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Initial Application

To create a new Human Ethics Protocol as a Designate:

1. Under the Create New menu item select Human Ethics Protocol
Note: The newly created protocol will receive a temporary protocol number while the application is in
development. Once the application is submitted, a final Human Ethics Protocol number will be assigned.

WEhI‘.DIl |
Animal Use Protocol

Proposal

2. Start filling out the following information to start your new protocol:
a. Create — New or Copy from Existing
i. To copy from existing protocol, click the Lookup link the Lookup Protocol to Copy
window will appear

Create: (O New
(@ Copy from existing

Frotocol to Copy: Lookup

ii. Search and select the protocol you wish to copy
Note: You will only be able to copy protocols you have access to.
b. Protocol Title — Enter the title of the protocol
Note: The title must be unique per PI, this means it cannot be duplicated from another protocol
under the same PI
c. Principal Investigator — Populated with name of the user who is logged in, this should be the PI
i. When a Designate (i.e. Study Coordinator) is filling out the form for the Pl you must
replace the Principal Investigator name with the PI’s name.
1. Click Replace to choose the correct PI for this protocol.

Frincipal Investigator: Fesearch Admin Replace

2. The Find Pl search box will appear, type into the lookup field to find the PI's
name.

Questions? Contact: RAS Support@umanitoba.ca
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Lockup: |researcher

Name [n] Department

Researcher_Jane test P=ychology

Researcher RAS RAS_Researcher Max Rady College of
Medicine

3. Once the application has been completed it will then be sent to the PI for
submission.

Principal Investigator: | RAS Researcher | Replace

Nate: When the application & complete, it will be sent to the Bl for submission.

Department: | * Max Rady College of Medicine |

Begin Application R[]

d. Department — this drop down will auto populate based on the Pl chosen
3. Click Begin Application

Create a New Human Ethics Protocol

Create: @ New
(") Copy from existing

Principal Investigator: | RAS Regearcher | Replace

Notfe: When the application iz complete, if will be sent to the Fl for subimission.

Department: | ¥ Max Rady College of Medicine |

Begin Application Cancel

Questions? Contact: RAS Support@umanitoba.ca
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Complete Initial Application

The initial application form employs a feature that displays relevant questions and tabs based upon the
responses provided throughout the application form. This means you will only see questions that are required
for you to answer as you are completing the form.

1. If the designate is filling out this form for a Student PI, check off Yes for the question ‘Is the Principal
Investigator for this project a student?’. This will ensure they need to also include the student’s advisor
in the Research Personnel tab. See the Student Pl Submission process for more details on student Pls.

2. Select the role of the Designate under the Role drop down.

3. Navigate through each page and answer each question as they appear within the form.

Protocol Number: TEMP-HE2020-0269 Initial Application
‘ Principal Investigator: RAS Researcher Print
Research Personnel  Attachments  Submit
Frotocol Title Proxy Protocol character count: 14
P
Principal Investigator RAS Researcher Replace P
WWhen the spplication iz complate, it will be zent to the Pi for validstion
|5 the Principal Investigator for this project a student? O Yes O Mo
Primary Department [Max Rady College of Medicine | esilace]
Application Initiated By |Research Admin |
previous <« [ next

Adding Research Personnel
Add additional research personnel to the protocol including the Designates information.

1.

Navigate to the Research Personnel tab

2. Click Add under the Protocol Personnel table

Questions? Contact: RAS Support@umanitoba.ca
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MName

RAS
Researcher

Protocol Personnel

[ Te— Role eV CORE PHIA Access co Contad  oonactlovel
¥ Max Rady ¥ Principal @ bai21/2020 bei21/2020 ~ Signature LContact
R Import Import . Details
College of Investigator Authority
Medicine

Add

3. The Find Person window will appear, search for the user’s name in the Lookup field
Note: If the user you are trying to add does not appear in the list you can still add them to the protocol,
see Add On-The-Fly User section.

