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What the ECOS Monitoring Module is All About

ECOS (Ethics and Compliance Online System)

« Replacing ROAM and NHG Monitoring Platform and iSHaRe
 Allows both intranet and internet access

Monitoring module
* One of the modules within ECOS system
« Allows the monitoring process workflow to be carried out by the relevant individuals
involved in the monitoring of the research.
« Visit planning/confirmation
« Monitoring Plan
 Monitoring Report
« Monitoring observations and follow-up
« Generation of reports to retrieve monitoring activities

Restricted, Sensitive - Normal



Contents

Monitoring User Guide for:

Principal Investigator (Pl) / Site Principal Investigator (Site Pl)/ Co-Investigator (Co-l) and
Study Team Member (STM)

Monitoring Module General Interface

How to Locate the Monitoring Task

How to View and Access Study Monitoring Information
How to Query and Endorse Monitoring Plan (MP)

How to Respond to Issue

How to View/ Reply to CAPA Query

How to View/Edit/Submit Study Closure Checklist (SCC)
How to Export the Monitoring Report/ Letters/ Issue List

O NSV A WN =




1) Monitoring Module General Interface - Columns

E ECOS YAENS &

Q
DO

Click on “Columns” to
change the layout of

omepage - IRB CRMS FCOl Moenitori C li . .
G Homerag onitering empliance information presented.

0 0 0 1 0

My Tasks ‘

2. You can adjust the

S Responsible Person (0) Reviewer ( [ 4 ) O columns display order
by pulling the display
3P e . oo o & bpot 7 Filter information up and
Q e . Form Type ECOS Ref SCC Form Ref No. P1/Site PI Date Sentto  Action ‘(‘jown”and CIICk on
(& complanc i Study Closure Checklist 2024-3646 2024-3646-Tan Tock Seng : A/Prof 11-Nov-2024 © save’.
@ Monitoring . Hospital-SCC M| Select All TTSH_NewPI3
P O 3. To reset the columns to
¥ o g its default view, click on
9 sos . ECOS Ref PRt “Clear”
[ Repor . SCC Form Ref No. PRt
Form Status O i 4. Study tasks are listed
NOTE: This screenshot was taken by using PI’s Monitor Name X la‘(;CeOr:‘g I:Sgslzlgtl‘?etdh?"oh
account o e e Tab/ tasks shown here
omesentropt K i may vary across the
Task Status PRt users.
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1) Monitoring Module General Interface - Export Listing

o)
@@ ecos My Tasks & LR 1. You can export
. the listing you are
{1} Homepage - IRB CRMS FCOIl Meonitoring Compliance i . g Y
viewing by
Dashboard . .
0 0 0 1 0 clicking on
My Tasks “ »
— | Export”.
My Notices Responsible Person (0) Plan Reviewer (0) Pl/Site PI (1) l G
113
3 ke . 2. Select “Download
% Export ilter . . ”
& crvs - Original” as an
F T ECOS Ref SCCF Ref No. F Stat Moanitor N Pl/Site Pl Date Sent to  Acti H (11
oo 3 orm Type e orm Ref No. orm Status onitor Name ite ate Sent to  Action Excel flle or Safe
. 2024-3646-Tan Tock Seng ) . A/Prof N ”
@ W ) Study Closure Checklist 2024-3646 Hospital-SCC Draft A/Prof TTSH_Monitor1 TTSH NewPl3 11-Nov-2024 (©) Down Ioad as
L PDF file.
€ rcol -
& Download Original

8 sos v I [ Safe Download (PDF)
m Report A

PI/Site PI

Downloaded By: A/Prof TTSH_NewPI3

Downloaded Date and Time: 11-Nov-2024 13:20:00

Form Type ECOS Ref SCC Form Ref No. Form Status Monitor Name Pl/Site PI Date Sent to Pl Task Stat

Study Closure Checklist 2024-3646 2024-3646-Tan Tock Seng HosDraft A/Prof TTSH_Monitorl A/Prof TTSH_NewPI3 11-Nov-2024 Pending
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1) Monitoring Module General Interface - Filter

@ ecos
Q Homepage

Dashboard

My Tasks

My Notices
S[o IRB
& crms
Compliance
@ Monitoring
3¢ Fcol
& sos
[0 Report

IRB CRMsS

0 0

Responsible Person (0)

Form Type

Study Closure Checklist

0

Plan Reviewer (0)

ECOS Ref

2024-3646

My Tasks
FCOI Meoenitoring Compliance
P1/Site PI (1)
Filter
ECOS Ref:
SCC Form Ref No. Form Status Monitor Name
2024-3646-Tan Tock Seng Task Due date:
Draft Prof TTSH
Hospital-SCC r Abro -
Monitor Name
Pl/Site-PI:
Date Sent to Site:
Task Status:
Pending x
Pending
Completed
Terminated
Reassigned
|
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Y Filter

tto  Action
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1.Click on “Filter” to tailor
the listing you wish to
view.

2.The default settings for
the filter show only
pending tasks for your
action (Task Status =
Pending). To reset to
default filter settings,
click on “Reset”.

3.After selecting the
parameters to filter, click
on “Search’.

Note: To view all assigned
tasks (including completed
tasks), ensure all filters are
cleared.



