020 2020 Remey\r 2020 IRB, Investigator
and Sign
22-Jul- 22-Jul- 22-Jul- =
1.0 2020 2020 Draft 2020 IRB, Investigator
L A B _m_L_ . 22-Jul- s 22-Jul- 21-Jul- 22-Jul- 22-Jul- s 22-Jul- 22-Jul- o . e .

Checked-out (read-only mode): Means someone is working on the document.

Documents,/Versions in File

= =2 Document ::_I:::E ment
Document title version | document | document status status Principal investigator Checked-out by
change checkout P e

22-Jul- 22-Jul- For Revision 22-Jul-

2020 2020 (IRBCO) 2020 IRE, Investigator IRB, Investigator
22-Jul- 22-Jul- Pre-Review 22-Jul-

o 2020 2020 and Sign 020 IRB, Investigator

—-— 1.0 22-Jul- 22-Jul- Draft 22-Jul- IRB, Investigator ——=

2020 2020 2020
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Once you have checked-out the document, then you can navigate through
all the revisions requested by using the review button.

The Universityof Texas

RioGrande Valley

Home £ Back to overview

VA Study Approvals

Compliance Support v

Personnel

~ Trainin
Tasks o
Protocol f[Forms Links

Reports

Drugs and/or Devices
Retrospective Data Collection

Switch to mobile

Prospective Collection of
Biological Specimens

Project Information

Help

Human Subjects Information

UTRGV Research

. Risks and Benefits
Compliance

Informed Consent

HIPAA

@ : = Protection Of Data
t

. Recruitment
Systern Information: a-tune boki@lab 3.0

Build 3269.2 Config Viersion: 013 Language
English

PI Assurance Statement

Workflow History

= e

1. Please provide a brief (1-5 sentences) overview of your study, including (1) the purpose, (2) your subject population(s), and (3) the methods used. (*)

. IRB: IRB-20-0228 "Training Materials", (v.4.0), Initiated/For Revision (IRBCO)

W | | B workflow b

Write for a general audience, do not use jargon or names of instruments/measures/methods that individuals outside your field will not know. Please note this is just an overview, detailed information is required under the "Project information” tab.

Answer

File = Edit~ View Insert~ Format - Table

Verdana 9pt B 7 Y A A

1

il
lid
[y
[
Il
[}
to]
%

Blah, Blah...

2. Will subjects be recruited or data collected at an external site(s)?

External site for this question refers to any non-research site where subjects will be recruited, consented and/or where dats will be collected.
Note: UTRGV owned clinics are not external sites,
MNote: IF for your research you will be meeting subjects at 5 public place, this would not be considered an external site.

O Yes

Please sttach an outside site letter (using the UTRGV template) for each external site,

O Ne

3. Is this a multi-site research project?

A multi-site research project refers to the ssme protocol for human subjects research conducted st multiple (2 or mare) research institutions in collzboration with UTRGV. For non-exempt human subjects research that include multiple sites, cooperative

agreements will be needed (i.e., Single IRB, or Reliance Agresment).

O Yes

Click on “Review”

button to see all feedback from the reviewer.
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Click “All“ to see the feedback left
on all tabs at once, instead of

— O =
moving from tab to tab Id=1677284262&Eventld=Review.Start
“k tol Close window 2
= IRB Review: I 0-0228 "Training Materials", (v.4.0), Initiated / For Revision (IRBCO) |—
Iproy
Zeneral Information | gil Generate Report 5
sy e Author | Respanses [Startedon ||
eESponSses on
Personnel Training Training —— i 22-Jul-2020 i )
——— 10:56...
T General General Information === 1 22-Jul-2020 & W
or D+ Information 10:55...
Protocol / Forms Links
we D3
conl Drugs and for Devices fl F
pecin
Retrospective Data Collecti
=i .
ot e coneenom o | L0 Open the feedback 1tems double
. Bioclogical Specimens . . -
- lick he sub
Project Information C 1c On t e Su JeCt'
eneafi
Human Subjects Information
nnnnn
Risks and Benefits
Informed Consent
o Dl
HIPAA
t
Protection OFf Data
e Sikg
Recruitment
istor|
PI Assurance Statement fr L7

e Asillustrated in the red box above, you will find a list of items requested by reviewers for the
entire protocol.

e To view the feedback, please click on each topic under the “Subject” column to open the message.
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| IRBE: IRB-20-0228 "Training Materials", (v.4.0), Initiated/For Revision (IRBCO)

[@ Popup - Gasgte chrome 3. Click “Close Window”
€ Back to overview | [#i Review | & Attachments | l @ lar-test.test-utrgv.net/tickatlab_test/popup.aspx?Commld=1677284262&Eventld=Review.Start < 7
R 2 i | CI;;e window X |
I e 1. Please provide a brie . .
* : wnce for = generstswgien] 1. YOU MAy leave a response in the text box as shown below. However, if changes are requested

rereerne! Answer within the application, a response is not enough. You will also need to go to the relevant tab on
T""“'"gu — “F“e S the main application and make the required change(s) there.

