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Overview of ECOS

4 N

Minimum Training { IRB Reports for Institutions and IRB }
A )
4 N [ N

Compliance — Study Deviation and

Institutional Review Board . .
KNon-Compllance | Serious Adverse Event)

A\ 4
C D ~
Clinical Research Management System Compliance — Pl Self-Assessment Form
NS J
Financial Conflict Of Interest : L :
(For NHG DSRB review studies only) [ Quality — Monitoring & Audit }

B N

Will be available from 10 May 2024* To be confirmed
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Submissions require Full Board Review in May, the application must
reach CIRB by 17 May 2024, 5pm.

An application is considered “Reached CIRB” only when Research
Office Check, DR endorsement and IR endorsement are completed.

Full Board Meeting Dates
A B C D E F

May 31 May 30 May 29 May 31 May 30 May 28 May
Jun 21 Jun 20 Jun 19 Jun 21 Jun 20 Jun 25 Jun
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Account Login (For PHI Users)

Announcement @

taimei-test-notice for Pl and CRMS module admin

cap = ECOS
taimei-test-notice for Pl and CRMS module admintaimei-test-notice for Pl and CRMS module
admintaimei-test-notice for Pl and CRMS module admintaimei-test-notice for Pl and CRMS module admin

To view important
announcement such as

maintenance hours. Wy
SingHealth C 4 u?':‘?%"’

Group

Defining Tomevroms Medicine

ECOS account will be automatically generated
for user with corporate email account (M365).

- 1
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Account Login (For PHI Users)

HealthSG I

You will be redirected to this webpage to login to your M365 account.
Complete the login process and you will be login to ECOS.

Terms of use  Privacy & cookies  ---
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Account Login (For non-PHI Users)

Announcement @

Test - System Maintenance notice - test display of system maintenance notice

| | Test - System Maintenance Notice - only dispay on login page - to verify - 1-Apr

S [: Ecos

| Verify that this notice only shows in login page.

To view important Your Corporate Email Address
announcement such as Your Password ®
'
maintenance hours. ‘- — —
‘l
SingHealth C E”EEE?‘L"’

[Forgot Password] and [Sign Up] are
only applicable for non-PHI Users.

- 1
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Account Creation (For non-PHI users)

[: ecos
User Registration

* Email

Your Corporate Email Address

* Full Name

Your Full Name

* Password

Your Password = * Minimum 15 characters

= Cannot reuse previous 5 passwords
L] ‘rmoxponit ok Fiivaes Amigomont = Password must have at least 3 of the 4 groups
(capital letters, small letters, numbers, symbols)
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Account Login (For non-PHI Users)

Revised Version dated 10 May 2024

Verify Account X

© To keep your account safe, please scan the QR code below to bind your account in the
Authenticator APP. first.

Please enter the verification code you received in the Authenticator APP.

. Please download the Microsoft Authenticator

from Apple — App Store or Android — Play Store.

. Please scan the QR code.
. Please enter the 6-digit verification code shown

in the Microsoft Authenticator app to bind your
account to the app.

*After binding your account, subsequent login
would only require step 3.




Account Login — Microsoft Authenticator

Step 1: Step 2: Step 3: Step 4.
Download Microsoft Click ‘+' to add account. Select ‘Other account Scan QR code to bind
Authenticator. (Google, Facebook, etc.) your account

r. GETITON Authenticator S { Back Scan QR code

Google Play

WHAT KIND OF ACCOUNT ARE YOU ADDING?

count provider will display a QR code

Personal account
H
=. Work or school account

Other (Google, Facebook, etc.)

Or enter code manually

=
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https://play.google.com/store/apps/details?id=com.azure.authenticator&referrer=%20adjust_reftag%3Dc6f1p4ErudH2C%26utm_source%3DLanding%2BPage%2BOrganic%2B-%2Bapp%2Bstore%2Bbadges%26utm_campaign%3Dappstore_android
https://apps.apple.com/sg/app/microsoft-authenticator/id983156458?l=en&culture=en-sg&country=sg

Account Status

O Locked Account: Locked after 5 consecutive failed logins.

» PHI users: To unlock account, to send a request to it.helpdesk@singhealth.com.sg for SingHealth users.
Other PHI users to approach their institution IT helpdesk.

» Non-PHI users: To unlock account, to use ‘Forgot Password’ feature.

U Disabled Account: Disabled after 90 calendars days of user login inactivity.
» All users: To reactivate account, send a request in https://for.sg/ecos-support-reguest.

4 Forgot Password

» For PHI users, the ECOS login password would be your corporate email address (M365) password. In the
event that you have forgotten your password, please reset your password via M365 or contact your
Institution’s IT helpdesk.

» For non-PHI users, you may reset your password in ECOS using ‘Forgot Password’ feature.

-]
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User Profile

Marilyn Lam

Salutation: Ms £
N

Mandatory to indicate your salutation

Profile and Minimum Training Information

Study Information

/

Current Appointment Details <

Mandatory to provide ‘Primary Appointment’

Primary/Secondary Appointment

Cluster

+ Add

nstitution/Organisation Department Designation Action
Primary Singapore Health Services Pte Ltd Singapore Health Services Centralised Institutional Review Board Executive 2
Nt °“a'i"'°“*“°"5< Mandatory to provide at least 1 ‘Academic Qualifications’ £
Institution Qualification Date of Attainment Action
Murdoch University Bachelor's Degree 01-Apr-2016 ZY9

Employment History

Institution/Crganisation

Registration Type

Department Designation From

For medical practitioners / dental practitioners / pharmacists, please provide your registration information

Registration Council

Minimum Training Certificates

Type of Current Registration

Note: Meet the minimum training requirement to conduct:NIL

Cluster

Name of Training Certification

File Name Training Completion Date EX

©

iry Date Validity Date

Date of Registration

Document Review Status

To

Comments/Rejection Reason

+Ade

Action

‘+Add|

Action

Act
Action
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Accessing to User Profile

Dashboard

_ 5 2 0 ®ECOS is officially lgfinched
My Tasks
o

o | IRB CRMS FCOI My Notices flew all >

updating and submission of

KMinimum Training Certificates

/Click to enter User Profile for A

)

Revised Version dated 10 May 2024

14



User Profile: Minimum Training

Marilyn Lam
Salutation: Dr £

Minimum Training Certificates (@

Note: Meet the minimum training requirement to conduct:

Cluster ~ Name of Training Certification = File Name

Profile and Minimum Training Information Study Information

v Non-HBR, Clinical Trials, HBR

Training Completion Date Expiry Date Validity Date

+ Add’

Document Review Status Comments/Rejection Reason Action

SingH... GCP GCP Certific... 01-Apr-2023 - Permanent ® Completed @Z D
SingH...  HBRA Essentials HBR CERTIFI... 01-Dec-2022 - Permanent ® Completed 29
| |
SingH...  CITI Biomed CITI CERTIFI.. 01-Nov-2021 - Permanent ® Completed 2«
)

1 | Display the type of studies that you can conduct.

2 | Click to add new training certification achieved.

3 | Check Document Review Status for latest update.

Click to edit and update the training certification.

View the history of the submission of the training certification.

~ Type of Document Review Status: Draft, Pending Review, Completed and Rejected

Revised Version dated 10 May 2024

15



User Profile: Minimum Training

B
(4
(5]

Choose the type of training certification to be
submitted.

Upload the training certification.
(Accepted File Format: pdf, doc)

Select Training Completion Date.
Expiry Date is not mandatory.

Click Save for more information to be included
when available.

Click Submit and training certification will be

reviewed by the Minimum Training Secretariat.

Revised Version dated 10 May 2024

Certificate Detail ‘ X Close

5 6]
‘ [o) Save =2, Submit

* Name of Training Certification

* File Name

2
‘ ) Upload ?
3

* Training Completion Date

Expiry Date

16



Your Institution’s Minimum Training Secretariat will review your
training certification and update the type of studies that you can
conduct based on the following criteria:

Training Certification

Collaborative Institutional Training
Initiative (CITI) Biomedical Research
Investigators and Key Personnel

Human Biomedical Research | Good Clinical Practice (GCP)
Act (HBRA) Essential Certification

Non-HBR

4
cc-l—t
e

S
0 O
O C
— O
SO
o

n g
S 3
(b

o 3
|_

Clinical Trials

Revised Version dated 10 May 2024



User Profile — Study Information

Marilyn Lam

. X
Salutation: Ms 2
Profile and Minimum Training Information Study Information
Study Information
M Columns ¥ Export Y Filter
_ Initial — s
ECOS Ref IRB Site Study Status Valid Till Date ~ Study Classification Study Role
Outcome Date

Singapore Peridin (d) Others — The study is not regulated by Health Products

2024-0193 CIRB - Board A National Eye Endorsgment - - Act/ Medicines Act (HSA) nor Human Biomedical Research Study Team Member
Centre (SNEC) Act (MOH)
Singapore Pendin (d) Others — The study is not regulated by Health Products

2024-0177 CIRB - Board A National Eye Reviewg - - Act/ Medicines Act (HSA) nor Human Biomedical Research Pl
Centre (SNECQ) Act (MOH)
Singapore (d) Others — The study is not regulated by Health Products

2024-0142 CIRB - Board A National Eye Approved 16-Jan-2024 15-Jan-2025 Act/ Medicines Act (HSA) nor Human Biomedical Research ~ Co-I
Centre (SNEC) Act (MOH)

* View the list of studies that you are involved in.
I
Revised Version dated 10 May 2024 18




Dashboard — At a Glance

@3 ecos
ﬂ) Homepage -
Dashboard
My Tasks
My Notices
oJ6 Irs v
& crms -
3¢ rcol -
m Report r

Dashboard

09+
& L@

IRB

CRMS FCOI

2

bl

0

Display the number of pending
tasks for each modules.

My Notices View All >

®#ECOS is officially launched

Display the latest
notice from ECOS

Revised Version dated 10 May 2024
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Dashboard — My Tasks

My Tasks

H - IRB CRMS . . . .
{s} Homepage Switch tiles to view pending

Dashboard 2 tasks in respective module

My Tasks |

My Notices

Study(3) E”d‘"s“-‘me"t‘o’[ Switch tabs to view pending tasks ]]
0|0 IRB -
T M Columns ¥ Export Y Filter(1)

\&
é
g
& CcRms -
Task Received Date Task Status Form Type Form Ref Study Title Action
¢ Fcol

i ot CG23 - For Traini
24-Jan-2024 Pending Application 2024-0193-APP1 or fraining ®
Purposes
24-Jan-2024 Pending Application 2024-0192-APP1 CG23 - To test ROC query ©

\%an_my [ View all pending tasks. ]uy y

Revised Version dated 10 May 2024 20



Dashboard — My Notices

My Notices
{.;} Homepage - {cp M Columns ¥, Export Y Filter
Dashboard (Title Publish Date R
My Tasks @ UAT - Dashboard notice for all 30-Jan-2024
My Notices [ View the list of notices sent in ECOS ]
oo IRB - \ /
& CRMs v
¥ Fcol -

 The ‘e’ shows that the notice had not been read.

Revised Version dated 10 May 2024 21



System Notification

E ECOS Dashboard g _C,’E*' [ ]
Q Homepage & Notification (107) Task
o | IRB CRMS Fcol
Llashboarc E
Dear Dr NNI_PI 1 and Mrs SNEC_Basic1,
Wy Tasks 5 2 0

My Notices 5 2
éJo Irs - ’ C
& crws -
¥ rcol -
[0 report -

Click on individual system
notification to view content. & C
(Refer to next slide)

E ECOS Ref 2024-0395 - Request for DR Endorsement
Drear Mr NMNI_DR 1,

E ECOS Ref 2024-0364 - Request for DR Endorsement
Dear A/Prof SNEC_DR 1,

Dismiss All Notifications Show More Notifications

* Click on ‘B’ to view the list of system notifications

Revised Version dated 10 May 2024
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System Notification

E ECOS Dashboard & L@
{1} Homepage - ECOS Ref 2024-0395 - Request for DR Endorsement X
S | IRB CRMS FCOI
lashboard
5 2 0 Dear Mr NMI_DR 1,
My Tasks
My Maotices Stud) 5 Study Member Revie 2 i The Application requires your endorsement. Please login to ECOS to
Endorsement 0
q@ IRB . complete the DR Endorsement.
& crRms -
ECOS Ref: 2024-0395
€ rcol -
Study Title: CG (21 Mar 24) - Study 3
m Report -

Pl/Site-Pl: Dr NMI_PI 1(Mational Neuroscience Institute (NMNI))

IRB: CIRB-Board A

This is a system generated notification. Please do not reply to this

email.