2) Locate your Monitoring task - via Homepage

Via Homepage > Dashboard

Q‘ Homepage

l Dashbeard .. |

My Tasks
My Notices
o[6 IRE
& Crms
Compliance
Monitoring
My Issue

Plan Review

-

o

IRB

CRMSsS

o

Monitoring

o

Study Monitering Information

0
0
Study Closure Checklist 0

‘Q Homepage

Dashboard

My Tasks

My Notices
6[6 Ire

& crMs
Compliance
(@, Monitoring
¥ rcol

S sos

[ Report

IRB

0

CRMs

0

FCOI

0

4

[ Responsible Person (0) Plan Reviewer (0) Pl/Site PI (1)

| s

Form Type

Study Closure Checklist

ECOS Ref

2024-3646

SCC Form Ref No.

2024-3646-Tan Tock Seng
Hospital-SCC

Form Status

Draft

FCOI

o

Compliance

o

Compliance

M columns ™ Export
Monitor Name P1/Site Pl Date Sent g
A/Prof

A/Prof TTSH_Monitor1 TTSH_ NewPI3
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0
0
0
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Q

Y Filter

1

. You can locate your outstanding

monitoring task via “Homepage” >
“Dashboard” on the left navigation
panel.

Locate the “Monitoring” tile and
click on “ Monitoring”. It will lead
you to “My Tasks”.

. You can also access “Homepage”

> “My Task” via the left navigation
panel.

Click on the “Monitoring” tile.

. The type and number of

outstanding tasks are listed under
the different sub-headers based on
the user’s role. Click on the sub-
header to reveal the listing.

. To view the monitoring task, click

on @) under the “Action” column.



2) Locate your monitoring task - via Monitoring Module

@ ecos

14} Homepage -
6[6 rB - ECOS Ref
& crms -
Compliance -

' Menitoring ‘ ‘

My Issue ‘

2024-3650

2024-3650
Plan Review

Study Manitoring Information

Study Closure Checklist
\ ‘ 2024-3650

Visit Type &
No.

RMV002

RMV002

SMV001

My Issue
M columns o Export
Issue Number Issue Category Issue Status Issue Date Issue Due Date
ISE-004 IRB Records e Issue Pending Completion  11-Nov-2024 12-Nov-2024
ISE-003 Study Team ® |ssue Pending Completion  11-Nov-2024 12-Nov-2024
ISE-002 IRB Records ® |ssue Pending Completion  11-Nov-2024 12-Nov-2024

Note: The PI, Co-l and active Study Team Member (STM) listed in Clinical
Research Management System User Authorization List (CRMS UAL) can view

and edit the SCC.

By default, only the Pl can submit the form.
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Via Monitoring >

m 1.You can also locate all assigned
monitoring tasks via “ Monitoring” on

T the left navigation panel. Expand the
iy menu to view the various task types.
® « “My Issue” > As the assigned
“‘Responsible Person”, you will see all
the site issues pending your response
@ to the Monitor.
« “Plan Review” > The “Plan Reviewer”
® will see all Monitoring Plans (MP)

pending endorsements. For NHG
Monitoring Programme for HBR
study, the Pl is assigned as the Plan
Reviewer.

« “Study Monitoring Information” > you
will be able to access all monitoring
information (e.g. view monitoring plan,
monitoring reports, issues list,
confirmation and follow-up letters).

« “Study Closure Checklist (SCC)” > you
will be able to draft/ submit the SCC.



3) View and Access Your Study Monitoring Information

. . 99+ = - -
E ECOS Study Monitoring Information & L ,O\ Via Mor"tonnq > Study
Q Homepage - M Columns % Export Y Filter Monltorlnq Informatlon
. ) . Current Study Site
0[0 IRB v Monitoring Categor ECOS Ref Study Site PI/Site-PI Action . H H
& g ’ Status 1. This page is accessible by
& s . | | ® Ongoing (Last Patcp Site Staff(with some
NHG 3A 2024-3649 Khoo Teck Puat Hospital A/Prof KTPH_PI3 Last Visit Completed, Onl E .
(8] Compiiance . Data Analysis Ongoing) pages restricted to
Monitoring 4+ NHG3A 2024-3645 Khoo Teck Puat Hospital AfProf KTPH_PI3 * Ongoing vith active § = speC|f|c Site Staﬂ:’ €.g.
Fromert Monitoring Plan (MP)
My Issue e 16 khoo Teck Puat Hospita A/Prof KTPH PI3 ¢ Ongoing with active ® = =
NHG 3A 2024-3645 oo Teck Puat Hospita AfPro _PI3 enrolment rev|ew |S only
Plan Review H
¢ Ongoing (Last Particip acceSSIt @ by PI )
Study Monitoring Information BA 2024-3644 Khoo Teck Puat Hospital A/Prof KTPH_PI3 Last Visit Completed, Onl ©
Data Analysis Ongoing)

2. Click on “View Plan”
to enter “View
Monitoring Plan” page.

Studv Closure Checklist
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3) View and Access Your Study Monitoring Information

{7} | = < Back to Study Monitoring Information View Monitoring Plan 1. PI/Site Pl may View thEi r
: st
2024-3721 | Tan Tock Seng Hospital I’ESp_ECtI_Ve site’s
ECOS Ref: 2024-3721 MOI‘IItOfII‘Ig Plan.
[¥]
Monitoring Plan h Export ,:: Fullscreen 2 TO export ad COpy Of the

¥ ONLYOFFICE File View Plugins MOB002-19Nov2024_NHG-Monitoring-Plan_19-Nov-2024 09:42:43 docx [¢ M O n |t0 rl n g Pl a. n y C I I C k 0 n
£ ”»
Export".