Lookup: |admin [e]]
Mame 10 Department
Admin, Research RAS_PlI_Admin Max Rady College of

Medicine

4. Click on the users’ name to add them to the protocol
5. Once they are added, complete the following:

a.

b.
c.
d

Select Department: this default to the users’ primary department
Select Role: this is the user’s role for this specific protocol
Import CV: this is the user’s CV, optional (not required for Human Ethics Fort Garry)
Import CORE: click Import to link the users CORE certificate
Note: all personnel must have CORE added to their user profile in the system. If they do not you
must contact that person to get them to add it prior to submitting the protocol.
Import PHIA: click Import to link the users PHIA certificate
Note: this is only required for the Pl & Advisor prior to submission for studies that involve
personal health information, all other research personnel must have this added to their profile
for import prior to approval.
Assign Access: this is the user’s access to this protocol
i. Edit Access: Gives the user edit access to the protocol. Usually given to Study
Coordinators.
ii. No Access: Given to users that do not need to access the protocol in the system.
iii. Read-Only Access: Given to user that can access the protocol but only have read-only
access, meaning they cannot edit the protocol.
iv. Signature Authority: This gives the user signing authority on the protocol
Note: Only the PI, Co-Pl and Advisor roles can receive signing authority.
Check the CC checkbox to have the user cc’d on all email notifications
Oath of Confidentiality: click attach to upload the user’s oath of confidentiality
Note: this is required to be uploaded for each protocol personnel except for the PI, CO-Pl and
Advisor
Choose the Contact Level: Primary or Secondary

Questions? Contact: RAS Support@umanitoba.ca
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Protocol Personnel
Mame: Depariment Role oV  GORE PHIA Access oG | Oath of Confidentiality ~  So™M3%  cooiact | eved
RAS > Max Rady * Principal @ DalE021  DA01ER21 - gignature —_
EEZIERET College of Investigator e e Authority Desalls
Medicine
X Jofn Co- ¥ Nursin ¥ Co-Investigator | @ ~ BU012021 - DUM42020 | w  Edit Access Oath of x  Contact
Ir igato | g | | 9 | Import Import D Cnnﬁmﬂgpg Ceisils ikl

Add On-The-Fly User

If you can’t find someone in the Find Person lookup window when tying to add them to the research personnel
table, you can add them on-the-fly.

Important: Most UM research personnel will be in the lookup. On-the-fly users are most likely external to the
UM or students. Only one external research personnel is allowed edit or view only access to a protocol. Multiple
no access external personnel may be added to the protocol. All on-the-fly personnel are reviewed by the Ethics
Office at submission. If this rule is violated the protocol will be sent back to the PI to adjust.

1. Click on the request that this person be added to the system link

No Matches

...please refine your search,

or request that this person be added to the system.

2. Complete the following (all fields are mandatory):

a. Enter the Last Name

b. Enter First Name

c. Enter Email Address

d. Enter Phone Number

e. Select the CORE Training Date

f.  Click on Attach CORE Pledge to upload the users CORE certificate
Last Mame | |
First Name | |
Email Address | |
Phone Number | |
CORE Training Date | |EE
Aftach CORE Pledge

Add || cancel |
3. Click Add

4. The user’s Department will default to the Pls department. Make sure to update this to External if adding
someone external to the UM, If adding a student add the Pls department.

5. Select the Role and Access for this user
Note: If this user does not require access to this protocol, they will not be given a profile in the system.

Questions? Contact: RAS Support@umanitoba.ca
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6. Attach the Oath of Confidentiality

7. Select the Contact Level

T | ; ] 8 ==
External 2::;:;:: @ 1 O Attach = Primary

Once the application/submission has been submitted to the Ethics Office, a task will be sent to ORS to add this
new user to the system.

How to Add a Document
There are a few different areas within the initial application that allows you to upload documents.

Here is the Participants > Recruitment subtab

1. Click Add

Attach copies of all material that will be given/read to participants and/or third parties:

Recruitment Documents
Type MName Uipload
b3 1 [+ pomer | Atach

2. Select the Type of document
3. Type in the Name of the document
4. Click Attach, find, and Upload the document

Recruitment Documents
Type MName Upload
X 1 |+ Postr || |Poster Poster. pdf X

View All Documents
Throughout the initial application there are a few different places to add documents. You can view all uploaded
documents under the Attachments tab.

Here you can view and/or add additional documents.

