WCEg velos
eCompliance User Guide



Table of Contents
B A o T T U A I =3 €U T [ TSRS 4
1.1 WHO ShOUIA USE 7 ..ottt ettt see e sae s s 4
2 BCOMPIANCE.....c ottt ettt et e e b et e bttt e tbeerbeerb e e beeetaeerbeeraeenaeeans 6
2.1 EXaMPIE WOTKFIOW ... 8
2.2 OVEIVIEW OF ROIES ... .ottt ettt ettt e ae s e e nes 9
2.3 Navigating Compliance and PErmiSSIONS .........cccccvieiieiieiiieieciccee et 10
2.4 Study Team Member FUNCHIONAIITIES ......ocviieiiiiiieiicieeee e 16
2471 PTOTOCOIS. ...ttt ettt ettt et ettt ee ettt e et st e e aeeneeae s 16
2.4.2 Protocol Build and SUBMISSION .......cociiiiiiiiiieee e 16
2.4.3 Protocol Modification REQUESTS..........cuoiiiiiiiieiecece e 27
2.4.4 Viewing Final Outcome DOCUMENTAtION .........coviiiuiiiiiiiiiciieeeeeee e 30
2.4.5 Protocol Amendments after Initial or Amended Submission ...........ccccoeveiiiiiecieiieiennne 33
2.5  eCompliance Administrators FUNCtiONalitieS..........ccccoeevieiiioiiiciccececeeeeeee e 38
2.5.1  Assigning @ MoOdifiCation ..........cciviiiiiiiiicie e 39
2.5.2 Assigning a Reviewer and Setting @ Meeting ..........ccoovieiiiiiciiciicccce e 41
2.5.3 POST REVIEW PrOCESSING ....oiiiiiieiii ettt e et e e tee e tae e steeenaeennseeens 45
2.5.4 Navigating to Manage Meetings FUNCTIONS ..........ccoiiiiiiiiiiii e 48
2.5.5 Final OUtCOME PrOCESSING ....ooiviiiiiiiieeiie ettt ettt e eveebe b teesasesenas 52
2.6 Reviewers FUNCHIONAIITIES ........ooiiiee e 55
2.6.T Navigating 10 REVIEWEIS AT ......oooouviiiiiieiieeeie ettt ettt et e e b e eaaeesave e 56
2.6.2 MaNAgiNG REVIEWS .......oiiiiiieiie ettt ettt ettt e et e e saeesataeensaeesnseeennseesnseeans 57
2.7 Board Committee Members FUNCLIONAlItIES .......c.ooveieiiiiiiiiieeee e 60
2.7.1 ReVIEW REVIEWEI'S FOMMIS ...ttt 62

eCompliance

6 December 2022

Page 2 of 65



3

2.7.2 View Meeting Details and Meeting Topics

Appendix A: Technical Information
3.1 Revision History............cc.c.c.....
3.2  Related Software.....................

3.3 Minimum Workstation Requirements

eCompliance

6 December 2022 Page 3 of 65



WCg
1 About This Guide

This document presents the following topics:

= eCompliance may be used as a stand-alone tool for internal reviews, using the client’s internal
review boards.

= The eCompliance module allows permissioned study team users to develop and submit new
protocols and/or amendments to the designated review committees.

= eCompliance is typically used by Institutions to manage their regulatory workflows and
processes including documentation, such as attachments and forms.

= Creating foundational account elements such as organizations, groups, users, quick links, and
account forms.

= A study team will have a central location for managing a study from development to

completion.

1.1 Who Should Use It?

This guide is intended for study team members, eCompliance Administrators, Reviewers and Board
Committee Members. While eResearch is not a role-based system, functionalities within
eCompliance are grouped together by “roles”. The permissioned roles in eCompliance, enables a

user with the assigned role to initiate and complete their specific tasks.
Study Team Members, Reviewers, and Board Committee Members will only be able to view and

create or edit study data if added to a study as part of the study team and given permissioned

access.
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This guide assumes users have a knowledge of managing patient data, clinical trial management

systems, and clinical trial regulatory requirements.

eCompliance 6 December 2022 Page 5 of 65



wcg

2 eCompliance

eCompliance is an add-on module for Velos eResearch or may be used as a stand-alone tool for
internal reviews, using the client’s internal review boards. This module in particular is configured to
the client’s needs, and therefore each use case is unique. This section in the user guide is
describing what is possible in eCompliance at a high level. Specifics of a client’s environment can

be obtained from the client’s project manager.

The eCompliance module allows permissioned study team users to develop and submit new
protocols and/or amendments to the designated review committees. eCompliance is typically used
by Institutions to manage all of their regulatory workflows and processes including documentation,
such as attachments and forms. A study team will have a central location for managing a study
from development to completion. eCompliance requires various users within groups to complete

required tasks.

Please be aware that each client's eCompliance build is unique, therefore the user roles and

process steps in this section are being used as examples.

Note: In Study Management, the Study Details page will be viewed instead of a Study Summary
page. For environments that have both eCompliance and eResearch, the Study Summary
tab will be in LIND (non-editable) mode by default. mainly because all such changes need
to be done within eCompliance since it may impact the review processes. Please submit
a request to Velos Support to switch between viewing the Study Summary page instead
of the Study Details page, if needed.
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Within this section of the guide, topics are broken down by eCompliance user roles:

»  Study Team

Members

= eCompliance Administrators (eCompliance Admins)

= Reviewers

=  Board Committee Members

Personalize ~ Manage ~

wcg

I+ Current Page: Protocol Details

version  Memages  Reports

Protocols ~ Libraries ¥ eSample ¥ Reporting ~

New Protocol

Drafts and Submissions

2 (Initial Submission in Progress)

ﬂ Attachments  Check and Submit

- Study Initiation Ongoing Studies
Pls Araa Collapse all
Protocol Def... Reviewers Area
CDAIn Revie... . Submisei dy Summary
; lanage Submission
CDA Signoff Existing Study
CA In Review Manage Meetings
. ber * DEMO222
CA Signoft Monitor Studies umber [ ]
Budget In Re... i
udgetin Re. All Protocols fle = DEMO Hypertension Phase IV Study
Budget Signo...
IRE: Iniial
IRE: Approve... Summary
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2.1 Example Workflow

Create New
Submissian

!

Upload Regulatary
Documents
and Camplets
Required Farms

Check and Submit

Manage Protocol
Submisions

eCompliance
Adming

Reviewers

Set up Mestings

Board Meating

Final Outeame,
Wiew Appraval
Seatus

I

Submissian
Process *
Complats
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2.2 Overview of Roles

While eResearch is not a role-based system, functionalities within eCompliance are grouped
together by “roles”. The permissioned roles in eCompliance, enables a user with the assigned role

to initiate and complete their specific tasks.

Details of the role-based functionality in eCompliance is described in the following table:

Role Name Responsibilities

Study Team Members Create New Protocol Submissions:
= Define Initial Details
= Upload Regulatory Documents
*  Submit using Check and Submit
Modify Submissions, as requested
View Final Outcomes and Documents
Initiate Amendments, if requested

eCompliance Administrators Manage Protocol Submissions:

= Update Submission Statuses

= Assign Study Team Member(s) for
Modifications, as necessary

= Assign Reviewer(s)

= Setup Board Meetings

= Create Meeting Topics

= Take Meeting Notes

= Assign Final Outcome Statuses

Reviewers Review Assigned Submissions:
= Complete Reviewer Forms

Board Committee Members Review Submissions
View Meeting Topics and Details
Attend Meetings:
= Vote on Final Outcome
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Note: Study Team Members, Reviewers, and Board Committee Members will only be able to
view and create or edit study data if added to a study as part of the study team and given
permissioned access (as shown in the image below). Additionally, Reviewers and Board
Committee Members require permissioned access to Study Team Forms view and/or
complete these forms in the Reviewers Area. Depending on the access needed, a group
may have View, Edit, and/or New rights, as shown below.

Organizations m Users  Account Links  Form Management  Portal Admin

Assign Rights to Group :

O Super User Rights For All Studies

[ Super User Rights For All Budgets

New Edit View
Application Rights
[ manage Protocols |
Forms
| &1l Study Forms Access |

2.3 Navigating Compliance and Permissions

Within eCompliance, the core functionalities are found under the Protocols tab in the main
navigation bar. At any point, users may use the Protocol heading in the main navigation bar and
select the appropriate page or topic to navigate to for eCompliance. In order for each area of the
Protocols dropdown to populate for a role, each group assigned in eResearch must be

permissioned specific access rights in the eCompliance areas of Group Rights.

eCompliance 6 December 2022 Page 10 of 65



wcg

Note: The following are suggested permissioned access rights to navigate in eCompliance for
the role examples created for this user guide.

1. eCompliance Admins will have access to all areas with white backgrounds in the Protocols

dropdown, as shown below.

Protocols * Libraries = ¢

New Protocol
=]

Drafts and Submissions

Ongoing Studies

Pls Area

Reviewers Area

Manage Submission

Manage Meetings

Monitor Studies

All Protocols
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a. Inorderto have access to all areas in eCompliance as an eCompliance Admin, this group

of users must have the following eCompliance rights.

New Edit View
Research Compliance
Manage Applications
Action Required
ltems Pending Review/ Approval
Ongoing Studies
Manage Submissions
Activity Summary
New Submissions
Pre-review
Review Assignment
Pending Review
Post Review Processing
Final Qutcome
Pending Pl Response
Reviewer Area
Pending Reviews
Full Committee Reviews
Expedited Reviews
Exempt Reviews
Ancillary Committee Reviews
Manage Meetings
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2. Study Team Members will have access to only the following areas in the Protocols dropdown,

including New Protocol, Drafts and Submissions, Ongoing Studies, and Pls Area.

Personalize ¥ Manage ¥ Protocols ¥ Reporting ~

P Current Page: Protocols == Ma New

Pending Pl Response (53) New Protocol

Search

Submissions Pending PI Ry D721 and Submissions

Ongoing Studies
Filter By Submission Tyl Pls Area

@ £ Manage Submission

All Protocols

a. Inorder to have access to the areas in eCompliance as a Study Team Member, this group

of users must have the following eCompliance rights.

