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Content - Monitoring Module

. View/Locate Monitoring Tasks

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

. Respond to Monitoring Issue

. Reply to CAPA Query for Monitoring Issue

. Export of Monitoring Report, Letters, Issue List
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1) View/Locate Monitoring Task - Homepage
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1. Locate your outstanding monitoring task via “Homepage” > “Dashboard” on the left navigation panel.

2. In the “Monitoring’” tile, click on the -~ or listed items will lead you to “My Tasks”.




1) View/Locate Monitoring Task - My Tasks

E ECOS My Tasks
{2 Homepage A IRB CRMS FCOI n Monitoring Compliance Audit
Dashboard 1 6 0 2 1 2 0
My Tasks
My Notices Pl/Site-PI (0) Plan Reviewer (1) Responsible Person (1) n O
6Jo ire -
M columns ™+ Export N Filter(1)
& crvs -
Form Type ECOS Ref Task Due date Monitor Name Pl/Site-PI Date Sent to Site Task Status Action
@ Compliance A
Follow-up Letter/ Issue List 2024-3610 18-Dec-2024 A/Prof SHS_MON2 A/Prof CGH_PI11 18-Dec-2024 Pending @
@ Audit hd
Monitoring - n
¥ rcol ~
8 soe ~
@ Report - 13 1} . . - -
3. You can also access “My Tasks” directly via the left navigation panel.

4. In “My Tasks”, click on the the “Monitoring’ tile.

5. The type and number of outstanding tasks are listed under the different tabs based
on the user’s role. Click on each tab to display the respective task listing.

6. To view the monitoring task, click on © “View” icon in the “Action” column.



1) View/Locate Monitoring Task - My Tasks

‘m‘ Homepage

Dashboard

My Tasks

My Notices
&6 Irs

& crvs

fe] compliance
© audit
Monitoring
¥ rcol

8 soe

[R Report

1.Click on “Filter” to filter the listing you wish to view.

IRB CRMS FCOI

1 6 0

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

Form Type ECOS Ref Plan Status

Monitoring Plan 2024-3130

My Tasks

Meonitoring

2

Pending Review

Compliance

12

Monitor Name

Ms SHS_QMR1

Audit

PI/Site-PI

A/Prof CGH_PIT1

@ Columns

Date Sent to Plan
Reviewer

03-Jan-2025

ha Export

Task Status

Pending

Y Filter(1)

Action

®

2.The default settings for the filter show only pending tasks for your action (Task Status = Pending).

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

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

Filter

ECOS Ref:

Task Due date:

Monitor Name:

P1/Site-PI:

Date Sent to Site:

Task Status:

‘ Pending x

Pending
Completed
Terminated

Reassigned

=




1) View/Locate Monitoring Task - Monitoring Module

3 ecos

{1} Homepage
o[6 Irs

& crvs

fe] compliance

@ Audit

Meonitoring
My Issue
Plan Review

Study Menitering Infermation

My Issue: As the assigned “Responsible Person”, you will see all monitoring issues

ECOS Ref

2024-3610

2024-3610

2024-3610

2024-3610

2024-3610

2024-3610

Visit Type & No. v

SMV0O01

SMVO001

SMV001

SMVO001

SMVO001

SMVO001

that were assigned to you.*

Issue Number

ISE-001

ISE-002

ISE-007

ISE-008

ISE-009

ISE-010

My Issue

Issue Category

Research Participant
Recruitment

Protocol Compliance

Biclogical Materials

Investigator File/Essential
Documents

Investigator File/Essential
Documents

Investigator File/Essential
Documents

Issue Status

® Query Pending Reply

® Query Pending Reply

® |ssue Pending Completion

® |ssue Pending Completion

® |ssue Pending Completion

® |ssue Pending Completion

Issue Date

09-Dec-2024

09-Dec-2024

09-Dec-2024

09-Dec-2024

09-Dec-2024

09-Dec-2024

Plan Review: The “Plan Reviewer” (Pl/Site-PI) will see all Monitoring Plans (MP)

submitted by the Monitor for endorsement.*

Study Monitoring Information: To access all monitoring information (e.g. view

99+
s O R
M columns ¥ Export Y Filter(1)
Issue Description Action

Issue Due Date

11-Dec-2024

11-Dec-2024

11-Dec-2024

11-Dec-2024

11-Dec-2024

11-Dec-2024

monitoring plan, monitoring reports, issues list, confirmation and follow-up letters).

Missing eligibility
assessment documentation

CGH-AD1 Visit 2 not done

Missing HBM Management
SOP

Protocol not signed

poster not filed

IRE comments not filed

©

© © © O 0

*The default settings for
the filter show only tasks
pending your action.

To view all tasks

(including completed
tasks), please update the

filter parameters.




Content - Monitoring Module

. View/Locate Monitoring Tasks

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

Respond to Monitoring Issue

. Reply to CAPA Query for Monitoring Issue

Export of Monitoring Report, Letters, Issue List
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2) View and Access Study Monitoring Information

@ ecos
1) Homepage v
oJo ire -
& crus -
fe] compliance -
© Audit v
Monitoring A
My lssue
Plan Review

Study Monitering Information

Study Closure Checklist

¥ rcol -
8 soe -
@ Report hd

ECCS Ref

2024-3725

2024-3610

2024-3610

Study Site

Changi General
Hospital

Changi General
Hospital

Changi General
Hospital

Pl/Site-PI

A/Prof CGH_PI11

A/Prof CGH_PI11

A/Prof CGH_PI1

Study Monitoring Information

Current Study
Site Status

® Approved

e Ongoing

e Ongoing

1. This page is accessible by Site Staff
(with some pages restricted to specific site staff, e.g. Plan Review is only accessible by Pl/Site-PI)

No. of Issues

Total: 9

e Closed: 9

Total: 18

® |ssue Pending Send: 2
® |ssue Pending Review: 5
® Query Pending Reply: 1
® Closed: 10

Total: 11

® |ssue Pending
Completion: 5

® Query Pending Reply: 3
® Closed: 3

Initial Monitoring
Date

03-Dec-2024

19-Dec-2024

17-Dec-2024

2. Clickon © “View Plan” to enter “View Monitoring Plan” page.

M columns

Last Monitoring
Date

25-Feb-2025

03-Feb-2025

19-Dec-2024

99+

& o5 R

& Export Y Filter(1)
Monitor Action

u View Plan

A/Prof SHS_MON3

©

A/Prof SHS_MON2

A/Prof SHS_MON3 ©



2) View and Access Study Monitoring Information

0 := < Back to Study Monitoring Information View Monitoring Plan
2024-3610 | Changi General Hospital Bl Query List
ECOS Ref: 2024-3610
Meonitor: A/Prof SHS_MON3 PI/Site-PI: A/Prof CGH_PI11 Current Study Site Status: Ongoing
Plan Submission Date: 09-Dec-2024 Plan Endorsement Date: 09-Dec-2024 Plan Reviewer: A/Prof SHS_MRR1

Attachment: 0 files

Endorsement Comment: View

Study Title: SHS_AUD-UAT_Study-A19_CGH_TB Collection

Monitoring Plan B ¥, Export § T 3 Fullscreen
Q c

[Do“‘nloadList (1) ] B Delete All

== ONLYOFFICE File View Plugins MOB002-09Dec2024_SingHealth-Monitoring-Plan_09-Dec-2024 09:41:33 docx

Q
= E ECOS MONITORING PLAN [ MOB002-09Dec2024_SingHealth-Monitoring-
SINGHEALTH Plan 09-Dec-2024 09:41:33 pdf
= F R [ I R
OFFICE OF RESEARCH INTEGRITY AND COMPLIANCE e as Delete [ Download To Local ] n
= ECOS Reference: 2024-3610 IRB: SingHealth CIRB-Board A
Regulatory Reference: Monitor:  A/Prof SHS_MON3
@ ({if app ica ble)
Study Title: SHS_AUD-UAT_Study-A19_CGH_TB Callection
Pl Site-Pl: A/Prof CGH_PI11]
Study Site: Changi General Hospital

1. PI/Site PI may view their respective site’s Monitoring Plan.
To export a copy of the Monitoring Plan, click on “Export”.