Documents
. . : File Name/ ]
Type MName Version Status History Upl Date Comments Actions.
= Poster,|

Recruitment Documents | Poster.pdf D | Mew WM%’O View

Consent.pdf
‘Consent Documenis |Cunsenl.pdf | | 1 | MNew 10/13/2020 Miew

) _ Con ndf
‘Observaiion Guide Document |Cunsenl.pdf | | 1 | MNew 1071372020 Miewr

Add

Questions? Contact: RAS Support@umanitoba.ca
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To continue the instructions for an Initial Application, go to:
e Save Initial Application
e Submit Initial Application
e After Submission

Questions? Contact: RAS Support@umanitoba.ca



mailto:RAS_Support@umanitoba.ca

i/

b\ University
@ o«Manitoba

Follow-On Submissions

Amendment/Personnel Change

To create a new Amendment or Personnel Change form as a Designate:

1. Select the protocol link from the LiveList

2. Under Actions select Create Amendment or Create Personnel Change, click Go
a. Amendment — Complete all questions under Amendment Summary

Consent
Process

Amendment Research
Summary

Summary personnel Participants

Data

Risks/Benefits

Dissemination/Withdrawing  Attachments  Submit

Flease provide a brief summary
of the requested changes

Flease provide a justification for
these changes

Will there be changes to the number of participanis?

Will there be any changes in recruitment?

Will there be changes in recruitment matenial?

Will there be any changes to the consent form?

Will participants need to be re-consented?

Summary of Changes:

No Changes

) Yes

) Yes

) Yes

) Yes

) Yes

() No

) No

() No

) No

() No

Questions? Contact: RAS Support@umanitoba.ca

10


mailto:RAS_Support@umanitoba.ca

University
«Manitoba

b. Personnel Change — Complete all questions under Personnel Summary

&

Attachments  Submit

O e EL DRt Bl | Research Personnel

Please provide a brief summary
of the requested changes

) Mo

Does this change affect documents participants will see (ie. recruitment () Yes
poster, consent form)?

Summary of Changes:

o Changes

3. Navigate throughout the application and make your changes. As this is a living document, when you
make a change to questions within the initial application section you will need to justify each change.

(;o;[s::st Data  Risks/Benefits  Dissemination/Withdrawing  Attachments | Submit

Amendment Research ..
Summary Personnel Participants

Summary

Flease provide a brief summary
of the requested changes

a. When you make a change to any question throughout the application it’s tagged with

Amended (Please Justify)
b. Add your justification for the change to that specific question in the text box

Justification:

Adding more people to the cohort.

11

Questions? Contact: RAS Support@umanitoba.ca



mailto:RAS_Support@umanitoba.ca

&

University
«Manitoba

c. Once you have included the justification the question will now state ~ Amended
d. Ared asterisk will be added to each tab and a red box around the subtab to easily locate any
changes to the application

Amendment Research

Consent
Summary SUE Y Parsonnel

Participants Process Data  Risks/Benefits  Dissemination/Withdrawing  Attachments  Submit

Participants

Amended

How many participants do you We anticipate that approximately 45 adults between the ages of 50-70
expect to recruit? will participate in one of three Turning Pages groups offered in 20118.

MNeed to increase to 100 adults.

A change based on the reguest.

e. A summary of changes will appear in the Amendment Summary tab or Personnel Change
Summary tab. This will include the previous value and the new value as well as the justification
that was added

summary of Changes:

Location Field Original Valus MNew Value Action Justification
Participants »> Participants How many participants do you We anticipate that We anticipate that Using New Value Adding more people to the
expect to recruit? approximately 45 adulis ‘approximately 45 adulis cohort.
between the ages of 50-70 will  between the ages of 50-70 will
participate in one of three \participate in one of three

Turning Pages groups offered  Tuming Pages groups offered
in 2018. Need fo increase fo 85 in 2018. Meed to increase fo
adults. Achange based on the 100 adults. A change basad on
request. the request.

12

Questions? Contact: RAS Support@umanitoba.ca



mailto:RAS_Support@umanitoba.ca

i/

b\ University
@ «Manitoba
Renewal Request

To create a new Renewal Request form as a Designate:

1. Select the protocol link from the LiveList
2. Under Actions select Create Renewal Request, click Go
3. Navigate through each tab and answer each question as they appear within the form

GELGCETEREN-A | Attachments = Submit

Have there been changes to the protocol design that have not been O Yes ) Mo

approved by the REB?

Provide a brief summary of the
progress of the study.

Please brief justification for the
renewal requast.

previous < [P next

& EnterpriseWWeb LLC, 2012-2021

Questions? Contact: RAS Support@umanitoba.ca
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REB Event

To create a new REB Event form as a Designate:

1. Select the protocol link from the LiveList
2. Under Actions select Create REB Event, click Go
3. Navigate through each tab and answer each question as they appear within the form

Protocol Number: HE2021-0015

REB Event

Principal Investigator: Courtney Edworthy

rint ZIP Atfachments

Gi=:0=E 8 Attachments Submit

Description of Event

What actions will be taken to
rectify this event?

(Office)?