New Edit View

Research Compliance
Manage Applications
Action Required
Items Pending Review! Approval
Ongoing Studies
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b. Additionally, to be able to add new, edit, and view in a submission’s Study
Summary/Details and Versions/Attachments tabs, the study level access rights for the

study team member must be checked.

You are working on study: DEMO4000A

Study Detail= ~ Attachments = Admin Schedule  Study Sefup Budget Milestones  Notifications  Study Status =~ Reporis m

Assign Access Rights to Jim Jacobs

What is Complete Patient Data

New Edit View

Multiple Organization Access

(J select/ Deselect Al

Study Administration

Study Summary
Versions

Secfions

F\ppen@;

3. Reviewers will have access to only the following areas in the Protocols dropdown, including

Reviewers Area and Manage Submissions.

Personalize ¥ Manage ¥ Protocols ¥ Reporting v

P Current Page: Protocols >> Re\[ _
ing Reviews [T r S
i ull Commi -y 1 anage Submission

All Protocols
Pending Review Summar|
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a. Inorderto have access to the areas in eCompliance as a Reviewer, this group of users

must have the following eCompliance rights.

New Edit View
Manage Submissions
Review Assignment
Reviewer Area
Pending Reviews
Full Committee Reviews
Expedited Reviews
Exempt Reviews
Ancillary Committee Reviews

4. Board Committee Members will have only the following access to areas in the Protocols

dropdown, including the Reviewers Area and Mange Meetings.

Personalize ¥ Manage ¥ Protocols ¥ Reporting ~

P Current Page: Velos eResearc]

Reviewers Area

Search A Study Manage Meetings

All Protocols
Last Modified Studies

Quick Access Study Number

a. Inorderto have access to the areas in eCompliance as a Board Committee Member, this

group of users must have the following eCompliance rights.

Reviewer Area
Pending Reviews
Full Committee Reviews
Expedited Reviews
Exempt Reviews
Ancillary Committee Reviews
Manage Meetings O O
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2.4 Study Team Member Functionalities

Study Team Members, such as Coordinators or Pls, may be tasked with creating and defining new
Protocols. With eCompliance, this step replaces creating a new study and defining study details, as

study details are documented during the protocol creation process.
Study Team Members with eCompliance begin with creating a new protocol, and then continue with

steps such as defining the Initial Details tab, uploading Attachments, and submitting the protocol

and attachments to the review board in the Check and Submit tab.

Note: eCompliance Administrators must ensure the study team member is assigned to the
study team and that access rights are set as per the Navigating Compliance and
Permissions section.

241 Protocols

Within eCompliance, the creation of a new protocol uses three default tabs: Study Details,
Attachments, and Check and Submit tab.

2.4.2 Protocol Build and Submission

eCompliance allows for permissioned Study Team Members to build and submit protocols within
eResearch. Typically, these duties are completed by members of the Study Team, such as Pls,

Coordinators, or Protocol Managers.
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Creation of a new study will be done through New Protocols instead of New Studies. For

instructions on building a Protocol, see Create a New Submission. For instructions on Protocol

submission, see Check and Submit Tab.

P Current Page: Protooot Details
Attachments  Check and Submit B
Version Messages Reports Expand All m
v Study Summary
v Study QA Section
v IND Section
[ save |

Warning: With eCompliance enabled, it is highly recommended that new studies are initiated
using eCompliance and not by using New Studies under the Manage dropdown in the

navigation bar.

2.4.21 Initial Details Tab

On the Initial Details tab, permissioned users define basic study details that begin the process of

building a protocol.

Note:  The details entered on the Initial Details tab will appear on the Study Summary / Study
Details tab of a study.

To navigate to the Initial Details tab:
1. From the main navigation bar, hover over Protocols and under the heading “New”, click New

Protocol.

Personalize ¥ Manage ¥ Protocols ¥ Reporting ~

P Current Page: Protocols == Ma New

Pending Pl Response (53) New Protocol

Search

Submissions Pending PIR{ raTs and Submissions
Ongoing Studies
Filter By Submission Ty Pls Area

@ El Manage Submission

All Protocols
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The Protocol page displays:
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P Current Page: Protocol Details

W Attachments | Check and Submit B
Version Messages Reports Expand All m
* Study Summary
+  Study QA Section
*  IND Sechon
2.42.2 Create a New Submission
Creating a new protocol submission is the first step in eCompliance.
To create a new protocol:
1. Navigate to the Initial Details page.
I Current Page: Protocol Detaits
mm:x?\nmls Check and Submit B

Version Messages Reports [Expand All m

» Study Summary
» Study QA Section

» IND Saction

2. Click Expand All to expand the Initial Details sections.

Personalize ¥ Manage ~ Protocols + Libraries ¥ eSample ~ Reporting ~

P Current Page: Protocol Details

Initial Details Attachments  Check and Submit

Version Messages Reports Expand All m
» Study Summary @

» Study QA Section

* IND Section

Study #, Title or Keyword

eCompliance 6 December 2022

Page 18 of 65




wcg

The sections expand, displaying available fields with the Study Team Member field populated

with the username of the user entering data.

P Current Page: Protocol Details

e N

w Attachments | Check and Submit S

hored . -~
st 9 ot A st Al M s JIIErmtirian,  gpI PpdP- 0 B

Colapse Al

*  Study Summary
Copy an Existing Study
Study Number *

Study Title *

Summary
Study Entered By

Primary Objective

Principal Investigator

If Other

Study Cantact

Division Select an option v

Phase " Select an option ¥

m]

Pl initiated, MDACC auth
-

Note: The Study Details page will be the default tab instead of a Study Summary page in most
eCompliance environments. Please submit a request to Velos Support to switch Lind
Mode to Y/On, to view the Study Summary page instead of the Study Details page, if
needed. Additionally, fields may vary based on your institution’s requirements and
eResearch settings.

For details on how to complete the available fields, use the table below:

Section Name

Study
Information

Study Definition

eCompliance

Description

Users can Copy an Existing Study, update assigned users, select a Principal
Investigator, and select a Study Contact.

In the Enterprise version, the study information can also include:

= If the Principal Investigator was a major author/initiator of this study

= If the study is CTRP Reportable

= If the study is an FDA Regulated Study

Users can modify the Study Number, Study Title, enter a Primary Objective,
enter a Summary for the study, and enter an NCT Number (or import from
ClinicalTrials.gov using an NCT number lookup, if interface has been added).

Note: NCT######## must be listed before the 8-digit number.
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Section Name

Study Details

Study Design

Sponsor
Information

Keywords

More Study
Details

eCompliance

wcg

Description

Users may enter a study Agent/Device, select a Division from the dropdown,
select a Therapeutic Area, enter a Study Duration, select a Duration from a
dropdown, and enter the total sample size.

In the Enterprise version, the following fields are also available:

= Disease Site

= Specific Sites

= National Sample Size

= Estimated Begin Date

Note:  The Division controls the values for the Therapeutic Area field.

Users may select a study Phase from the dropdown menu, select a Research
Type from the dropdown, select what the study is Linked to, or select
Coverage Analysis Required from the dropdown.

In the Enterprise version, the following fields are also available:

= Study Scope

= Study Type

= Study Linked To (must be a study in eResearch)

= Blinding

= Randomization

Users may enter or select a Sponsor Type, enter a Sponsor ID, enter a
Primary Contact, or enter a Sponsor Name.

In the Enterprise version, the following fields are also available:

= If Other (sponsor type)

= Other Contact

= NIH Grant

Keywords are an Enterprise Only feature which allows permissioned users to
associate keywords for study searches.

More Study Details are Enterprise Only fields that include the following:
= Short Protocol Number

= IRB Number

= Other Number

= Specify Name for Other Number
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Note: Division is a required field as to complete as it allows you to populate the Department

required field.

3. Complete the fields to define the Initial Details tab as appropriate and click Save to submit.

The Initial Details are saved. Once saved, the Initial Details page will include a note that the

protocol submission is “In Progress”.

DEMO222 (Initial Submission in Progress)

24.23 Attachments Tab

Once Protocol creation has begun and the Initial Details tab completed, users can use the
Attachments tab. The Attachments tab is where permissioned users may upload and manage files
from outside the application that are associated to a study. In eCompliance, documents that must
be attached are those documents that need to be submitted for review by the review board. Usually,

at minimum, a protocol needs to be uploaded.

To add a New Study Document/Attachment:

1. From the Attachments tab, select Add New Document.

DEMO222 (Initial Submission in Progress)

——
Initial Details Attachments Check and Submit
.

Search By

1to 1 of 1 Record(s)

Version # Category.  Select an option v Type Select an option v g::izmem Select an option v
Associated Documents Listed Below ADD NEW DOCUMENT

Version # ¢ Category ¢ Type ¢ Appendix ¢ Attachment Status ¢ Delete

1.00 Protocol Attachments (0) Work in Progress VAo ®

eCompliance
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The Add New Version/Document window open

Category

Select an opfion
Select an opfion
Select an oplion
Select an opfion

Select an opfion

Select an option v [ Choose File | No file chosen
Select an option v [ Choose File | No file chosen
Select an option v I@ Mo file chosen
Select an option v |@| No file chosen

Select an option | Choose File |Mo file chosen

LS SREE SHAF SR 4

Note: 1.

Multiple documents can be uploaded at once by adding each document as a line
item.

Only PDF, Word, Excel, PowerPoint, and Text formats are accepted in the system as
Documents.

Version Numbers will be auto-generated and numeric.

2. Enter in the appropriate document information for the document version and save with your e-

Signature.