The “Download List” will appear at the bottom of the browser.

=

When the export is complete, click “Download To Local”’. The PDF copy of the form will
be saved to your computer local drive.



2) View and Access Study Monitoring Information

[@ ecos

‘0 Homepage

&J6 Ire

& crws

@ Compliance

© Audit

Monitoring
My Issue

Plan Review

Study Monitoring Information

Study Closure Checklist
¥ rco
B sos
m Report

O

ECOS Ref Study Site PI/Site-PI

2024-3725 Changi General A/Prof CGH_PI11
Hospital

2024-3610 Changi General A/Prof CGH_PI11

Hospital

‘= < Backto Study Monitoring Information

2024-3725 | Changi General Hospital

Study Site: Changi General Hospital
Current Study Site Status: Approved
Study Title: SHS MOMN UAT 2 - Study C

Quick Link: Study Summary, CRMS, PISAF

Current Study
Site Status Date

e Approved

® Ongoing

[ sMvoo2 N
Plan Visit

Confirmation Letter

Monitoring Report

Issue List

Follow-up Letter

& Ad-Hoc SMV001

Completed | W
Completed | »

& sMvoo1

Study Monitoring Information

Initial Manitorin:
No. of Issues e

Total: 9

o Closed: 9 03-Dec-2024

Total: 18

® |ssue Pending Send: 2
® [ssue Pending Review: 5
® Query Pending Reply: 1
e Closed: 10

19-Dec-2024

Total: 11

Monitoring Schedule Detail

PI/Site-Pl: A/Prof CGH_PI11

Plan Visit [Q)Saved at 18-Nov-2024 14:33

# Planned Start Date ~ Planned End Date:

02-Dec-2024

Visit Agenda:

aaa

-——_

- 03-Dec-2024 =

Last Monitoring
Date

25-Feb-2025

03-Feb-2025

M Columns

Monitor

AfProf SHS_MON3

AfProf SHS_MON2

4 Export

1
s 8

¥ Filter(1)

No. of Visits Action

View Schedule
5 © [5]

3 ® 6

Monitor: A/Prof SHS_MON3

Click on [5]“View
Schedule” to
enter Monitoring
Schedule Detail

page.

In “Monitoring
Schedule Detail”
page, all
monitoring visits
of that study are
listed on the left
navigation panel.

You can view the
past monitoring
reports, issue list,
confirmation and
follow-up letters
of each visit.
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Content - Monitoring Module

. View/Locate Monitoring Tasks

. View and Access Study Monitoring Information
Query and Endorse Monitoring Plan (MP)
Respond to Monitoring Issue

Reply to CAPA Query for Monitoring Issue

. Export of Monitoring Report, Letters, Issue List
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3) Query/Endorse Monitoring Plan (MP)

Pl/Site-PI only

E ECOS Dashboard . . . .
. 1o Reviewer will receive an email

Q Homepage

-

Dashboard

My Tasks
My Notices
&6 Irp
& crms
@ Compliance
©@ Audit
Mnitoring
X rco
8 soe
[ Rreport

@ ecos

Q Homepage

Dashboard

My Notices
o R
& crMs
Compliance
@© Audit
Monitoring

IRB

Meonitoring

2

IRB

PI/Site-PI (0),

Form Type

Monitoring Plan

CRMS

6

FCOI

0

Monitoring Compliance Audit
2 12 0

Plan Reviewer (1) lespﬂnml]lv Person (1)

ECOS Ref

2024-31

30

Plan Status

Pending Review

notification when the Monitor submits
a MP for endorsement.

CRMS FCOI

Via Dashboard > My
Tasks

1. The Plan Reviewer
Compliance Audit can locate all
12 | | 0 assigned MPs for
e review/endorsement
U via “Dashboard”

o . 2. Click on “Plan
Reviewer” to enter

“My Tasks” > “Plan

Reviewer” page.

3. Click on © “View”
icon in the “Action”
Manitor Name Pi/Site-P S SR Task Status Action COIumn to VleW the

Reviewer

Ms SHS_QMR1 AfProf CGH_PIT1 03-Jan-2025 Pending ® d e tal I S Of M P .

QO

M Columns o Expfit Y Filter()

12



3) Query/Endorse Monitoring Plan (MP)

(i

Q Homepage -

Dashboard

My Tasks

My Notices
&6 Irp -
& crms -
@ Compliance -
@ Audit -
Monitoring -
X rco -

IRB

Meonitoring

CRMS

Compliance

8 soe l 77

i= < Backto My Tasks

" 2024-3130 | Changi General Hospital

AR

D:
I

—

e r
e
C
® &
M

ECOS Ref: 2024-3130

Monitoring Plan

¥ ONLYOFFICE File  View

m o

g

Plugins

[: ecos

ECOS Reference:

MOB001-24Nov2024_SingHealth-Monitoring-Plan_24-Nov-2024 03:16:24.docx

MONITORING PLAN

SINGHEALTH

12

OFFICE OF RESEARCH INTEGRITY AND COMPLIANCE

2024-3130

IRB:

Pl/Site-PI only

Plan Reviewer will receive an email
notification when the Monitor submits

Fam a MP for endorsement.
Via Dashboard > My
Tasks
_ 1. The Plan Reviewer

can locate all
0 .
7 assigned MPs for
o review/endorsement
via “Dashboard”

B _ 2. Click on “Plan
Reviewer”’ to enter
“My Tasks” > “Plan

|i| Export :: Fullscreen REViewer” page-
8 0 (y /= »
¥ 3. Clickon © “View
& Bt Y Filter() icon in the “Action”
Reswaes Sersive (Noma) — column to view the

® details of MP.
SingHealth CIRB-Board E

13



Pl/Site-PI only

3) Query/Endorse Monitoring Plan (MP)

c 1 99+
E ECOS Plan Review R Q
{1} Homepage - E columns ¥y Export Y Filter(1)
i i Current Study i i Monitoring Plan Initial Plan Plan Endorsement K
013 IRE v ECOS Ref Study Site Pl/Site-PI K Monitor Plan Reviewer o Action
Site Status Status Submission Date Date
Q CRMS v 2024-3130 Changi General Hospital ~ A/Prof CGH_PI11 e Approved Ms SHS_QMR1 A/Prof CGH_PI11 ® Pending Review 03-Jan-2025 - @
@ Compliance -
2
@ Audit -
Manitoring o
My Issue

Plan Review

Study Moenitoring Information

Via Monitoring > Plan Review

1. You can also locate the list of MPs for review via the Monitoring Module >
“Plan Review” menu on the left navigation panel.

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

3. Click on © “View” icon in the “Action” column to view the details of MP.

14



Pl/Site-Pl only

3) Query/Endorse Monitoring Plan (MP)

< Back to Monitoring Pl

, _ Click on “Fullscreen” to expand
2024-3099 | Singapore General Hospital . .
the MP for easy viewing.

