ECOS User Guide:
Compliance Module - Principal Investigator

Self-Assessment Form — Study Closure
Checklist (PISAF — SCC)




Contents

Principal Investigator Self-Assessment Form (PISAF) - Study Closure
Checklist (SCC) User Guide for:

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

When does the SCC Task occur
PISAF-SCC Module General Interface
How to Locate the SCC task

How to View/ Edit/ Submit the SCC
How to View/ Reply to Query

How to Export the SCC

SO vl A WIN —

Restricted, Sensitive - Normal



1) When does the SCC Task occur

= The Study Closure Checklist (SCC) provides guidance to the Pl/ Site Pl, Co-l and study team
during study completion.

= Completion of SCC is required for NHG researchers with studies monitored under the NHG
Monitoring Programme for HBR studies.

= The SCC task will be triggered on ECOS when:

1) The Pl submits Study Status Report (SSR) in the IRB module to notify study completion/

termination.
2) The Pl reports Study Site Status as Completed/ Terminated during the completion of the
PISAF. g

Principal Investigator Self-Assessment Form X Cancel I R save

[ PISAF Site Status(Please indicate the current site status at the point of completing this form)

Terminated

TIGATOR SELF-ASSESSMENT FORM (PISAF)
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1) PISAF-SCC Module General Interface - Columns

E ECOS Site Task List |i|1 cf* ‘9\

H 1] 7
ﬁ} Homepage v Deviation/Non Compliance Serious Adverse Event Principal Investigator Self-Assessment Form I Study Closure Checklist l ] - C I I Ck on Co I umns

to change the

o[ Irs v
.. M columns %) Export Y Filter(1) IaYOUt Of
& crus -

information
) Category ECOS Ref Study Site PI/Site PI Task Sta Action
(el complnce - Column Selected 15 presented.
UAT_3B_unlimited scc auto 2024-3514 Khoa Teck Puat Hospital Dr KTPH_NewPI1 Pending (@)
Site Task List
M £COs Ref : H
X o UAT_QA unlimited_scc 2024-3511 khoo Teck Puat Hospital Dr KTPH_NewPI1 = s .. pending @ 2. You can ad_] ust the
) Study Site : i
@ DB . UAT_3B_adhocx1_scc auto 2024-3504 Khoa Teck Puat Hospital Dr KTPH_NewPI1 pending (@) COI u m n S d IS play

B Psite P order by pulling the
display information
up and down and

click on “Save”.

m Report -

Department
Task Status

Date Sent to Pl

BB BB

Task Due Date

3. To reset the columns
to its default view,
click on “Clear”

Initial Submission Date 9 E:
QOutcome Date

b
PISAF Site Status PeRt
P

Form Ref

M=) (o

ot —
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1) PISAF-SCC Module General Interface - Export Listing

E ECOS Site Task List L Cf* g

s
Q Homepagea v Deviation/Non Compliance Serious Adverse Event Principal Investigator Self-Assessment Forr' Study Closure Checklist l
o6 Ire - 1

M columns Y Filter(1)

CRMS b

You can export the
listing you are

Category ECOS Ref Study Site Pl/Site PI Departmer Task Sta Action H H H H
@ Compliance - - VIEWII"Ig by CIle'ng
— UAT_38_unlimited sccauto  2024-3514 Khoo Teck Puat Hospital Dr KTPH_Newp!1 pending @ on “Ex po rt’.
x ol UAT_QA unlimited_scc 2024-35311 Khoo Teck Puat Hospital Dr KTPH_NewP, Anaesthesia Pending (@)
T 1]
2. Select “Download
@ <o - UAT_38_adhocx1_scc auto 2024-3504 Khoo Teck Puat Hospital Dr KTPH_ Anaesthesia Pending (@) - .
Original” as an
H 11
m Report - = H EXCQ| flle OI’ Safe
”
Download” as PDF
& Download Original

(3 Safe Download (PDF) ﬂ Ie -

heet1

ompliance Site Task - PISAF List
Downloaded By: Dr TTSH_NewPI1
Downloaded Date and Time: 25-Sep-2024 01:15:26

Category ECOS Ref Study Site PI/Site PI Department Task Status Date Sent to PI

UAT Test reminders 2024-3493 Tan Tock Seng Hospital Dr TTSH NewPI1 Geriatric Medicine Closed with Satisfaction 23-Sep-2024 (
UAT QA unlimited scc 2024-3503 Tan Tock Seng Hospital Dr TTSH NewPIl Geriatric Medicine Pending 23-5ep-2024

UAT 3B unlimited scc 2024-3450 Tan Tock Seng Hospital Dr TTSH NewPI1 Geriatric Medicine Closed with Satisfaction 23-Sep-2024
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1) PISAF Module General Interface - Filter