Valid e-Sign iy m

3. Below is an example of what may be viewed after adding documents in Attachments.

P Current Page: Protocol Attachments

K

DEMO©222 (Initial Submission in Progress)

Iniial Details W Check and Submit

Version Messages Reports

~  Study Initiation

zi:‘;;:;e g Version # Category: | Select an option ~ | Type: Select an optien ~ g:gEZmen( Select an option ~
CAIn Review 1]
A Signoff n Assaociated Documents Listed Below ADD NEW DOCUMENT
BudgetIn Re a Version # 0 Category ¢ Type 0 Appendix 0 Attachment Status 0 Delete
Budget Signo 1]
IRB: Initial 1] 1.00 Informed Consent Initial Attachments (1) Work in Progress 20 @
IRE: Approve.. a 00 Protocol - Attachments (1) Workin Progress Z° 9 ®
1t 2 of 2 Record(s)
Note: 1. If the protocol document is added, the Study Checklists will appear and the
Protocol Definition green checkmark will appear to show Done status.
2. To change the Attachment Status, click on the Edit icon in the Attachment Status
column.
3. History of the attachment can be viewed by clicking the History icon under the
Attachment column.
4. An attachment can be deleted by clicking the Delete icon in the Delete column.
5. By clicking the Attachments link under the Appendix column, the document can be

eCompliance

accessed for viewing, editing, or deleting.
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2.424 Check and Submit Tab

The Check and Submit tab allows permissioned users to verify that all requirements for the
designated review committees are complete. Once the appropriate requirements are met, the
protocol can be submitted for review by the eCompliance Admins, Reviewers, and Board Committee
Members. The requirements here will be rules dictated and set by the client and configured by the

WCG Velos teams as part of initial eCompliance setup.

When setting up groups and users for eCompliance, clients must work with Velos Support to ensure
eCompliance backend permissions are applied. This will affect what board review types can be

viewed by Study Team Members in the Check and Submit page.

To verify requirements and submit the protocol submission:
1. From the Attachments, tab, click the Check and Submit tab, then click Check Completeness to

confirm all requirements have been met.

DEMO222 (Initial Submission in Progress)

|
Initial Details ~ Attachments et € UL R N1d @

| Check Completeness |

ERC

PRMC

IRB

IRB Final Approval(No Board)
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The page refreshes and displays items for the review committee.

DEMO222 (Initial Submission in Progress)

Initial Details = Attachments et ENL T @
Check Completeness

ERC Protocol is complete
Required: Check for 'Protocel’ Document @
PRMC Protocol is incomplete

Required: Check for 'ERC Approved’ Study Status
Missing 'ERC Approved' Study Status

Required: Check for 'Protocol’ Document @

IRB Protocol is complete
Required: Check for 'Protocol Document @

IRB Final Approval(No Board) Protocol is incomplete

Required: Check for 'ERC Approved ' Final Outcome Status
Missing 'ERC Approved ' Final Outcome Status

Required: Check for 'PRMC Aprroved' Final Outcome Status
Missing 'PRMC Aprroved' Final Outcome Status

a. |If there is a “Fail” status, proceed to the appropriate Protocol tabs or Study page to complete
the requirements, except for Final Approval statuses, as these are managed by the
eCompliance Admin.

i. Forthe example, in the image above, the Check and Submit tab indicates the Protocol
details are incomplete for the PRMC and that the ‘ERC Approved” Study Status must
occur before submitting for this Board Review. To complete the above requirements in
the example, return to the Study’s Study Status tab and update the ERC status as
requested.

Note: Depending on the “Fail” status, the request may be to make an update from the Initial

Details tab, Attachments tab, or to update a Study Status from the Study page. Click the
Study icon to access the Study page.

Study
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2. Once the Check and Submit indicates the Protocol is complete and all requirements, except the
Final Approvals, have a “Pass” status, the protocol can be submitting by entering your e-

Signature and clicking Submit.

When the Protocol is submitted, the Study Details tab will be locked down and users will be

unable to edit, as seen below:

B Current Page: Protocol Detals

DEMO222 (Initial Submission in Progress)
Version | Messages  Reports

m Attachments Chack and Submit ® @
= Study Initiation
Version. 1.00 .
Prolocol et Study Summary
[ g Stucy Number DEMOR22
P Sty e DEMO Hypertension Phase IV Study
DA Signof o Summary DEMO Study for testing afer Oct 25t Update.
CAIn Review 7] Stucy Emerea By Jom Jacots
cAs g Primary Cojective
n Principal Investigator i Jacobs.
i Other
Budget Sgno a Stucy Contact
1RE: Initial 1] [Division Surgery
N Phase Phase IV
1RE: Approve a P inftiated, MDACC authored N
CTRP Reportable N
FDA Reguiated Stugy N
~  Siudy Activation g:;a':y":;'ﬁse
AgentDevice
o Disease Site
Specifc Sites
('] Select Sile 2
1] Total number enrolied at MDACC 0
Study Duration a
E Dnabon
Protocol tequires signed mformed consent? N

Estimaled Segin Date
Study Source

Sty Scope

Canical Research Category
Linked To

Binaing

Randomization

Primary Funang Type

*  Study Closure

Stucy Comple ]

‘Spansar Profocol Number
Primary Contact
NCI Trial Igentifler

Note: 1. The number field in the circle for Version will show 1.00. This links to a pop-up
showing the Submission Type of New Application.

2. If the Study Checklists in the left-hand column did not appear after adding
documents in the Attachments tab then they will appear after Check and Submit. If
there are any forms attached to any of the statuses, the icon will appear with lines
through it as highlighted by a red box in the image above.

2.4.25 Access an In-Progress Protocol
If at any point during the Protocol Build and Submission process you need to return to the Initial

Details, Attachments, or Check and Submit tabs, follow the instructions below.

eCompliance 6 December 2022 Page 25 of 65



To access an in-progress Protocol Submission:
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1. From the default homepage, search for the study in the homepage navigation bar.

. Study #, Title or Keyword Q

2. From the default homepage, search for the study in the homepage navigation bar.

3. From the search results, select the study using the clipboard icon.

B B @

The Study Details / Study Summary page displays:

P Current Page: Protocol Defails

R personalize = Manage ~ Protocols > Reporting ~

~  Study Initiation You are working on study: DEMO111 & o
z::\n;‘g\:e::. m Attachments  Admin Schedule  Study Setup  Budget  Notifications = Study Status  Reports  Study Team  Forms
CDA Signoff a Version 100 &
CAIn Review ! ]
CA Signoff a ‘Study Number DEMO111
Budget In Re. l] ;Lx::ml;:e DEMO111 - Training
Budget Signo. '] Study Entered By Alexandra Weiss
4. On the Study Details / Study Summary page, click the Protocol icon.
. ISl (5
The Protocol page displays:
DEMO111 (Initial Submission in Progress)
INENEFE R Attachments  Check and Submit
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2.4.3 Protocol Modification Requests

Study Team Members may respond to an eCompliance Admin’s / Board Committee Members’
modification request. Typically, when a review committee has a modification request the study
team will receive a notification from the system, as per configuration. If a modification request is
made, a specific status will display on the Study Status tab of a selected study, indicating a request
has been made for the protocol. This request will be entered by the eCompliance Admin. When the
modification required status is added to the Study Status page, the sections on the Study Details

tab will be enabled.

Note: In order to perform a modification, the eCompliance Administrator must place the
protocol in Pending Pl Response, so that a Study Team Member may update the
Summary and Attachments tabs, as needed. Making a modification prior to approval by
the board review is a different action than amending a protocol after approval by the
board review, which is further explained in Protocol Amendments after Initial or
Amended Submission.

To modify the protocol and submit modification requirements:

1. From the navigation bar, under the Protocols heading, click Pls Area.

Personalize ¥ Manage ¥ Protocols ¥ Reporting ~

P Current Page: Velos eResearch _

Search A Study New Protocol

. Drafts and Submissions
Quick Access

B Ongoing Studies

Pls Area“
Manage Submission

All Protocols

(0 2 AR (T AR T

&
&
)
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2. From the Pls Area, either click the View Notes link to view the modification request.

I+ Current Page: Protacels »» Pis Area »» Acbon Required

Orafts and Submesions  Saved ftems | Final Outcoms

Action Required

Fitoe By ‘Submssion Type Salect an opion  » Raview Typa Select an option -

Stady bost or T Saarcn
o] @ CumentPage 1 Total Pages: 1 = = Rows PecPage 5 Shouing 12012 d o B
Submission (D ‘Submission Type S § Submission Status Date Entered By Meeting Date Review Type s
5) p m—— [ ——— preme—— E= [ venions | g s ©
enort @ s e Apprcaton Ponding Pl Recponss (83) 10292021 Alesandra Wisss () PRMC e
|

a. The notes page will appear. Click Close after reading.

|® View Notes - Google Chrome - O x

& qgateamv114.veloseresearch.com/velas/jsp/irbnatesjsp?submissionPK=436&submission...

Notes
Please add ERC Document

(e s

-OR-
Click the Study # link for the protocol, then click the Protocol link.

P Current Page: Protocol Details

~  Study Init

You are working on study: DEMO222

Protocol Def. STl Attachments  Admin Schedule  Study Setup = Budget = Notifications = Study Status Reports StudyTeam  Forms
CDA I Revie. a
CDA Signoit a p——
CAIn Review [1]
CA Signoff
N a v Study Summary
Budget In Re... a

b. Next, click the number inside the circle above Messages to view the pop-up note and click
Close after reading.

P Current Page: Protocol Details

1
1.00 5

Version Repores

Initial Detail Attachments  Check and Submit
~  Study Initiation

[Messages:

DEMO222 (Initial Submission in Progress)

Protocol Def...

Detal
CDAIn Revie.

CDA Signoft
CAIn Review [CRC Modifications Required 10129/2021 [Please add the ERC Document
CA Signoft

Budget In Re.

Budget Signo.

IRB: Inital...

IRB: Approve...

Study Status Status Date Notes

~  Study Activatior

Active/Enrol.
QA_Forms
Active/Close.
Muliple Ent .
Single Entry.

~  Study Closure

Study Comple.
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3. After addressing the request, from the Pls Area click the Action icon under the Send Back to

Review Board header.

4. The Study Team Member will be returned to the Check and Submit screen. Click Check

Completeness, enter e-Signature, and click Freeze Protocol.

DEMO222 (Initial Submission in Progress)

et Dotas | Aachments ]

IRB Final Approval(No Board)

comaun: |

Enter an applicable comment, enter e-Signature, and then click either Save Draft, Unfreeze
Protocol, or Submit Protocol.

DEMO222 (Initial Submission in Progress)

Inital Desais | Atiachments 8

commens y Upload "Informed Consent” document, if applicable.
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In this example, Submit Protocol was selected and the Version number now shows 1.01. The

submission has been modified and may continue with the review process.