Monitor: A/Prof SHS_MON1 PI/Site-Pl: Prof SGH_PI Current Study Site Status: Approved

Plan Submission Date: - Plan Endorsement Date: - Plan Reviewer: Prof SGH_PI

To exit full screen, click “Close
Study Title: CJILOT - 18 Jun 2024 UAT Sprint 1 Fu ||Screen”

|i| Export

Monitoring Plan

¥ ONLYOFFICE Plugins MOBO005-21Nov202. 5 14:14:15.docx
Q
Monitoring Plan 3r Close Fullscreen
& I = ECOS MONITORING PLAN
SINGHEALTH
=] OFFICE OF RESEARCH INTEGRITY AND COMP ¥ ONLYOFFICE View  Plugins ing-Plan_03-Jan-2025 14:14:15.docx
= ECOS Reference: 2024-3099 Q
Regulatory Reference:
© (¥ applicable) Resticted. Sensitve (Normal)
® = ECOS MONITORING PLAN
Study Title: CJLO1- 18 Jun 2024 UAT Sprint 1
ite-PI: Prof SGH_PI SINGHEALTH
PU Site-Pl: e = OFFICE OF RESEARCH INTEGRITY AND COMPLIANCE
Study Site: Singapore General Hospital
= ECOS Reference: 20243099 IRB: SingHealth CIRB-Board D
MONITORING PURPOSE
Regulatory Reference: Monitor:  A/Prof SHS_MON1
e Rt i @ (if appicabie)
Study Title: ‘CJLO1 - 18 Jun 2024 UAT Sprint 1
PV Site-PL: Prof SGH_PI
Study Site: Singapore General Hospital
MONITORING PURPOSE

Monitoring is performed to verify that

() the safety, rights and well-being of the research participants are protected;

(ii) the reported research data are accurate, complete, and verifiable from source documents;

(iil) the conduct of the research is in compliance with the currently approved protocol/amendment(s), Good Clinical Practice
(GCP), applicable regulatory requirements and SingHealth policies.

MONITORING SCOPE

activities will be i to the specific human participant protection and data integrity risks of the research.
The critical processes/ data specific to the study should be detailed in this monitoring plan. Any changes to the approved
monitoring plan should be detailed in a Monitoring Plan Addendum.

MONITORING FREQUENCY AND DURATION

At least one monitoring visit will be conducted for the study. Subsequent visit may be required, depending on the risk of
study and/or findings from previous monitoring/ audit Determination of subsequent visit may be discussed with the
Monitoring Visit Report (MVR) reviewer and/or line manager.

Each monitoring visit is expected to last approximately 1-2 days. Duration may differ, depending on factors such as visit
type, nature and complexity of study, relative experience of the study team, findings during monitoring, etc.

PLANNED DATE(S) OF VISIT/ FREQUENCY
VISIT TYPE DESCRIPTION (if applicable)

O On-site Monitoring Menitoring  activities conducted in-
person by vistting the site where the
study is conducted

O Remote Monitoring Monitoring activities conducted away

from the study site location (e.g. at
monitor's office)

Word count B sl — Zzoomio0% 4 15

Page1of5 | :
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3) Query Monitoring Plan (MP)

E < Back to My Tasks

2024-3130 | Changi General Hospital | ending review

ECOS Ref: 2024-3130

Monitor: Ms SHS_QMR1

Plan Submission Date: 03-Jan-2025

Study Title: 24618YP

Quick Link: Study Summary, CRMS, PISAF

Monitoring Plan

== ONLYOFFICE File

View Monitoring Plan

Pl/Site-Pl: A/Prof CGH_PIT1

Plan Endorsement Date: -

]

Current Study Site Status: Approved

Plan Reviewer: A/Prof CGH_PI11

@ am P

o u

MOB001-24Nov2024_SingHealth-Monitoring-Plan_24-Nov-2024 03:16:24.docx

I = ECOS MONITORING PLAN
SINGHEALTH

OFFICE OF RESEARCH INTEGRITY AND COMPLIANCE

ECOS Reference: 2024-3130 IRB:

Regulatory Reference:
uuuuuuuu

Study Title: 24818YP
PV Site-Pl: A/Prof CGH_PI11
Study Site: Changi General Hospital

SingHeaith CIRB-Board E
Monitor:  Ms SHS_QMR1

Pl/Site-Pl only

Plan Reviewer may query
the MP.

1. To query, click on the
“Query List”. A window
will appear.

2. Click on “+ General
Query” to add a query.

3. Enter query description.
Query description will
be auto-saved.

4. You can upload an
attachment, if needed.

5. To add another query,
click on “+ General
Query’.

6. To exit Query List, click
on the background

page.

16



Pl/Site-Pl only

3) Query Monitoring Plan (MP)

Y | = < Backto My Tasks View Monitoring Plan

Plan Reviewer may query

B a5

Monitor: Ms SHS_QMR1 Pl/Site-Pl: A/Prof CGH_PI11 Current Study Site Status: Approved

Plan Submission Date: 03-Jan-2025 Plan Endorsement Date: - Plan Reviewer: A/Prof CGH_PI11 -I . TO q u e ry’ CI i c k 0 n t h e

Attachment: 0 files

Study Title: 24618YP “Que ry Li St” . A WI n d OW
Quick Link: Study Summary, CRMS, PISAF WI I | a p pe a r..

Monitoring Plan ¥+ Export T 7 Fullscreen

2= ONLYOFFICE File View Plugins MOB001-24Nov2024_SingHealth-Monitoring-Plan_24-Nov-2024 03:16:24.docx C 2 . C I i c k 0 n “+ G e n e ra I
Query” to add a query.

2024-3130 | Changi General Hospital | pending review
ECOS Ref: 2024-3130

[ eEcos MmoNITORING PLAN
SINGHEALTH

e — v 3. Enter query description.
) | := < Back to Plan Review View Monitoring Plan Query List B + General Query I Qu e ry d esc I’I pt | on Wl I |

2024-3130 | Changi General Hospital Pending Query ~ All Query be autO'Saved.

ECOS Ref: 2024-3130

Q
=
=

0/0 Pending

Monitor: Ms SHS_QMR1 PI/Site-Pl: A/Prof CGH_PI11 0 Queries Selected 4 . YO U Ca n U p I Oa.d a. n
Plan Submission Date: 03-Jan-2025 Plan Endorsement Date: - attac h m e n t ; i f n e e d e d .

General N o A
Attachment: 0 files

Study Title: 24618YP

* Query Description 5 . TO a.dd another q Ue ry,
Quick Link: Study Summary, CRMS, PISAF B c I I c k 0 n “+ G e n e ra I
Monitoring Plan Attachment Qu e ry" .