22-Jul-2020 - Please complete q
Drugs and/or Devices Verdana %P personnel 10:55:22 &M s o

Retrospective Data Collection Trainin Response \/
Blah, Blah... e

Prospective Collection of Protocol/Forms Links
Biological Specimens

Drugs and for Devices

Project Information

Retrospective Data Collection L
Human Subjects Information

Prospective Collection of

Risks and Benefits Biological Specimens
2. Will subjects be recruites
Informed Consent External site for this question Project Information
Note: UTRGV owned clinics 2
HIPAA Note: If for your research you Human Subjects Information
) Yes
Protection Of Data — L Risks and Benefits
Plesse sttach an outside
Recruitment B Informed Consent Type: [— =
) MNo
PI Assurance Statement HIDAA | H save | | Hi save & Back | < Back |
ok i =bany 3. Is this a multi-site resea| Protection Of Data
A multi-site research praoject ry lclude multipl
agreements will be needed (i.4 Recruitment
O Yes PI Assurance Statem . « 1)
_ 2. Click “Save & Back
() Mo Workflows History

4. Are you collaborating wif
This question refers to non-my

If a document has to be uploaded as a response, you must go back to the
“attachments” tab and upload the document in the respective section.
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& Popup - Google Chrome — (| e

l B lar-test.test-utrgv.net/tickatlab_test/popup.aspx?Commid= 16772842628 Eventld = Review.5tart

Close window ¢ r

i IRB Review: IRB-20-0228 "Training Materials", (v.4.0), Initiated / For Revision (IRBCO)

General Information | dil Generate Report I

waA Study Approwvals
I S 7T [T Py

& Personmnel Traiming Training 2 22-Jul-2020 f m
= A0:56... b
N s e s General General Information = 2 22-Jul-2020 P .
Information 10:55...
ooooooo 1/ Forms Links

Drugs and/or Devices

Retrospective Data Col llection

Biclogical Specimeans

Project Information

Human Subjects Information
! Risks and Benefits
=
Informed Consent
HIPAA
a Protection Of Data
e =
Recruitment
PI Assurance Statement
wWorkflows History
i
)

After reviewing and addressing all items, click “close window”.

Every time a researcher makes modification to a form a new version is activated in the system.
The creation of versions allows the IRB Coordinators and Board Members to streamline the
review process by conducting automatic comparisons among versions.




Don’t forget to save your changes
before submitting!

IRB: IRB-22-0136 "Testing LAC/Assignments”, (v.5.0), Initiated/Full Committee Review

Home

|
& Back to overview l [#] Review I I & Attachments II l B3 Action VI l B Workflow v I
|

Protocols N | Done Editing

Animal Orders H) save Edits

rersonnel I __
", Save New Version

Project Information Committee Member IRB TEST
™ Print

o m

Animal Management

General Information
= IRB PROTOCOL CLASSIFICA _><' Compare version DINATOR) o

Human Subjects Information

@ a i

) validate & Save

" Irbp.IrbpReview.HelpText.Lab
Recruitment

Protection Of Data Risk Level

Risks and Benefits -
O No more than minimal
Informed Consent

O More than minimal
HIPAA

Master Data Training
Review process used for this version of the protocol:

O Exempt

Protocol/Forms Links

Q Switch to mobile

PI Assurance Statement

O Expedited
Na Continuation Review is required for expedited research studies under the 2018 Revised Common Rule. Eligible for approvals granted on/after January 21, 2019.

O Full Board

® Help Document History

TEST Administrator

Your session will expire in:
Type of Research

& 0 QJ O Faculty Research

Profile Refresh Logout
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Resubmitting a
Protocol

Submitting back to Workflow, after making required revisions
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You have two options to submit your revised protocol back to Workflow.

Option #1: Within the application

I IRBE: IRB-20-0228 "Training Materials", (v.4.0), Initiated/For Revision (IRBCO)

& Back to overview | [# Review AP Attachments | B Action Wi B workflow v

LU T ST QT R T TS TEAL LaUel "= IRBCO Administrative Review I

General Information ({"')
i i . | = Closed . . .