-]
Revised Version dated 10 May 2024 23



Download Center

E ECOS Dashboard
Q Homepage -

Dashboard |
My Tasks 4 2
My Notices 4 2
8[6 Irz -
& crms -

IRB CRMS

FCOI

Click ‘Refresh’ if the document has not been downloaded.
Click ‘Delete All' to delete all documents from Download Center.

Click ‘Delete’ to delete single document from Download Center.

Click ‘Download To Local’ to download document into your PC.

(B EEE

~

1  _og,
& L@

My Notices View All >

®taimei-test-notice for Pl and CRMS
module admin

@ Test File Upload - 2 Apr

®Test upload -file 6MEBE

/

w2

Download List (1) Refresh Delete All

@ Application Form 2 D2 0-APP1 pdf
3

Delete Download To Local

|

Stored for 7 days only.

» Click on ‘'’ to view the list for documents downloaded

Revised Version dated 10 May 2024
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IRB Submission and
Migrated Study
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Submission Workflow

/ Exact stage of endorsement\
is viewable by clicking on
the endorser tab
( Endorsement ).

Contact the respective
personnel listed to follow-up
on the endorsement if you
have any questions.

Revised Version dated 10 May 2024

[ Draft New Application Form ]

‘ v/ Finalise \

Principal

Investigator (PI) .:), Declare and Submit

[ Application Form Pending Endorsement J

26



Submission Workflow

Site-PI! v Declare

Research Office { Research Office

Checker (ROC)? 3,

Department
Representative 3 (DR)

Institution
Representative

{ Application Form Pending Endorsement ]

Note:

1 This is only applicable for study involving multi-
sites.

2 ROC check is not applicable for all institutions

3 Please note that there may be queries from ROC,
DR or IR during the endorsement process.

4 There may be multiple returns depending on the
quality and completeness of reply

\

\d

ifany Check Checker (ROC)? 3, if any

‘ ‘ Reply to comments
' ' Department ' {gquerv‘ [anz yé e form if
‘ V' Endorse ‘ Representative? (DR) | \/ Enfdorse, s eIt eR e required.
‘ Click EEETEN to
‘ reply.]

Institution

Representative? (IR)| ¥ Endorse

3(IR) ‘ v/ Endorse

v/ Check ‘llllllllllllll’

‘IIIIIIIIIIIIII’

Endorsement Query

[gauerv“

Pending Pl Reply®

gQuery“

R R R LR R NERERERRERBESRSES:RSE}RSE}R;
(A R R R RN R NEENERRENRSNESRSERZSEHSH:,)

Revised Version dated 10 May 2024

[ Application Form submitted to IRB ]
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Submission Workflow

After Pl replied,
farm miay be re-
tabded for Full
board resiow.
Maiting becurs
monthly except
far Decem ber

:l IIIIIIIIIII*

I

Application Form submitted to IRB ]

J

illlllllllllllll I::"n:_||i""lil'l.ﬂr"‘I RE‘viEW

- [ ]

= : ]

E Fending Pl Reply® = El Guery List

: H IRB Query®

= [Reply ta comments =

s and | & farm if = |Secretariat may

- = . .

. raguired. = request for missing

L] = . .
’ fr o

. .:|,,_p_=gu :du:urni.-nn.. tlarification)

L]

: reply. | =

L] -

Ld

.................-l

]
No camments fram

full board meeting

3 Cusery List
IRE Cuery®

Commeants ariwe fram
full baard meeting)

-qllllllll'-

Panding Pl Rephy®

|Reply ta comments
and & farm i
reguired.

Click Bl o

reply. ]

AEEIFEEEEEEERNENOEN
'IIIIIIIIIIIIIIIIII-

)

¥
Chairman Review

v

Full Board Review e

Mo comments fram
chairman's review

!

p— Exempt/Expedited Review

L]
El queryList
IRE Cuery’
[Comments arise fram
chairman’s resiew]

-qllllllll'-

Panding Pl Rephy®

|Reply to cammients
and & farm if
raguired.
{Iluh=!u

reply.]

EEEEEEEEEEE e e

)

¥
Chairman Review

v

Outcome

Revised Version dated 10 May 2024

Note:

4 There may be multiple returns depending on the
guality and completeness of reply

5 Re-declaration / Re-endorsement is required if
there are major changes to the application form

28



3o

IRB — Submission List

Homepage

IRE

Submission List

B X

Endorsement

My Study List

CRMS

FCOI

Report

ECOS Ref

2024-3238

2024-3240

2024-32309

2024-3204

2024-3029

2024-3203

2024-3171

2024-3183

Submission List

~+ New Application Form

~+ New Other Forms M columns

¥ Export

IRB /.

SingHealt
CIRE-Boar

SingHealt
CIRE-Boar

o

The ‘+ New Application Form’ button allows the
creation of a new study application.

The ‘+ New Other Forms’ button allows user to
search for the approved study and select the
different form type for submission. )

~

SingHealth
CIRB-Board A

SingHealth
CIRB-Board B

SingHealth
CIRB-Board A

SingHealth
CIRE-Board A

SingHealth
CIRB-Board A

SingHealth
CIRB-Board F

2024-3239-APP1

2024-3204-APP1

2024-3029-4MD3

2024-3203-AMD1

2024-3171-AMD1

2024-3183-55R3

Application CoeE
PP Endorsement
L & Pending IRB
Application . =
PP Review
* Pending
Amendment =
Endorsement
« Pending
Amendment -
Endorsement
# Pending IRB
Amendment ) -
Review
SSR ¢ Draft

CG0415 - Study 1 (DR & IR Reminder)

CG0412 - Study 1 (To test Committee Review and Triage)

CGO2 (01 April 2024) - Retest Study (Created by new P
that had not been approved)

CG0411 - Motification Test (90 days) Exp: 15 Apr 24

CG0410 - Study 2 {Rejected once by DR)

CWL - to test on closure template

Y Filter(1)

F Action

&

©

©@ @ © © 0 ©

- T = =

Revised Version dated 10 May 2024
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IRB — Submission List

Homepage

IRE

Submission List

B X

Endorsement

My Study List

CRMS

FCOI

Report

ECOS Ref

2024-3238

2024-3240

2024-32309

2024-3204

2024-3029

2024-3203

2024-3171

2024-3183

IRB

SingHealth
CIRE-Board A

SingHealth
CIRB-Board A

SingHealth
CIRB-Board A

SingHealth
CIRB-Board B

SingHealth
CIRB-Board A

SingHealth
CIRE-Board A

SingHealth
CIRB-Board A

SingHealth
CIRB-Board F

Form Ref

2024-3238-APP1

2024-3240-APP1

2024-3239-APP1

2024-3204-APP1

2024-3029-4MD3

2024-3203-AMD1

2024-3171-AMD1

2024-3183-55R3

Form Type

Application

Application

Application

Application

Amendment

Amendment

Amendment

S5R

Submission List

-+ MNew Application Form -+ New Other Forms

Form Status

* Pending Pl
Reply

» Pending IRE
Review

® Pending
Endorsement

® Pending IRB
Review

* Pending
Endorsement

* Pending
Endorsement

» Pending IRE
Review

& Draft

M columns

Study Title

that had not been approved)

CG0411 - Motification Test (90 days) Exp: 15 Apr 24

CG0410 - Study 2 {Rejected once by DR)

CWL - to test on closure template

¥ Export

Y Filter(1)

F Action

©

©

- T M T M TF M

©@ @ © © 0 ©

Revised Version dated 10 May 2024
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Creation of New Application Form

» Click on ‘Close’ button to
proceed with the creation

1. Please save before navigating to the next section or when exiting the form. Of fOI’m .

IMPORTANT NOTE!

2. Please ensure that you are added into the CRMS system to have continued access to - Complete SeCti on A .
this study, if you are not an Investigator listed at Section B2 of this Form. ]

. | Study Title and B:
3. Please do not paste tabular data (tables) or images in the textbox. If required, please . .
submit them as Attachments in the relevant sections. SU b MiISSion B 0 ard y Stu dy

4. When a document has been amended to replace an existing document: SI te, Stu dy InveSti g ator
a. Please ensure that both the clean and tracked copies are uploaded. an d CO nﬂ I Ct Of I n tereSt tO

b. A version number and date should be reflected within documents used for the purpose save draft-
of this research. Where a version number and/ or date is included in the file name, do
ensure that it is the same as that stated within the document.

c. Please remove the obsolete copies as only the latest version is required.

Revised Version dated 10 May 2024 31



Creation of New Application Form

Please select your site and role in CRMS

*5ite: | Choose the study site that you are involved in

#Role: | Choose your roles in CRMS

Note: This prompt will appear the first time you saved the form,
and you are not part of the Investigator List in Section B2. (a).

—

Revised Version dated 10 May 2024



Features of Forms

£ Back to Submission Detail Submission Detail

2024-3265-APP1 [ o= | © < Click to view Form History
ECOS Ref: 2024-3265

Form Type: Application Form Outcome: - Initial Review Category: -
Current Editor: Mr MMNI_PI 1
Pl/5ite Pl Mr SMEC_Basicl (Singapore Mational Eye Centre)

Study Title: CGO0418 - For Training Purpose

Quick Link: sty summars < Link to Study Summary, refer to slide on Study Summary.

Application Form X Cancel [o) Save Save and Exit
Z Click ‘Mandatory Check’ to ensure that all form fields are filled.
Z Use ‘Save’ frequently to ensure that all information are saved.
E Use ‘Save and Exit’ to save and exit editing mode.

-]
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Features of Forms

< Back to My Tasks Submission Detail

2024-3260-APP1 o) 2, Dedlare and Submit
ECOS Ref: 2024-3260

Form Detail

Application Form ¥ Export

Section A: Study Title

Section A: Study Title

Section B: Submission B...
+«A1. Please enter the Study Title for this Study.

CG0420 - Study 4 (90 days notification) Section C: Study Fundin...

Section D: Study Type an...

Other Attachments

Declaration of Principal ...

_—
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Adding Study Investigator

Application Form

Study Site List + Add
Study Site Location Endorsement needed Action
« Singapore National Eye Centre (SNEC) SNEC Main Site « Yes Edit Delete
Investigator List + Add
Study Site Name Study Role Email Designati

B2. (b) Study Sites (For Information Only) @
Note: Other local/ overseas site (The sites listed here is for the IRB’s information only. IRB’s approval will not include any of the sites. The sites should apply for their own
IRB approval if required.)*

0 characters entered

-}
Revised Version dated 10 May 2024
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Adding Study Investigator

Add

* Study Site

Pl / Site-P1 / Co-I

* Conflict of Interest

(O Ys (® No

Only study site added would be available

* StUdy Role Select Stu dy ro | e B2.(a)(ii) Please provide details of all of the above Conflict of Interest.

hd
l:‘ ODIIOI‘IS or other COI‘ﬂpeI"ISﬂIIOﬂ arrangemems that could be affected D‘j the outcome
A A of the research.
% Name Search via full name or email address
l:‘ The sponsor company SUDDOI’TII‘\Q this SlLId)cr offers incentives connected with
Q

Profile and Minimum Training

Complete the following questions if

# Conflict of Interest

® = O e there are conflict of interest

B2.(a}{i) Conflict of Interest: Please tick all the applicable boxes.

Financial interests (e.g. stocks, stock options or other ownership interesis) in the
assets or liabilities of any organization that may benefit from the research activity.

Payments (e.g. salary, consultation fees, speaking fees, or honeraria) from any
organisation that may benefit from the research activity.

Intellectual property rights or proprietary interests (e.g. patents, copyrights and
royalties from such rights) related to the research.

research participant recruitment or completion of research study (e.g. finder's fee,
recruitment bonuses etc) that will be paid to the research staff.

|:| Others, to specify (financial/non-financial conflict):

e

B2.(a)(iii) Please describe the plan to manage all the above Conflict of Interest. You may
include the mechanism and processes in place to manage the Conflict of Interest (e.g.,
resignation of pesition, independent data analysis, data safety monitoring, blinded
study, ad hoc review committee). You may also include if the Conflict of Interest will be
disclosed to the participants (e.g. through the written Infermed Consent Form, oral

Indicate if there are any conflict of interest presentaton etc).

Revised Version dated 10 May 2024
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Adding Study Investigator

Application Form

Investigator List

(NNI)

Study Site Name Study Role
Singapore National Eye Centre SNEC Basic? Pl

(SNEC)

Singapore National Eye Centre SNEC Basic1 Co-l
(SNEC)

National Neuroscience Institute NNI Pl 1 Site PI
(NNI)

National Neuroscience Institute NNI Pl 2 Co-l

Email

% Export

Designatit

Basic Us

Basic Us

Senior C

Senior C

Revised Version dated 10 May 2024
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Minimum Training Requirement

< Back to Submission Detail Submission Detail

2024-3256-APP1 0
ECOS Ref 2024-3256
Form Detail : : 2 . .
Click to check if the list of investigators had
completed the minimum training requirement.