Have you notified any other offices of this event {ie. Privacy and Access () Yes O No

Flease explain:

again?

Does the protocol require changes to prevent this event from occurring () Yes O No

previous € [ next

Questions? Contact: RAS Support@umanitoba.ca

14
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Protocol Closure
To create a new Protocol Closure form as a Designate:

1. Select the protocol link from the LiveList
2. Under Actions select Create Protocol Closure, click Go

3. Navigate through each tab and answer each question as they appear within the form

Protocol Number: HE2021-0015

Protocol Closure

Principal Investigator: Courtney Edworthy

rint ZIP Aftachmenis

o e[S Attachments | Submit

Iz communication with participants complete (ex. recruitment, data O Yes ) Mo
collection, summary of findings, member checking)?

Please provide a brief summary
of the outcome of the study and
progress in meeting the study
objectives.

Were there any problems encounfered in this study? () Yes () No

previous <l [> next

© EnterpriseVVeb LLC, 2012-2021

Questions? Contact: RAS Support@umanitoba.ca

15
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Reassign a Task
The reassign feature is used to assign a task (current working submission) to another research team member to
continue editing or to complete the task on the PI’s behalf. Due to the system workflow to ensure submissions

are reviewed and signed off properly, there are rules as to who can be reassigned a task and where the task can
go after it’s been reassigned.

Reassign Rules

A task can only be reassigned to a research team member who has edit access to a protocol. Any research team
member with signature authority (PI, CoPl or Advisor) or edit access can reassign to someone with edit access.
Tasks cannot be reassigned to signature authority research team members.

When a task is with a research team member with edit access, they have 2 options to move the task forward:

1. Submit to the PI: to send the task back to the Pl they must navigate to the Submit tab within the task
and to submit it back to the PI

2. Reassign to another user with edit access: to reassign to another research team member with edit
access, navigate to the Livelist, select the protocol. Beside the current submission under Action click
Reassign and choose their name.

Important: A research team member with edit access cannot reassign or submit a task to a CoPl or Advisor. They
also cannot reassign a task to a Pl, they must submit it using the Submit tab in the submission.

When a task is with a PI, they can submit it to the next research team member in the workflow (e.g., CoPlI,
Advisor or HEO depending on who is listed in the protocol), or they can reassign it to a research team member
with edit access.

Remember: A CoPIl and Advisor can always send a task back to the Pl by navigating to the Submit tab, checking
off all declarations and the “Send Initial Application back to the Pl for Review” check box.

Send Initial Application back to the PI for review? (Select this option only if you have made changes to the Initial Application, and
want the PI to review them)

How to Reassign
1. Select the protocol link from the LiveList
2. Under Submissions > Actions click Reassign Task

Submissions

Type Receipt Date Summary Status Decision Lifecycle Details Actions
1 Initial Application  08/23/2023 View Revisions Pending View View Withdraw | Reassign Task

3. Select the Person to reassign the submission to
Remember: Only research personnel with Edit Access will appear here.

16
Questions? Contact: RAS Support@umanitoba.ca
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Comments:

A

4. Add Comments, optional
Note: Comments will appear in the Lifecycle View once reassigned.

Person: ¥ RAS Researcher

Comments:

Please revise | I

Reassign

— Event #4: Submission Assigned

Result:

Currently with: RAS Researcher
Started: Thu Aug 24 2023 09:48:19

Comments: Please revise.

5. Click Reassign
6. Task is now reassigned

Note: The task will be located in the reassigned users to do list, an email is not sent notifying the user of

the task.

Questions? Contact: RAS Support@umanitoba.ca

17
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Save Initial Application or Follow-On Submission

The system will automatically save your progress when you navigate to a new tab within your submission. Do
not exit your submission before navigating to a new tab or manually saving. To save an initial application or

follow-on submission to complete it at a later date:

1. Click Save at theIS‘E""E | top left-hand side of the screen

2. Click the Home menu item to return to the Livelist
3. The protocol is now listed in your To Do List

To Do List

= * TEMP-HE2020-0269 - Create Human Ethics
Protocol

Complete the Initial
Application

Continue Saved Initial Application or Follow-On Submission
To continue working on a saved initial application or follow-on submission:

1. Under the To Do List, find the saved initial application or follow-on submission task
2. Click link within the task

To Do List

= * TEMP-HE2020-0269 - Create Human Ethics
Protocol

Complete the Initial
Application

The Pl will also see the new temporary protocol in their LiveList.