[@ ecos

{2} Homepage
oo irs

& crms

fe] compliznce

Site Task List

¥ rcol
8 soe
m Report

Site Task List

& &

Deviation/Non Compliance Serious Adverse Event Principal Investigator Self-Assessment Forml Study Closure Checklist l

Category

UAT_3B_unlimited scc auto

UAT_QA unlimited_scc

UAT_3B_adhocx1_scc auto

ECOS Ref

2024-3514

2024-3511

2024-3504

Study Site

Khoo Teck Puat Hospital

Khoo Teck Puat Hospital

Khoo Teck Puat Hospital

o]
~

EI columns ¥ Export Y Filter(1)
PI/Site PI Department Tosk stz Action
Filter xX
Dr KTPH_NewPI1 Anaesthesia
. Category:
Dr KTPH_NewPl1 Anaesthesia
Dr KTPH_NewPI1 Anzesthesia
ECQOS Ref:
Study Site:
P1/Site PI:

2|

Department :
Task Status:

Pending ¥ Queried %

Date Sent to PI:
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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/ Queried). 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.



3) Locate your SCC task - via Homepage

Via Homepage > Dashboard
I3 ECcOs Dashboard

L Horereoe - 1. You can locate your outstanding
L= In e o SCC task via “Homepage” >
0 0 “Dashboard” on the left navigation
I.; : : : panel.
’ 2. Locate the “Compliance” tile and
’ click on Study Closure Checklist -
N " _complionce | Site”. It will lead you to “My
3 n 4 Tasks”.
. 3. You can also access “Homepage” >
| | “My Task” via the left navigation

panel.

My Tasks

. Click on the “Compliance” tile and

Il 1 crws Feol locate the sub-tab “ Study Closure
0 0 4 Checklist - Site”.
| ol

My Matices Deviation/Mon Compliance - Site (0) Serious Adverse Event - Site (0) Pl Self-Assessment Form - Site (2) Study Closure Checklist - Site (2) O
H H 1] 13
o v . 5. To view the SCC task, click on “®
[ Columns ¥ Export Y Filter(1) « . ”
& cus . — iy ] . - under the “Action” column.
Latest Submission Date azk Status Form Type Form Status Form Ref/Task D Study Title PljSite-Pl ction
Compliance -
6 24 Pending s« Pen ding 1 (T 1 @
¥ ro -
@ 24 pending s  Pe=n ding T 1 @
SDB -
m Report -
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3) Locate your SCC task - via Compliance module

[4 Ecos Site Task List

[+

Via Compliance > Site Task List

Q Homepage - Deviation/Non Compliance  Serious Adverse Event  Principal Investigator Self-Assessment Forrrl Study Closure Checklist ln 1 You can al SO IOca te al I ass | g ne d

o e - SCC tasks via “Compliance >
M Columns o) Export Y Fitter{l) Site Task List”.
& s .
Categary ECOS Ref Study Site Pl/Site PI Department Task Status Date Sent Acti . « .y
@ Campliance * - 2CI|Ck StUdy Closure ChECkhSt
Ad Hoc Unlimited o s o Gastroenterology & . .
lEn E'd:t::ednSCnC] = 2024-3513 National University Hospital ~ Dr NUH_NewPI2 EZ;;G;D o Pending 03-Sep- su b-header_
4
¥ Fo v 3.By default, you will see tasks
) o ] which are pending your action
(Task Status = Pending/
Queried).
4. Click on “ ® ” view button
PISAF and Study Closure Checklist under the “Action” column to
(SCC) share the same navigation view the SCC form.

panel with Compliance >
Deviation/Non Compliance &
Serious Adverse Event.
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4) How to View/ Edit/ Submit SCC

My Tss MY  Locate the SCC task through
- ke Compliance the methods described in
0 0 0 4 Section 3.
‘ Deviation/Non Compliance - Site (0)  Serious Adverse Event - Site (0 p|sarm:-,mtrm.sne{zl StudyCIosureChecklist-Sihe(Z]l O
- R 1.Click on the © View
il P button under “Action”
e e B o column to edit the SCC

Form.

You will arrive at Site Task
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
SCC.

By default, only the Pl can submit
the form.
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4) How to View/ Edit/ Submit SCC

T 1. This is the SCC Form
reference no.