VA Study Approvals 1. Please provide a brief (1-5 sentences) overview of your study, | ibject population(s), and (3) the methods used. (*) o

Write for & general audience, do not use jargon or names of instruments/ = Withdrawn e your field will not know. Please note this is just an overview, detailed information is reguired under the "Project information” tab.
Personnel

Answer

Training =
Protocol /Forms Links File Edit~ View Insert Format Table
Drugs and/ or Devices Verdana 9pt B [ U A A £ 2 B

Retrospective Data Collection Blah, Blah... 1. CliCk “WorkﬂOW” and Se]_ect
e “IRBCO Administrative Review”
S — from the list box.

Human Subjects Information

Risks and Benefits

2. Will subjects be recruited or data collected at an external site(s)? o
Informed Consent External site for this question refers to any non-research site where subjects will be recruited, consented andfor where data will be collected.
Note: UTRGV owned clinics are not external sites.
HIPAA Note: If for your ressarch you will be meeting subjects at & public place, this would not be considered an external site.
Ty
Protection Of Data ) Yes

Please sttach an outside site letter (using the UTRGV template) for each external site.

Recruitment
PI Assurance Statement

Workflow History L P so_am




Please use this box to communicate with the next Workflow user.

Comment:
Effective date*: 22-Jul-2020
v Ok > cancel

N\

You may leave a comment inside the
text box, then please click “Ok”
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The University of Texas . . . 4 o -
RigGrandeVal]ey IRB: IRB-20-0228 "Training Materials", (v.5.0), Initiated/IRBCO Administrative Review

& Back to overview [# Review | | # Attachments

After selecting IRBCO Administrative Review from the
el tomation workflow menu, click on “Back to overview ”

Protocols

Compliance Support v

VA Study Approvals 1. Please provide a brief (1-5 sentences) overview of your study, including (1) the purpose, (2) your subject population(s), and (3) the methods used. (7) o
Write for & general audience, do not use jargon or names of instruments/measures/methads that individuals outside your figld will not know. Please note this is just an overview, detailed information is required under the "Project information” tab.
Tasks Personnel
Answer
Rapn rts Training £
Protocol /[Forms Links
Blah, Blah...
Switch to mobile Drugs and/ or Devices
Help Retrospective Data Collection
2. Will subjects be recruited or data collected at an external site(s)? o

Prospective Collection of
UTRGV Research Bi’:;l;k allw ;p;i;e:: ’ External site for this question refers to any non-research site where subjects will be recruited, consented and/or where data will be collected,

Compliance Note: UTRGV ewned clinics are not extemal sites,
Note: If for your research you will be meeting subjects at & public place, this would not be considered an external site.
Project Information

Yes
Human Subjects Information Please attach an outside site letter (using the UTRGV template) for each external site,
Risks and Benefits
No
Informed Consent
Englesh
HIPAA 3. Is this a multi-site research project?

A multi-site research project refers to the same protocol for human subjects research conducted at multiple (2 or more) research institutions in collaboration with UTRGV. For non-exempt human subjects research that include multiple sites, cooperative

Protection Of Data agreements will be needed (.., Single IRE, or Reliance Agreement).

Yes

Rarenitmant




Option #2: From the Protocols page

Open the project by clicking on the text in the gray row as shown below. This will open
up the document level shown 1n the red box.

Documents/\ersions in File

Document | document
status

Principal investigator

Document title document | document

For

22-lul-  22-lul- . 1-luk .
40 Revision IRB, Investigator
2020 2020 (IRBCO) 2020
IRBCO
22-l-  22-lul- = -l .
3.0 2020 2020 ::mlmstr 2020 IRB, Investigator
Pre-
22-lul-  22-lul- i 22-ul- .
20 2000 2020 Rewetn 2020 IRB, Investigator
and Sign
1.0 22-ul-  22-lul- Draft 22-lul- IRB, Investigator

2020 2020 2020




Next, at the document level right-click on the latest version of your application. From the
menu select “IRBCO Administrative Review”.

Documents/Versions in File

Last
Dncument title ducument document Document | document Principal investigator Chedked-out by
checkout

I-.--nﬂlpen dm:um"-_

22-Jul-  22-Jul-

— . j_ﬂzn 102“ Mm“ U F""i PDF Jatur —
at...
" 26 22-luk 22-Jul- Ere-_ | E) Check-out document . ]
: 2020 2020 a::j"; jator
e e % IRBCO Administrative
— -Jul- -Jul- =" Review —
L0 5020 2020 | Dreft jator
P Jul- 22-Jul- 22-Jul- 22-Jul- 22-1u
w# IRB-20-0227 Protocol A (Exp Behav) 21 2020 2020 Closed 3020 2020
o o T ¥ N WS R — 7, M. A Mewem A Tane IHBCD A Tawem

Right click on document and select “IRBCO Administrative Review”.