Q
=
- A — 3. The “Download List” will
_ T appear at the bottom of
O] Title of N Study 22 the browser'
Researc
Study
principal | a/erof TTsH_Pis 4. When the export is
Dep?rtn_lent & | General Medicine, Tan Tock Seng Hospital Com plete’ C| ICk “Down Ioad
Sneiution — To Local”. The PDF copy of
Target As per IRB Application Form .
Recruitment l Download List (1) Delete All th € fo rm wi I | be S aved to
Appli;:at.)le The -i;itg will bzconduct-ing the study in accordance to the ul you r CO m p ute r |Oca| d rive .
_ Regulations | regulations and SOP(s): @ MOB005-11Nov2024_NHG-Monitoring-Plan_18-
Fagears |t Wordcount Nov-2024 10:51:43 pdf
LE Delete Download To Local ]
|
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3) View and Access Your Study Monitoring Information

Via Monitoring > Study Monitoring

E ECOS Study Monitoring Information e .Cn.g* Q Information
{1} Homepage - M Columns by Bport 7 Fiter 5. You can also click on B “View
OT! IRB v Monitoring Category ECOS Ref Study Site PI/Site-PI Curent Study Site Action SChEdUIe to enter Monltorlng
Status . .
Schedule Detail page to view the
Q CRMS v ® Ongoing (Last Participa . . . .
NHG 3A 2024-3649 Khoo Teck Puat Hospital AfProf KTPH_PI3 Last Visit Completed, Only @ mon|t0r|ng InfOFmatlon Of the
@ Compliance v Data Analysis Ongoing) StUdy-
Monitoring - NHG 3A 2024-3645 Khoo Teck Puat Hospital AfProf KTPH_PI3 * Ongoing with active 2

enrolment

6. In the “Monitoring Schedule
Detail” page under the left
navigation panel, you can view the
past monitoring reports, issue
list, confirmation and follow-up
letters according to the
monitoring visits type (e.g. Site

My Issue * Ongoing with activ®

NHG 3A 2024-3645 Khoo Teck Puat Hospital A/Prof KTPH_PI3
enrolment

Plan Review

¢ Ongoing (Last Participa
Study Monitoring Information NHG 3A 2024-3644 Khoo Teck Puat Hospital AfProf KTPH_PI3 Last Visit Completed, Only ©
Data Analysis Ongoing)

Studv Closure Checklist

< i= < Back to Study Monitoring Information Monitoring Schedule Detail

2024-3720 | Khoo Teck Puat Hospital

Study Site: Khoo Teck Puat Hospital PI/Site-Pl: A/Prof KTPH_PIZ Maonitor: A/Prof KTPH_Monitor1 Mon Ito rl ng Vlslt’ Re mote
Curren t Study Site Status: Ongoing with active enrolment " - - -
Monitoring Visit).

Quick Link: Study Summary, CRMS

51 sivoo1 Plan Visit
Planned Start Date ~ Planned End Date
19-Nov-2024 19-Nov-2024
Venue

Visit Agenda:
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4) How to Query and Endorse the Monitoring Plan (MP)

Dashboard

Monitoring

@ ecos
Y Homepage -
;
Iy Tasks 2
My Notices
86 irs -
& crus -
Compliance -
@ Audit -
Monitaring - 1
¥ rcol -
8 soe I
[ report -
@ Ecos
Q Home page - IRB
Dashboard 2
My Tasks |
My Notices
a6 ke
& crms
Form Typ
fe] compliance
Monitoring Plan
@©@ audit
Monitoring

CRMS FCOI
4] v
Compliance Audit
0 o] 0
J 0
o]
o]
27
My Tasks o O
FCOl Monitoring Compliance Audit
ble Person (0)
M columns
Plan Stat Monitor Name Pl/Site-PI
Pending Review AfProf TTSH_Monitor1 AgProf TTSH_NewPI7
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Q

Only assigned “Plan Reviewer”
will be able to access the task.
For NHG Monitoring Programme
for HBR study, the Pl is assigned
as the Plan Reviewer.

Via Dashboard > My Tasks

1. The Plan Reviewer can locate all
assigned MPs for review via
“Dashboard”

2. Locate the “Monitoring” tile,
click on “Plan Reviewer” and
you will enter “My Tasks” >
“Plan Reviewer” page.

3. Click on ©® *“View” button
under the “Action” column to
view the Issue Details.

12



4) How to Query and Endorse the Monitoring Plan (MP)

@ ecos

Q Homepage

oo Irs
& crRms

@ Compliance

@ Audit

Monitoring

My lssue

Plan Review

Study Monitoring Information

Study Closi

e Checklist

Monitoring
Category

NHG 34

ECOS Ref

2024-3651

Study Site

Tan Tock Seng Hospital

Plan Review

PI/Site-PI

A/Prof
TTSH_NewPI7

MM columns ¥ Export
—unen
. . Plan -
Study Site Monitor : Meonitoring Plan Status
e Reviewer
AfPraf AfProf ;
® Approved o Pending Review

TTSH_Monitor1 TTSH_MNewPI7
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27
& O R

Y Filter(1)

Action
®

Via Monitoring > Plan
Review

1.You can also locate the
list of MPs for review via
the Monitoring Module >
“Plan Review” sub-
header.

2.By default, you will see
tasks which are pending
your action (Monitoring
Plan Status = Pending
Review/ Query Pending
Reply).

3.Click on © “View”
button under the
“Action” column to view
the Monitoring Plan.