Ill Upload n
#: ONLYOFFICE File  View Plugins MOB001-24Nov2024_SingHealth-Monitoring-Plan_24-Nov-2{ 6 T . H H
o exit Query List, click
- )

= on the background
= E ECOS MONITORING PLAN page

= SINGHEALTH -

=] OFFICE OF RESEARCH INTEGRITY AND COMPLIANCE

= ECOS Reference: 2043130 IRB:

—_ Reaqulatory Reference: Monitor:

17



Pl/Site-PI only

3) Query Monitoring Plan (MP)

‘= < Backto Plan Review View Monitoring Plan

™
[ ]
2024-3130 | Changi General Hospital n Bl Query List

ECOS Ref: 2024-3130

Monitor: Ms SHS_QMR1 Pl/Site-Pl: A/Prof CGH_PI11 Current Study Site Status: Approved
Plan Submission Date: 03-Jan-2025 Plan Endorsement Date: - Plan Reviewer: A/Prof CGH_PIT1
Attachment: 0 files
Study Title: 24618YP Send Query X
Quick Link: Study Summary, CRMS, PISAF
(® Do you want to proceed?
b p
Monitoring Plan ¥ Export [ 7 Fullscreen
= ONLYOFFICE File  View  Plugins Query ltem: General A Q e
Q L . .
uery Lescrnpton: Il monitornng be perrormed a e pharmacy:
Qi D t Will t b rfi d at the ph ?
= = Ec IP is stored an managed by hospital pharmacy. IP records are maintained by ftive (Normal) I
delegated pharmacists.
- 3]
Cancel
© ECOS R¢ h—m]
Regulatory Reference: Monitor: Ms SHS QMR1
(if applicable)
Study Title: 24618YP
Pll Site-PI: A/Prof CGH_PI11

—
[l

A red dot indicates there is an action pending (i.e. to send the query).

2. After adding query, the “Send Query” button is enabled. Click on “Send Query”, a
pop-up window with a list of query(ies) to be sent will be displayed.

3. Click “Confirm” to send the query, or “Cancel’ to exit the pop-up window.

- |
18



Pl/Site-PI only

3) Query Monitoring Plan (MP)

‘D ‘= < Back to Plan Review View Monitoring Plan y ] . Afte r S e n d i n g q u e ry to
2024-3130 | Changi General Hospital n EL Query List th e MO n ito r’ M P Statu S

ECOS Ref: 2024-2130

:

Monitor: Ms SHS_QMR1 PI/Site-Pl: A/Prof CGH_PI11 Current Study Site Status: Approved WI I I be C h a n g e d fro m

Plan Submission Date: 03-Jan-2025 Plan Endorsement Date: - Plan Reviewer: A/Prof CGH_PIT1 “ a = ”
Pending Review” to

Attachment: 0 files

“Query Pending Reply”.

Quick Link: Study Summary, CRMS, PISAF

Monitoring Plan & Eport [ Fullscreen 2. When Monitor has
Pp—— Fle  View  Plugins MOB0O01-24Nov2024_SingHealth-Monitoring-Plan_24-Nov-2024 03:16:24.docx S re p I i e d to t h e q u e ry’ M P

: ill be ch d
- [: Ecos MONITORING PLAN status will be change
= snoreaL to “Pending Review”.
®

ECOS Reference: 2024-3130 IRB: SingHealth CIRB-Board E 3 . TO re -q ue ry on a

Regulatory Reference: Monitor:  Ms SHS_QMR1
(if applicable)

S srove previous query, click on
PV Site-PI: A/Prof CGH_PI11 “+ Further Query”.

Study Site: Changi General Hospital

4. To add a new query,
click on “+ General

Query’.

5. To close a query, click
on “X Close Query”.

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

19



Pl/Site-Pl only

3) Query Monitoring Plan (MP)

1) | = < Backto Plan Review View Monitoring Plan y ] . Afte r S e n d i n g q u e ry to
2024 3.130 | Changi General Hospital | quer Pending Reply EL Query List t h e M O n Ito r’ M P Statu S
ECOS Ref: 2024-2130

Monitor: Ms SHS_QMR1 PI/Site-PI: A/Prof CGH_PI11 Current Study Site Status: Approved Wi I I be C h an g e d frO m
Plan Submission Date: 03-Jan-2025 Plan Endorsement Date: - Plan Reviewer: A/Prof CGH_PI11 I1] P . . ”»
ending Review” to

Attachment: 0 files

“Query Pending Reply”.

Quick Link: Study Summary, CRMS, PISAF

Monitoring Plan oy Export [ Fullscreen 2. Wh en Monitor h as

SONWOFFICE  File  View  Plugins MOBOO1-24Nov2024_SingHealth-Monitoring-Plan_24-Nov-2024 03:16:24. docx ) re p I | e d t o) t h e q ue ry’ M P
status will be changed
to “Pending Review”.

[ Ecos MONITORING PLAN

SINGHEALTH
OFFICE OF RESEARCH INTEGRITY AND COMPLIANCE

ECOS Reference: 2024-3130 IRB: SingHealth CIRB-Board E 3_ TO re-query on a
1) | = < Backto Plan Review View Monitoring Plan Query List @ saved at 03-Jan-2025 17:09:34 n + General Que . 9
S YRR et e previous query, click on
2024-3130 | Changi General Hospita _Pending Query  All Query “+ Fu rther Query”-

ECOS Ref: 2024-3130 - 0/1 Pending
[ 0 Queris selcted &] "3 | (5] 4. To add a new query,

Monitoring Plan S [ oy |)[ oo [h click on “+ General

= ONLYOFFICE = View Plugins MOB001-24Nov2024_SingHealth-Monitoring-Plan_24-Nov-2{ Qu e ry”
= win monitoring be performed at the pharmacy? "

g o o

e

Q IP is stored an managed by hospital pharmacy. IP records are maintained by delegated pharmacists.
@ R 5. To close a query, click
E E CO S MON ITORI N G PLAN El Yes, IP storage facility visit will be conducted and IP records must be made available for review during « q Y’ ]
I=] monitoring visit. On X Close Query =
SINGHEALTH Query Round 1 s SHS_QMR1  03-Jan-2025 17:09:34

= OFFICE OF RESEARCH INTEGRITY AND COMPLIANCE '

© ECOS Reference: 20243130 IRB: 6. To close query in
Regulatory Reference: Monito batC h es y se I e Ct t h e
(if applicable)

Study Title: 24618YP query box and click on
PI/ Site-PI: A/Prof CGH_PI11 “BatCh Close”

Study Site: Changi General Hospital
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Pl/Site-Pl only

3) Endorse Monitoring Plan (MP)

) = < Backto My Tasks View Monitoring Plan
1. The MP can only be
. L] -
2024-3723 | KK Women's and Children's Hospital EL query List endorsed if there is
ECOS Ref: 2024-3723 . no outstanding
l &l query.
Monitoring Plan % Export U 1 Fullscreen
2. After all query has
== ONLYOFFICE File  View Plugins MOBO003-14Nov2024_SingHealth-Monitoring-Plan_14-Nov-2024 23:31:34.docx ) b e e n CI O S e d th e
)
Q “Close Query”
= [: ECOS MONITORING PLAN Resmoes sevsme Noma) button is enabled.

A pop-up window to
confirm the action
2024-3723 | KK Women's and Children's Hospital L Query List Wi ” be ShOWh

ECOS Ref. 2024-3723
Current Study Site Status: Approved

Plan Reviewer: A/Prof KKH_PI 1

)} = < BacktoMyTasks View Monitoring Plan

Monitor: A/Prof SHS_MON1 Pl/Site-PI: A/Prof KKH_PI 1
Plan Submission Date: 15-Nov-2024 Plan Endorsement Date: -
Attachment: 0 files

Study Title: SHS MON UAT 2 - Study A

Quick Link: Study Summary, CRMS, PISAF

Monitoring Plan ¥ Export © 1 Fullscreen

MOBO003-14Nov2024_SingHealth-Monitoring-Plan_14-Nov-2024 23:31:34 docx

== ONLYOFFICE File  View  Plugins

Resricted, Sensifve (Normal)

E ECOS MONITORING PLAN

SINGHEALTH
OFFICE OF RESEARCH INTEGRITY AND COMPLIANCE

m W O



3) Endorse Monitoring Plan (MP)

Pl/Site-Pl only

3. Click on “Confirm” to
proceed, or “Cancel” to
return to the previous page.

4. After clicking “Confirm”
the “Endorse” button will
be enabled.
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3) Endorse Monitoring Plan (MP)

Close Query

[ | ]

@ Do you want to proceed?