WD Number F Title F PF Status | F Type F

TEMP-HE2020-0263 Praxy Protocol RAS Researcher Under Development Human Ethics

Remember: The Pl can reassign this saved application to themselves to complete at any time as well. See Delete
or Reassign Task section of the Lifecycle Event Manager for more information.

18

Questions? Contact: RAS Support@umanitoba.ca
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Submit an Initial Application or Follow-On Submission
Each application/submission form contains mandatory questions and logic to help ensure completeness.

When you attempt to submit the initial application or follow-on submission, the system will validate the
completeness of the application. If a required field has not been completed, the submission will be stopped,
and the user will be prompted to complete the incomplete fields. See Errors on the Application for more
information.

To Submit an Initial Application or Follow-On Submission:

Complete each question contained within each of the tabs and sub tabs of the form

When all questions have been addressed navigate to the Submit tab

Enter any desired Submission Notes in the field provided

When a Designate is submitting the application, the Declaration Statements will be greyed out, these
must be completed by the PI

Summary  Research Personnel  Attachments iil

Initial Application Submission

Optional Submission Notes ‘

PwbNPR

| have reviewed the protocol contents and confirm that the informatien provided in this applicatien is complete and correct.

| agree to abide by the ethical guidelines and policies of the REE, including the Tri-Council Policy Statement and the University of Manitoba Policy on the Ethics of
Research Involving Humans.

| will ensure the study does not commence until the final certificate of approval has been issued by the REE.

| will ensure the study does not commence until approval has been granted by the appropriate organization, if applicable (.g. chief and council, school board)
| will ensure all research team members {e.g. faculty, students, =iaff) handling data will have the appropriate training (e.g. CORE, PHIA).

| will ensure that study persennel are qualified, appropriately trained and will adhere to the REB-approved application

| will notify the REE of any protocol changes and report adverse events/experiences as soon as possible.

| will submit any changes to this study to the appropriate REB for consideration before implementation.

| will sumit a request for annual approval to the REE prior to the expiry date indicated on the approval certificate.

| will submit a Study Closure Form to the REB when all study activity is completed at the local site.

By providing my signature, | confirm that | have read the above terms and agree to comply with this and ether university policies, guidelines and the Tri-Council Policy
Statement (TCPS).

| Agree (signad 10/21/2020, 2:22:11 PM by Reszarch Admin)

Send for Review

5. Check the I Agree checkbox to agree to the certification statement
a. IfaCo-Plis listed on the protocol under Research Personnel
i. The protocol will be sent to them for sign-off after the PI signs off

Send to CO-PI

Questions? Contact: RAS Support@umanitoba.ca

19
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ii. After the Co-PI has reviewed the application/submission, navigate to the Submit tab
iii. Read and check each of the Declaration Statements

iv. The Co-Pl has the option of sending the application back to the Pl if changes have been
made or they can click | Agree to send for review

] Send Initial Application back to the Pl for review? {Select this option only if you have made changes to the Initial Application, and want the Pl to review
them)

] 1 Agree (CO-PI)

6. Click Send for Review
The application/submission has now been sent to the PI for review and signature.

Errors on the Initial Application or Follow-On Submission

If you get an error stating Incomplete Application, this means there are missed questions that need to be
addressed.

Incomplete Application

The Initial Application submission is incomplete.

Please address the errors highlighted throughout the application form and resubmit.

Click Return

The form will return to the first error on your form. Errors are indicated by a red asterisk on the tab along with a

red box around the subtab. Once you select the location of the error, the individual question will be marked with
Required beside it.

Correct Errors

Protocel Number: TEMP-HE2020-0255 My New Protocol Initial Application
incip: igator: RAS R

Status: Correcting Errors/Omissions
Print

Research Dissemination/Withdrawing

Personnel

Participants LR Data  Risks/Benefits

SIHIITERy Process

Attachments  Submit

Will you be providing participants with the opporiunity fo review their O Yes @® No

data?

How will information from or Requirzd
about your participants be
presented (e.g , summary
statistics for the whole group,
direct quotations from their
interviews)?

Once you complete all errors indicated, click the Submit tab and resubmit the initial application or follow-on
submission.

After the submission has gone through, you can view the protocol in the Livelist.