Personalize ¥ Manage ¥ Protocols ¥ Reporting v

P Current Page: Protocol Check and Submit

DEMO222 (Initial Submission in Progress)

Initial Defails =~ Attachments e T ESTTTE

Version Messages Repors

v Study Initiation

CDA In Revie... 1]
CDA Signoft [1] Version Change Log Justification Submission Type
CAIn Review 1] HiE
CA Signoff a [Version 1.0 Change Log New Application
Budget In Re... a PRMC Version 1.00 NA New Application
Budget Signo... 1]

. =

2.4.4 Viewing Final Outcome Documentation

Study Team members can view the final outcome documentation from the Pls Area, if configured

for the review board type.

In order to view an Outcome Letter, the following criteria must apply:

= The Submission Type must be New Application

= The Submission Status must be Conditional Approval, ERC Approved, PRMC Approved, or IRB
Approved

= The Review Type must be Full Committee Review, Expedited Review, Exempt Review, or

Ancillary Review

If a combination of these criteria is not met, such as if there was no board review, then clicking on

the Outcome Letter icon will show the following error message.

An error occurred while generating PDF
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To view final outcome documentation from the Pls Area:

1. Click the Final Outcome tab.

W Curen! Page. Prolocols == Pis Area == Final Oulcome
Action Requred  Drafs and Submissions  Saved ems [EURESE,
L= 1]

Final Oulcome

FiterBy  Submission Type Selectan opfion v Review Type Selectanoption v Study Numbe or Tise
] 4] Current Page: 1 Total Pages: 1 o 1] Rows Per Page 5 v Showing 1-4a4 a 0 B

Study Title Submission ID nType S atus Submission Status Dale Enlered By ig Date Review Board  Review Type Outcome Letter Principal Investigator

(0] [EE New Application ERC approved H 1042021 Alexandra Weiss () 021 PRMC Full Committes Reviews n] il Jacobs (6]
(0] [=E0 New Aplication PRMC approved H 1021 Aeangrawess () 12162021 ERC Full Commities Revews &) il Jacabs o)
o} B Hew Application it Approved H 1az021 AexandaWeiss  (7) 01102022 IRE Full Commites Rovews 8] Jil Jacabs 0]
[0} e Hew Apglication ERC appraved 1082021 AexoncraWeiss (D) ERc o

2. To view the submission package, click the Submission Package button under the Submission

ID header for the applicable study.

B Current Page: Protocols == Pls Area == Final Outcome

Action Required  Drafts and Submissions = Saved ltems Final Qutcome

Final Outcome

Filter By Submission Type Select an option v

| | Current Page: 1 Total Pages: 1

Study Title Submission |D Submission Type

DEMO222 @ 5] 386 New Application
DEMO222 @ New Application
DEMO222 @ Mew Application
DEMO838 @ E7] 379 Mew Application
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The submission package will appear.

Study Number: DEMO222  Version: 1.01  Study Title: ® =
Submission ID: 386
Principal Investigator Jill Jacobe@)
Submission Date: 10/29/2021
Last Submitted Protocol | openina NewWindowl
Last Submitted Resubmission Memo Version: 1.01 =
Uploaded Submission Documents
Submission History
View Checklist Forms DEMO222
All Study Form-5161 DEMO Hypertension Phase |V Study
All Study Form SE-5161 DEMOQ Study for testing after Oct 25th Update
Informed Consent Jim Jacobs
Investigator Brochure
Manuals Jill Jacobs
Protocol
Sponsor
Miscellaneous Surgery
Select an option Phase IV
Plinifiated, MDACC authored N
CTRP Reportable N
FDA Regulated Study N
NCT Number
Primary Purpose
Agent/Device
Disease Site
Specific Sites
Select Site 2
Total number enrolled at MDACC o
Study Duration 0
Duration
Protocol requires signed informed consent? N
Begin Date
L I N N e S PP }ﬁ‘id _

a. Use the dropdown and click Go to view each document in the package.
3. Toview the outcome letter, click the Outcome Letter button under the Outcome Letter header

for the applicable study.

Showing 1-4 of 4 a 0 E

Review Type Principal Investigator

Full Committee Reviews Jill Jacobs

Full Committee Reviews Jill Jacobs

Full Committee Reviews Jill Jacobs
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The outcome letter will appear.

Letter From IRB

= velos-doc.pdf

Vevting Date:

Executive Re ving Commines bus neviewed the above referenosd sludy. The commanes Irh Approved
i pristiacal

17 vt Bavee e slicms, please cntiac] (eomlinct mfimation) Plee addrss responscs [ e comsmilles’s
wmmenls b Clinical Trisk Office at{ el aldess).

Regans,

T -

Siameedd by
Cummiliee Chas

it,
. rescanch coonlinalion, climcl dals mamsgemen] anl comrcline amgoments The CTO

10-JAN-22
Bl Jaohs

CTO Executive Resoucing Commines
DEMO Hypertemion P IV Stusdy

i .lu.;u rpllf sty condiet, 15

,.,,,f/

a. Use the functions to download and print as needed.

2.45 Protocol Amendments after Initial or Amended Submission

If changes need to be made to a Protocol Submission after it is in Final Outcome, an amendment

must be made by a Study Team Member and then the Protocol must be resubmitted.

Note: eCompliance Administrators must ensure the study team member is assigned to the
study team and that access rights are set as per the Navigating Compliance and
Permissions section, in order to have full capabilities in this section.

eCompliance
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To make an amendment to a protocol and resubmit:

1. From the navigation bar, under Protocols, select Ongoing Studies.

Protocols ¥ Reporting ~

New Protocol

Drafts and Submissions

Ongping Studies ,h

Pls Area

All Protocaols

2. From the Ongoing Studies page, click on a Study # to access the Study Details tab.

P Current Page: Protocols >> Ongoing Studies

Search a Study

Current Page: 1

DEMO111

DEMOQ222 |

DEMO666

DEMOT777

DEMO383

Total Pages: 1

Study Title

®
®©
©
@
®©

Showing 1-50f5

2] = el

RowsPerPage 5 v

Continuing Review

0]

Study Closure

e

©)

©

e

3. On the Study Details tab, click the Protocol link.

®

=20 3

The Protocol Details page displays with the Approved Version tab open:

P Current Page: Protocol Details

Version  Messages  Reports
~  Study Initiation

Protocol Def...

DEMO222 (ERC Approved)

Approved Version MNew Amendment
Study Summary

eCompliance
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4. Click the New Amendment tab.

P Current Page: Protocol Details

DEMO222 (ERC Approved)

Approved Version New Amendment

Version  Mesages  Reports

~  Study Initiation

Protocol Def...

The page refreshes and displays the Initial Details of the protocol, now able to be modified:

B Current Page: Protocol Details

DEMO222 (Amendment in Progress)
Version  Messages  Reports

[T Attachments  Check and Submit  Approved Version
~  Study Initiation
Expand All

Protocol Def.
CDA In Revie. [1] » Study Summary
CDA Signoff 1]
CAlIn Review ! ] *  Study QA Section
CA Signoff [1]
Budget IiRe" L] »  IND Section
Budget Signo... 1]
IRB: Initial.. [1] m
IRB: Approve
Note: 1. When a New Amendment is being processed, the status next to the protocol will

change to display “Amendment in Progress” over the tabs.

2. The Approved Version tab is added when an amendment is being made. This tab
will be added to the previous protocol build view to include what information was
previously approved.
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5. Expand the sections and modify sections as needed.

P Current Page: Protocol Detzils
DEMO0222 (Amendment in Progress)
Version  Messages  Reports
(LT ERT I Attachments  Check and Submit =~ Approved Version
- Study Initiation
Collapse All
Protocol Def...
CDAIn Revie. 1] ~  Study Summary
CDA Signoff
n Copy an Existing Study
CAln Review a
CA Signoff n Study Number * [DEM0222 ]
Budget InRe._
g u N DEMO Hypertension Phase IV Study

Budget Signo.. 1] Study Title
IRB: Initial... a DEMO
IRB: Approve... Summary

Study Entered By Jim Jacobs Select User
~  Study Activation

Primary Objective
Active/Enrol.
QA_Forms

5 . I

Aclive/Close... Principal Investigator Jill Jacobs Selact User
Multiple Ent._ It Other
Single Entry...

Study Contact Select User

Division S v
~  Study Closure urgery

Phase * Phase TV v
Siudy Comple... n Pl inifiated, MDACC authored O

CTRP Reportable O

NIH Grant Information O

FDA Regulated Study O

6. Once changes are complete, click Save to save any changes made.

7. Continue to the Attachments tab, making changes as needed.
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8. Click the Check and Submit tab, then click Check Completeness.

P Gurrent Page: Protocol Check and Submit

Ll
1.01 [ 1“
DEM0222 (Amendment in Progress)

Initial Details ~ Attachments (e CLELGETLIE  Approved Version
+ Suay intaton .

Protocol Def...

CDAIn Revie
CDA Signoft
CAIn Review
CA Signoff
Budget In Re
Budget Signo...
IRB: Initial. .
IRB: Approve.

PRMC

a
a
a
a
a
a
]

]

IRB Final Approval(No Board)

~  Study Activation
e-Signature * Freeze Protocol

Active/Enrol.
QA_Forms
Active/Close.
Multiple Ent...
Single Entry..

~  Study Closure

Study Comple. a

9. |If all board review items are approved, as indicated by a thumbs up, then enter your e-Signature

and click Freeze Protocol.

¥ Curreni Page: Protocol Check and Submit
' \

Version Messages Reparts

DEMO222 (Amendmant in Progress)

el -~ LT ®

* Sty Initiation

Frotocon Dst.
COAIM Reve. a
€O Signolt a ERC Protacol is complete
n Reiew :
A b o Required: Check for Protocor Documsnt -
- o
Budget in Re. a PRMC Protecol is complete
Budget Signo 7]
[y o Reured: Checkfor ER ApBroves Sy S -
1RE: Approve. L} Required: Check for Prctocor Document -
RE Protocol is complete
- sway Actwaton :
Required: Check o Pctcor Documsen -
AchvatEoml IRE Final ApprovakNo Board) Protocol is complete
OA_Foms
AcwaClosn Roquiad: Ghac or ERE Appeoved Fine o il -
e En :
- RequITed: Check K PRMC AGIuvSc Pl DUt S -

B = signature

~ Study Closure

Shudy Comple. a
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10. Enter the Scientific Rationale, Source of Change from the dropdown, Comments, e-Signature,

and click either Save Draft, Unfreeze Protocols, or Submit Protocol.