1) = < Backto MyTasks View Monitoring Plan

2024-3130 | Changi General Hospital

ECOS Ref: 2024-3130

EI, Query List

PI/Site-Pl: A/Prof CGH_PI11 Current Study Site Status: Approved

Monitor: Ms SHS_QMR
Plan Reviewer: A/Prof CGH_PI11

Plan Submission Date: 03-Jan-2025 Plan Endorsement Date: -

Attachment: 0 files
Study Title: 246718YP

Quick Link: Study Summary, CRMS, PISAF

Monitoring Plan

MOB001-24Nov2024_SingHealth-Monitoring-Plan_24-Nov-2024 03:16:24.docx

# ONLYOFFICE File  View Plugins

¥ Export

Pl/Site-Pl only

3. Click on “Confirm” to
proceed, or “Cancel” to
return to the previous page.

4. After clicking “Confirm”
the “Endorse” button will
be enabled.

ra
L . Fullscreen

Resrricted, Sensiive (Normal)

E ECOS MONITORING PLAN

23



3) Endorse Monitoring Plan (MP)

0O

‘= < Back to My Tasks

2024-3130 | Changi General Hospital | re
ECOS Ref: 2024-3130

Manitor: Ms SHS_QMR1

Plan Submission Date: 03-Jan-2025

Attachment: 0 files

Study Title: 24618YP

Quick Link: Study Summary, CRMS, PISAF

Monitoring Plan

= ONLYOFFICE File View Plugins

W oW o

(6]

nding Review

View Monitoring Plan

PI/Site-Pl: A/Prof CGH_PIT1 Current Study Site Status: Approved
Plan Endorsement Date: - Plan Reviewer: A/Prof CGH_PI11
Endorse X

® Do you want to proceed?

hd Export I 7 Fullscreen

. | )
C:

SINGHEALTH
‘OFFICE OF RESEARCH INTEGRITY AND COMPLIANCE

ECOS Reference: 2(24-3130 IRB: SingHealth CIRB-Board E
Regulatory Reference: Monitor: Ms SHS_QMR1

(d applicable)

Study Title: 24618YP

PV Site-PI: AProf CGH_PI11

Study Site: Changi General Hospital

Pl/Site-Pl only

To endorse the MP,
click on “Endorse”. A
pop-up comment box
will appear. Comments
are optional.

The MP status will be
changed to
“Endorsed”.

MP cannot be edited
once endorsed.

An email notification
will be sent to the
Monitor to notify on
the MP endorsement.
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3) Endorse Monitoring Plan (MP) PI/Site-Pl only

)} = < Backto MyTasks View Monitoring Plan + 5. TO endorse the MP’
click on “Endorse”. A

2024-3130 | Changi General Hospital | Pending Review ElL queryList
ECOS Ref: 2024-3130 pop-up comment bOX
Monitor: Ms SHS_QMR1 Pl/Site-PI: A/Prof CGH_PI11 Current Study Site Status: Approved W| I I a p p ear. C omments
Plan Submission Date: 03-Jan-2025 Plan Endorsement Date: - Plan Reviewer: A/Prof CGH_PI11 1
are optional.

Attachment: 0 files

— Endorse X 1
o < 6. The MP status will be
ey Ay S TR ® Do you want to proceed? C h an g ed to
Monitoring Plan & Export T 1 Fullscreen (s E n d o rsed 2 .

o 0

_ £

= ONLYOFFICE File View Plugins

Q
&
=)

MP cannot be edited
G once endorsed.

SINGHEALTH
‘OFFICE OF RESEARCH INTEGRITY AND COMPLIANCE

- An email notification
O :— < Back to Monitoring Plan View Monitoring Plan Wl” be Sent tO the

2024-3532 | Sengkang General Hospital Bl queryList Monitor to nOtIfy on

ECOS Ref: 2024-3532 the MP endorsement.

Monitoring Plan % Export U 7 Fullscreen
# ONLYOFFICE File View Plugins MOB001-14Nov2024_SingHealth-Monitoring-Plan_14-Nov-2024 11:01:30.docx
Q
- E ECOS MONITORING PLAN e S e
=

SINGHEALTH
OFFICE OF RESEARCH INTEGRITY AND COMPLIANCE
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Content - Monitoring Module

. View/Locate Monitoring Tasks

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

. Respond to Monitoring Issue

. Reply to CAPA Query for Monitoring Issue
Export of Monitoring Report, Letters, Issue List

S U1 A W DN~
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Responsible Person

4) Respond to Monitoring Issue

E ECOS Dashboard

Note:

« Issues noted during
Monitoring Visit that
require follow-

My Tasks 0 0 0 up/resolution will be

assigned to “Responsible

1::[‘ Homepage -

Dashboard | IRB CRMS FCOI

o ; 0 O Person” by the Monitor.
oJ6 Ire -
& crus . « For each Issue, one or more
S ) Responsible Person may be
assigned.
Monitoring v .. -
2 - ] Monitoring > Compliance . The PI, Co-l and active
2 0 Study Team Member (STM)
S s ; : . listed in Clinical Research
[®) Report - 0 0 Management System User
Responsible Person 2 0 Authorization List (CRMS
0

UAL) can be assigned as
the “Responsible Person” to
respond to the Issue.
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itori R ible P
4) Respond to Monitoring Issue esponsible Person

E ECOS Dashboard

€1 vomepsas . Via Dashboard > My Tasks

[ N ]n IRB CRMS FCol )
0 0 0 1. The Responsible Person can locate all
assigned Issues via “Dashboard”.

My Notices Study 0 Study Member Revie 0 My FCOI List 0
Endorsement 0
0]0 IRB - q 1 = ”
P 2. Click on “Responsible Person” to enter
& crvs - “ ” “ = ”
My Tasks” > “Responsible Person” page.
Compliance -
. @ “y /= ” o . “« - ”
@ Monioring " | soeiering N Compliance 3. Click on View” icon in the “Action
0 D (13 7 0
X o ) 0 column will bring user to “My Issue” list.
8 soe -
Pl/Site-P 0 0
@ Report A Plan Reviewe 0 0
B [Responsib\e Person 2] 0
0
E ECOS My Tasks g hod Q
Q Homepage - IRB CRMS FCOI Monitoring Compliance Audit
Dashboard 1 6 0 2 1 2 0
My Tasks
My Notices Pl/Site-PI (0) Plan Reviewer (1) Responsible Person (1) O
©|o IRB -
T M columns ] Export Y Filter(1)
& crms -
Form Type ECOS Ref Task Due date Monitor Name Pl/Site-Pl Date Sent to Site Task Status Action
@ Compliance hd
Follow-up Letter/ Issue List 2024-3610 18-Dec-2024 A/Prof SHS_MON2 A/Prof CGH_PI11 18-Dec-2024 Pending @
@ Audit -

Monitoring - B



4) Respond to Monitoring Issue

@@ ecos
Q Homepage -

Visit Type Issue

0|0 IRB - ECOS Ref | Cat
T ¢ 8L No. Number SE D
Q CRMS 2024-3610 SMWV001 ISE-007 Biological Materials
Compliance -

2024-3610 SMV001 ISE-003 Safety Reporting
© Audit -

2024-3610 SMV001 ISE-002 Protocol Compliance

@ Monitoring
Rivileste n-3610 SMV001 ISE-001

Plan Review

Via Monitoring > My Issue

Research Participant
Recruitment

1. You can also locate the Issue listing via the
Monitoring Module > “My Issue” menu on the
left navigation panel.

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

3. Click on © “View” icon in the “Action” column
to view the Issue Detail.

4. To view another Issue Detail, toggle using the
“<*and “>” arrows at the bottom of the Issue
Detail page.

My Issue

L2
é )

Issue Status

® Issue Pending
Completion

® Query Pending Reply

e Query Pending Reply

e Query Pending Reply

A V.