20
Questions? Contact: RAS Support@umanitoba.ca
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Investigator Sign-Off

The Pl will receive an email notification along with a To Do List task to sign off on the submission.
To review the initial application or follow-on submission:

1. Click the link in the To Do List

To Do List

=[®% TEMP-HE2020-0269 (Researcher, RAS) -
Submit Humian Ethics Protocol - (Submitted: )
- Proxy Protocol - (Date Assigned: 10/21/2020)

Human Ethics
Protocol Creafed on
your Behalf

2. Click Review/Submit Protocol

Protocel Number: TEMP-HE2020-0269 Human Ethics Application

Status: In Development

| Principal Investigator: RAS Researcher

The following Human Ethics application was created on your behalf:

Title: Proxy Protocol

Created by: Research Admin

Review/Submit Protocol

3. Navigate and review the whole submission, the Pl can add additional information to any questions
within the submission at this time as well

4. When all questions have been addressed navigate to the Submit tab

Enter any desired Submission Notes in the field provided, optional

6. Read and check each of the Declaration Statements

ol

Questions? Contact: RAS Support@umanitoba.ca
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Summary  Research Personnel  Secondary Use of Data  Attachments

Initial Application Submission

Optional Submission Notes

| have reviewed the protocol contents and confirm that the information provided in this applicafion is complete and correct.

| agree to abide by the ethical guidelines and policies of the REE, including the Tri-Council Policy Statement and the University of Manitoba Policy on the Ethics of
Research Involving Humans.

| will ensure the study does not commence until the final certificate of approval has been issued by the REE.

| will ensure the study does not commence until approval has been granted by the appropriate organization, if applicable {e.g. chief and council, school board).
| will ensure all research team members (e.g. faculty, students, staff) handling data will have the appropriate training (e.g. CORE, PHIA).

| will ensure that study personnel are qualified, appropriately trained and will adhere to the REB-approved application.

| will notify the REB of any protocol changes and report adverse events/experiences as soon as possible.

| will submit any changes to this study to the appropriate REE for consideration before implementation.

| will submit a request for annual approval to the REE prior to the expiry date indicated on the approval certificate.

| will submit a Study Closure Form to the REE when all study activity is completed at the local site.

Statement (TCPS).

| Agree (P} (signed 10721/2020, 2:32:40 PM by RAS Ressarcher)

Send for Review

By providing my signature, | confirm that | have read the above terms and agree to comply with this and other university policies, guidelines and the Tri-Council Policy

7. Check the | Agree checkbox to agree to the certification statement
8. Click Send for Review

The submission is now sent to the Ethics Office for review.

Questions? Contact: RAS Support@umanitoba.ca
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After Submission
Once you have submitted the initial application or follow-on submission, the designate and PI can view its

progress in the Livelist.

1. Navigate to the Livelist
2. Select the protocol from the list by clicking on the protocol number link under the Protocol/Project

Number column

WID Number F Title F Pl F Status F Type F
HEZ2020-0215 Proxy Protocol RAS Researcher Admin Review Human Ethics
Lifecycle Event Manager ~ Communications  Summary  Research Personnel Secondary Use of Data  Attachments
Stage: Application Status: Under Review Actions | ¥ -No Available Actions- |
Submissions
Type Receipt Date Summary Status Decision Lifecycle Details Actions
1 Initial Application 10/21/2020 View Admin Review Pending View View Withdraw

3. Toview the current Lifecycle History of this submission, click on the View link under Lifecycle

a. The Lifecycle History window will appear, this tells you where the submission is

W
— Event #1: New Human Ethicg Protocol Created
Start: 10/21/2020
End: 10/2172020

Who: Research Admin

Reszult: Initial Application Development Completed by Proxy
v
— Event £2: Initial Application Pushed to Pl for submission

Who: RAS Researcher Start: 10/21/2020
End: 1042172020

Result: Initial Application Sent to Coordinator
)

— Event #3: Initial Application Being Processed

Currenthy with: Human Ethics Officer

Started: 10/21/2020

4. To view the protocol and the submission status in more detail, click on the View link under Details

Questions? Contact: RAS Support@umanitoba.ca
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Submission Type: Initial
Protocol: HE2020-0215 Application Print

GTEVRVERGETGN  Summary  Research Personnel  Secondary Use of Data  Attachments

Version 1
Date Duration Type Process Board Decision

1012172020 Analyst Adminisirative

® EnterpriseWeb LLC, 2012-2020

5. To return to the LivelList
a. Click the Home button under the Menu Bar or;
b. Click on the Protocol Number link above the Lifecycle Event Manager tab

Withdraw Initial Application or Follow-On Submission
An initial application or follow-on submission can be withdrawn after you have submitted a submission but

before it has been approved.