Application Form #  Cancel [l Save

« Singapore Eye Research Institute + SER 4 ¥es Edit Delete Section A: Study Title
nvestigator List LII’.]k tq user profl_le. to check 4 Add I ———

their minimum training status.
Study Site Mame Study Designation Department nstitution Z'r.c:u'.|leanc . Canii} Action Section C: Study Fundin...
Role Minimum Traming nterest
Singapore Eye Ms SERI_P Pl Dr Glaucoma Singapore Eye Mo Edit Delete Section D Study Type an...
Research Institute Research Institute B T

ithor Attacrhmonte

O Complete: The user had fulfilled the minimum training requirement.

4 Incomplete: The user had not completed the minimum training requirement to conduct the type of
study (e.g. Clinical Trials, HBR, non-HBR). Therefore, the form cannot be submitted.

Revised Version dated 10 May 2024 38



Pl Declaration

£ Back to Submission List Submission Detail

2024-0323-APP1 oet | © To perform Pl Declaration, click here. > | i

ECOS Ref: 2024-0323

W |

Form Detail< To view the details of the form to be submitted.

Application Form ¥ Export Z Edit

+A1. Please enter the Study Title for this Study. Section A: Study Title

Guide to ECOS for RO
Section B: Submission ...

Section C: Study Fundi...

Section D: Study Type a...

Other Attachments

Declaration of Principal ...

-]
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Endorsement Status

£ Back to Submission List Submission Detail

2024-0192-APP1 ‘ Pending Endorsement ‘ 0)
ECOS Ref: 2024-0192

Form Detail | Endorsement Click on ‘Endorsement’ tab for endorsement related information.

Endorsement Status

Institution Cluster-Institution-Department Endorsement Information Endorser Name Action
Singapore National Eye Centre (SNEC) Glaucoma ® Pending DR Endorsement SNEC_DR 1 EL D)
(4)
View the endorsement status. Click to view query raised by endorsers.

View the name of endorser to complete the pending task. View the endorsement history.

Revised Version dated 10 May 2024
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IRB — Endorsement

2 a7
E ECOS Endorsement s 0@
ﬂ} Homepage . ] columns ¥ Export Y Filter(2)
oo Irs - Form Ref IR8 Study Title PI/Site-PI Name Department  Action

o ) Mr MMI_PI 1{Mational Neuroscience
Submission List SingHealth L : . : ; i

2024-3203-AMD1 CIRE-Board A CG0411 - Motification Test (90 days) Exp: 15 Apr 24 Institute), Mr SMEC_Basic1(5ingapore Glaucoma @

Mational Eye Centre)

Endorsement

My Study List

« Endorsement displays the list of forms that requires Site-Pl’s declaration.
@ CRmS - « Click on‘ ® ’ to view the form for further action.

¥ rcol -
m Report v

=
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Endorsement by Site-Pl

< Back to Endorsement Endorsement Detail
2024-0036-APP1 O
ECOS Ref: 2024-0036
Form Deta"< To view the details of the form to be submitted.
Site PI
Institution Cluster-Institution-Department Endorsement Information
National Neuroscience Institute Neurology ® Pending Research Office Check
Singapore General Hospital Department of Renal Medicine ® Pending Pl Declaration

s 0 L'e

To perform site-Pl Declaration, click here >

Endorser Name Action Site P
NNI_ROC1 )]

Endorsement Status
SGH_PI 0}

=
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My Tasks — Rejected by DR/ IR

3@ ecos

Dashboard
My Tasks

My Motices

ﬂ) Homepage -

IRB

5

CRMS

2

oJ6 Irs v

& crRms -
3¢ rcol -
m Report i

Study (5)

\a
Board
Board A
Board A
Board F
Board A

Board &

Endorsement (0)

Task Received
Date

05-Apr-2024

10-Apr-2024

11-Apr-2024

15-Apr-2024

17-Apr-2024

M columns

Study Title

¥ Export

Y Filter(1

Action

If there is task pending your action after

submission, the action icon will have a red dot.

My Tasks
FCOI

Task Status Form Type Form Ref
Pending Applic
Fending 55R 2024-3062-55R2
Pending S5R 2024-3183-55R3
Pending Application 2024-3238-APP1
Fending Application 2024-3260-APP1

CGO1 (2 Apr 2024) - For retest [To check if track change (@)

CWL - to test on closure template

CGO0415 - Study 3 (IRB Reminder)

CGO417 - To test exported draft

©

®
&
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Endorsement — Rejected by DR /IR (Main Site)

Back to My Tasks Submission Detail

DR of National Neuroscience Institute has rejected the form. Reject Reason: | am rejecting to show the attendees on the buttons th... View More || X Accept Rejection ¢ Edit Form
2024-3260-APP1 r’d
FCOS Ref: 2024-3260 ECOS [ **VView the reason for rejection.** ] X

] DR of National Neuroscience Institute has rejected the form.
Form Detail Endorsement i
Reject Reasom:

I am rejecting to show the attendees on the buttons that would be available if the main site

o got rejected.
Application Form

¥, Export
Do you wish to accept the rejection, or edit the form for re-submission? = =Xp

Track Changes

Section A: Study Title

Section A: Study Title
As Overall PI, if you ‘Accept Rejection’, the entire application with all study sites will be \

=81, Please enter the

rejected.
CGO0417 - Totest e i .
You may ‘Edit Form’ to remove the affected site or to amend the form to ensure that the

rejected reason had been addressed.

\ **For study roles other than Overall Pl, they will only be able to view the reject reason. /

jlon B...

ndin...

Revised Version dated 10 May 2024
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End

€ Back to My Tasks

Singapare Nation

Application Form

Section A: Study Title

=81, Please enter the

CG0417 - To test ex

Form Detail Endorsement

orsement — Rejected by DR /IR (Sub-Site)

Submission Detail

al Eye Centre is rejected as a study site by the DR/IR. Rejected Reason: | am rejecting this study as | do not support t... View More 9 withdraw

2024-3260-APP1 0,
ECOS Ref: 2024-3260

ECOS [ **View the reason for rejection.** J X

Singapeore Mational Eye Centre is rejected as a study site by the DR/IR.

Rejected Reason: | am rejecting this study as | do not support the conduct of this research.
You may choose to withdraw the form or proceed to edit the form.

Do note that only the Pl can re-submit the form. However, all study team members can edit

¥, Export

the form.

Overall Pl may choose to ‘Withdraw’ form. Please note that once a form is withdrawn, it will not be \

available for submission anymore. New application form will be deemed as withdrawn.

You may continue to ‘Edit Form’ to remove the affected site or to amend the form to ensure that the
rejected reason had been addressed.

**For study roles other than Overall PI, the button available would be ‘Edit Form’.**

Revised Version dated 1

0 May 2024

Track Changes

Section A: Study Title

ubmission B...

udy Fundin...

tudy Type an...

rcearch Met...

N e
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IRB — My Study List

My Study List
Q Homepage - M columns ¥ Export Y Filter
5_'_3 IRE - ECOS Ref IRE Study Status Study Title Pl/Site-Pl Mame Action
SingHealth .
submission List 2024-3069 Cllr;{ga-:jard A * Approved AT 2Apr - Survey across multi site - ©@
Endorsement i
2024-3045 SingHealth s Snnroved ET03 1 Ane 20230 . ®)]
My Study List
o My Study List shows all the studies that the user is involved in. ®
CRMS v
. . : .
X o ] « Click on® ©" to view the Study Summary. ®
m Report v ]
SingHealth . L . : .
2024-3202 CIRB-Board A & Expired CG0411 - Motification Test (80 days) Exp: 14 Apr 24 - ®)]
SingHealth . L _ )
2024-3201 CRB-Boardp | * EXPired CG0411 - Notification Test (30 days) Exp: 13 Apr 24 - ©@
SingHealth ® Pending IRB ®

2024-3097 Wi 20240404 Form D (Pilot - Single) -

CIRB-Board & Review

CKK Owverall UAT Batch 2 - Multi-site Study (Lorem ipsum

dolor sit amet, consectetuer adiﬁiscinc elit. Maecenas

=
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Study Summary

< Back to My Study List

2024-0063 =< Click to view Study History

All Forms

All Forms Attachments

Study Letter

Study Summary

Application(1) | Amendment(1) | < Change tab to view specific form type.

Form Type
Amendment

Application

{}

Form Ref
2024-0063-AMD1

2024-0063-APP1

N

View form |

type

Form Status
® Pending Endorsement

e Review Completed

{}

Click to
view form

View form

Form Outcome

Approved

status

. Display all forms that had been
created for the study.

Revised Version dated 10 May 2024

Check
form
outcome

Review Category

Expedited

ﬁ

. Display the list of attachments

View
review
category

AT A
M columns % Export Y Filter
QOutcome Date Submission Date Letter
12-Jan-2024
12-Jan-2024 11-Jan-2024 CIRB APP Letter
View View | Click to view
OBEnTE submission and download
date date decision letter

uploaded in all forms

Display the study letter issued by IRB
(e.g. Suspension or Termination letter)

47



Creation of Other Forms

Mew Study Form

e HERIEE 1. Search for study with ECOS Ref or Study Title

i
e

Study Title: CG0411 - Notification Test (60 days) Exp: 14 Apr 24
ECOS Ref 2024-3202

Pl/Site-Pl Name: Mr MMNI_PI 1{Mational Neuroscience Institute), Mr SMEC_Basic1(Singapore Mational Eye Centre)

* Form Type: 2. Select Form Type to be created

Amendment Form (Amendment)

Study Deviation/ Mon-Compliance Report Form (DNC)
Other Study Motifications Report Form (O5N)
Serious Adverse Event Report Form (SAE)

Study Status Report Form (55R)

e
Revised Version dated 10 May 2024

48



Creation of Other Forms

Mew Study Form

* ECOS Ref or Study Title:

e
P

Study Title: CG0411 - Notification Test (60 days) Exp: 14 Apr 24
ECOS Ref: 2024-3202

Pl/Site-Pl Name: Mr MNI_PI 1{Mational Neuroscience Institute) Mr SMEC_Basic1(Singapore Mational Eye Centre)

* Form Type:

Amendment Form (Amendment)

Click ‘Confirm’ to create the form type selected.

—‘
Revised Version dated 10 May 2024
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Amendment Form

< Back to Submission List Submission Detail

ECOS Ref: -

Form Detail

Amendment Form

Navigate to the various sections to amend the form accordingly. Refer to
Study Amendment Cover Note the IRB Guidebook: Other Forms on questions that cannot be amended.

J

+1. Describe the proposed change(s) to the research and include a rationale for each proposed change.

«2. Will the enrolled research participants be informed of these changes?
‘es
Mo

#J. Will the enrolled research participants be re-consented?
‘es
Mo
4. Do the proposed amendments:

Significantly change the original objectives, innovation and scientific methodology (e.g., re-design of study methodology, change in investigational product used, etc) and/or the

X Cancel [a Save

Study Amendment Cove...

Section A: Study Title

Section B: Submission B...

Section C: Study Fundin...

Section D Study Type an...

Section B Research Met...

Section F: Exemption Re...

Other Attachments

e
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https://www.singhealthdukenus.com.sg/research/rice/Pages/Forms%20and%20Resources.aspx

Study Status Report Form (SSR)

£ Back to Submission List Submission Detail

ECOS Ref: 2024-3202

Form Detail

Study Status Report Form

NOTE:
1. For renewal of IRB approval, please submit the Study Status Report Form 90 days before study expiry.

2. For reactivation of expired study, please submit a Study Deviation INon-Compliance Report Form if the study team had continued to carry out research activities during
the lapse period before IRB approval is renewed.

3. For study closure, please submit the Study Status Report Form within 30 days after study completion.

1. | am requesting for:

X Cancel [ Save

Study Status Report Form

Declaration of Principal ...

Select the request for submission of SSR as follows:
4 Study Renewal 4 Study Closure
d Study Status Update  Study Reactivation

Revised Version dated 10 May 2024
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Study Status Report Form (SSR)

Study Renewal

Study Status Update

Study Closure

Study Reactivation

For renewal of IRB approval.
> It is recommended for the form to be submitted at least 2 months (60 days)
before expiry.

For updating of study status such as change of study status from “Ongoing” to
“Suspended”.

For reporting of study completion or termination.
» SSR should be submitted within 30 days for study completion.
» SSR should be submitted within 7 days for study termination.