DEMO222 (Amendment in Progress)

jComments®

Upload "Informed Consent" document, if applicable.

Inital Details  Attachments [ICISSEITETUTM Aoproved Version B8
Study Summary ‘Summary DEMO y | Select an option v |
e-Signature * Unfreeze Protocol Submit Protocol |

In this example, Submit Protocol was clicked. The submission has updated to the next major

version number.

“ersion

P Current Page: Protocol Details

Meszages  Reports

v Study Initiation

Protocol Def...
CDA In Revie...

(! ]

DEMO222 (Amendment in Progress)

TN Attachments = Check and Submit =~ Approved Version
Study Number

2.5 eCompliance Administrators Functionalities

Once the newly created Protocol is successfully submitted by a Study Team Member, users tasked

with being eCompliance Admins will then begin their tasks within eCompliance. As eCompliance is

highly configurable, steps may vary. For this guides purposes, the eC Admin is going to request a

modification by a Study Team Member prior to review by a Board Committee Member and also

request a Reviewer to review a board protocol submission, prior to the assigned board review.

eCompliance
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eCompliance Admins may assign modifications to the Protocol before a Reviewer reviews, after a

Reviewer reviews, or after a Board Committee Member reviews. Modifications will be requested by

using Notes.

To add modification requests for Study Team Members:

1.

Click Manage Submission under the Protocols dropdown in the Navigation bar.

Personalize ¥ Manage ¥ Protocols ~ Libraries ¥ e

P Current Page: Velos eResearct|

Search A Study Sel

Last Modified Studies
Quick Access
a B

]

DI

i}

@ E

o | e | e | e

| @
E E
e e aas

@ 0

All Protocols I

New Protocol

Drafts and Submissions I
Ongoing Studies
Pls Area
Reviewers Area

Manage Subr‘rlhission

Manage Meetings

Monitor Studies

2. For New Submissions, click the New Submissions tab, otherwise, for any other submission

statuses, click the appropriate tab.

¥ Current Page. P

Man

Activity Summary

27)  Pening Review  Penaing Pl Response (S3)

Post Review Processing (S4)  Final Outcome

eCompliance
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3. From the New Submission tab, or other tab, enter search criteria and click Search if needed, and

then click the Actions button for the applicable Study # identifying the protocol that requires

modification.

I Cument Page: Prolocals > Manage SUDMssions > New SUbMissons (S1)

Activity Summary m Drah Review (52) Pending PI 3) | Fost Review q
New Submissions Received for Review
Fmersy  Submission Type Selectan option Review Type Select an option
i) 24} Current Page. 1 Total Pages: 1 [} =

Study

Study # Title

® 386 Oraltiead & Neck M Jacobs (@  Newappikanon Submitied (S1)

0] 6 OralMead & Neck i Jacobs (@  NewAppiication Submitted (51) H
® 386 OralHead & Neck - Jacots (©  NewAppicaton Submitted (S1) H
@ e OralfHead & Neck New Appiication Submitted (51) H
@ an OraliHead & Neck New Application Submitted (1) H

Final Outcome

Rows PerPage v

10292021
10292021
10292021
10292021

10182021

Sty Number of Tile

Review Typa

Full Commitize
Reviens

Entered By
Jim Jacobs O
dmdacots (D)
Jim Jacobs. @
Alexandia Wesss (7)

Aexandrs Wesss ()

Formis)

s Il s I e s v

B

Action

LA

The Enter New Action pop-up will appear.

Enter New Action
Fasgned To
- Seiect action Date Entered By
et Salect an option ~ 10282021 Acantes Vise:| 3 .
&
[0 ot appiy empry fields [Bariew Trpa
from Power Bar Apply to All Select an opiion -
sged 1o
it [seiect ace ate femered oy ==
i v 10e021 Aexaniia Viis:| &, -
. Redswers
Suomitied (51) on et Imeeting Date
/22021 J v Select an aption v .
Tesaned To
e - Emered By =
pRMC o . 10292021 Aanura Vias:| 5, o
Treuewers
Hotes "
Sbmitted (s1) on oate
/22021 ~ an option ~ .
Fsagned T
e - Emtered By et B
= [u) - Tzt Nexandea Wei| & .
Reawers
notes
Submitted (s1) on o Reviem Type esting oate
/22021 4 Seect an eption - Sehect an option .
esigned To
it [Select Action IDate lEntered By =
e STttt Salect an option - 102820m Ao viss: £ .
otes Revewers
lappiscation ot Subrted feviem Type ezt Oate
ek t St 1 J Selectan opton v ‘Selectan opilon v .

Final Outcome Status

e-Signature *
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4. Place a checkmark under the Edit box for any Review Board Protocol Submissions that require
an update, select the action from the Select Action dropdown, enter a Note as applicable. Select
a Study Team Member to populate the Assigned To field by clicking on the Person icon under

that field and then selecting a user.

er New Action

(sefect action

Date
(Quick Update Power Bar Select an option ” 102872021

mmmmmmmm

oo net apply empey feids [Review Type
from Power Bar Apply to All Selact an opion ~

e ction: jpate lErnered oy
| Pending Pl Respanse (S3) 102872021 Aeandra Weis:

i otes [— [Mesting Date
oot eview (2) a0 e 9
fite Flates dcitha ERC Decament Salsct an option - Selact an option v

it [Select actor Date
] it - 10202021 Alesandra Weis

hotes F
[Submitted (51) o ey
1or282021 alact

Select Acbon® Date
i 102972021

ok

hotes -
[Submitted (51) an [Reviem Type
10/29/2021

" loate lErnered oy
O | sslect an option - 10282021 Alesandra Weis

[Reveew Type [Mestirg Date

[ - =n |

Note: 1. Inthis example the Pending Pl Response (S3) was selected, as this is a New
Submission that has not been reviewed by a Reviewer or the ERC Board Committee

Members and requires a Pl to follow-up. Other options may be selected depending on
your process steps.

2. Notes in the note field should describe what needs to be updated.

5. Enter your e-Signature and click Submit. The modification request will now appear in the
‘Assigned To’ Study Team Member’s queue. Refer to Protocol Modification Requests to view

how a Study Team Member views and responds to a modification request.

2.5.2 Assigning a Reviewer and Setting a Meeting

Reviewers can be assigned to review certain Protocol submissions before Board Committee
Members perform their reviews. Reviewers can have different role names for different clients and
different responsibilities. Reviewers review assigned board information and then complete the

applicable Form(s).
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To assign a Reviewer to a Review Board Protocol Submission:
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1. From the Manage Submissions’ page, locate the applicable protocol Study # and Review Board

for review and then click the Action button.

P Cument Page: Prolocols >> Manage Submission

ety Sumenary m

Mew Submissions Received for Review

Fiter By Submission Type

af Review (S2)  Pending Review  Pending P1 Respanse (S3)

age 1 Total Page

' > New Submessions (S1)

Selact an option

Review Typs

‘Salect an option v

Pest Review Processing (S4) | Finad Ouleame.

=] =

Siudy Numbar of Tife

DEMo

Showng 1-5015

1
)
o =

i Jacoks

1087021

10182

Ful Commites Reviews

I Jacats

Ascanors Wesss

i -

Aexanck Weiss

2. Inthe Enter New Actions pop-up, check the checkbox under Edit for the Review Board entry to

assign, change the Select Action in the dropdown to Reviewer (or other applicable status), and

enter Notes as applicable.

Enter New Action

Assigned To
i Select Action Date Entered By =
Quickliilatelbawenban Select an option i 11/04/2021 Alexandra Weist 2 =
-
Ooo net apply empty fields LEnE b ;
from Power Bar Apply to All Select an option hd
Assigned To
Edit|{Select Action® I Date Entered By a
ERC Reviewer v 110472021 Alexandra Weis: 2 =
-
Reviewers
: Notes |[Review Type Meeting Date
Submitted (S1) on : " Jan Jacobs
11/04/2021 P ease review before meetng Full Commitiee Reviews v | 02/052022 v =
X P -
Assigned To
Edit|{Select Action® Date Entered By -
PRMC . Freor :
| Submitted, (S1) ~ 11/04/2021 Alexandra Weis: 2
. - o

11;’65;':.202{ . v SSigLean dpdon % ~. || Select.1 opuuwn ¥ =
| | z | |
Final Outcome Status
Edit Status Date Entered By Notes
O 4
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3. Add the Review Type from the dropdown, select the Meeting Date from the dropdown, and

select one or more Reviewers by clicking on the person icon and submitting.

Enter New Action
i Assigned To
. Select Action Date Entered By
Quickilipdat=lowegbay Select an option v 11/04/2021 Alexancra Weist 2|
-
Opo net apply empty fields HenewRlypE .
from Power Bar Apply to All Select an option hd
. Assigned To
Edit/Select Action® Date Entered By
ERC Reviewer v 11/04/2021 Alexandra Weis: 2
0
—
Reviewers
: Notes Review Type Meeting Date
Submitted (51) on - .
11/04/2021 e Teview before mestng Full Commitiee Reviews v | 02052022 v |\—
. i s
. Assigned To
Edit{Select Action® Date Entered By
PRMC . T -
[ | Submitted, (S1) v 11/04/2021 Alexandra Weis: | 2
1) *
S W AP P 'J',#J",“wa‘,
11/04/2021 p Sl ail Op.don ~ || Select . .1 0puwi v =
| 4 | 2
Final Qutcome Status
Edit Status Date Entered By Notes
O &
e-Signature * b

4. Enter your e-Signature and click Submit to assign the review.

Note: 1. If assigning more than one Review Board type for review, the Quick Update Power
Bar can be used. Populate the fields and then click Apply to All.
2. To add meeting dates to the dropdown, refer to Add a Meeting Date.

2521 Add aMeeting Date
Dates can be added for Review Board meetings. These new dates will populate in the actions

screens Meeting Date field.