1. Inthe Livelist, select the protocol link under Protocol/Project Number to view the Lifecycle Event

Manager
2. Under Submissions > Actions click Withdraw

Submissions

Type Receipt Date Summary Status Decision Lifecycle Details Actions
3 Amendment 104272020 Wiew Admin Review Pending Wiew View Withdraw
2 Amendment 08/24/2020 Wiew Completed Approved Wiew Wiew
1 Initial Application 08/21/2020 Wiew Completed Approved Wiew View

3. A confirmation window will appear, Click OK to continue

Are you sure you wish to Withdraw this submission?

This action cannot be reversed.

4. The submission will still be listed under Submissions for audit trail purposes

Submissions

Type Receipt Date Summary Status Decision Lifecycle Details Actions
3 Amendment 10/27/2020 View Withdrawn Wiew Wiew
2 Amendment 058/24/2020 WView Completed Approved View View

Initial Application 08/21/2020 View Completed Approved Wiew Wiew

Questions? Contact: RAS Support@umanitoba.ca
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Revisions Required

After an application or submission has been reviewed and it is sent back from the HEO for revisions, the Pl will
receive an email notification and task to be completed in their To Do List.

The designate (or Study Coordinator) will also receive an email notification if they were cc’d under the Research
Personnel section of the protocol. If the designate is to complete the revision task they can reassign the task to
themselves. See Delete or Reassign Task section of the Lifecycle Event Manager.

1. Under the To Do List, find the Revise task
2. Click the link within the task

To Do List

= @_-, HE2021-0006 (Researcher, RAS) - Revise
Initial Application - CE - TEST TRNG -
Reviews - (Date Assigned: 05M9/2021)

Revize Initial
Application

3. There are 2 main sections in this view: Review and Application section
Remember: The Review section can change based on who has provided the review. The example below
is a Chair Review, you may also see HEO Review or Member Review.

Revise Initial Application
. i Protocol Number: HE2021-0006 Initial Application
Instruction Review . . il
Principal Investigator: RAS Researcher A p p I ICa t 1on ZIP Attachments
fResponse 0 air meview —
Research = Consent : 5 S . 3 ,
- =
Summary’ personnel Participants' Process Data  Risks/Benefits  Dissemination/Withdrawing  Attachments  Submit
Review Comments
Pl Response:
Location Field Original Value Cument Value Comment Action
Summary >> Purpose of the Desaibe the research Objectives Objectives add more detail No Change
Research question{s) and objectives for
(to the Admini ) this research study.
P How many participants do Recrit Recuit plesse add more specific No Change
you expect to requit?
B next
® EnterpriseWeb LLC, 2012-2021

4. The Comments tab provides a summary of all comments made
5. Click on the link under Location to bring you to each comment to review

25
Questions? Contact: RAS Support@umanitoba.ca
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Research
Personnel

Consent

.
SLTTTET Process

Participants™

Pl Response:

Original Value

|Summary =* Purpose of the Desoibe the research Objectives
Research ‘guestion|s) and ocbjectives for
this research study.
Participants > Participants How many participants do Recuit
you expect to reouit?
B next

Data

Risks/Benefits  Dissemination/Withdrawing  Attachments  Submit

Cument Value

Objectives add more detail No Change

Reoruit please add more specific Mo Change

Note: Any comments made will also be indicated with a * on the tab within the Application section.

6. Make the appropriate changes to each question based on comments provided
Important: For information on how to upload a marked-up version of a document, please see

Attachment: Marked-Up Versions

7. If Justification is required, add your justification to the popup box that appears beside the question
Note: Justification is mandatory, you must fill in a response.

Requirement:
Confirm and justify participants.

Justification:

8. Any additional changes to the application/submission, will be added to the Comments tab

Research - Consent . 2 S . . .
Summary™ Participants™ Data  Risks/Benefits  Dissemination/Withdrawin Attachments  Submit
2 Personnel™ b Process = e
Pl Response:

Location Field Original Value ‘Cument Value ‘Comment Action
‘Summary >> Purpose of the Desoibe the research Objectives Objectives - there are many add more detail Using New Value
Resesrch -guestion{s) and objectives for objectives which are included

this research study. in the attachment.
Participants => Participants How many participants do you  Reoruit 100 participants. please add more specific Using New Value

pectic iz

Resesrch Personnel ‘What type of data {e.g. Data Data - data will be Using New Valus

directly identifiable, anocnymized.

anonymized) will each

individual have access to?