For request to re-open a research study which is previously closed or where the

approval has lapsed.

» For reactivation of expired study, please submit a DNC form if research activities
were carried out during the lapse period.
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Study Deviation/ Non-Compliance Report Form (DNC)

< Back to Submission List Submission Detail

ECOS Ref: 2024-3201

¥

Form Detail
Study Deviation/Non-Compliance Report Form > Cancel [a Save
Guidance Guidance
This report form should be submittad once Principal Investigator is aware of the non-compliance/ study deviation according to the reviewing IRE's requirement. All sections must be
completed. Principal Investigators are obliged to suspend their research immeadiately pending their report to the IRB if deviations are substantial or are likely to result in greater harm or )
greater likelihood of harm to the research participants. DNC Form
Definiti :
R Declaration

Study Deviation: is an unplanned excursion from the study that is not implemanted or intended as a systematic change.
+ & study deviation could be a limited prospective excaption to the protocol (e.g. agreement between epeneer and |n1.reet|gater to enroll a single research pertl{:lpant whe does nnt mest
all inclusion/exclusion criteria). Like study amendments, deviations initiated by h 2 . == .
unless the change is necessary to eliminate an immediate hazard to the re
+ Study deviation is also used to refer to any other, unplanned, instance(s)
the protocol or failures on the part of the research participant(s) to comple
Mon-Compliance: is a failure by an investigator or any study team member to 3
subject research. Some examples of non-compliance include but are not limits
+ Failure to obtain prior approval for research
+ Failure to obtain informad consant when required
+ Failure to use the latest IRE approved version of the protocol or consent fi
+ Failure to report an adverse event report according to IRB timeline and pr
+ Performance of research at an unapproved study site
+ Performing an unapproved research procedure
+ Failure to adhere to the approved protocol
+ Failure to submit study amendments for review and approval

S ]
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Serious Adverse Event Report Form (SAE)

{ Back to Submission List Submission Detail

ECOS Ref: 2024-3203

Form Detail

X Cancel [3) Save

Serious Adverse Event Report Form

Note:

1. This form is for submission of related
2. For DSRB reviewed studies, if the relat
3. Do not use terms such as "Refer to

Section A: Determinatio...

Section B: Basic Informat...

Section A: Determination of SAE Section C: Investigationa...

+A1. Please determine if the event is related:

Related: Related means there is a reasonable possibility that the incident, experience or outcome may have been caused by the procedures invaolved in the study. Also includes Section D: Event Summary

reasonable possibility that the event occurred as a result of participation in the study.

Section E: Comments by ...
+AZ. Please classify the SAE into at least one of the following categories:

Resulted in or contributed to death Section F: Investigator's ...

Was life-threatening

—‘
Revised Version dated 10 May 2024 54



Serious Adverse Event Report Form (SAE)

Local SAE Refer to SAE occurring in participants recruited by sites that were reviewed by IRB.
If there is a specific location listed in Section B2. (a). of the application/amendment
form, please specify it under Section D, question 2.

Non-local SAE Refers to SAE occurring in participants recruited by sites that were not reviewed by
(Overseas SAE) IRB. For non-local SAE, please select ‘Others’ and list the overseas study site in
Section B1.

Note: If the event does not fulfil the submission criteria, you would not be able to submit the SAE.

—

e
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Other Study Notification Form (OSN)

¢ Back to Submission List Submission Detail

ECOS5 Ref: 2024-3202

Form Detail

Other Study Notification

NOTE: Miscellaneous study documents that DO NOT require IRB approval may be submitted for acknowledgment using this Other Study Notifications
Form.

=1. Notification type
Please select

DSMB Report
Annual/interim /Periodic Safety Report
Interim Data Analysis

Letter from Study Sponsors

Other Notification

x2. Please describe the contents of this notification.

X Cancel o] Save

OSN Form

Declaration

-}
Revised Version dated 10 May 2024
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Still under development, please use at your own risk.

Track Changes

¢ Back to Submission List Submission Detail

ECO! New/Revised information: Green highlight
Track Change . . . . . .
J Deleted information: Purple highlight with strikethrough
Fc
=  Current Version | 2024-3260-APP1 17-Apr-2024 15:30:56 | Previous Version | 2024-3260-APP1 17-Apr-2024 14:10:05
Appli || Track Changes I
. Study Title
Section E: Research Methodology (Exemption Application)
= | E1. What are the specific aims of this study? Submission B...
. S -{Tetestanetheradding-site by-Amendment)\What are the specific aims of this study?
CGo

Study Fundin...
|E2. What are the hypothesis of this study? For qualitative studies, please provide the research question(s) instead.

S -{Tetestanotheradding-site by-Amendment\What are the hypothesis of this study? For qualitative studies, please provide the research question(s) instead.
Study Type an...

| E3. Discuss in detail the experimental design and procedures to be used to accomplish the specific aims of the study. Please list all procedures/activities that are
carried out as part of research in this study.

SoH-Hetestarctheradaingsieby-AmendmentDiscuss in detail the experimental design and procedures to be used to accomplish the specific aims of the study. Please list l
all procedures/activities that are carried out as part of research in this studv.
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Still under development, please use at your own risk.

£ Back to Submission List Submission Detail

2024-3260-APP1 [ pending Endorsement | ©
ECOS Ref: 2024-3260
Form Detail Endorsement
Application Form [ Click to EXpOft the form in PDF. ]/" ¥ Export Track Changes
Section A: Study Title
Section A: Study Title
Section B: Submission B...
=A71. Please enter the Study Title for this Study.
CGO0417 - To test exported draft Section C: Study Fundin...

Section I Study Type an...

Section E: Research Met...

Section F: Exemption Re...

-
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Endorsement Query - Pending Pl Reply

Q Homepage -

Dashboard

My Tasks

IRE

4

CRMS

2

My Natices

6[6 Irs -
& crms -
3 rcol -
[) Report -

My Tasks

FCOI

0

Study (4) Endorsement (0)
Yo I columns ¥ Export Y Filter(1)
Board ;a;tk:eceivec Task Status Form Type Form Ref Study Title Action
Board A 05-Apr-2024 Pending Application 2024-3121-APP1 CGO1 (5 Apr 24) - Ready for retest @
Board A 10-Apr-2024 Pending SSR 2024-3062-55R2 CGO1 (2 Apr 2024) - For retest [To check if track change (@)
Board F 11-Apr-2024 Pending SSR 2024-3183-55R3 CWL - to test on closure template ®)]

For PI, when there are endorsement query pending PI reply, the PI will receive a task in [My Tasks]
and the action button would be with a red dot to symbolize that there are action required.

Revised Version dated 10 May 2024

59




Endorsement Query - Pl Reply

{ Back to My Tasks

2024-3121-APP1 | Pending Endorsement

Submission Detail

D

ECOS Ref: 2024-3121

Form Detail

L ]
Endorsement

Endorsement Status

Institution

The red dot indicates that there |
are endorsement queries.

Department Endorsement Infermation

Endorser Mame

Reply Query

Action

Mational Neuroscience Institute

Meurclegy (SGH Campus) ® Pending Pl Reply

Mrs NNI_ROC1

G40

Revised Version dated 10 May 2024
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Click on the ‘ f "icon to view and address
the queries sent by ROC, DR or IR.
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Endorsement Query - Pl Reply

{ Back to My Tasks Sl Query List | National Neuro...

Pending Query  All Query

2024-3121-APP1 | r- O
ECOS Ref: 2024-3121 1,-“1 PE‘ﬂdiﬁg Haﬂd”ﬂg
Form Detail Endorsement General
[l ABCDEF
Endorsement Status Juery Round1  Mrs NNIROC
* Reply Query
Institution Departrp—=
| | | Input your reply here > GHUKLM|
Maticnal Neuroscience Institute MNeurclogpr=orroomee=
Singapore Mational Eye Centre | Removec Glaucoma

**Note: Click the area outside to close the Query List.**

- 1
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Endorsement Query - Pl Reply

< Back to My Tasks Submission Detail ¥ _l':]_ o
2024-3121-APP1 | Pending Endorsement | 1D If there is no amendment to the form, click on [Reply Query] > [2] Reply Query
ECOS Ref: 2024-3121 /
ECOS X
Form Detail Endorsem
(@ Are you sure to submit the following replies with the latest form?
. . Mational Neuroscience Institute 1 Query A .
Application Form rack Changes Z Edit
Query Iltem: General - Section A: Study Title
#A1. Please enter the Study Tif -
=l ABCDEF
CG01 (5 Apr 24) - Ready for rf E cHkm Section B: Submissigh B...
section C Study Findin...

IMPORTANT
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Endorsement Query - Pl Reply with Amendment to Form

< Back to My Tasks Submission Detail ¥ _l:,]_ .
2024-3121-APP1 | rercnotenenent | © [ ThIS button will only appear for Pl if there is changes to form. >
ECO5 Ref: 2024-3121

ECOS X
Form Detail Erj
(@ Please confirm to submit. If applicable, the form will be routed for the necessary checks and endorsements,
Query
Application Form pck Changes Z Edit
National Neuroscience Institute 1 Query #
bction A: Study Title
=A1. Please enter the §
Query ltem: General ~
CG01 (S Apr 24) - Tra ection B: Submission B...
[ ABCDEF
B GHukm sction C: Study Fundin...
ection D Study Type an...
Cancel
IMPORTANT

- 1
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IRB Query - Pending Pl Reply

My Tasks

ﬁ} Homepage - IRB CRMS FCOI

Dashboard 3 0 0

My Tasks ‘

Study (3) Endorsement (0)

My Motices

o[ Ir2 -

Ya M columns ¥ Export Y Filter(1)
CRMS - :

Q y Task Received _ :

Board - Task Status Form Type Form Ref Study Title Action
ate

¥ rcol -
Board A 10-Apr-2024 Pending SSR 2024-3062-55R2 CGO1 (2 Apr 2024) - For retest [To check if track change (@)

m Report i
Board A 10-Apr-2024 Pending Application 2024-3181-APP1 WM 20240410: WMO1 Phase 1 [CIRB APP Letter - Multi- (@)
Board A 15-Apr-2024 Fending Application 2024-3238-4PP1 CG0415 - Study 3 (IRE Reminder) @5

For PI, when there are IRB query pending PI reply, the Pl will receive a task in [My Tasks] and the
action button would be with a red dot to symbolize that there are action required.

_— ]
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IRB Query — Pl Reply

< Back to My Tasks Submission Detail ¥ _C]_ @
- - - - .
2024-3238-APP1 | Pending Pl Reply | 1) The red dot symbolized that there is IRB queries pending reply. }Zf> Bl query List
ECOS Ref: 2024-3238
& »
Form Detail Endorsement
Application Form ¥ Export Track Changes & Edit
n A: Study Title
Section A: Study Title
Section B: Submission B...
=A1. Please enter the Study Title for this Study.
CG0415 - Study 3 (IRB Reminder) Section C: Study Fundin..
Section D: Study Type an...
_—
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IRB Query — Pl Reply

{ Back to My Tasks 0l  Query List @ Saved at 18-Apr-2024 07:40:26
2024-3238-APP1 | Pending Pl Reply | 9 Pending Query  All Query
ECOS Ref: 2024-3238 0/1 Pending Handling
Form Detail Endorsement ‘ General

[2]  Please check the aims of the study in Section E1

Application Form

Section A: Study Title * Reply Query

Input your reply here >

=A1. Please enter the Study Title for this Study.

CG0415 - Study 3 (IRB Reminder)

**Note: Click the area outside to close the Query List.**

- 1
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IRB Query — Pl Reply

< Back to My Tasks Submission Detail
2024-3238-APP1 | pending Pl Reply | 0 Red dot disappears when queries have been addressed. }Zf> El, Query List
ECOS Ref: 2024-3233
[v]
Form Deta ECOS X
o @ Are you sure to submit the following replies with the latest form?
Application F Z Edit
Query
i Title
Section A: 5tud
Query tem: General ”~
ission B...
*A1. Please ent [2)  Please check the aims of the study in Section E1
CG0415 - Sty A Replying Fundin...
v Type an...

Section E: Research Met...

IMPORTANT

- 1
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Withdrawal of Form — Pending Endorsement

2y
{ Back to My Tasks Submission Detail ¥ 15_? [
2024-3238-APP1 | pending Pl Reply | 9 Click on * : ’to withdraw the form.
ECOS Ref: 2024-3238 9 Withdraw
Form Detail Endorsement
Withdrawal X
Application Form ¥ Export Track Changes & Edit

@ The form is currently pending endorsement, please confirm that you wish to

withdraw the form.
Section A: Study Title

=A1. Please enter the Study Title for this Study.