= < Back to My Issue

ISE-011 | Query Pending Reply

Monitoring Information

Study Title: SHS MON UAT 2 - Study F
ECOS Ref: 2024-3736

Visit Type & No.: SMV003

Issue Information

Issue Item

H2b. Brief description of the MD transfer

Issue Date

¢ ise0n2 [ 4 |

Issue Date

09-Dec-2024

09-Dec-2024

09-Dec-2024

09-Dec-2024

O Columns ¥ Export
Issue Due L
Issue Description
Date
Missing HBM Management
11-Dec-2024
& sop
11-Dec-2024 AE not assessed and not
documented
11-Dec-2024
11-Dec-2024 Missing eligibility

assessment documentation

Issue Detail

PI/Site-Pl: Dr NNI_PI 2

Monitoring Category: ORIC Monitoring Category 2

Issue Category

Medical Device

CAPA Needed

@
©@
CGH-AD1 Visit 2 not done ©
O]

Responsible Person

Y Filter(1)

Study Site: National Neuroscience Institute

Monitor: A/Prof SHS_MON2

Issue Description

Documentation on MD transfer, not available

[EL Query List

MD was transferred from NNI to TTSH. But documentation on MD

transfer is not available.

Issue Due Date

4 R >
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4) Respond to Monitoring Issue

:E < Back to My Issue

ISE-004 | issu

e Pending Completion

Issue Information

Issue ltem

N3

Issue Date

22-Nov-2024

Issue Closure Date

Monitor Comment

Root Cause ®

Issue Category

Study Team

CAPA Needed

Yes

Responsible Person

Issue Detail

[+
ple]

Issue Description
Training records, not filed
Training materials, not filed.

Issue Due Date

22-Nov-2024

Recommendation

B

—

Dr NNI_PI1 2 To file training records.
To file training materials
Reminded site to perform training for all amended and approved protocols
Corrective Action Preventive Action
Corrective Action Preventive Action
Root Cause @
«Corrective Actions @
+Preventive Actions @
#CAPA Completion Date: ® Attachment
Plense ensure i fiers in the at
5]

e are no personal identifie
4 Upload

Responsible Person

Only assigned Responsible

Person can edit the “Issue

Detail” page.

4. Click “Edit” to complete
the Corrective Actions
and Preventive Actions
(CAPA).

5. Fields marked with *
(asterisk) are mandatory
for completion.

6. Click on “Save” to
ensure the edits have
been saved, or “Cancel’
if you do not want to
save the data.

After the form has been
saved, click on “Save
and Exit” to exit editing
mode.
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4) Respond to Monitoring Issue

ECOS x
Your application is incomplete. You must complete all relevant secticns before you can proceed to submit.
Field Reason Action
CAPA Completion Date: This is a mandatory field. Please fill in response. sy
Corrective Actions This is @ mandatory field. Please fill in response. [
Preventive Actions This is a mandatory field. Please fill in response. [
(9 J[

Responsible Person

7. After clicking “Save and

Exit’, the “Submit” button
will be enabled. Click on the
“Submit” button to procced.

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

If the mandatory fields are
not completed, submission
will not go through.

Click “Confirm” to return to
the Issue Detail page and

complete all necessary
fields.
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Content - Monitoring Module

. View/Locate Monitoring Tasks

. View and Access Study Monitoring Information
. Query and Endorse Monitoring Plan (MP)
Respond to Monitoring Issue

Reply to CAPA Query for Monitoring Issue

. Export of Monitoring Report, Letters, Issue List
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5) Reply to CAPA Query

‘= < Back to My Issue

ISE-011 | Query Pending Reply

Monitoring Information

Study Title: SHS MON UAT 2 - Study F
ECOS Ref: 2024-3736

Visit Type & No.: SMV003

Issue Information

Issue Item

H2b. Brief description of the MD transfer

Issue Date

< ISE-012 | Issue Pending Completion

Issue Detail

PI/Site-PI: Dr NNI_PI 2

Monitoring Category: ORIC Monitoring Category 2

Issue Category

Medical Device

CAPA Needed

Responsible Person

& P

After submission of Issue
n CAPA, Monitor may raise
query. Responsible Person
will receive email notification
on the Issue(s) with CAPA
Study Site: National Neuroscience Institute query.

Monitor: A/Prof SHS MON2

1. To view query(ies), click
on the “Query List”
button. A window will

Issue Description appear, Where YOU Can
Documentation on MD transfer, not available View a n d re s po n d to t h e
MD was transferred from NNI to TTSH. But documentation on MD q ue rY(| e S) . A rEd d Ot

transfer is not available.

indicates that there is an
action pending (i.e. to
address the query).

Issue Due Date

SE010 >

2. Enter your reply under
"Pending Query" > "Reply
Query*“. Entry is auto-
saved.

33



5) Reply to CAPA Query

‘= < Back to My Issue

ISE-011 | Query Pending Reply

Monitoring Information

Study Title: SHS MON UAT 2 - Study F
ECOS Ref: 2024-3736

Visit Type & No.: SMV003

Issue Detail

PI/Site-PI: Dr NNI_PI 2 Study Site: National Neuroscience Institute

Monitoring Category: ORIC Monitoring Category 2 Monitor: A/Prof SHS_MON2

[} | := < Backto My lssue PR Query List

ISE-011 | Query Pending Reply

Monitoring Information

Study Title: SHS MON UAT 2 - Study F
ECOS Ref: 2024-3736

Visit Type & No.: SMV003

Issue Information

Issue Item

H2b. Brief description of the MD transfer

Issue Date

( ISE-012 | Issue Pending Completion

n Pending Query § All Query

0/1 Pending

Root Cause

[Z] " To test query to site email notification.

Pl/Site-Pl: Dr NNI_PI 2

Monitoring Category: ORIC Monitoring | # Reply Query

Issue Category

Medical Device

CAPA Needed

Responsible Person

After submission of Issue
CAPA, Monitor may raise
query. Responsible Person
will receive email notification
on the Issue(s) with CAPA

query.
1.

To view query(ies), click
on the “Query List”
button. A 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).

Enter your reply under
"Pending Query" > "Reply
Query*“. Entry is auto-
saved.
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5) Reply to CAPA Query

O i= < Backto My Issue

ISE-011 | Query Pending Reply

Meonitoring Information

Study Title: SHS MON UAT 2 - Study F
ECOS Ref: 2024-3736

Visit Type & No.: SMV003

Issue Information

Issue Item

H2b. Brief description of the MD transfer

Issue Date

28-Nov-2024

Issue Closure Date

( ISE-012 | I1ssue Pending Completion

Issue Detail

PI/Site-Pl: Dr NNI_PI 2

Monitoring Category: ORIC Monitoring Category 2

Issue Category

Medical Device

CAPA Needed

Yes

Responsible Person

Query List
p—
Pending Quer All Query n
——
Query Status Query Item Queried/Replied By
C tive Acti

[=] Please provide a copy of the file to the Monitor for review.