Note: This section applies to eResearch Version 12.0.
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To add a Meeting Date:

1. From the Manage Meetings page, for the specific selected review board, click the plus sign to
the right of the Select Meeting Date field.

Select Meefing Date 05/01/2018 + @

Rows PerPage |5 v Showing 1-00f 0 B @

Reviewer(s) Reviewer Comments Vote/Outcome

2. Click in the date field and use the Date Picker to select a date in the future.

Add New Meeting Date X

Meeting Date*
@ Add Another Meeting Date

October 2021

Su Mo Tu We Th Fr Sa
1 5| meeting Dates.

3 4 5 6 v 8 9
10 " 12 13 14 15 16
17 12 19 20 2 22 23

2 25 26 27 28 28] 30

Today | Clear Done

3. Add up to ten dates at one time by clicking the plus sign, picking additional dates, and then click
Submit.

Add New Meeting Date x

Meeting Date*
11/16/2021

Meeting Date*

I@ Add Another Meeting Date

You can add up to 10 meeting Dates.
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4. The new date(s) will now appear in the Select Meeting Date dropdown.

Select Meeting Date 05/01/2018] + @
10/10/2021 o
11/01/2021

11/02/2021
5 W Showing 1-00of 0
11/03/2021 a

11/04/2021
i) Reviewer Comments 11/05/2021 m
11/06/2021
11/07/2021
11/08/2021
1110972021
11/10/2021

11612021 .
MAzizoz | |

12i02/2021
12i03/2021

12/04/2021
12/05/2021
12/06/2021
120772021 ¥

2.5.3 Post Review Processing

Add Meeting Topic

—

Page |6 Showing 1

After a Reviewer has completed their assigned review, an eCompliance Admin may review the
completed Reviewer Form and then assign the Action for the Review Board to Post Review

Processing.

To review the Reviewer's Form and assign the next Action step:

1. From the Pending Review tab of the Manage Submissions page, click the Forms button for the

applicable Study #.
P> Current Page: Protocols >= Manage Submissions == Pending Review f
Activity Summary New Submissions (S1)  Draft Review (S2) Pending Review Pending Pl Response (S3) Post Review Prncei
_A »
«
Submissions Pending Review 1
Filter By Submission Type Select an option v Review Type r m
m Kl Current Page: 1 Total Pages: 1 o B ,O @

Submission Therapeutic Principal
I Area Investigator Type

Form(s)  Action

DEMO222 O 3886 Oral/Head & Neck Jill Jacobs @ New 4g# .S @ Alexandra Weiss @ | | @
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2. Use the Select a Form dropdown to view all form entries and click the Data Entry Date to view

each form.

Select a Form: Submission Action

. Version History Attachment Versions
Reviewer Form History  Page v

Previous enfries for form: "Reviewer Form™  Filter By Date | Al v

Data Entry Date Review-Name (Last) Review Completed Comments Form Status

11/03/2021 Mo Comments Completed S @ ®

1to 1 of 1 Record(s)

L1

Note: 1. Submission History Link- Provides the Submission Status Date, the Submission

Status, and Notes

2. Action Page Link — Works the same as the Actions tab from the Manage
Submissions page

3. Version History Link — Shows the version history of the Protocol Submission
and the associated Change Log Justification if a change was made

4. Attachment Versions Link — Shows the version history of all attachments to the
Protocol Submission along with links to the document and the Attachment
Status

3. As per your processes, make updates and/or change the Form Status, add your e-Signature and

click Submit.

Study Number: DEMO222

Open Form Name: Reviewer Form Add/Edit Queries @
Section 1

Data Entry Date™ 11/0372021

Review By Jan Jacobs

ERC# NIA

Date Posted 1140372021

Review Completed 110372021

Mo Comments

Comments

Form Status* .Signed Off v e-Signature *
e Valid e-Sign

Form Version Mumber: 1
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4. Click X to close the pop-up.

5. Click the Actions button for the Study #.

P Current Page: Protocols => Manage Submissions == Pending Review

Submissions Pending Review

Filter By Submission Type

DEMQ222

Select an option

Current Page:| 1

Submission

-

Total Pages: 1

Therapeutic
Area

Oral/Head & Neck

Review Type

o o @

Principal

Investigator BT

Entered By

Form(s)

O New 4o DS o Alexandra We\sso G | @ |

Jill Jacobs

6. Inthis example, to proceed with processing, the eCompliance Admin will assign a Review Board

to Post Review Processing (S4) by checking the checkbox under Edit for the applicable Review

Board and then selecting Post Review Processing (S4) from the Select Action dropdown.

Enter New Action

TP e,
|application Noc subr. ced
check to submit (J

Resubmitted (S,
il il S A o B cema

| ‘ Z

|Assigned To
Select Action Date Entered By “
O Select an option v 110342021 Alexandra Weis: 2 .
-
O Do not apply empty ficlds Review Type
from Power Bar Apply to All Select an option v
|assigned To
Edit  |Select Action* Date Entered By i iamhs
ERC Post Review Processing (S4) v 11032021 Alexandra Weis:| 2, .
-
Reviewers
Notes Review Type Meeting Date
[Reviewer on - Jan Jacobs
10/26/2021 Flaass review priarto mesting.| Full Committee Reviews v 121162021 v
Edit |Select Action® Date
[PRMC

13/0312021

ey RN
o wiype
Select an option

P S X

.
Select an option v

.
-
|Assigned To
Entered By
Alexandra Weis: &
o~
-

Final Quicome Status

Edit Status

Date

Entered By Notes

[T < Signature *
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7. Complete by entering e-Signature and clicking Submit.

The Protocol is now in Post Review Processing and is ready for the Review Board meeting.

P Current Page: Protocols »» Manage Submissions > Post Review Processing (54)

Activity Summary ~ Mew Submissions (S1) ~ Draft Review (S82) ~ Pending Review  Pending Pl Response (S3) IS G:EVEOILIRA G\ Final Outcome ‘

Submissions Completed Committee/Member Review

Filter By Submission Type Select an option v Review Type Select an option ~
@ ] Current Page:| 1 Total Pages: 1 = = 3 ] pel 1]
Submission Therapeutic Principal ‘Submission A .
Title D Area Investigator Type Submission Status Entered By Form(s)  Action

DEMO222 ® 336 OraliHead & Neck Jil Jacobs (@) MewApplication jost Review Frocessing (34)

Alexandra Weiss (D) [ Y

2.5.4 Navigating to Manage Meetings Functions

Admins can navigate to the Manage Meetings page to add meeting dates, add or edit meeting

topics, or add meeting minutes. Refer to Add Meeting Minutes for more details.

To navigate to the Manage Meetings page:

1. From the navigation bar, hover over Protocols and select Manage Meetings.

Protocols ¥ Libraries = ¢

New Protocol

Drafts and Submissions
Ongoing Studies

Pls Area

Reviewers Area
Manage Submission
Manage Meetings I
Monitor Studies

All Protocols
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The Manage Meetings page displays:

¥ Cureni Fage: Protocols >~ Manage Meslings

‘Select Review Bosra ERC v Seiect Mestng Date 0510172018+ @

] a Curront Page: 1 Tolal Pages: 1 = ] Rows Par Page 5 Showing 1-34f3 a B3]

| Q0 Current Pags: 1 [Toal Pages: 0 ] i) Rows P Pana 5 v Snawmg 1- 00t 0 B

2. Click the Select Review Board dropdown menu to display the desired Review Board to manage

meetings for.

Select Review Board IRB v

3. Select the date from the Select Meeting Date dropdown for the Review Board meeting.

¥ Cureni Fage: Protocols >~ Manage Meslings

‘Select Review Bosra ERC v Setect Msetng Date 050172018 v @

] a Curront Page: 1 Tolal Pages: 1 ] a Rows Por Page 5 v Showing 1-3 a3 a @

| Q0 Current Page: 1 [Toal Pages:0 = = Rows Perags 5 v Showing 1010 1]

Na Records Found

Note: This date can be found by returning to Manage Submissions and looking in the Actions
area for the Review Board meeting date.
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The meeting for the Review Board displays along with any Meeting Topics that may be

W Curer Page Protacat == Wanage Meeings
P eno 0 ®
(] [ Curont Page| 1 ol [} Rows ForPage 5 v Showing 1-30f3 a B3]

o} wr conk @  Newppicaton

o] a CumentPage 1 o Pagss:0 @ o] Rows Per P[5 v

Snomm1- 0010 B

2541 AddaNew Meeting Topic

eCompliance Admins can schedule meeting topics for a Review Board within eCompliance, prior to

a meeting.

To add a new Meeting Topic:

1. From the Manage Meetings page for the appropriate Review Board, click the Add Meeting Topic
link.

Add Meeting Topic Compile Meeting Minutes

The Meeting Topic window opens:

Meeting Topic

Topic Number *
Topic *

e-Signature * Submit Close

2. Add a meeting Topic Number, define the Topic(s) briefly, and then e_Sign and click Submit.
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2.5.4.2 Add Meeting Minutes

The Meeting Minutes page will only be accessible to those with permissioned access to the
Manage Meetings page, including eCompliance Admins, who have should have full permission, and
Board Committee Members, who should have view only permission, typically. All meetings for the
type of Review Board for the selected date will appear in the Meeting Minutes page. When edits are
made to the minutes, in the system, only permissioned users will view the data. To document
meeting minutes, an eCompliance Admin may export or print the Meeting Minutes page, update,

and save locally.

To add Meeting Minutes:
1. From the Manage Meetings page for the desired Review Board and Date, click the Compile

Meeting Minutes link.

Add Meeting_Topic Compile Meeting Minutes

The Meeting Minutes window displays:

Edit Save Meeting Minutes = Regenerate Meeting Minutes =~ Word Format PDF Format Er_iu_t_e_r_F_r'l_e_rld.lyiomJﬂ_t

Minutes : JANUARY,15 2020

Submission Type: New Application

Il Full Committee Reviews
Protocol: {

Title:

Principal Investigator:

Sponsor:

2. Click the Edit button to revise the Meeting Minutes page and then click Save Meeting Minutes,

to update the form.