IMPORTANT

Revised Version dated 10 May 2024

Section A: Study Title

Section B: Submission B...

Section C: Study Fundin...

Section D Study Type an...
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Withdrawal of Form — Pending IRB Review

< Back to My Tasks

2024-3238-APP1 [ perding o rey | ©
ECOS Ref: 2024-3238

Form Detail Endorsement

Application Form

Section A: Study Title

=A71. Please enter the Study Title for this Study.

IMPORTANT

Submission Detail

2 g7
s O @

Clickon * @ ’to submit withdrawal request to IRB.

Withdrawal

@ The form is pending IRB review, please confirm that you wish to withdraw the form.

5 withdraw

)(‘

If yes, please state your reason(s) for withdrawing the form. Note: If your intent is to edit +
¥ Export

the submitted form, please contact the IRE Secretariat instead of submitting a

withdrawal request.

* Withdraw Reason:

Please state your reason(s) for withdrawing the form.

Revised Version dated 10 May 2024

Track Changes 2 Edit

Section A: Study Title

Section B: Submission B...

Section C: Study Fundin...

Section D Study Type an...

Other Attachments
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Withdrawal of Form — Pending IRB Review

< Back to Study Summary Submission Detail Form History

/ Submission Detal 1
© SingHealth CIRE Secretariat accepted withdrawn.
2024-3240-APP1 | Review Completec Ms CIRE_A_IRBSect 18-Apr-2024 08:57:52
ECOS Ref: 2024-3240 [F] 2 ©y Request for withdrawal of Application sent.
Click on ‘o’ to view the Form History. ] Mr SNEC_Basic1 18-Apr-2024 08:53:49
Form Detail Endorsement
To test withdrawal

2, Endorsement Status.

Application Form
Mational Meuroscience Institute Singapore MNational Eye Centre

Section A: Study Title 2 Mational Neuroscience Institute IR endorsed.

r/ Dr NNLIR 1 15-Apr-2024 16:01:39
Shows that Secretariat has accepted the withdrawal request. If Secretariat rejected the
withdrawal request, a rejection reason will be provided. Refer to next slide.

=A1. Please ente

CG0415 - Stud Apr-2024 16:00:15

r checked.

Shows that the PI has requested for withdrawal of form with the reason provided. Apr-2024 15:58:46

\ tion
= %Apr—zlﬂéd 15:57:57
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Withdrawal of Form — Pending IRB Review

< Back to Submission List Submission Detail Form History
1
2024-3285-APP1 E ® SingHealth CIRB Secretariat rejected withdrawn.
ECOS Ref: 2024-3285 Ms CIRB_A_IRBSec 20-Apr-2024 15:47:57]
. . . Form Qutcome: - Initial Review Cjjt Please note that your request for withdrawal had been rejected. Thank
3 3
Click on ‘© ' to view the Form History. -
5 Request for withdrawal of Application sent.
Pl/5ite PI: Mr NNI_PI 1 (Mational Neuroscience Institute
_ ( ) Mr NNI_PI 1 20-Apr-2024 15:46:51
Study Title: CG0420 - Study 6 (Red dot/ O dot testi ) ) ) .
uedy frte udy 6 (Red do range dot testing) | would like to request for withdrawal of this application form
Quick Link: study Summary, @ IRE query was replied.
-
[~] Mr NNLPL1 | View Query 20-Apr-2024 13:21:19

Form Detail Endorsement
@ Application was submitted.

Mr NNI_PI 1 20-Apr-2024 13:21:18

Application Form
PP B Application was edited.

Mr NNI_PI 1 20-Apr-2024 13:21:18

Section A: Study Title
B Application was edited.

Mr NNI_PI 1 20-Apr-2024 13:21:10
«A1. Please enter the Study Title for this Study.
Query was sent.

EELL=S NG R T TR0 AT Ms CIRB_A_IRBSec! | View Query 20-Apr-2024 12:46:43

Shows that Secretariat has rejected the withdrawal request with a reason for rejection provided.
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Application/ Amendment Form will be Routed
for Re-Endorsement

« Section B2: Addition of study sites (Endorsement for additional sites only)

« Section B2: Change/ Addition of PI/ Site-PI (Endorsement for additional sites
only)

« Section D2: Change of study classification to ‘Clinical Trial’
« Section D3: Inclusion of Vulnerable Participants
« Section H4: Change to Placebo Controlled Trial

* IRB may unlock the Application/Amendment Form if there are major changes
made besides the scenario described above.

Revised Version dated 10 May 2024
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Account — Migrated Users (ISHaRe)

= PI, Site-Pl and Co-I from existing ongoing studies in iISHaRe would
be migrated to ECOS.

»Only iISHaRe profile with valid email address will be migrated.

» Study Team Members and Protocol Administrator will not be
migrated to ECOS. You may add them in the Clinical Research
Management System (CRMS) module.

Revised Version dated 10 May 2024
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Migrated Study

c 20
@ Ecos My Study List s @
{1} Homepage H columns %) Export Y Filter
5_'_3 IRE ECOS Ref IRE Study Status Study Title Pl/Site-Pl Mame Action
Submission List _ SingHealth . .
2024-3069 CIRB-Board & ° Approved Study Title P1/Site-Pl Name ©
Endorsement i
. SingHealth B . L
2024-3046 cRa-mosrds Approved Study Title P1/Site-PI Name ®)]
My Study List
SingHealth . .
2024- Approved P1/Site-PIN
Q S 024-3171 CRB-Board o APProve Study Title /Site ame ®)]
ol _ SingHealth N Study Title P1/Site-PI Name
4 2024-3203 CiRE-Board o ® Approved udy Ti /Si ©@
m Report
SingHealth - . .
- Fi veg -
2024-3202 CRB-Board A PPProve Study Title P1/Site-PI Name ©@
2024-3201 SingHealth / \
o CIRB-Board B . . .
| = To view your migrated study, proceed to [My Study List].
ooy S
= Your ECOS Ref would be the same as your CIRB Ref.
e ———

Revised Version dated 10 May 2024
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Migrated Study

< Back to My Study List Study Summary

2024-2187 | Approved

Valid Till Date: 21-Feb-2025 Initial Review Category: Full Board

PI/Site-Pl Name: The PI/Site-Pl Name of Your Study (e.g. Dr Marilyn Lam (Singapore General Hospital))

Study Title: Your Study Title

All Forms All Forms Attachments Study Letter Data migration for other roles
ALL(T) App

Form Type

[2]

L columns

ication(1)

Form Ref Form Status Form Cutcome Review Category

Y Filter

¥ Export

QOutcome Date

| Application 2024-2187-APP1 ® Review Completed Approved Full Board

14-Mar-2024

= =

The latest approved or acknowledged Application Form or Amendment Form in

ISHaRe.

Revised Version dated 10 May 2024
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Migrated Study

{ Back to My Study List

2024-2187 [ proved | ©

Valid Till Date: 21-Feb-2025

Pl/5ite-Pl Name: The PI/Site-Pl Name of Your Study (e.g. Dr Marilyn Lam (Singapore General Hospital))

Study Title:  Your Study Title

[ l mendment form.
All Forms All Forms Attachments Study Letter Data migration for other roles \ ame d € t 0

Mo. Form Ref

1 2024-2187-APP1

ra

2024-2187-APP1

3 2024-2187-APP1

4 2024-2187-APP1

Form Type

Application

Application

Application

Application

Initial Review Category: Full Board

Form Status

® Review Completed

® Review Completed

® Review Completed

® Review Completed

Study Summary

T
& @

= [All Forms Attachments] consists of the
documents submitted with the latest

approved/acknowledged application or

Form Section

Section G: Research Methodology

Section G: Research Methodology

Section G: Research Methodology

Section G: Research Methodology

MO columns S Filter

Document Mame Action

|
Document ¥ '
Document d
Document ¥
Document L oh
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Migrated Study

< Back to My Study List Study Summary
2016-3130 D
]
All Forms All Forms Attachments Study Letter ( Migrated Documents ]
Q % Filter
NO Document Type Document Mame Action

=] B 2018-3130 CIRE C Approved
O 2016-3130 AMD1 Approved
20180518

[ 2016-3130 AMD10 Approved

20210717 / \

o 21O S0 AMDTT Approvee = [Migrated Documents] consists of documents in

20220502

[ 2016-3130 AMD12 Approved ISHaRe that had been all converted to PDF format.

20240217

[ 2016-3130 AMD2 Approved \ /

20181102

[ 2016-3130 AMD3 Approved
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Data Migration Studies Timeline (Updated)

* All on-going IRB approved studies will be migrated to ECOS by 31
May 2024 and any action such as creation of forms for your
migrated studies should start from 1 June 2024 onwards.

»>If there are any reporting of DNC, SAE, ORE or Study Closure before 1
June 2024, please refer to CIRB Updates 1 Feb 2024, items 2 and 3.

»CIRB will cease to accept submissions via email from 1 June 2024. All
submissions should be via ECOS for on-going IRB approved studies.

 For studies with Valid Till Date between 1 Aug 2024 and 31 Aug
2024. Please target to submit the Renewal in ECOS by 21 Jun
2024, 5pm or earlier to avoid lapse of renewal.

Revised Version dated 10 May 2024
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https://www.singhealthdukenus.com.sg/research/rice/Documents/20240201%20CIRB%20Update_final.pdf

Clinical Research
Management System (CRMS)
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Clinical Research Management System (CRMS)

 New module created as a research toolkit to help researchers manage and track their
respective clinical research projects and activities.
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User Access Matrix

Type of

Access

IRB APPLICATION Form Stage

Access Level CRMS Sections
Study Level | Study Information
User Authorisation List
Site Information
Milestones
Site Level

Participants
Participants — Study Configuration
Study Member Review

Legend

Full Access

Limited
Access

P1/ Site-PlI CRMS RO

v v v v v v

v v v v v v

v v v v v

v v v v v

v v v v v

v v v v

v

v Access (View & Edit) granted upon the addition of a user in the IRB Form or User Authorisation List

v Access (View & Edit) granted after IRB’s approval or PI's endorsement in CRMS.

v Access (View & Edit) granted without any approval required.

PI: Principal Investigator; Site-Pl: Site-Principal Investigator; Co-I: Co-investigator; STM: Study Team Member; SA: Study Administrator; SS:

Studx Sgonsor'I CRMS RO: RO administrator assigned with CRMS role.

Revised Version dated 10 May 2024
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User Access Matrix

Type of

Access

IRB AMENDMENT Form Stage

Page Level CRMS Sections

Study Level | Study Information
User Authorisation List
Site Information
Milestones

Site Level
Participants
Participants — Study Configuration
Study Member Review

Legend

Full Access

Limited
Access

P1/ Site-PlI CRMS RO

v v v v v v

v v v v v v

v v v v v

v v v v v

v v v v v

v v v v

v

v Access (View & Edit) granted upon the addition of a user on the User Authorisation List

v Access (View & Edit) granted after IRB’s approval or PI's endorsement in CRMS.

v Access (View & Edit) granted without any approval required.

PI: Principal Investigator; Site-Pl: Site-Principal Investigator; Co-I: Co-investigator; STM: Study Team Member; SA: Study Administrator; SS:

Studx Sgonsor'I CRMS RO: RO administrator assigned with CRMS role.

Revised Version dated 10 May 2024
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CRMS Page Level

Study
Level

CRMS Sections/ Pages

Study
Information

Basic Information

Regulatory Information

Site
Level

Site Information

User Authorisation List

Milestones

Study Level

Information entered will be shared across all
participating sites. E.g. data entered by 1 site will
be seen by all sites. Similarly, data revisions made
by 1 site will also be seen by the other sites.