Pl/Site Pl: Dr KTPH_MNewPI11 Last Updated By: -

2. The label indicates the
task status of the SCC.

Current Editor: -

Chody Tila . a1

Qi sy S <3 Next to label is the “Form
Form History . y -
&, Expor Zl History” icon. You can
2 SCC sent to Pl click on the icon to view
STUDY CLOSURE CHECKLIST (SCC) System 26-Sen-2024 09554 I form hiStory.
1.DATA @ SCC task created
#1.1 | have ensured that all case report forma! data collection forms/ research database are up to date. A/Prof NHG_PISAF_2 26-Sep-2024 0%:40:53 3 . Th e Se q u |Ck I | n kS Wl I I
- bring you to IRB Module -
1.1 Comments: Study Summary and

Clinical Research
Management System
(CRMS) information.

4. Click on “Edit” to start
completing the form.

10
Restricted, Sensitive - Normal



4) How to View/ Edit/ Submit SCC

Y | i= < BackioSiteTask List Site Task Detail

1.Scroll down to complete
2024-3511-Khoo Teck Puat Hospital-SCC-001 | Khoo Teck Puat Hospital o

ECOS Ref: 2024-3511 the rest Of the SCC form.
Pl/Site PI: Dr KTPH_MNewPI1 Last Updated By: - nitial Submission Cate: - Fi e Id S marked Wit h * are

mandatory for completion.

Quick Link: Smsdy Summary, CRMS

re Chechklist

' STUDY CLOSURE CHECKLIST (SCC)

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

1.DATA

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

- 3.After the form has been
111 Commens: saved, the “Submit”
button will be enabled
\. e/ (color change from grey to
) | = < BacktoSite Task List Site Task Detail c blue).

2024-3511-Khoo Teck Puat Hospital-SCC-001 | Khoo Teck Puat Hospital | penain,
ECOS Ref 2024-3511

R sty o 4. By default, only the PI can
. be able to see and click on
the “Submit” button. Co-l
: and active STM listed in

STUDY CLOSURE CHECKLIST (SCC) CRMS UAL Can Only View

and edit the SCC.

#1.1 | have ensured that all case report forms/ data collection forms/ research database are up to date.

Yes

Study Closure Checklist

NA

1.1 Comments:
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4) How to View/ Edit/ Submit SCC

ECOS

@ Do you want to procesd?

{Y | = < Badkio Site Task List Site Task Detail

2024-3508-Khoo Teck Puat Hospital-SCC-001 | Khoo Teck Puat Hospita 2
ECOS Ref: 2024-3508

PI/Site Pl: Dr KTPH_MewPI1 Last Updated By: Dr KTPH_MewPI1
Current Editor: -
Study Title: 009

Quick Link: Snedy Summary, CRMS

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 Site Task
detail page.

. Click “Confirm” to proceed with the

submission. The label will be changed
from “Pending” to “Submitted By PI”.
The form cannot be edited further.

3. An email notification will be triggered

after the SCC has been submitted. The
task is now with the PISAF Reviewer to
complete the review.

nitial Submission Cate: 26-5ep-2024

12



4) How to View/ Edit/ Submit SCC

O

= ¢ Backto Site Task List

2024-3509-Khoo Teck Puat Hospital-SCC-001 | Khoo Teck Puat Hospitalffl endor=

ECOS Ref: 2024-3509

PI/Site PI: Dr KTPH_NewPI1

Current Editar:
View Ccnuer{ I

Study Title: 010

Quick Link: Study Summary, CRMS

Study Closure Checklist

STUDY CLOSURE CHECKLIST (SCC)

Last Update:

d By: Dr KTPH_MewPI1

Site Task Detail

ritial Submission Date: 23-Sep-2024

Restricted, Sensitive - Normal

. The PISAF reviewer will endorse the

SCC if there is no query, or all
queries have been adequately
addressed by the PI/ Study Team.

. Click on “View” to see the comment

from the PISAF reviewer (if any).

13



4) How to View/ Reply to Query

g 1 s
[@ eSitePro My Tasks & 58
Q Homepage - IRB CRMS FCOI Compliance
s Deviation/Non Compliance - Site (0) Serious Adverse Event - Site (0) Pl Self-Assessment Form - Site (2) Study Closure Checklist - Site (3) O
& =z -
D col 4 Export T Filter{t)
@ crms -
Latest n Dat Task Stat Form Typ: Form Status Form Ref/Task I3 Study Title Pi/Site-) Ac
o p—
) core T 08-Khoo Teck Puat
6-Sep-2024 Pending SCC Queried . c'c‘ 00g Dr KTPH_NewP1 1 @
ol - o Tack st —
26-32p-2024 Pending sac Pending “Rhoo Teck At 012 Dr KTPH_Mew@!1 ®@
B == -
25-5ep-2024 Pending c Fending “t oos Dr KTPH_New? ®
[#) Repor -

1 | = < BacktoMyTasks

Site Task Detail

ECOS Ref 2024-3308

2024-3508-Khoo Teck Puat Hospital-SCC-001 | Khoo Teck Puat Hospital o) n

PI/Site PI: Dr KTPH_NewPI1
Current Editor: -
Study Title: 009

Quick Link: Swudy Summary, CRMS

Study Closure Checklist

STUDY CLOSURE CHECKLIST (SCC)

1.DATA

#1.11 have ensured that all case report forms/ data collection forms/ research database a
(@ es
O NA
” Note: The PI, Co-l and active Study
Team Member (STM) listed in
Clinical Research Management
System User Authorization List
(CRMS UAL) can reply to the query.