The University of Texas

RioGrandeValley

Daocuments/Versions in Filz

Document | document

chatus Principal investigator Chedked-out by

Document title document | document

IRBCO | .
50 iﬁzjt:-] | igzj[;j ! Administr | 521[;1 I IRB, Investigator
at...
IRBCO
3.0 igi][;] I igzj[;j I Administr igz'][;] I IRB, Investigator
at...
Pre-
2-uk 22-Juk- . 22-Jul- )
— 2.0 2020 2020 Rewe!ﬂ 2020 IRB, Investigator —
and Sign
2-ul-  22-Jul- 22-Jul )
L0 2020 2020 Draft 2020 IRB, Investigator
=4 TRR-20-1277 Brotacal A [Fxn Rehav) 2k gooq 2k 20duk 2k 2k 2-ul- 2k

You may verify that your project was submitted by looking at the document
status column. The status should show “IRBCO Administrative Review”.
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Once your revisions are completed and received, your project will be revisited. Your project may be
approved after that, depending on where it is in the workflow. If your revisions are not sufficient or
something was missed, the protocol will be pushed back to you for revision.

| Y Apply filter | | ) Reset filter | Tj@)
Protocols v
i Hide|Show e
@ cOmp"ance 5uppo|t (v Select the desired filter criteria below and click "Apply Filter” to customize your view.

Operation between different filter criteria: AND
Operation between multiple selections within the same criterion: OR

Atk - My Filter Sets: Pending Protocols (For all users) V| W :
dl Repors B [T | [T . | Approved Projects are located under

® CLICK HERE TO VIEW, CREATE AND EDIT YOUR PROTOCOLS. Q_ “Approved PrOtOCOIS” in the My Filter
| +NEW| | 'TExporltoEmcell Sets area.

Hel
@ P Documents are organized into files (folders). Click on the file to see the document(s) stored in the file.

Q Switch to mobile

No. of entries: 3

UTRGV Research
- Last file Last Last -
Compliance IRB# File title Ple ed | File status | status iration | b6 cument document | document = = "
e change change | checkout n S s

22-Jul- 22-Jul- 22-Jul- Pre Review and 22-Jul- IRB, Investigato
@- tick@lab

& IRB-20-0229 Protocol B (FA Behav Exp) o Initiated i;;o' 2020 Ty Ty

Documents/Versions in File

System Informati -tune ticki@lab 3.0
Build 3269.2 Config Version: 013 Language: [
English Document title | Version | documen t | document incipal investi r Checked-out by
d|ange checl kollt a
- .

22-Jul- 22-Jul- 22-Jul-

2020 2020 Administt 3030

) - IRBCO
& IRB-20-0226 Testing attachment adding  09Jun-  papy 097U - 10-Jun- 10Jun- administrative  toodT - IRB, Investigator 9.0

Once approved, you will receive an email notification and your application will disappear from
the ‘Pending Protocols’ list.
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This is how vour approved protocol will appear on
the IRB tab ‘Approved Protocols’ filter

The University of Texas
RioGrande Valley R

Home = FILTER & SEARCH

| YApvaﬁImrl | L] Rasetfillerl TJ@

@ Hide|Show E- o

Compliance Support * Select the desired filter criteria below and click "Apply Filter” to customize your view.

Protocols

Operation between different filter criteria: AND
Operation between multiple selections within the same criterion: OR

Tasks 1

My Filter Sets: I |Appmved Protocols (For all users) VI

| |
Reports ) .
“ File-General ~ File-History “ Document
= = # CLICK HERE TO VIEW, CREATE AND EDIT YOUR PROTOCOLS.

Switch to mobile :

| + New | | '} Export to Excel

Help

Documents are organized into files (folders). Click on the file to see the document(s) stored in the file.

UTRGV Research No. of entries: 1

I IRB# File title

Compliance

Documents/Versions in File

Document title document | document stab Principal investigator Checdked-out by
checkout us
22-Jul- 22-Jul- 22-Jul- "
— 6.0 2020 2020 Approved 2020 IRB, Investigator —

No. of entries: 1

***Your project has been APPROVED***
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