13



4) How to Query and Endorse the Monitoring Plan (MP)

Q E < Back to Plan Review

2024-3651 | Tan Tock Seng Hospital

ECOS5 Ref: 2024-3651

Manitor: A/Prof TTSH_Monitor1
Plan Submission Date: 18-Nov-2024

Attachment: 0 files

Study Title: Study 02

Quick Link: Study Summary, CRMS

Monitoring Plan

== ONLYOFFICE File View Plugins

View Monitoring Plan g

a ElL query List

Current Study Site Status: Approved

PI/Site-Pl: A/Prof TTSH_NewPI7

Plan Endorsement Date: - Plan Reviewer: Af/Prof TTSH_MewPI7

- 4

MOB004-18Nov2024 NHG-Monitoring-Flan_18-Nov-2024 09:55:36.docx

() S < BacktoMyTasks ML Query List o ooon o 03 pec2024 164058

2024-3651 | Tan Tock Seng Hospital

ECOS5 Ref: 2024-3651

Monitor: Af/Prof TTSH_Monitor1
Plan Submission Date: 18-Nov-2024
Attachment: 0 files

Study Title: Study 02

Quick Link: Study summary, CRMS

Meonitoring Plan

*= ONLYOFFICE File  View  Plugins

weofgoo@mo oo

Pending Query  All Query

+ General Query 6

0/1 Pending
Pl/Site-Pl: A/Prof TT: 0 Querias Selected I
Plan Endorsement Da
| l:‘ General + Further Query | X Close Query | ]
=) QUERY1

Test document_for upleading.pdf
i - - .,

B Reply to query

MOB004-18Nov2024_NHG-Monitor |
General

* Query Description

Please update Training information

Attachmen

@

Title of

Study 02 & Upload

Restricted, Sensitive - Normal

4. Click on “Fullscreen” to expand the
Monitoring Plan for easy viewing.

5. After reviewing the MP, the Plan
Reviewer may query the Monitor. To
query, click on the “Query List”. A red
dot indicates that there is an action
pending (i.e. to send the query).

6. A sliding window will appear, where you
can add/ close the query(ies). Click on
“+ General Query” to add a query.

7. Enter query description. You can
upload an attachment if needed. Query
description will be auto-saved.

8. To close a query, click on “X Close
Query” or to re-query on a previous
query, click on “+ Further Query”.

9. To close query in batches, check the
query box and click on “Batch Close”.

Click on the background page to close the »
query sliding window.



4) How to Query and Endorse the Monitoring Plan (MP)

O = <eon View Moritoring Plan & O 10.1f there are outstanding
El: QueryList. quer‘Y(IeS) tO the ,Monltor,
the “Send Query” button

Monitor: A/Prof TTSH_Monitor1 PIfSite-Pl: A/Prof TTSH_NewPI7 Current Study Site Status: Approved W| I | be act |Vated . CI |Ck on

Plan Submission Date: 18-Nowv-2024 Plan Endorsement Date: - Plan Reviewer: A/Prof TTSH_MNewPI7 “Se n d Qu e ry”

2024-3651 | Tan Tock Seng Hospital | Pending Review
ECOS Ref: 2024-3651

Attachment: D files

Study Title: Study 02

Quick Link: study Summary, RS 11. A pop-up window with a
list of query(ies) to be sent
will be shown. Click
“Confirm” to send the query
or “Cancel” to return to the
previous page.

Send Query
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4) How to Query and Endorse the Monitoring Plan (MP)

12.The MP can only be endorsed if
there is no outstanding query.
After all query has been closed, a
pop-up window to confirm the
action will be shown. Click on
“Confirm” to proceed or “Cancel”
to return to the previous page.

Close Query

13.To proceed to endorse the MP,
click on the “Endorse” button.

Y | = < BacktoMyTasks View Monitoring Plan

2024-3651 | Tan Tock Seng Hospifal rereimer]| B cuery s 14.The MP status will be changed to

' “Endorsed”.

Manitor: A/Prof TTSH_Monitor1 Pl/Site-Pl: A/Prof TTSH_NewP|7 Current Study Site Status: Approved

Plan Submission Date: 18-Nov-2024 Plan Endorseament Date: - Plan Reviewer: A/Prof TTSH_MNewPI7

T An email notification will be
OIS < ko Tk View Mritoring lan : triggered to notify the Monitor of the

2024-3651 | Tan Tock Seng Hospite 14 EL query List endorsement.

ECOS Ref: 2024-3651

Manitor: A/Prof TTSH_Monitor1 PI/Site-Pl: A/Prof TTSH_NewPI7 Current Study Site Status: Approved
Plan Submission Date: 18-MNow-2024 Plan Endorsement Date: - Plan Reviewer: A/Prof TTSH_NewPI7
Attachment: O files

Study Title: Study 02

Quick Link: Study Summary, CRMS

Restricted, Sensitive - Normal
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5) How to Respond to Issue

Dashboard
lomepage -

o[6 IRB

& crms

fe] compliance
Monitoring
€ rcol

8 soe

m Report

@ ecos
ﬁ} Homepage

Dashboard
My Tasks
My Notices
6[6 IRB
& crms
Compliance
@ Monitoring
X rcol
8 sos
@ Report

PI/Site-Pl (0)

CRMS

0

> Compliance

0

FCOI

Plan Reviewer (0)

ECOS Ref

2024-3637

2024-3704

0
0 0
2 0
0
1 )
My Tasks o+ -Cl-f .9\
FCOI Monitoring Compliance
Responsible Person (2) O
M columns & Export Y Filter(1)
Task Due date Monitor Name Pl/Site-PI Date Sent to Site
13-Dec-2024 A/Prof KTPH_Monitor1 A/Prof KTPH_PI13 11-Nov-2024
18-Dec-2024 A/Prof KTPH_Monitor2 A/Prof KTPH_PI3 18-Nov-2024

Restricted, Sensitive - Normal

Note: Site issues noted
during the Monitoring visit
that require resolution will be
assigned to the “Responsible
Person” by the Monitor.