= To test query to site email notification.

EI CAPA response updated.

Query Round

* Export

Responsible Person

3. You can view all queries
for each issue under “All
Query” tab.

4. If updates to CAPA

response is required
during the query process,
click on “Edit” in the
CAPA section.

(Refer slide 25 for steps
to edit and save CAPA
response)
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5) Reply to CAPA Query

0 i= < Backto My Issue

ISE-011

Meonitoring Information

Study Title: SHS MON UAT 2 - Study F
ECOS Ref: 2024-3736

Visit Type & No.: SMV003

Issue Information

Issue Item

H2b. Brief description of the MD transfer

'= < Back to My Issue

Issue Detail

PI/Site-Pl: Dr NNI_PI 2

Monitoring Category: ORIC Monitoring Category 2

Issue Category

Medical Device

Issue Detail

Query List

Pending Quer4 All Query n
——

Queried/Replied By

Query Status Query Item

Corrective Actions

[=] Please provide a copy of the file to the Monitor for review.

Root Cause

= To test query to site email notification.

EI CAPA response updated.

* Export

Query Round

tssue CI ISE-004

( ISE-01  Issue Information

Issue Date

22-Nov-2024

Issue Closure Date

Monitor Comment

Corrective Action Preventive Action

Root Cause &)

CAPA Needed

Yes

Responsible Person

Dr NNI_PI 2

STM not aware that printed copies of training record must be maintained in ISF.

Issue Due Date

22-Nov-2024

Recommendation

To file training records.

To file training materials.

EL query List

Reminded site to perform training for all amended and approved protocols

Track Changes

‘@ Edit ‘

3.

Responsible Person

You can view all queries
for each issue under “All
Query” tab.

If updates to CAPA
response is required
during the query process,
click on “Edit” in the
CAPA section.

(Refer slide 25 for steps
to edit and save CAPA
response)
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5) Reply to CAPA Query

O ‘= < Back to My Issue

ISE-011 | Query Pending Reply

Monitoring Information

Study Title: SHS MON UAT 2 - Study F
ECOS Ref: 2024-3736

Visit Type & No.: SMV003

Issue Information

Issue ltem

H2b. Brief description of the MD transfer

Issue Date

28-Nov-2024

Issue Closure Date

< ISE-012 | Issue Pending Completion

Issue Detail

PI/Site-Pl: Dr NNI_PI 2

Monitoring Category: ORIC Monitoring Category 2

Issue Category

Medical Device

CAPA Needed

Yes

Responsible Person

B EL Query List [2] Reply Query

Study Site: National Neuroscience Institute

Monitor: A/Prof SHS_MON2

Issue Description

Documentation on MD transfer, not available

MD was transferred from NNI to TTSH. But documentation on MD transfer is not
available.

Issue Due Date

12-Dec-2024

Recommendation

ISE-010Q | Issue Pending Completion

Responsible Person

5. When all the query(ies)

have been addressed,
the red dot indicator
will disappear.

Click on “Reply
Query”, a pop-up
window will appear for
the user’s
confirmation.

Click on “Confirm” to
proceed or “Cancel” to
return to the issue
detail page.
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5) Reply to CAPA Query

O ‘= < Back to My Issue

ISE-011

Monitoring Information

Study Title: SHS MON UAT 2 - Study F
ECOS Ref: 2024-3736

Visit Type & No.: SMV003

Issue Information

Issue Detail

PI/Site-Pl: Dr NNI_PI 2

Monitoring Category: ORIC Monitoring Category 2

Reply Query

National Neuroscience Institute

Query Item: Root Cause

1o test query to site email notification.

E capa response updated.

B EL Query =

Study Site: National Neuroscience Institute

Monitor: A/Prof SHS_MON2

[2] Reply Query

Responsible Person

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

Click on “Reply
Query”, a pop-up
window will appear for
the user’s
confirmation.

Click on “Confirm” to
proceed or “Cancel” to
return to the issue
detail page.
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All Responsible Person

5) Reply to CAPA Query

1} = < Backto Monitoring Issue Issue Detail 8

. After Responsible

D ey Person has replied to

B _ query, Issue status will

Monitoring Information be Changed from

Z:::;:f‘eﬂi;:_:j: R PI/Site-Pl: Dr NNI_PI 2 Study Site: National Neuroscience Institute Ql"fe ry Pe nd I ng. Re ply
to “Issue Pending

Review”.

Visit Type & No.: Ad-Hoc Others004 Monitoring Category: ORIC Monitoring Category 2 Monitor: A/Prof SHS_MON2

Issue Information __Track Changes
9 The form cannot be
Issue ID Issue Item Issue Category e d I te d fu rt h e r .

B. Purpose of Contact Study Conduct/Management
Issue Description Issue Date CAPA Needed If h d
_ 0. cnanges were made
test re-assignment 29-Nov-2024 Yes
Issue Due Date Issue Closure Date Responsible Person to t h e CAPA J yo u c a n

30-Nov-2024 Ms NNI_STM, Asst Prof NNI_Co-l 1 Vi ew t h e C h an g es us | N g
Recommendation Monitor Comment t h e “Trac k C ha ng e S”
> function.

ISE-013 | Issue Pending Completion

( ISE-015 | Issue Pending Review

- |
39



5) Reply to CAPA Query

O := < Back to Monitoring Issue

Issue Detail

X Close Issue

El, Query List

ISE-01 4 Issue Pending Review

Monitoring Information

Study Title: SHS MON UAT 2 - Study F

ECOS Ref: 2024-3736 PI/Site-PI: Dr NNI_PI 2 Study Site: National Neuroscience Institute

Visit Type & No.: Ad-Hoc Others004 Monitoring Category: ORIC Monitoring Category 2 Monitor: A/Prof SHS_MON2

Issue Information

n Track Changes

Issue ID Issue ltem Issue Category

Track Changes

Previous Version | 05-Jan-2025 16:05:55 ISE-012

Current Version | 05-Jan-2025 16:10:04 ISE-012

| CAPA Completion Date:
SMNov=2024 02-Dec-2024

All Responsible Person

After Responsible
Person has replied to
query, Issue status will
be changed from
“Query Pending Reply”
to “Issue Pending
Review”.

The form cannot be
edited further.

If changes were made
to the CAPA, you can
view the changes using
the “Track Changes’
function.
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Content - Monitoring Module

. View/Locate Monitoring Tasks

. View and Access Study Monitoring Information

. Query and Endorse Monitoring Plan (MP)

. Respond to Monitoring Issue

. Reply to CAPA Query for Monitoring Issue

. Export of Monitoring Report, Letters, Issue List

S U1 D W N —
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6) Export of Monitoring Report, Letters, Issue List

3@ ecos

® 0 I A B

Homepage
IRB

CRMS
Compliance
Audit
Monitoring
My Issue

Plan Review

Study Monitoring Information

Study Closure Checklist

ECOS Ref

2024-3735

2024-3592

2024-3534

Study Site

National Neuroscience
Institute

National Neuroscience
Institute

National Neuroscience
Institute

Study Monitoring Information

Pl/Site-PI

Mr NNI_PI 1

Mr NNI_PI 1

Mr NNI_PI 1

No. of Issues

Total: 9

e Issue Pending Send: 2
® Closed: 7

Total: 29

® |ssue Pending Completion: 5
e (Closed: 24

Total: 12

e Issue Pending Review: 6
& Tlarad =

O cColumns

Initial Monitoring Date

25-Nov-2024

16-Dec-2024

18-Nov-2024

To export monitoring visit documents, go to Monitoring menu
on the left navigation panel.