Note: The Edit option is only for updating basic data in the system. Export the form for adding
minutes for a specific meeting.
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-OR-
Click either Word Format or PDF Format to download and save the Meeting Minutes form

locally, or click Printer Friendly Format to print a copy of the form.

3. After adding minutes during the meeting, save the meeting minutes and share with Board

Committee Review members as per procedures.

Warning:  Using Regenerate Meeting Minutes will bring the template back to the default state
and erases all updates made by editing.

2.5.5 Final Outcome Processing

After a meeting is held, the Final Outcome determination must be submitted from the Manage
Submissions page. This will lock the submission. Any revisions to this submission will be

processed as an amendment to the protocol. See Protocol Amendments after Initial or Amended
Submission.

Note: Outcome letters can be configured for each type of outcome status and by review board
type with client specific templates during implementation.

To update the Final Outcome for a Protocol Submission:

1. From the Manage Submissions page and the Post Review Processing (S4) tab, click an Action
button for a specific Study #.

P Current Page: Protocols >» Manage Submissions >> Post Review Processing (S4)

i
Activity Summary  New Submissions (S1)  Draft Review (S2) Pending Review ~Pending PI Response (53) Final Outcome F
ubmissions Compieted C Review J‘
-
5 -
Fiter By Submission Type Selectan option v Review Type Select an option ~ P DEMO m
@ ] Current Page: 1 Total Pages: 1 [»]] = Showing 1-5 of 5 a 0 @

~  Stuoy Title Submission ID Therapeutic Area Principal Investigator Submission Type Submission Status

Review Board Assigned To Entered By Form(s)  Action

DEMO222 ® 386 OralHead & Neck Jill Jacobs (6] New Application

JiitJacobs  (7)

Post Review Processing (S4) H i Aexandia Weiss () [

pemo2z () 6 Oral/Head & Neck Jill Jacobs ()  New Applcation Post Review Processing (S4) H PRMC Jiljacobs (7)  AlexandraWeiss () [

DEMO222 (6] 386 Oral/Head & Neck Jill Jacobs ® New Application Post Review Processing (S4) H j ERC JilJacobs  (7) Alexandra Weiss (7) B

Warning:  This step should only be performed after each Review Board type for that Study # is
in the Post Review Processing (S4) Submission Status, Review Board meetings have
been held, and all outstanding reviews and notes have been addressed.
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2. Check the Edit checkbox for the Final Outcome Status area and select a status from the

Enter New Action

Approved with 6 months probation
Approved(No Board)

Conditional Approval

ERC approved

Irb Approved

PRMC approved

Rejected

Suggestion to close

Withdrawn

. Assigned To
) Select Action Date Entered By
s U R R o Select an option v 11/04/2021 Alexandra Weis: 2|
-
Do not apply empty fields Heicvakype X
from Power Bar Apply to All Select an option v
. Assigned To
Edit|Select Action® Date Entered By Jill Jacobs
B | Post Review Processing (S4) v 1170412021 Alexandra Weis: | & ~
iy ™ T W J-?‘—nj - e T T
. Assigned To
IRB Final Approval(Ne Edit|Select Action Date Entered By
Board) [J| Client Rex v 11/04/2021 Alexandra Weis!| 2 =
-
Reviewers
Notes . =
7 CE— Review Type Meeting Date
Client Review on "
11/04/2021 [ e (R QT y Expedited Reviews v || Select an option v =
Select an option i -

Select an option

Entered By

(4]

11/04/2021 Alexandra Weis: 2

e-Signature *
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3. Click the newly populated Outcome Letter button to view, review, and download, as needed.

s Letter from Review Board - Google Chrome = O *
# qateamv114.veloseresearch.com/velos/jsp/irbletter,jsp?&studyld=7170&submissionPK=386&submissio... -
ra Weis:
Letter From IRB
=  velos-doc.pdf -
ra Weis
Date
Py
ra Weis!
Date
Ityoukave g
commeats o Clisical Trish Office a sl mldecssl.
- =
ra Weis:
/;" f‘jﬂ.r%
y fort st Date
Samcd by .
Cummitie Chie
By
ra Weis!
Date
-
Status Entered By
Irb Approved -
PP 11/04/2021 Alexandra Weis: 2 y
VCUGIERAH I e-Signature *  seee

4. Enter your e-Signature and click Submit to confirm Final Outcome Submission Status.

The submission will now appear in the Final Outcome tab.

P C ions > Final om
Phxty  somesn e Seactanoptan [S— Selctomopton
o I ot 1 e o o
Study # - Sluady Tile Submission 1D Submission Type Submission Stalus Submission Status Date ‘Outcome Letier Action Delete Letter
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5. Repeat this step for each Review Board type, as applicable, for completion of the initial Protocol

Submission.

P Current Page: Protocols == Manage Submissions > Final Outcome

-«
Activity Summary | New Submissions (S1)  Draft Review (S2)  Pending Review | Pending P Response (S3) Post Review Processing (54) (el i ¢
Final Outcome J
Fiter By Subrmission Type Selectan option Review Type Selectan option v ; DEMO m
Search by Pl : Select User
-
&) = Current Page: 1 Total Pages: 1 93] = P Showing 1-7 of 7 a yel B

Submission ID Submission Type Submission Status Submission Status Date Review Board Review Type Oufcome Letter  Action  Delete Letter
DEMO222 [6) [EEd New Application ERC approved H 11/0412021 PRMC Full Committee Reviews % ®
DEMO222 ® B3 286 New Application PRMC approved H 1100412021 3 ERC Full Committee Reviews (%] ®
DEMO222 ® 3 386 New Application Itb Approved H 1100412021 & RB Full Committee Reviews (%] ®

When all applicable Review Board types are in the Final Outcome step, the submission is

completely approved.

Note: If the submission requires an amendment after Final Outcome, a Study Team Member
must initiate the change to the protocol submission. Refer to Protocol Amendments
after Initial or Amended Submission.

2.6 Reviewers Functionalities

Reviewers for eCompliance are typically tasked with managing submissions, which can be broadly

classified into Full Committee Reviews, Expedited Reviews, and Exempt Reviews.

Personalize  Manage ~ Protocols = Libraries = eSample ~ Reporting = Study # Titke of Keywand

I Cumrent Page: Profocols >> Reviewers Area »> Pending Reviews

m Full Commifiee Reviews ~ Expedied Reviews  Exempt Reviews

Pending Review Summary

Not Assgned -
Abhinav Ain 1 I
Acknowledge Resolubon 1 l
Anna Test 1 I
Anna Test? 1 l
Anna Tests 1 I
Endgette Aden 1 l
ERC User2 1 I

-
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Note: If the submission cannot be viewed in the Reviewers Area, the eCompliance
Administrator should ensure that the submission status is Reviewer, as well as to
ensure that the user is added to as a Super User to Forms for access rights to view, edit,
and add new forms.

2.6.1 Navigating to Reviewers Area

Reviewers review assigned Protocol Submissions for specific Review Boards and complete
Reviewer Forms from the Reviewer’s tabs, which includes the Pending Reviews tab, which is further

broken down into: Full Committee Reviews, Expedited Reviews, and Exempt Reviews tabs.

To navigate to the Reviewer’s area:

1. From the navigation bar, click Protocols and select Reviewers Area.

Personalize ¥ Manage ¥ Protocols ¥ Reporting ~

P Current Page: Protocols => Re

RGN Full Commi Manage Submission

All Protocols

Pending Review Summa

The Reviewers Area displays:

vaing Reviews

m Full Commines Riverws  Expocited Reviews | Exempt Reviews

Pending Review Summary

Mor Assgned
Ahinav Al
ACKICTHETge R SON
Anvna Test

Anng Tagtt

Anng Tests

Briedie Alen

ERT Liger?

2. Using the available tabs, navigate to the desired type of review as appropriate.

P Current Page: Protocols >> Reviewers Area >> Pending Reviews

Full Committee R Expedited R Exempt R
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2.6.2 Managing Reviews

Once at the Reviewer's tabs, Reviewer's may manage the various forms of reviews available. This

section covers how Reviewers can review submissions assigned to them. Note that Expedited and

Exempt Reviews are only for Chair or Co-chairs or designees and Exempt Reviews are usually just a

chart Review.

To review submissions:

1. From the Reviewer’s Area, navigate to the applicable Reviewer's Area tab.

~ Study Title

On the Reviews page, Reviewers can view the following details:

Column Name
Study #

Study Title
Submission ID
Therapeutic Area
Principal Investigator
Submission Type
Submission Status
Review Board
Meeting Date
Reviewer(s)

Review

eCompliance

Description

Lists the Study number defined on the Initial Details / Study Details tab.
Hover over the information icon to display the study number.
Lists the Submission ID.

Lists the Therapeutic Area, if defined.

Lists the Principal Investigator.

Lists the Submission Type of the Protocol.

Click the H to view the Submission Status history.

Lists the Review Board.

Lists the Meeting Date.

Lists the Reviewer(s).

Click the Review icon to complete the review.
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2. Review the assigned Protocol as per a Note left in the Submission History by the eCompliance

Admin by clicking the History icon under the Submission Status header.

Pending Reviews SR CERENEN Expedited Reviews  Exempt Reviews

Filter By Submission Type Select an option v Study Number or Title

= E Current Page: 1 TTotal Pages: 1 = = Rows Per Page 5 v

Study # - Study Title Submission ID Therapeutic Area Principal Investigator Submission Type Submission Status

e Submission Status Histary - Geogle Chrome _ o x (@  NewAppication Reviewe][ |

@ gateamv114.veloseresearch.com/velos/jsp/irbhistory.,sp?appSubmissionType=new_app&tabsubtype=irb_revfull_tab&st... New Application Reviewer H

Submission History

Submission Status
Date

Submission Status Entered By

1072972021 Reviewer Alexandra Weiss Please review prior to meating

1072972021 Draft Review (S2) Jill Jacobs:

1072972021 Pl Response Received Jill Jacobs Uploaded additional ERC Deocument as requested.
1072972021 Pending Pl Response (53) Alexandra Weiss Please add the ERC Document

1072972021 Draft Review (S2) Alexandra Weiss Please add the ERC Document

1072972021 Submitted (51) Jim Jacobs

3. Click the Review icon and then select a form from the Select a Form dropdown and click Go.

4+ Feview and Form - Google Chrome: - o %

& gateamvt

z 71708submissionPK= issi _reviull

p =17

iy i vz i 11 e © B
el

mission Action |
istory . Page Version History Attachment Versions

Last Submitied Protocol ~ | £ 0pen in a Hew Window n

Version: 101 =

{Study Number DEMO222

sty e DEMD yparisnion P 1V Siidy Preious enres for form. “Reviewer Form™  rar by owe | Al .
[Summary DEMO Sauoy for testing afer Oct 258 Update Wo Recoras Foung
Sty Entered By i Jacots

Primary ojective

Princizal Investigator Jit Jacobs

i Oner

‘Stuay Contact

Divison. Sugery

Prase Phase IV

Pl indated, MDACC authored N

CTRP Regortable [

FDA Reguiated Study [

Previously entered Proviso(s) listed in descending order of Date Entered:

Provisos ®

4. Review existing forms, if there are any.

5. Add a new form to confirm review, by clicking New.
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6. Complete the form, enter your e-Signature and click Submit.