Via Dashboard > My Tasks

1.The Responsible Person can
locate all assigned Issues
via “Dashboard”

2. Locate the “Monitoring”
tile, click on “Responsible
Person” and you will enter
“My Tasks” > “Responsible
Person” page.

3. Click on ® “View” button
under the “Action” column
to view the Issue Details.

17



5) How to Respond to Issue

My Issue
Q Homepage -
Visit Type &
5_'_-0 IRB - ECQOS Ref N‘: o= Issue Number Issue Category
& cams -
p 2024-3650 RMV002 ISE-004 IRB Records
Compliance -
@ Monitoring -~
My Issue n
4-3650 RMV002 ISE-003 Study Team
Plan Review
Study Monitering Information
Study Closure Checklist
2024-3650 SMV001 ISE-002 IRB Records

LV

O

i= < Back to My Issue 5

ISE-002

Monitoring Information

Issue Information

Issue Item Issue Category

Issue Date Issue Due Date

17-Nov-2024

Responsible Person

A/Prof TTSH_PI4, Dr TTSH_C1

Monitor Comment

Issue Status

CAPA Needed

.

e Issue Pending Completion

® |Issue Pending Completion

® |Issue Pending Completion

J

Issue Detail

MM columns o+ Export
Issue Date Issue Due Date
11-Nov-2024 12-Nov-2024

11-Nov-2024 . 12-Nov-2024

11-Nov-2024 12-Nov-2024

H

Study Site: Tan Tock Seng Hospital

Monitor: A/Prof TTSH_Monitor1

Issue Description
otoytype not available

Issue Closure Date

Recommendation

TTSH_C1 to ensure that device protoype is available

Restricted, Sensitive - Normal

Y Filter(1)

Action

®

Via Monitoring > My Issue

1.You can also locate the issue
listings via the Monitoring
Module > “My Issue” sub-
header.

2.By default, you will see tasks
which are pending your action
(Issue Status =Issue Pending
Completion/ Query Pending

Reply).

3.The list is sorted by Issue Due
Date (newest to oldest).

4 Click on ® “View” button
under the “Action” column to
view the Issue Details.

5. In the “Issue Detail” page,
you can see the details of the
monitoring observations
which require a Corrective
Action and Preventive Action
(CAPA) plan from the PI/study
team.

18



5) How to Respond to Issue

Only assigned Responsible Person can
edit the “Issue Detail” page. The PI, Co-l
and active Study Team Member (STM) listed
in Clinical Research Management System
User Authorization List (CRMS UAL) can be
assigned as the “Responsible person” to
respond to the Issue.

,,,,,,,, 1. Click “Edit” to complete the CAPA.

o S 2. Fields marked with * are mandatory for
?'in.ﬂ-is.\n: T-Intgon ::A‘PA Needed Recommendation co m p I et i 0 n .

S 1 3.Click on “Save” to ensure the edits have
been saved successfully. After the form

has been saved, click on “Save and Exit”
to exit editing mode.

4. The “Submit” button will be enabled.

Click on the “Submit” button to procced.

5.A confirmation pop-up window will
appear. Click “confirm” to proceed.

+Preventive Actions &

ECOS X
+CAPA Completion Date: Attachment
P @ Do you want to proceed?
E
m

ISE-008 [ lssue Pending Completion

Note: To respond to query on Issue, refer to Section 6. 19
Restricted, Sensitive - Normal



6) How to View/ Reply to CAPA Query

) | = < BacktoMylssue Issue Detail o+ _[3?'* o]

Reply Query |

ISE-006 | Query Pending Reply EL Query List

Meonitering Information

Study Title: Study 41
ECOS Ref: 2024-3815 PI/site-Pl: A/Prof TTSH_PI4 Studly Site: Tan Tock Seng Hospital

0 1= < Back to My Issue Issue Detail & _g_g

Query List Saved at 05-Dec-2024 11:13:43

—B"I Pending

General ~

Tan Tock Seng Hospital

'PerTTS}—,MDmt

I [2]  Query 1 (Moniter do not close) Reply Query X

I
dq (D Do you want to proceed?
I

* Reply Query
Tan Tock Seng Hospital 1 Query A
a Changes have been made 9 Hosp
Query ltem: General ~
Monitor Comment
= Query 1 {(Monitor do not close)
< ISE-Q15 | Issue Pending Completion

[ cnanges nave been made

Note: The PI, Co-I and active Study Team Member (STM)

Ca nce' m

listed in Clinical Research Management System User
Authorization List (CRMS UAL) can reply to the query.

Restricted, Sensitive - Normal

To view query(ies), click on the “Query
List” button. A sliding window will
appear, where you can view and
respond to the query(ies). A red dot
indicates that there is an action pending
(i.e. to address the query).

To address each CAPA query that is
currently pending response, enter your
reply under "Pending Query" tab >

"Reply Query*“

You can view all queries throughout the
review under “All Query” tab. Query
response will be auto-saved. Click on
the background page to close the sliding
window.

A pop-up window will appear for the
user’s confirmation to proceed with the
task. Click on “Confirm” to proceed or
“Cancel” to return to the issue detail

page.

When all the query(ies) have been
answered, the red dot indicator will
disappear.