Site Level

Participants

Recruitment Numbers

Participant List

Study Configuration

Revised Version dated 10 May 2024

Information entered is restricted to the specific site
only. E.g. data entered by 1 site will not be shared
nor seen by another site. Participating sites do not
have access to each other’s pages.
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CRMS Access

* There are 2 ways to access CRMS.
1. ECOS Navigation Menu: CRMS

Dashboard

fl} Homepage -

Dashboard ‘ IRB CRMS

Iy Tasks 27 1 2

My Notices Study 25 Study Member

- 12
Endors ement 2 Revie

86 IrB ~

& crms -
N
Study List e
Study Member Review

2% Fcol -

—

Revised Version dated 10 May 2024

My Notices

Dashboard notice for all

31-Jan-2024

View All >
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CRMS Access

Homepage

IRB

CRMS

Study List

Study Member Review

FCOI

Report

ECOS Ref

2024-3177

2024-3172

2024-3101

2024-3092

2024-3066

IRE

SingHealth
CIRB Board D

SingHealth
CIRB Board D

SingHealth
CIRB Board D

SingHealth
CIRB Board D

SingHealth
CIRB Board D

P1/Site-PI

Prof SGH_PI (Singapore
General Hospital), Dr NNI_PI
2 (National Neuroscience
Institute), A/Prof NUH_PI
(National University Hospital)

Prof SGH_PI (Singapore
General Hospital), Prof
BVH_PI (Bright Vision
Hospital)

Prof SGH_PI (Singapore
General Hospital)

Dr SKH_PI1 (Sengkang
General Hospital), Prof
SGH_PI (Singapore General
Hospital)

Prof SGH_PI (Singapore
General Hospital), Prof
NHC_PI 2 (National Heart
Centre Singapore), Dr
KKH_Co-I 2 (KK Women's
and Children's Hospital)

Study List

Department

Department of Renal Medicine
(Singapore General Hospital),
Neurology (TTSH Campus) (National
Neuroscience Institute), Division of
Nephrology (National University
Hospital)

Department of Renal Medicine
(Singapore General Hospital), Medical
(Bright Vision Hospital)

Department of Renal Medicine
(Singapore General Hospital)

Department of Internal Medicine
(Sengkang General Hospital),
Department of Renal Medicine
(Singapore General Hospital)

Department of Renal Medicine
(Singapore General Hospital),
Department of Cardiclogy (National
Heart Centre Singapore), Family
Medicine Service (KK Women's and
Children's Hospital)

Number
of Sites

Study Title

Study 1

Study 2

Study 3

Study 4

Study 5

@ Columns |i|

Study Status

Approved

Ongoing

Draft

Approved

Approved

Rows per page: 100 =

Export Y Filter(1)

Action

©

1-50of 5
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This option may be available in Q3 2024.

CRMS Access

* There are 2 ways to access CRMS.

2. IRB Application or Amendment Form: Dashboard > IRB > My Study List > APP or AMD Form >
Quick Link: CRMS

99
< Back to Submission List Submission Detail ™ LLJr ®

2024-0205-APP1 D 2, Declare and Submit
ECOS Ref: 2024-0205

Form Type: Application Form QOutcome: - Initial Review Category: -
Current Editor: -

PI/Site Pl: Dr SGH_PI (Singapore General Hospital), Prof NUH_PI (National University Hospital)

Study Title: Efficacy and Safety of Drug-X in the Treatment of Osteoporosis with High Fracture Risk

Quick Link: Study Summary,CRMS

[ Click to enter CRMS of the study 2024-0205 }

Form Detail

Application Form o4 Export Z Edit

Section A: Study Title
+A1. Please enter the Study Title for this Study.

-]
Revised Version dated 10 May 2024 87



Study List

« Study List will only display the studies [@ ECOS Study List s 0@
where a user has been added to the IRB & vomepase . T —
forms or User Authorisation List.

5173 RB - ECOS Ref RB 21/ Site-Fl Department Action

é CEMS N Department of Departms '

* A new study will be created in CRMS Gorea G5 MederaSingaporGen
Study List 2024-0205 CIRE Board D Srof NUH_D :‘!E'..c:-'s.“ Hospita '

Once the IRB Appllcatlon Form draft IS University Hospital (MUH]) (3G H)). Pacdiatrics[Matior
saved for the first time. Study Vemosr Review ity gl U

-~ Dr NMI_PI 1 {Mational
x FCO - [2GH Campus){Mational

Meuroscience nstitute .
P P . C e - e Instiute
2024-0199 CIRE Board € {MMI)), Dr SGH_P @

« Relevant information from the IRB (Singapore Geners Hosptal (1) OSPaent of R
Application or Amendment Forms will be o)
Synced to CRMS. Dr NCC_BU (Mational Cancer  Medical Oncology{Matio

Meurgscien

Hospital (SGH])

. : 2024-0197 CREZeardD o (MECH AsstRrot Cencer cenr .. ®
- Study details (next slide). SCHLPT Sngapors Ganaral NCCLOwparmnt of
- List of Investigators added in IRB form e

to User Authorisation List. e Raston
- :_ ~ ',U_,___ - Oncology{Mational Cano
AR e Centre (NCC)).Accident &
CGH_Site-PI1 (Changi ' -

EmerasncviChanoi Gene {E}

« Synchronisation points: -
- Upon saving of IRB Application Form.

- Upon IRB approval or
acknowledgement.

Rows per page: 100 1-63 of 63

-]
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Study List

s 0 @

Study Details @ ECOS Study List
* ECOS Ref (& Homepage M E columns 4 Export Y Filter(1)

o I R B '°Fl' IRB o ECOS Ref IRB PI/Site-PI Department Number of Site  Study Title Action

» PI/Site-PlI

e Department

* Number of Sites
» Study Title

« Study Status

* |nitial OQutcome
Date

* Valid Till Date

Submission List

Endorsement

My Study List
& crms

Study List

Study Member Review

¥ rFcol

Dr SGH_PI (Singapore
General Hospital),

Department of Medicine

: Efficacy and Safety of
(Singapore General

DRUG-X in the Treatment of

CIRB Board D . Hospital), Medicine 2 e
Prof NUH_PI (National p ) . I ”. Osteoporosis with High
. . . (MNational University )
University Hospital) , Fracture Risk.
Hospital)
Detail X
Study Site Name Study Role Institution Site Status
Singapore Singapore
General Hospital SGH_PI Pl General Hospital
National National age: 100 ¥
University NUH_PI Site PI University
Hospital Hospital

- 1
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Study Information — Basic Information Study Level

< Back to Study List Study Details
2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk
ECOS Reference: 2024-0205 IRB: CIRB Board D
Number of Sites: 2 Initial Outcome Date
PI/Site PI: Dr SGH_PI (Singapore General Hospital), Prof NUH_PI (National University Hospital)
Department: Department of Medicine (Singapore General Hospital), Medicine (National University Hospital)
[a]
[ Study Information &
Basic Information | Sponsor Details
Regulatory Information Name of Sponsor Contact Person Name Business Contact No
B User Authorisation List . XYZ Pharmaceuticals [PXYZ .| 98761234
Clinical Research Organisation (CRO) Details
Name of CRO Contact Person Name Business Contact No
AB-CRO .| AB . 98762345
IRB Review Fees Billing Details
Contact Person Name Business Contact No Business Email
LMN .| 95672341 . Imn@ab.com

1]
Revised Version dated 10 May 2024

Business Email

Xyz@xyz.com

Business Email

ab@ab.com

s Q@

Study Status: e Draft

Valid Till Date
Z Edit
Business Fax No Business Address L
Singapore 123654
Business Fax No. Business Address L
Singapore 654123
Business Fax No Business Address Last Edite
SGH_PI

Singapore654123

90



Page Function — Study Dropdown Bar

< Back to Study List Study Details & 0
2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk
ECOS Reference: 2024-0205 IRB: CIRB Board D Study Status: e Draft
Number of Sites: 2 Initial Outcome Date Valid Till Date: -
PI/Site PI: Dr SGH_PI (Singapore General Hospital), Prof NUH_PI (National University Hospital)
Department: Department of Medicine (Singapore General Hospital), Medicine (National University Hospital)
[a]
[ Study Information & Z Edit
Basic Information | Sponsor Details
Regulatory Information Name of Sponsor Contact Person Name Business Contact No Business Email Business Fax No Business Address L
& User Authorisation List . XYZ Pharmaceuticals | XYZ . 98761234 . Xyz@xyz.com Singapore 123654
Clinical Research Organisation (CRO) Details
Name of CRO Contact Person Name Business Contact No Business Email Business Fax No. Business Address L
AB-CRO .| AB .| 98762345 . ab@ab.com . Singapore 654123
IRB Review Fees Billing Details
Contact Person Name Business Contact No Business Email Business Fax No Business Address Last Edite
LMN .| 95672341 . Imn@ab.com Singapore654123 SCH_PI
(]
91

Revised Version dated 10 May 2024



Page Function — Study Dropdown Bar

< Back to Study List Study Details

2024-0291, Test1

2024-0264, Test2 '

2024-025T, Test 3 NOTE: User can use the Study Dropdown Bar to toggle to other studies.

2024-0214, Test 4

2024-0212, Test5
2024-0209, Test6
2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk.
2024-0199, Test 7

| | Sponsor Details

Regulatory Information _ . :
Name of Sponsor Contact Person Name Business Contact No. Business Email Business Fax No. Business Address L

M

Site Information i )
+ | XYZ Pharmaceuticals «| XYZ L 98761234 +| Xyz@xyz.com .| Singapore 123654

@ User Authorisation List

® Milestones Clinical Research Organisation (CRO) Details

Q. Participants - Name of CRO Contact Person Name Business Contact No Business Email Business Fax No Business Address L
+ AB-CRO . AB . 98762345 +| ab@ab.com + | Singapore 654123
IRB Review Fees Billing Details
Contact Person Name Business Contact No. Business Email Business Fax No Business Address Last Edite
. LMN .| 95672341 .| Imn@ab.com . Singapore 654123 SGH_PI
O
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Page Function — Collapse/Expand

< Back to Study List Study Details & 0
2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk
ECOS Reference: 2024-0205 IRB: CIRB Board D Study Status: e Draft
Number of Sites: 2 Initial Outcome Date Valid Till Date: -
PI/Site PI: Dr SGH_PI (Singapore General Hospital), Prof NUH_PI (National University Hospital)
LDepartment Department of Medicine (Singapore General Hospital), Medicine (National University Hospital)
4 N\ %
[ Study Information & Z Edit
Basic Information Sponsor Details
Regulatory Information Name of Sponsor Contact Person Name Business Contact No Business Email Business Fax No Business Address L
& User Authorisation List . XYZ Pharmaceuticals | XYZ 98761234 Xyz@xyz.com Singapore 123654
\. J
Clinical Research Organisation (CRO) Details
Name of CRO Contact Person Name Business Contact No Business Email Business Fax No. Business Address L
AB-CRO .| AB 98762345 ab@ab.com Singapore 654123
IRB Review Fees Billing Details
Contact Person Name Business Contact No Business Email Business Fax No Business Address Last Edite
LMN .| 95672341 Imn@ab.com Singapore654123 SCH_PI

1]
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Page Functions — Edit, Add, Delete, Save Data

Back to Study List Study Details

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk.

o)
M

Sponsor Details

&
Name of Sponsor Contact Person Name Business Contact No. Business Email Business Fax No. Business Address
0
+ | XYZ Pharmaceuticals 4| XYZ 4| 98761234 + | X¥Z@xyz.com + | Singapore 123654
9
Clinical Research Organisation (CRO) Details
Name of CRO Contact Person Name Business Contact No. Business Email Business Fax No. Business Address
+| AB-CRO . AB 4| 98762345 + | ab@ab.com + | Singapore 654123
| IRB Review Fees Billing Details
Contact Person Name Business Contact No. Business Email Business Fax No. Business Address Last Ec
@ . LMN . 95672341 . Imn@ab.com .| Singapore 654123 SGH_
n
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Page Functions — Edit, Add, Delete, Save Data

£ Back to Study List Study Details

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk.

m [@ save X Cancel
| Sponsor Details ‘ Add ‘
a | )
Name of Sponsor Contact Person Name Business Contact No. Business Email Business Fax No. Business Address Las Action
03
+ XYZ Pharmaceuticals L XYZ . 98761234 + Xyz@xyz.com  Singapore 123654 SG  Edit Delete
a 8
Clinical Research Organisation (CRO) Details ‘ Add
Name of CRO Contact Person Name Business Contact No. Business Email Business Fax No. Business Address Las Action
+ AB-CRO + PB 4+ 98762345 + ab@ab.com + Singapore 654123 3G Edit Delete
IRB Review Fees Billing Details ‘ Add ‘
Contact Person Name Business Contact No. Business Email Business Fax No. Business Address Last Edited  Action
. LMN ., 95672341 . Imn@ab_com . Singapore654123 SGH_PI Edit Delete
[ ]
n

-
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Page Functions — Edit, Add, Delete, Save Data

< Back to Study List Study Details

20240205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk.

hd
m [ save X Cancel
[ Sponsor Details | Add |
& Name of Sponsor Contact Person Name Business Contact No. Business Email Business Fax No. Business Address Li Action
@ + | XYZ Pharmaceuticals L KYZ .| 98761234 4 Xyz@xyz.com New Data 4+ Singapore 123654 S cCancel
[o)]
Ll
| Clinical Research Organisation (CRO) Details ‘ Add ‘
Name of CRO Contact Person Name Business Contact No. Business Email Business Fax No. Business Address Li Action
+ AB-CRO +AB 4, 98762345 + ab@ab.com 4+ Singapore 654123 S Edit Delete
.| Add New Data +| Add New Data 4+ Add New Data +| Add New Data Add New Data +| Add New Data Cancel
+| Add New Data * o 4+ Add New Data +| Add New Data Add New Data +| Add New Data Cancel
@ This is a mandatory field. Please fill in response.
) X
IRB Review Fees Billing Details | Add |
Contact Person Name Business Contact No. Business Email Business Fax No. Business Address Last Editer  Action
- . LMN . 95672341 . Imn@ab.com . Singapore 654123 SGH_Pl  Edit Delete
] |
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Page Functions — Edit, Add, Delete, Save Data

@ Do you want to proceed?