Select a Form: P :
Submission Action - - -
Go c

Reviewer Form w - History Page Version History Attachment Versions

Study Number: DEMO222
Open Form Name: Reviewer Form @
Section 1

Data Entry Date®
Review By

ERC#
Date Posted
Review Completed

Comments

Form Status~ Work In Progress V‘ e-Signature * m |

Form Version Number. 1

The completed from appears under the New button.

History Page

Reviewer Form v

Select a Form: (e i
Submission Action Version History Attachment Versions

Previous entries for form: "Reviewer Form™  Fiteer By Date | All Rl Search

Review-Name Review

(Last) Completed Comments Form Status

Data Entry Date

11/03/2021 11/03/2021 No Comments Completed =R /EC)
1 to 1 of 1 Record(s)

wcg

7. Use the Select a Form dropdown to complete any other applicable forms or form reviews.

8. Click X to close the window.
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2.7 Board Committee Members Functionalities

Board Committee Members are eCompliance users who are tasked with voting on submission
outcomes. They require “View” permissions to the Manage Meeting tab to view meetings and

meeting outcomes / notes, as well as full access to the Reviewers Area to review study information

Refer to Navigating to Reviewers Area on how to access and view study information.

Note: |If the submission cannot be viewed in the Reviewers Area, the eCompliance

Administrator should ensure that the submission status is Reviewer, as well as to ensure

that the user is added to as a Super User to Forms for access rights to view, edit, and add
new forms.

The following functionalities may be available in the Reviewer's Area:

: s
Study Number: DEMOTTT  version: 101 sy e O (S 1) (1) (s [ (7} (s
= o 3]
Prin stigator X
- e s “ Submission Action |\ G iciory Attachment Versions
G
Last Submitted Protocol ~ OopeninaNew Wir\nuw“
Version: 1.01

Previous entries for form: "Reviewer Form™

Study Number DEMO777
Study Title

DEMO Migraine Treatment Phase Iil Study
Summary
Study Entered By
|Primary Objective
|Principal 10721/2021 0 WorkIn Progress & ¥ @ ®
If Other 1101 of 1 Record(s)
Study Contact

Cancer Center

' 200 ©
Division
Phase Phase Il
Pl initiated, MDACC authored N

CTRP Reportable
FDA Regulated Study
NCT Number

Filter By Dare

Alexandra Weiss

A g s 0]
Data Entry Date Reavsww-NamE Review

(Last) Completed Comments Form Status

N
N

ly entered iso(s) listed in

ing order of Date Entered:
Provisos
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12.
13.
14.
15.

wcg

Print Button— Click to print the information shown in the left-hand window

Select Dropdown and Go Button— Select a dropdown option and click Go to view a document or
submission data in the left-hand window

Select a Form Dropdown and Go Button— Select a form from the dropdown and click Go for a
Reviewer’'s Form type to view, edit, or create a new form, as permissioned

Submission History Link— Provides the Submission Status Date, the Submission Status, and
Notes for a submission. This may not be available to access depending on your permissions.
Action Page Link— Works the same as the Actions tab from the Manage Submissions page for
eCompliance Admins

Version History Link— Shows the version history of the Protocol Submission and the associated
Change Log Justification if a change was made

Attachment Versions Link— Shows the version history of all attachments to the Protocol
Submission along with links to the document and the Attachment Status

New Button— Click to create a new form. This may not be available to access depending on
your permissions

Filter By Date Dropdown and Go Button— Select a date timeframe from the dropdown and click
Go to filter the forms, if needed

Data Entry Date Link— Click to view the completed form. An Add/Edit Queries button will be
available to use to add a new query to the form, if needed

Print Button— Click to print a specific form

Audit Button— Click to view an audit trail for a specific form, in a new window

Track Changes Button— Click to view tracked changes to a specific form, in a new window
Delete Button— Click to delete a form entry, if needed

Add New Proviso Button— Click to add a new proviso
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2.71 Review Reviewer's Forms

After navigating to the applicable submission in the Reviewers Area, to review a Reviewer's Form:
1. Click the Review button for a Study #.

W Current Page: Protocols ~> Reviewers Area == Full Commitiee Reviews

Pending Reviews [EFECINTISN BV Expedited Reviews  Exempt Reviews

Filter By

‘Submission Type Select an option v Study Number or Title Reviewer

Showing 1-10f1 a el 1]

Review Board

CurentPage] 1 Total Pages: 1 o =

Rows PerPage 5 v

Study # - Siudy Title Submission ID

DEMOTTT @ 378

TherapeuticArea  Principal Investigator Submission Type Submission Status

MeetingDate  Reviewer(s)

Review

1

OraliHead & Neck New Application

Reviewer H ERC 111012021 Jan Jacobs

2. Select a type of form from the Select a Form dropdown and click Go.

=+ Review and Form - Google Chrome

- o x
@ gateamviid, ! /isp/in bmissionType=new_ 98 = =51 _reviull | ionStatus=17328.submission_typ hidd...
Study Number: DEMOTT?  Version: 100 Stucy Tie: 0 (S
Subri
gator: Select a Form: issi i
pate t0rEmozt _Rewe‘wer orm - “ S":i';'l'sj"f““ Apc;;"e" Version History Attachment Versions
Last Submitted Protocol ~|Oopenina Nwwindﬂwn
Version: 1.00 =

[Study Number DEMO777

'Stuay Title DEMO Migraine Treatment Phase Il Study Previous entries for form: "Reviewer FONM™  Filter By Date | All v

[Summary

[Study Entered By Alexandra Weiss

[Primary Objective

IPrincipal Investigator WorkIn Progress = ¥e @ ®
|10"'9' 1101 0f 1 Record(s)

[Study Contact 1

[Division Cancer Center

[Phase Phase Iil

[Pl initated, MDACC authored N

CTRP Reportable N

[FDA Regulated Study N

INCT Number - : -

y entered (s) listed in order of Date Entered:
Provisos ®
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3. Click the date link under the Data Entry Date header to view the form.
a. If permissioned, update and/or change the Form Status from the dropdown and then enter

your e-Signature and click Submit. In this example, the Board Committee member only has

View access and cannot edit.

ASetect aFom: - .
Submission Action . . -
5 Version History Attachment Versions
Reviewer Form - “ History Page Y

Study Number: DEMO777
Open Form Name: Reviewer Form Add/Edit Queries )

Section 1
Data Entry Date* 10/21/2021

Review By AW

ERC#
Date Posted

Review Completed

Comments
4

Form Status* |Work In Progress A e-Signature *

Form Version Number: 1

4. Complete reviewing all forms in the Select a Form dropdown before clicking X to close the pop-

up window.

Close

2.7.2 View Meeting Details and Meeting Topics

Prior to a meeting, Board Committee Members should review the Meeting Topics and meeting

details for an upcoming Review Board meeting that they may be attending.
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To view meeting details and Meeting Topics:
1. Click Manage Meetings under the Protocols dropdown in the navigation bar.

Personalize ¥ Manage ¥ Protocols ¥ Reporting ~

B Current Page: Velos eResearc Reviewers Area

Search A Study Manage Meetings ‘h

_ _ All Protocols
Last Modified Studies

2. Click the applicable Review Board in the Select Review Board dropdown and click the applicable

Meeting Date in the Select a Meeting Date dropdown.

Current Page: Protocols >+ Manage Mestings

| Select Review Board IRE v Select Meeting Date 01/1012022 v @

@ = Current Page: 1 Total Pages: 1 = = Rows PerPage § Showing 1-20f2 B B
Submission ID Submission Type Reviewer(s) Reviewer Comments Vote/Outcome

DEMO0222 ® 336 Jill Jacobs (@  New Application Jan Jacobs = &)

DEMO888 ® 379 New Application Jan Jacobs = B

Meeting Topics Add Mesting Topic Compile Meeting Minutes

Rows PerPage |5 v Showing 1- 1 of 1

K| = Current Page: 1 Total Pages: 1 = 5]

- Meeting Topic

View Topic ®

Topic Number

DEMO888 - 1

3. Hover over the View Topic link to view information which the eCompliance Admin provided

about the upcoming meeting.

-~ Meeting Topic

View Topic

Board Meeting on 17102022, the following
Agenda will be discussed.

1. Introductions

2. RE=T

3 AEHZ

4 SAEED

Thank you,
AW

Note: Depending on permissions, the Topic Number link may be unavailable to access. Other
links and buttons may also be unavailable in which you will see an “Access or Edit

Permission Denied” pop-up after clicking.
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3 Appendix A: Technical Information

3.1 Revision History

Version Section Description of Changes

1 N/A, first version 1. This initial version was exported from the
eResearch user guide for 12.1. Refer to the
eResearch user guide’s Revision History for any
prior changes to this free-standing user guide.

2 Fixed Styles 1. Fixed Styles
Minimum Workstation 2. Internet Explorer is no longer supported and
Requirements Microsoft Edge is now a supported browser.

3.2 Related Software

Software Version

Velos eResearch 13.0

3.3 Minimum Workstation Requirements

Browser Version Screen Resolutions
Google Chrome 104 1280x1024
. 1360x768
Firefox 104
Edge 104
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