6) How to View/ Reply to CAPA Query

ﬁ‘ 1= < Back to My Issue

Issue Detail

6. An email notification will be

ISE-006 | issue Pending Reviev

NHG Monitoring Programme for HBR studies (Category 3A) S trlggered after the form has
I LS Dcar ArProf KTPH_PI3 and AfProf KTPH_Monitort | been submitted. The task is
(6 | now with the monitor to
Study Title: Study 41

ECOS Ref: 2024-3815 Pl/Site-Pl: A/Prof TTSH_PI4 Study Site: Tan Tock Seng Hospital reView t h e q u e ry re S po n S e .

Visit Type & No.: RMV0O01 Monitoring Category: NHG 34

Monitor: A/Prof TTSH_Monitori

7. The label will be changed from
“Query Pending Reply” to

“Issue Pending Review”. The

ok Chanoes form cannot be edited further.

Current Version | 05-Dec-2024 14:20:01 ISE-006 Previous Version | 02-Dec-2024 11:24:39 ISE-006

IRoot Cause 8. If changes were made to the

” N CAPA, you can see the prior
D changes when you click on the
orevemve Actons “Track Changes” function.

ah
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7) How to View/ Edit/ Submit Study Closure Checklist (SCC)

E ECOS Dashboard

Q Homepags

Dashboard

oy Tasks
Wy Notices

&6 Irs

& crms

fe] compliance

© audit

Monitaring

¥ rcol

B soe

[@ report

[@ ecos
‘Q Homepage

Dashboard

My Tasks

My Motices
86 Rz
& crus
@ Compliance
© audit
Monitaring
¥ rcol

IRE
tud 2
Endorsement 0

l Monitoring

l Pl/Site-P: 3
Flan REVIEWET U

Responsible Person 5

IRB CRMS

2 0

Pl/Site-PI (3) lan Reviewer (0)
Form Type ECOS Ref
Study Closure Checklist 2024-3721
Study Closure Checklist 2024-3780
Study Closure Checklist 2024-3815

CRMS FCOI

Study Member Reviey [¥] My FCOI List
Compliance Audit

ll‘_'\cw Compliance - Site 0

SENoL nt - Site 0

Pl Self orm - Site D

Study Closure Checklist - Site 0

My Tasks

FCol Monitoring Compliance

0 8

0

Responsible Person (5)

SCC Form Ref No.
2024-3721-Tan Tock Seng
Hospital-SCC
2024-3760-Tan Tock Seng
Hospital-SCC

2024-3815-Tan Tock Seng
Hospital-SCC

Via

Dashboard > My Tasks

o
o
99+
b L5 R
Audit
&)
M columns o Export v Filter(1)

Monitor Name Pl/Site-Pl

A/Prof TTSH_Monitor1 AProf TISHE @

A/Prof TTSH_Monitor1 AProf TISHE @

£/Prof TTSH_Monitor1 AfProf TTSH I

Restricted, Sensitive - Normal

The PI/ Site-Pl/ Co-l/ Study Team
Members can view all SCC tasks via
“Dashboard”.

Locate the “Monitoring” tile, click on
“Pl/Site PI” and you will enter “My Tasks”
> “Pl/Site-PI” page.

Click on © “View” button under the
“Action” column to view the “Study
Closure Checklist Detail” page.

Note: The PI, Co-l and active Study
Team Member (STM) listed in
Clinical Research Management
System User Authorization List

(CRMS UAL) can view and edit the
study closure checklist.

By default, only the PI /Site Pl can
submit the SCC form.
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7) How to View/ Edit/ Submit Study Closure Checklist (SCC)

E ECOS Study Closure Checklist ]
Q Homepage - M columns ¥ Export

0-_|__° IRE - Monitoring Category ECOS Ref Study Site PI/Site-PI Date Sent to P
Q CRMS - NHG 3A 2024-3815 Tan Tock Seng Hospital A/Prof TTSH_PI4 18-Nov-2024
Compliance - NHG 34 2024-3721 Tan Tock Seng Hospital A/Prof TTSH_PI4 1-Nov-2024
@ Audit - NHG 34 2024-3760 Tan Tock Seng Hospital A/Prof TTSH_PI4 Nov-2024

Monitoring

Restricted, Sensitive - Normal

&8

Y Filter(1)
_

Action
@
@
@

Via Monitoring > Study Closure
Checklist

1.You can also locate the SCC task
via the Monitoring Module >
“Study Closure Checklist” sub-
header.

2.By default, you will see tasks
which are pending your action
(SCC Status =Draft/ Queried by
Monitor).

3.Click on © “View” button under
the “Action” column to view the
“Study Closure Checklist
Detail” page.
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7) How to View/ Edit/ Submit Study Closure Checklist (SCC)

f\ i= < Backto My Tasks

1

Study Closure Checklist Detail

2024-3646-Tan Tock Seng Hospital-SCC | Tan Tock Seng Hospita]m

U Relt 20U

PI/Site PI: A/Prof TTSH NewPI3 Monitor: A/Prof TTSH Monitor1

Last Updated By: - Initial Submission Date: -
Current Editor: -

Study Title: Study 13

Quick Link: Study Summary, CRMS

1. DATA

+1.1 1 have ensured that all case report forms/ data collection forms/ research database are up to date.
Yes

NA

1.1 Comments:

+1.2 | have resolved all data queries to the extent possible.

Yes

NA

Date Sent to PI: 11-Nov-2024

Restricted, Sensitive - Normal

|i| Export

1.

3.

This is the SCC
Form reference no.

. The label indicates

the task status of
the SCC.

These quick links
will bring you to IRB
Module - Study
Summary and
Clinical Research
Management
System (CRMS)
information.