By default, only the Pl can re-submit/
reply query to the PISAF reviewer.

ion Cate: 26-Sep-2024

o Export Track Changes El cuery List

+ Reply Query

* Reply Query

* Reply Query

Restricted, Sensitive - Normal

—

Locate the SCC task from Home page or Compliance
module. The status of the form will be reflected as
“Queried”. Click on “View” button ®©to enter Site
Task detail page to view the SCC.

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).

Query(ies) are organised according to the respective
sections of the SCC. To address each query that is
currently pending response, you will need to 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, Site Task Detail, to close the
sliding window.

Where needed, you will also need to make the edits
onto the form directly. Click on “Edit” to make the
changes and “Save”.

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

The “Reply Query” button appears at the top of the
form.



4) How to View/ Reply to Query

1} = ¢ BackitoMyTasks Site Task Detail

1. If changes were made to the SCC, you
2024-3508-Khoo Teck Puat Hospital-SCC-001 | Khoo Teck Puat Hospital 9 can see t h e p riO rc h an g es Wh en y0 u
ECOS Ref: 2024-3508
PI/Site PI: Dr KTPH_NewPI1 Last Updated By: Dr KTPH_NewPI1 nitial Submission Date: 26-5ep-2024 CI i C k O n t h e “Trac k C h a. n g e S” fu n Ct i O n .

Current Editor: -
Study Title: 009

2. Co-l and active STM listed in CRMS

Quick Link: Study Summary, CRMS

rack Changes | e UAL can reply to query, but only the PI
can re-submit the form/ reply query.
Current Version | 03-Sep-2024 13:13:3% 2024-35713/National University Hospi... Previous Version | 03-Sep-2024 11:32:01 2024-3513/National University Hospi... . C I i C k O n 11 Re p Iy Qu e ry” b u tto n .
19.1 I have registered a standing database and/or tissue bank to relevant parties, if applicable. o

Yes

W A confirmation pop-up window will
comments . appear with the list of query replies.
N Click “Confirm” to proceed or “Cancel’
to return to Site Task Detail page.

() | = < BacktoMyTasks Site Task Detail

2024-3508-Khoo Teck Puat Hospital-SCC-001 | Khoo Teck Puat Hospifl [sutminedbye ] © 3 : 3 The Ia_bel WI” be Cha_nged from
e “Queried” to “Submitted By PI”. The

PI/Site Pl: Dr KTPH_NewPI1 Last Updated By: Dr KTPH_NewPI1 Initial Submission Date: 26-Sep-2024

form cannot be edited further.

Study Title: 009

Quick Link: Stucly summary, CRMS

4. An email notification will be triggered
e B cuerin after the SCC has been submitted. The
$TUDY CLOSURE CHECKLIST (5CC) task is now with the PISAF Reviewer to
review the query response.

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

NA
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6) How to Export the SCC

(Y | i= < BacktoSiteTaskList Site Task Detail

I-Khoo Teck Puat Hospital-SCC-001 | Khoo Teck Puat Hospital | endor=
ECOS Ref

Pl/Site PI: Dr KTPH_MewPl1 Last Updated By: Dr KTPH_MewPI1
Current Editor: -

View Comment: View

Study Title: 010

Quick Link: Study Surmary, CRMS

Study Closure Chechdist

STUDY CLOSURE CHECKLIST (SCC)
1.DATA

#1.1 | have ensured that all case report forms/ data collection forms/ regearch database are up to date.
Wes
MA

1.1 Comments:

nitial Submission Date: 23-Sep-2024

& B l B cuerytin

n Download List (1

@ ¥HG CAT 3B $CC2024-3509-Khoo Teck Puat
Hospital-3CC-001 pdf

Delate All

Restricted, Sensitive - Normal

3.

. To export a copy of the SCC for

record keeping, 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.



Please contact Research Quality (NHGHQ)
researchquality@nhg.com.sg

if you have any question about ECOS
Compliance (PISAF-SCC) module.

“NHG
Health

17
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“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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