> Study Monitoring Information > View Schedule.

¥ Export Y Filter

Last Monitoring Da Action

View Schedule

01-Jan-2025

20-Dec-2024 © B

19-Nov-2024 © H
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6) Export of Monitoring Report, Letters, Issue List

0 E £ Back to Study Monitoring Information Monitoring Schedule Detail

2024-3610 | Changi General Hospital

Study Site: Changi General Hospital PI/Site-Pl: A/Prof CGH_PI11 Monitar: A/Prof SHS_MON3

Current Study Site Status: Ongoing

Study Title: SHS_AUD-UAT_Study-A19_CGH_TB Collection

Quick Link: Study Summary, CRMS, PISAF

&1 SMvo01 A Confirmation Letter @ Attachment | ¥ Export

Confirmation Letter

‘ To: CGH_PI11 Cc CGH_RO7, SHS_MON3, SHS_MRR1 Subject: [Revised] ECOS Ref. 2024-3610 | ...

Content: Preview
Monitoring Report

g ONLYOFFICE File View Plugins  2024-3610-Changi General Hospital- SMV001-Confirmation Letter 09-D...

Issue List

Q
Follow-up Letter E E C 0 S Resticted, Sensifve (Normal)
=
SINGHEALTH
OFFICE OF RESEARCH INTEGRITY AND COMPLIANCE
=
= Dear A/Prof CGH_PI11
" MONITORING VISIT BY SINGHEALTH OFFICE OF RESEARCH INTEGRITY & COMPLIANCE
i

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 “Export” button within the respective menu.



6) Export of Monitoring Report, Letters, Issue List

:= < Back to Study Monitoring Information

Monitoring Schedule Detail

2024-3610 | Changi General Hospital

Note

For Letters and Monitoring
B sMvoo1 - Follow-up Letter @ Attachment | & Export VI S |t Re pOFtS, th e expo rted
Plan Vst To: CGH_PI11 Cc: CGH_RO7, SHS_MON3 Subject: [For Action] ECOS Ref. 2024-361.. d OC u m e n t S Wi | I be i n PD F
Confirmatien Letter Coment: Previes fo rm at .

§ ONLYOFFICE File View Plugins  2024-3610-Changi General Hospital-SMV001-Follow-up Letter 09-Dec-20...
Issue List
Follow-up Letter &l E ECOS
= SINGHEALTH
OFFICE OF RESEARCH INTEGRITY AND COMPLIANCE
=
:= < Back to Study Monitoring Information Monitoring Schedule Detail
= bear AProf CGH
MONITORING VI! H .
0) 2024-3610 | Changi General Hospital
ECOS Referenc
Study Title: Study Site: Changi General Hospital PI/Site-PI: A/Prof CGH_PIN1

Monitor: A/Prof SHS_MON3

Chrrchs Cibas

Current Study Site Status: Ongoing
Study Title: SHS_AUD-UAT _Study-A19_CGH_TB Collection

Quick Link: Study Summary, CRMS, PISAF

B SMVoo1 - Monitoring Visit Information
Plan Visit
Actual Start Date: 17-Dec-2024 Actual End Date: 19-Dec-2024 Study Site Status (Monitoring): Ongoing with active
Confirmation Letter enrolment
Remarks: View
Meonitoring Report I
Issue List
Monitoring Visit Report: 202... @ Attachment ¥ Export
Follow-up Letter
Visit Date(s) [Z] @ «Monitor [ O] General Info
17-Dec-2024  18-Dec-2024  19-Dec-2024 A/Prof SHS_MON3

\
A. Visit Attendees
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6) Export of Monitoring Report, Letters, Issue List

< Back to Study Mo g Information Monitoring Schedule Detail

For Issue List (table format),
2024-3610 | Changi General Hospital a pop_up WindOW W|“ be

Study Site: Changi General Hospital PI/Site-PI: A/Prof CGH_PI11 Monitor: A/Prof SHS_MON3 Shown . Cl |Ck on the L

Current Study Site Status: Ongoing download icon

Study Title: SHS_AUD-UAT_Study-A19_CGH_TB Collection

Quick Link: Study Summary, CRMS, PISAF

= Select “Download Original”
[conpieas ] » T s | & Beot | Y Fier to save as an Excel file, or
Plan Visit Issue Number Issue Item Issue Status Responsible Person Issue Category Action “Safe Download” to Save aS

Confirmation Letter ) . Study PD F f' I
ISE-011 P15 & Issue Pending Completion  A/Prof CGH_PI11 Conduct/Management © IHe.

Monitoring Report . . 1
Investigator File/Essentia @

ISE-010 Pae ® |ssue Pending Completion  A/Prof CGH_PI11
Documents

Issue List
Investigator File/Essentia
(vestioator Fle/ ©

|SE-009 pAb o |ssue Pending Completion  A/Prof CGH P11

Follow-up Letter

& Download Original

Safe Download (PDF)

Downloaded By: A/Prof CGH_PI111
Downloaded Date and Time: 05-Jan-2025 16:39:59

Issue Number Issue Item Issue Status Responsible Person Issue Category Issue Description Recommendation Issue Date
to submit annually
P15 Issue Pending Completion  A/Prof CGH_PI11 Study Conduct/Management Research Study Self-Assessmeto test tracked change conten2024-12-09 11:4

Pde Issue Pending Completion  A/Prof CGH_PI11 Investigator File/Essential DocIRB comments not filed to file IRB comments 2024-12-09 11:3
P4b Issue Pending Completion ~ A/Prof CGH_PI11 Investigator File/Essential Docposter not filed to file poster 2024-12-09 11:3
P2c. Comments Issue Pending Completion ~ A/Prof CGH_PI11 Investigator File/Essential DocProtocol not signed o sign 2024-12-09 11:3

02 Issue Pending Completion  A/Prof CGH_PI11, Dr CGH_Co-Biological Materials Missing HBM Management S(to create SOP 2024-12-09 11:3
01 Closed A/Prof CGH_PI11 Biological Materials Missing HBM tracking log to create HBM tracking log  2024-12-09 11:3
01 Closed A/Prof CGH_PI11 Biological Materials HBM amount collected exceecto report DNC 2024-12-09 11:3
N3 Closed A/Prof CGH_PI11 Study Team STM not trained To report DNC 2024-12-09 11:3
F. Comments Query Pending Reply Dr CGH_Co-122 Safety Reporting AE not assessed and not docuTo report DNC 2024-12-09 11:3
E1. Brief description of the DMuery Pending Reply A/Prof CGH_PI11, Dr CGH_Co-Protocol Compliance CGH-A01 Visit 2 not done To report DNC 2024-12-09 11:2
B6. Comments Query Pending Reply A/Prof CGH_PI11, Dr CGH_CoResearch Participant RecruitmrMissing eligibility assessment To create NTF for clarification 2024-12-09 11:2

k.. ]
= | Sheetl | Sheet2



Need help?

SingHealth Users

it.helpdesk@singhealth.com.sg
1800-666-7777

For Non-PHI Users

https://for.sg/ecos-support-request
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