. Click on “Edit” to

start completing the
form.
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7) How to View/ Edit/ Submit Study Closure Checklist (SCC)

1} = < BacktoMy Tasks Study Closure Checklist Detail

2024-3646-Tan Tock Seng Hospital-SCC | Tan Tock Seng Hospital

ECOS Ref: 2024-3646
PI/Site Pl: A/Prof TTSH_NewPI3 Monitor: A/Prof TTSH_Monitor1
Last Updated By: - Initial Submission Date: -
Current Editor: A/Prof TTSH_NewPI3

Study Title: Study 13

Study Closure Checklist (SCC)

Date Sent to Pl: 11-Nov-2024

X Cancel

L 2 ]
oo

9. OTHERS
9.1 | have registered a standing database and/or tissue bank to relevant parties, if applicable.
@) Yes

NA

9.1 Comments:

Attachment(s)

& Upload

Restricted, Sensitive - Normal

1.Scroll down to
complete the rest of
the SCC form. Fields
marked with * are
mandatory for
completion.

2.Click on “Save” to
ensure the edits have
been saved
successfully.

3.Click on “Save and
Exit” to exit editing
mode.
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7) How to View/ Edit/ Submit Study Closure Checklist (SCC)

0 = Back to My Tasks

H

A
& Saved successfully!

2024-3646-Tan Tock Seng Hospital-SCC | Tan Tock Seng Hospiwai

ECOS Ref: 2024-3646

F 9
A
*, submit

) EB

PI/Site PI: A/Prof TTSH NewPI3 Monitor: A/Prof TTSH Monitor1 Date Sent to PI: 11-Nov-2024

Last Updated By: A/Prof TTSH_NewPI3 Initial Submission Date: -

Current Editor: A/Prof TTSH NewPI3

o4 Export Z Edit Track Changes
Study Title: Study 13

Study Closure Checklist (SCC) X Cancel

9. OTHERS

9.11 have registered a standing database and/or tissue bank to relevant parties, if applicable.
® Yes

NA

1. After the form has been saved, the “Submit” button will be enabled (colour change from grey to
blue).

2. By default, only the PI/Site Pl is able to see and click on the “Submit” button. Co-l and active
STM listed in CRMS UAL can only view and edit the Study Closure Checklist (SCC).

Restricted, Sensitive - Normal



7) How to View/ Edit/ Submit Study Closure Checklist (SCC)

ECOS X

Do you want to proceed?

Study Closure Checklist Detail

1} = < Backto My Tasks

a

2024-3646-Tan Tock Seng Hospital-SCC | Tan Tock Seng Hospitalll | Submitted By Pl

ECOS Ref: 2024-3646

[El, query List

PI/Site P1: A/Prof TTSH_NewPI3 Monitor: A/Prof TTSH_Monitor1 Date Sent to PlI: 11-Nov-2024

Last Updated By: - Initial Submission Date: -
Current Editor: A/Prof TTSH_NewPI3

Study Title: Study 13

Restricted, Sensitive - Normal

1. After the PI clicks on the “Submit” button, a
pop-up window will appear for the user’s
confirmation to proceed with the task. Click
on “Confirm” to proceed or “Cancel’ to
return to the Study Closure Checklist Detail

page.

2. Click “Confirm” to proceed with the
submission. The label will be changed from
“Draft” to “Submitted By PI”. The form
cannot be edited further.

An email notification will be triggered after the
SCC has been submitted. The task is now with
the Monitor to complete the review.

The SCC will be further reviewed by the
Monitoring Report Reviewer. If there is no
further query from both Monitor and
Monitoring Report Reviewer, the SCC will be
approved.

The monitoring of the study is now complete.
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8) How to Export the Monitoring Report/ Letters/ Issue List

N

:E € Back to Study Monitoring Information

2024-3815 | Tan Tock Seng Hospital

Study Site: Tan Tock Seng Hospital

Current Study Site Status: Approved

Study Title: Study 41

Quick Link: Study Summary, CRMS

Monitoring Schedule Detail

Pl/Site-Pl; A/Prof TTSH_PI4

I Confirmation Letter I

Completed | &

0

i= < Back to Study Monitoring Information

2024-3815 | Tan Tock Seng Hospital

Study Site: Tan Tock Seng Hospital

Current Study Site Status: Approves

Study Title: Study 41

Quick Link: Study Summary, CRMS

[ scc

3 smvool

d

To: TTSH_PI4, TTSH_STM3
Content: Preview

== ONLYOFFICE File

Cc: TTSH_RO20, TTSH_RO, TTSH_...

View Plugins  2024-3815-Tan Tock Seng Hospital-SMV001-Confirmation ...

Monitoring Schedule Detail

PI/Site-Pl: A/Prof TTSH_PI4

Monitoring Visit Information

Actual Start Date: 01-Apr-2025

Remar

ks: View

Monitor: A/Prof TTSH_Monitor1

Monitor: A/Prof TTSH_Monitor1

Confirmation Letter

@ Attachmentll &, Export 2

Subject: NHG Monitering Programme ...

Actual End Date: 01-Apr-2025 Study Site Status (Monitoring): Ongoing with |

Monitoring Visit Report

Monitoring Visit Report: 2... I

SECTION A — GENERAL INFORMATION

A1

=

@ Attachment Track Changes o4 Export

| SECTION A — GENERAL I...

SECTION B - OVERALL S.

Restricted, Sensitive - Normal

You can export a copy of the
monitoring visit information via
Monitoring > Study Monitoring
Information > View Schedule.