B> next

Questions? Contact: RAS Support@umanitoba.ca
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9. Add any additional comments in Investigator Response under the Review section

Instructions

-Response to Chair Review —

Review Comments

Investigator Response (to the Administrator)

10. Navigate to the Submit tab and resubmit the application/submission

The revision has now been sent to the Pl for review and signature.

Attachments: Marked-Up Versions
A Marked-Up Version of a document is a copy that includes track changes to indicate changes made. These
documents must be uploaded in the Attachments tab along with a copy of a clean version of the document.

Important: The marked-up version is not part of the final approval. This means you will not see this copy once
the submission is approved only the clean version.

Note: Depending on where you are in the submission process or what type of submission you are revising, the
Marked-Up Version section in the Attachments tab may look sightly different. The example below is of an Initial
Application returned to the Pl for after a pre-review.

Revise Initial Application

- Protocol Number: HE2023-0228 Initial Application
Instructions -
Principal Courtney Brint ZIP Attachments
_Revisions Investigator: Edworthy
Summal Gizgzanen Participants EriEEr Data  Risks/Benefits  Dissemination/Withdrawin SUEEELTAE Attachments®  Submit
Review Comments ™ personnel P Process™ g Peoples
Please see comments.
The document title names must be
updated/changed and then uploaded as
"Marked Up Version’ under the Attachments tab
with track changes or highlighting. Please also PI Response:
upload a clean copy of documents in the
appropriate tabs.
Yy Location Fisld Original Value Currant Value Comment Action Justification
£ Document type / Consent Documents  Consent Documents  Plesse maks the New document
Hzme / Consent.pdf / Consent.pdf appropriate changes  requirad
and upload a
- marked up version
Investigator Response (to the Analyst) e el
along vith the
updated Consent
form.
Consent Process >= Consent Documents  Consent.pdf [View Consent.pdf [View  Please add dates. No Change
Informed Consent Page] Page]
Process
A
B next

27
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Upload Clean & Marked-Up Version

To upload the marked-up version you must replace/upload a new “clean” version of the document then the

marked-up version.

There are two ways to upload the clean version: Under the designated tab (i.e. Consent Process for a consent
form) or under the Attachments tab.

Designated Tab
1. Navigate to the designated tab, in this example the Consent Process tab
2. Click Replace, find and Upload the clean version of the document

Research Consent Indigenous

Comments  Summary e el Participants —" Data  Risks/Benefits Dissemination/Withdrawing P

Informed Consent Process

Describe the consent tast
process. Where and how
will consent be obtained?

Attach consent form(s):

Consent Documents

X |v Consent Document Consent J Consent.pdf Replace | Comment
Yy

3. Once the new document has been uploaded navigate to the Attachments tab to upload the marked-up
version

Attachments Tab
1. Navigate to the Attachments tab
2. Click Upload under New Version, find and Upload the clean version of the document
3. Once the new document has been uploaded you can now upload the marked-up version

Comments  Summary ' paricpants Data  Risks/Benefits  Dissemination/Withdrawing pg Iess Submit

Process™

Previous Documents

M=rlead

File name/ up New

Comments

Version Status History

Uploaded Date fersion ) ersion
Consent Consent.pdf " Comments
Documents e e 08/22/2023 View Upload o poc Required
Recruitment Poster.pdf "
Documents Foster L= 08/22/2023 View -
prov approval.doox B
= [ N Uoons
Fully Executed
t
g‘m‘i’; New Agreement New me_;re;ﬂzgtaﬂ View Upload
Oath of Oath of
Confidentiality:RAS Oath of Confidentiality.pdf New Confidentiality.pdf ~ View Upload
Researcher 08/23/2023
X | Manual Attachment | |Survey e | Hew %ﬁ%ﬁa View Upload
Add
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Marked-Up Version
1. Navigate to the Attachments tab
2. Click Attach under Marked Up Version, find and Upload the marked-up version of the document

Marked
File name/ 5 up Naw
Uploaded Date = Version Version

Version Status History

Consent . Consent 2.pdf . Wiew | Comments
Documents SrmezmE View 08/23/2023 View e Eeplace New Doc Provided

Note: The original document that was replaced in the designate tab and attachments tab can still be
viewed by clicking View under History

Marked
- - - File nama/ . Up Naw
Version Status History Uploaded Data Comments Mo —pars e
Consent . onsent 2.pdf . . View f Comments
Documents EzmsEnt = 08/23/2023 L= = Replace New Doc Provided

Questions? Contact: RAS Support@umanitoba.ca
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