Cancel m
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Page Functions — Edit, Add, Delete, Save Data

Back to Study List Study Details

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk.

m [@ save X Cancel
| Sponsor Details ‘ Add ‘
a | J
Name of Sponsor Contact Person Name Business Contact No. Business Email Business Fax No. Business Address L¢ Action
@
+ | XYZ Pharmaceuticals . XYZ | 98761234 + XyZ@xyz.com New Data + Singapore 123654 S Cancel
Q
Clinical Research Organisation (CRO) Details ‘ Add ‘
Name of CRO Contact Person Name Business Contact No. Business Email Business Fax No. Business Address L¢ Action
+ AB-CRO +AB 4+ 98762345 4 ab@ab.com + Singapore 654123 S Edit Delete
.| Add New Data | Add New Data 4+ Add New Data .| Add@New.Data Add New Data .| Add New Data Cancel
+| Add New Data 4| Add New Data 4+ Add New Data .| Add@New.Data Add New Data +| Add New Data Cancel
IRB Review Fees Billing Details ‘ Add ‘
Contact Person Name Business Contact No. Business Email Business Fax No. Business Address Last Ec

- Data Deleted

n
-
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Record Tracking

Back to Study List Study Details
2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracturg
Business Fax No. Business Address fl_ast Edited By Last Edited Datg
New Data . Singapore 123654 SGH_PI 14-Mar-2024
[&
Sponsor Details
8 Name of Sponsor Contact Person Name Bug
© .| XYZ Pharmaceuticals . XYZ . { Business Fax No. Business Address Last Edited By Last Edited Date
Q)
SGH_PI 14-Mar-2024
Clinical Research Organisation (CRO) Details ~aahiE LEE * SLL T JEE -
Name of CRO Contact Person Name Bu{  Add New Data , Add New Data SGH_PI 14-Mar-2024
| Add New Data . Add New Data 4 A . Singapore 654123 SGH_PI 23_Jan-2024
4| Add New Data . Add New Data A
. AB-CRO +| AB o
IRB Review Fees Billing Details E Fax No. Business Address Last Edited By Last Edited Date
Contact Person Name Business Contact No.
. J
- I

v

n =
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Study Information — Basic Information

« On ECOS, Sponsor, CRO and IRB billing details will be entered on the CRMS — Basic Information
page instead of the IRB Application Form.

« Subseqguent changes to Sponsor/CRO and IRB billing details can be done via CRMS without submitting
an IRB Amendment form.

NOTE:
1. If a CRO is engaged for an Investigator-initiated study, CRO Details should be completed.

2. Business Address under IRB Review Billing Details will be reflected on the invoice. Sites should check
with the sponsor and indicate the required information to ensure smooth invoice submission and
payment processes.

-]
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Study Information — Basic Information

« For Pharmaceutical/ Industry-sponsored studies, the following details must be provided for the IRB
Application Form to be submitted successfully.
a) Sponsor Details, or
b) Clinical Research Organisation (CRO) Details, and
c) IRB Review Billing Details.

- 1
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IRB Application Form — Section C1

< Back to Submission Detail Submission Detail

2024-0205-APP1 <
ECOS Ref: 2024-0205

Form Detail

Amendment Form Track Changes X Cancel [o Save

+C1. Please provide information regarding the study’s funding source or sponsor information. Section A: Study Title
{a) Department Fund or No funding is required for this study to be carried out

(b) Grant Section B: Submission .

(®) (c) Pharmaceutical/ Industry Sponsored

Section C: Study Fundi...
+C1. (c) (i) Name of Sponsor Company

XYZ Pharmaceuticals Section D: Study Type a..

Section G: Research M. ..

+C1. (c) (ii) Is the sponsor offering any incentive connected with research participant recruitment or completion of research study (e.g. finder’s fee, recruitment bonuses

etc.) that will be paid to the research staff? ® Section H: Research D
Yes
Section T Research Da_ ..
(® No
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Mandatory Check Prompt From IRB APP Form

ECOS

o The following section(s) is/are incomplete or did not meet the logic check. Please ensure the section(s) is/are completed and ensure information is correct before finalising
"~ the submission.

Section Field Reason

C1. Please provide information regarding the study’s There is no Sponsor/CRO information in CRMS. Please enter at least

Section C: Study Funding Information ) ) i i
funding source or sponsor information. one Sponsor/CRO in the CRMS.

C1. Please provide information regarding the study’s

. . ) Mo billing information in CRMS.
funding source or sponsor information.

Section C: Study Funding Information

_—
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Complete Sponsor/CRO and IRB Detalls in CRMS

< Back to Study List Study Details AT A
2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk
ECOS Reference: 2024-0205 IRB: CIRB Board D Study Status: e Draft
Number of Sites: 2 Initial Outcome Date Valid Till Date: -
PI/Site PI: Dr SGH_PI (Singapore General Hospital), Prof NUH_PI (National University Hospital)
Department: Department of Medicine (Singapore General Hospital), Medicine (National University Hospital)
(2]
D 4 )
Study Information & H : Edit
Required sections completed. 2 i
Basic Information | Sponsor Details
Regulatory Information Name of Sponsor Contact Person Name Business Contact No Business Email Business Fax No Business Address L
& User Authorisation List . XYZ Pharmaceuticals | XYZ .| 98761234 . Xyz@xyz.com Singapore 123654

Clinical Research Organisation (CRO) Details

Name of CRO Contact Person Name Business Contact No Business Email Business Fax No. Business Address L
AB-CRO «| AB .| 98762345 . ab@ab.com . Singapore 654123
IRB Review Fees Billing Details
Contact Person Name Business Contact No. Business Email Business Fax No Business Address Last Edite
LMN .| 95672341 . Imn@ab.com Singapore654123 SCH_PI
(] \. J
104
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Return to IRB APP Form

£ Back to Study Summary

Cuhmiccinn Natail

& Mandatory check completed.

RB [ My Study List / Study Summary / Submission Detail

2024-0205-APP1 3
ECOS Ref 2024-0205

Form Type: Application Form Qutcome: -

Initial Review Category: -

Current Editor: SGH_PI
PI/Site PI: Dr SGH_PI (Singapore General Hospital) ,Prof NUH_PI (National University Hospital )

Study Title: Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk.

Quick Link : Study Summary, CRMS

Form Detail

Application Form Track Changes X Cancel [@) save

+A1. Please enter the Study Title for this Study. Section A: Study Title

Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk.

Section B: Submission .
Section C: Study Fundi. ..

Section D: Study Type a...

-
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After IRB APP Form Approval

¢ Back to Study List Studv Datails

/N There must be at least one entry in IRB Review Fees Billing Details because

2024-0205, Efficacy and Safety of DRUG-X in the Treatment d 'Pharmaceutical/lndustry Sponsored' was selected in Section C1 of the IRB Application Form.

m [@ save X Cancel
| Sponsor Details ‘ Add ‘
a L J
Name of Sponsor Contact Person Name Business Contact No. Business Email Business Fax No. Business Address L¢ Action
0}
+ XYZ Pharmaceuticals + XYZ , 98761234 + XyZ@xyz.com New Data 4+ Singapore 123654 S Edit Delete
=)}
Ll
Clinical Research Organisation (CRO) Details ‘ Add ‘
Name of CRO Contact Person Name Business Contact No. Business Email Business Fax No. Business Address L¢ Action
4+ Add New Data - Add New Data 4+ Add New Data + Add@New Data Add New Data + Add New Data S Edit Delete
4+ Add New Data - Add New Data 4+ Add New Data + Add@New Data Add New Data + Add New Data S Edit Delete
+ AB-CRO +AB , 98762345  ab@ab.com 4+ Singapore 654123 S Edit Delete
IRB Review Fees Billing Details ‘ Add ‘
Contact Person Name Business Contact No. Business Email Business Fax No. Business Address Last Editet  Action
[ ]
- . LMN . 95672341 . Imn@ab.com . Singapore 654123 SGH Pl Edit Delete

-
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Applicable To Both Sponsor/CRO and IRB Detalls

¢ Back to Study List Sé1chs Rataile [Heb] ¥ 0 13? o

/A There must be at least one entry in Sponsor Details or in Clinical Research Organisation (CRO)
2024-0205, Efficacy and Safety of DRUG-X in the Treatment d Details because 'Pharmaceutical/Industry Sponsored' was selected in Section C1 of the IRB
Application Form.

[@ save X Cancel

Ar

| Sponsor Details Add
&
Name of Sponsor Contact Person Name Business Contact No. Business Emall Business Fax No. Business Address Las Action
103
+ XYZ Pharmaceuticals £ XYL 4, 98761234 + XyZ@xyz.com New Data 4 Singapore 123654 SG  Edit Delete
2
| Clinical Research Organisation (CRO) Details Add
Name of CRO Contact Person Name Business Contact No. Business Email Business Fax No. Business Address
Data Deleted
IRB Review Fees Billing Details Add
Contact Person Name Business Contact No. Business Email Business Fax No. Business Address Last Edited  Action
. LMN , 95672341 . Imn@ab.com . Singapore 654123 SGH_PI Edit Delete
-
] |

- 1
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Original Data Reverted

£ Back to Study List Study Details

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk.

o £ Edit
2l
| Sponsor Details
& . . . . .
Name of Sponsor Contact Person Name Business Contact No. Business Email Business Fax No. Business Address
©
+ | XYZ Pharmaceuticals | XYZ .| 98761234 + | XyZ@xyz.com New Data + | Singapore 123654
o’}
| Clinical Research Organisation (CRO) Details
Name of CRO Contact Person Name Business Contact No. Business Email Business Fax No. Business Address
+ | Add New Data + | Add New Data + | Add New Data + | Add@New.Data Add New Data + | Add New Data
| Add New Data | Add New Data | Add New Data + | Add@New.Data Add New Data | Add New Data
+| AB-CRO +| AB .| 98762345 + | ab@ab.com + | Singapore 654123
IRB Review Fees Billing Details
Contact Person Name Business Contact No. Business Email Business Fax No. Business Address Last Ec
.| LMN .| 95672341 .| Imn@ab.com .| Singapore 654123 SGH_
| ]

-]
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Page Functions — Cancel

Back to Study List

Study Details

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk.

[
| Sponsor Details
&
Name of Sponsor Contact Person Name Business Contact No.
@
+ XYZ Pharmaceuticals + XYZ 98761234
9
Clinical Research Organisation (CRO) Details
Name of CRO Contact Person Name Business Contact No.
+ Add New Data 4+ Add New Data 4+ Add New Data
+ Add New Data 4+ Add New Data + Add New Data
+ AB-CRO +AB 4 98762345
IRB Review Fees Billing Details
Contact Person Name Business Contact No. Business Email
[ ]
n + LMN . 95672341 . Imn@ab.com

(<]

Business Email

+ Xyz@xyz.com

Business Email
+ Add@New Data
+ Add@New Data

4+ ab@ab.com

Business Fax No.

New Data

Business Fax No.

Add New Data

Add New Data

Business Fax No.

Revised Version dated 10 May 2024

Business Address

4+ Singapore 123654

Business Address
4 Add New Data
4 Add New Data

+ Singapore 654123

Business Address

. Singapore 654123

L

w

Li

5]

w

[45]

Last Editer

SGH_PI

@ sa

ve X Cancel

" Add ‘

Action

Edit

Action

Edit

Edit

Edit

Action

Edit

Delete

" Add ‘

Delete

Delete

Delete

‘ Add ‘

Delete
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Page Functions — Cancel

Back to Study List

Study Details

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk.

s

| Sponsor Details

&
Name of Sponsor Contact Person Name Business Contact No.
0
+ | XYZ Pharmaceuticals . XYZ .| 98761234
9
Clinical Research Organisation (CRO) Details
Name of CRO Contact Person Name Business Contact No.
+ Add New Data + Add New Data 4+ Add New Data
+ Add New Data + Add New Data 4+ Add New Data
+ AB-CRO 4+ PB 4+ 98762345
IRB Review Fees Billing Details
Contact Person Name Business Contact No. Business Email
L]
n + LMN . 95672341 .. Imn@ab.com

Business Email

+ XyZ@xyz.com

Business Email
+ Add@New Data
+ Add@New Data

+ ab@ab.com

Business Fax No.