1.Click on the selected Monitoring
visit and expand the menu to
see the Confirmation Letter,
Monitoring Report, Issue List and
Follow up Letter.

2.To export a copy, locate the
respective document “Export”
button.
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8) How to Export the Monitoring Report/ Letters/ Issue List

e Mo 3. The “Download List” will appear at
2024-3815 | Tan Tock Seng Hospital the bOttom Of the browser'

Monitor: A/Prof TTSH_Monitor1

Study Site: Tan Tock Seng Hospital PI/Site-Pl: AfProf TTSH_FI4

Follow up Letter 4.When the export is complete, click
“Download To Local”’. The PDF copy of

Quick Link: Study Summary, CRMS

[ scc Draft I Follow-up Letter I .
— the form will be saved to your
[ smvoot - .
To: TTSH_PI4, TTSH_C1. TTSH_STM3 Ce: TTSH_RO20, TTSH_RO, TTSH_... Subject: NHG Monitoring Programme .. Co m p u te r‘ | O Cal d r | Ve .

Plan Visit
Content: Preview

Confirmation Letter

File View Plugins  2024-3815-Tan Tock Seng Hospita-SMV001-Follow-up Lett...

= ONLYOFFICE

Monitaring Report

Issue List

—
m o

I Follow-up Letter

|

“ Download List (3) ] Delete All

@ 2024-3815-Tan Tock Seng Hospital-SMV001-Follow-

up Letter 02-Dec-2024 11:35:21 pdf
Delete

@ 2024-3815-Tan Tock Seng Hospital-SMV001-
Confirmation Letter 02-Dec-2024 3

Delete Download To Local

B SMV Report Template pdf

Restricted, Sensitive - Normal
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8) How to Export the Monitoring Report/ Letters/ Issue List

€ Back to Study Monitoring Information

Monitoring Schedule De

5. For Issue List (table format), a
popup window will be shown. Click on
the download icon =

2024-3815 | Tan Tock Seng Hospital

Study Site: Tan Tock Seng Hospital PI/Site-Pl: A/Prof TTSH_PI4 Monitor: A/Prof TTSH_Monitor1

Current Study Site Status: Approved
Study Title: Study 41

Issue List

Quick Link: Study Summ,

6. Select “Download Original” as an

B scc M columns ¥y Export Y Filter E I f_I “S f I d” P F
[ smvool Issue Number Issue Item Issue Status Responsible Person Issue Categor Action
p . Investigator F f I
Plan Visit 1SE-D09 L1  Issue Pending Review Dr TTSH_STM3 N @ I e .
Documents
Confirmation Letter 1SE-008 K11 « Issue Pending Review DrTTSH_STM3 Other Study (@
Menitaring Repert 1SE-007 H11 o Issue Pending Review DrTTSH_STM3 Safety Report (@
I Issue List :
ISE-006 General ® Query Pending Reply Dr TTSH_STM3 Investigation: (@
~ Research Part
1SE-005 General » Query Pending Reply DrTTSH_STM2 [®]

Recruitment

~SYNAPXE Issue List 04-Dec-2024 xisx

Sheet1

Issue List
Downloaded By: A/Prof TTSH_PI4
Downloaded Date and Time: 04-Dec-2024 16:34:24

+ Content scan completed &

& Download Origina

[3 sSafe Download (PDF)

Issue Number Issue Item Issue Status Responsible Person Issue Category Issue Description Recommendation Issue [
ISE-009 L1l Issue Pending Review Dr TTSH STM3 Investigator File/Essential Doclssue 9 RP replies queries {3) 01-aApr
ISE-008 K1.1 Issue Pending Review Dr TTSH STM3 Other Study Facilities Issue 8 RP replies queries {2) 02-Dec
ISE-007 H1.1 Issue Pending Review Dr TTSH STM32 Safety Reporting Issue 7 RP replies queries (1) 02-Dec
ISE-006 General Query Pending Reply Dr TTSH STM3 Investigational Product Issue 6 Monitor queries issue CAPA (:02-Dec
ISE-005 General Query Pending Reply Dr TTSH STM3 Research Participant Recruitrrissue 5 Monitor gueries issue CAPA (202-Det
ISE-004 General Query Pending Reply Dr TTSH STM3 Study Team Issue 4 Monitor gueries issue CAPA (102-Dec
ISE-003 H1.1 Issue Pending Review Dr TTSH STM3 Other Study Facilities Issue 3 Monitor do not close issue (1)02-Dec
ISE-002 EL1 Issue Pending Review AfProf TTSH C1 Research Participant Recruitirissue 2 Monitor do not close issue (2]02-Dec
ISE-001 D11 Issue Pending Review AfProf TTSH PI4 Informed Consent Process anilssue 1 Meonitor does not close issue 02-Dec

Restricted, Sensitive - Normal
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Please contact Research Quality (NHGHQ)
researchquality@nhghealth.com.sg
iIf you have any question about ECOS
Monitoring module.

“NHG
Health
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mailto:researchquality@nhg.com.sg

“NHG
Health

Thank You

Tan Tock Seng Hospital e Khoo Teck Puat Hospital e Woodlands Hospital e Yishun Community Hospital ¢ TTSH Integrated Care Hub

Institute of Mental Health e National Skin Centre e National Centre for Infectious Diseases ¢ NHG Cancer Institute e NHG Eye Institute ¢ NHG Heart Institute

Population Health ¢ NHG Polyclinics e Diagnostics ¢ Pharmacy e Community Care ¢ NHG College ¢ Centre for Healthcare Innovation
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