Revised Version dated 10 May 2024

Business Fax No.

Data Deleted

Business Fax No.

Add New Data

Add New Data

Business Address

4 Singapore 123654

Business Address
+ Add New Data
+ Add New Data

+ Singapore 654123

Business Address

.. Singapore 654123

Li

w

Li

w

w

w

Last Editer

SGH_PI

[2 sa

ve X Cancel

" Add ‘

Action

Canc

el

|

Action

Edit

Edit

Edit

Action

Edit

" Add ‘

Delete

Delete

Delete

‘ Add ‘

Delete
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Page Functions — Cancel

Back to Study List

Study Details

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk.

m
[
| Sponsor Details
&
Name of Sponsor Contact Person Name Business Contact No.
@
+ XYZ Pharmaceuticals + XYZ 4+ 98761234
o’}
Clinical Research Organisation (CRQ) Details
Name of CRO Contact Person Name Business Contact No.
4+ Add New Data 4 Add New Data + Add New Data
4+ Add New Data + Add New Data + Add New Data
+ AB-CRO +AB 4 98762345
IRB Review Fees Billing Details
Contact Person Name Business Contact No. Business Email
L]
n + LMN . 95672341 . Imn@ab.com

[v]

Business Email Business Fax No. Business Address

+ XyZ@xyz.com New Data + Singapore 123654
Data Reverted

Business Email Business Fax No. Business Address
+ Add@New.Data Add New Data 4+ Add New Data
+ Add@New Data Add New Data 4+ Add New Data
4 ab@ab.com + Singapore 654123

Business Fax No. Business Address

. Singapore 654123

Revised Version dated 10 May 2024

[ save X Cancel

‘ Add ‘
Li Action
S Edit Delete

‘ Add ‘
Li Action
S Edit Delete

|

Edit Delete

|

Edit Delete

‘ Add ‘

Last Editer  Action

SGH Pl Edit Delete
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Page Functions — Cancel

Back to Study List

Study Details

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk.

Contact Person Name

L XYZ

Clinical Research Organisation (CRQ) Details

m
[
| Sponsor Details
&
Name of Sponsor
103
+ XYZ Pharmaceuticals
(o))
(]
Name of CRO
+ AB-CRO
IRB Review Fees Billing Details
Contact Person Name
+ LMN
[ ]
in

Contact Person Name

L AB

Business Contact No.

4+ 99672341

Business Contact No.

. 98761234

Business Contact No.

4+ 98762345

Business Email

4+ Imn@ab.com

Business Email

+ Xyz@xyz.com

Business Email

+ ab@ab.com

Revised Version dated 10 May 2024

Business Fax No.

New Data

Business Fax No.

Business Fax No.

Business Address

4 Singapore 123654

Business Address

+ Singapore 654123

Business Address

+ Singapore 654123

[@) save X Cancel

" Add ‘
Las Action

SG  Edit Delete

" Add ‘

Las Action

3G Edit Delete

‘ Add ‘

Last Edited  Action

SGH_PI Fdit Delete
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Original Data Reverted

£ Back to Study List Study Details

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk.

o £ Edit
2l
| Sponsor Details
& . . . . .
Name of Sponsor Contact Person Name Business Contact No. Business Email Business Fax No. Business Address
©
+ | XYZ Pharmaceuticals | XYZ .| 98761234 + | XyZ@xyz.com New Data + | Singapore 123654
o’}
| Clinical Research Organisation (CRO) Details
Name of CRO Contact Person Name Business Contact No. Business Email Business Fax No. Business Address
+ | Add New Data + | Add New Data + | Add New Data + | Add@New.Data Add New Data + | Add New Data
| Add New Data | Add New Data | Add New Data + | Add@New.Data Add New Data | Add New Data
+| AB-CRO +| AB .| 98762345 + | ab@ab.com + | Singapore 654123
IRB Review Fees Billing Details
Contact Person Name Business Contact No. Business Email Business Fax No. Business Address Last Ec
.| LMN .| 95672341 .| Imn@ab.com .| Singapore 654123 SGH_
| ]

=
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Study Information — Regulatory Information

< Back to Study List

Study Details

Study Level

2024-02095, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk.

[ Study Information 4
Basic Information
| Clinical Trials Regulated by HSA @

Regulatory Information

<

Type of Application <€
& User Authorisation List

« | Clinical Trial Authorisation (CTA)

| clinical Research Material (CRM) @
Name(s) of CRM(s)

+ | Drug-x

Restricted Human Biomedical Research

MOH Application No.

Revised Version dated 10 May 2024

*

Type(s) of CRM

Therapeutic Product’iCTGTP

MOH Initial Submission Dat

Submission Date

Type of Application

Clinical Trial Certificate (CTC)

C  Clinical Trial Authorisation (CTA)

t Clinical Trial Notification (CTN)
Substantial Amendments
Safety Report
Serious Breach
Urgent Safety Measures

' Trial Status Repaort

lis

| Date

Licence/P
Local Regulatory Study Reference No. -
HPRG/CTB 78:10/99-999 CTAOD
Submissic

v «| 20800

MOH Expiry Date
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Study Information — Regulatory Information [studyLevel

< Back to Study List Study Details

2024-02095, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk.

0 Study Information 4 ¥y Export

Basic Information
| Clinical Trials Regulated by HSA @

Regulatory Information

Licence/P
Type of Application Submission Reference No. Submission Date Local Regulatory Study Reference No.
B User Authorisation List No.
+ | Clinical Trial Authorisation (CTA) ' + | 20A0000X + 02-Jan-2024 = HPRG/CTB 78:10/99-999 CTAOD
| clinical Research Material (CRM) @
Type(s) of CRM
Name(s) of CRM(s) Type(s) of CRM < ic
«| Drug-X + | Therapeutic Product/CTGTFP e +| Therapeutic Product/CTGTP Medical Device Q,
Restricted Human Biomedical Research Therapeutic Product/CTGTP 4
MOH Application No. MOH Initial Submission Date MOH Reference MNo. o
Medicinal Product
Submission Date l Medical Device e

- 1
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Study Information — Regulatory Information

< Back to Study List

Study Details

Study Level

2024-02095, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk.

[ Study Information 4
Basic Information
Regulatory Information

& User Authorisation List

| Clinical Trials Regulated by HSA 3@
Type of Application
+ | Clinical Trial Authorisation (CTA)

| Clinical Research Material (CRM) @

Name(s) of CRM(s)

+ | Drug-x

Restricted Human Biomedical Research

MOH Application No.

® A HSA application for a study involving
multiple sites should be entered as one entry.

Type(s) of CRM

« | Therapeutic Product/CTGTP

MOH Initial Submission Date

Submission Date

Submission Reference Mo.

20A0000X

MOH Reference No.

- 1
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*

Submission Date <

02-Jan-2024

Type of CRM Submission

v + | CRM Notification

MOH Initial Approval Date

Approval Date

Mar 2024
Su Mo Tu We Th Fr Sa

3 - 5 6 T 8 9
10 11 12 13 14 15 16

17 |18]
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Site Level

User Authorisation List (UAL)

» User access management to CRMS and/or IRB modules on ECOS.
» PI/Site-Pl, Co-l, Study Team Members, Study Administrators and Study Sponsor roles will be listed.
« But the UAL access management is for STM, SA and SS roles only.

¢ Back to Study List

Study Details

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singapare General Hospital (SGH)

ECOS Reference: 2024-0205 IRB: CIRB Board D Study Status: * Approved

Number of Sites: 2 Initial Outcome Date: 24-Jan-2024 Valid Till Date : 23-Jan-2025

PliSite P1: Dr SGH_PI (Singapore General Hospital), Prof NUH_PI (National University Hospital)

Department : Department of Medicine(Singapore General Hospital ), Medicine(National University Hospital)
Q]
m User Authorisation List
H .
- -|- Add @ Columns Li, Export ? Filter(1)

&

Member Name Role Cluster nstitution Designation Email Address Data Source Role Status Endorsement Date ~ Endorsed By Deactivation Date Deactivated By Last Edited By Last Edited Date = Action
& ; - ;

S ore General Hospital

SGH_PI SingHealth clg?—ap_. eneral Hospia Consultan SGH_PI@singhealth.com.sg IRE e Active 24-Jan-2024 CIRE_D_IRBSecl 24-Jan-2024

R)\ S . G IH tal
ng re Cene SR e - " I -
SGH_Co-I1 Co SingHealth SIngapore eneral Rospita Consultan SGH_Co-l@singhealth.com.sg RB ® Active 24-Jan-2024 CIRE_D_IRBSec 24-Jan-2024
: (SGH) ==t e

~ Study . Singapore General Hospital Senio i - . ) 0 . I .

GH_SA1 Administrator SingHealth (SGH) Evecutive SGH_SA1@sgh.com.sg CRMS & Active 24-Jan-2024 SGH_P SGH_PI 24-)Jan-2024 Deactivate

_— Study R f s T A . J—— & Pending —_— » —

55_2( Sponsor MNon-PH Astra Zeneca Astra Zeneca CRA SS_20@az.com CRMS Endarsement SGH_Co-I 24-Jan-2024

- |
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User Authorisation List (UAL) Site Leve

» User access management to CRMS and/or IRB modules on ECOS.
» PI/Site-Pl, Co-l, Study Team Members, Study Administrators and Study Sponsor roles will be listed.
« But the UAL access management is for STM, SA and SS roles only.

¢ Back to Study List Study Details

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singapore General Hospital (SGH)

ECOS Reference: 2024-0205 IRB: CIRB Board D Study Status: * Approved
Number of Sites: 2 Initial Outcome Date: 24-Jan-2024 Valid Till Date : 23-Jan-2025
—
Pl/Site PI: Dr SGH_PI (Singapore Gengral Member Data
- Role Institution
Department : Department of Medicine(Sind N ame Source
4 . Y
. Singapore General
o SGH_PI PI : IRB
Hospital (SGH)
Singapore General + Add @ Columns I.il Export v Filter(1)
SGH_Co-I1 Col & IRB

Member Name  Role L HOSp'taI (SG H) orsement Date ~ Endorsed By Deactivation Date Deactivated By Last Edited By Last Edited Date = Action
¢ SGH_PI p [ Stud Si G | ) an-2024 CIRB_D_IRBSecT 24-1an-2024

- ) » - u ingapore Genera srees SRR ) ) SrmEeRe
2 SGH_SA1 4N 99p CRMS

SGH_Co-I1 Col Administrator Hospital (SGH) I:amzoza CIRB_D_IRBSect - : . 24-Jan-2024

SGH_SA1 i::’i'nistratgr Stu d y an-2024 SGH_P - - SGH_PI 24-)an-2024 Deactivate

] SS_20 Astra Zeneca CRMS
55.20 Study Sponsor : : : SGH_Co-I1 24-Jan-2024
Sponsor \

- 1
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User Authorisation List (UAL)

Role Definition

Pl

Site PI
Site investigators directly involved in the research.

Co-l

Comments

Access management: IRB module > IRB APP or AMD Form >
Section B2(a) Investigator List

* The list of investigators will be imported from IRB to CRMS
module at each synchronisation point (as applicable) with IRB
indicated as the data source.

* IRB approval is required to gain full CRMS access.
« Addition and deactivation will both go through the IRB module.

During IRB Application drafting:

» The addition or removal of any PI, Site-Pl or Co-I in the draft IRB
Application Form will be reflected on the CRMS UAL each time the
IRB Application Form is saved.

In subsequent IRB Amendment Form(s):

> New PI, Site-PI or Co-I will only appear on the CRMS UAL after
IRB has provided approval for the Amendment Form.

» Investigators to be removed will only be deactivated on the UAL
after IRB’s review.

Revised Version dated 10 May 2024
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User Authorisation List (UAL)

Role Definition
Study Team STM: Site personnel directly involved in the
Member research e.g. CRCs, Study Nurses, Pharmacists etc.
(STM)
SA: Site personnel not directly involved in the
& research but provides administrative support only,
e.g. Executives, CRCs not involved in the conduct of
Study research.
Administrator
(SA)
Sponsor/CRO personnel, e.g. Clinical Trial
Study Sponsor | Assistants, Clinical Research Associates, Clinical
(SS) Trial Managers etc.

Revised Version dated 10 May 2024

Comments

Access management: CRMS module > UAL

» Data source on UAL will indicate CRMS.

* Any user on the UAL can add or deactivate a user.

* New users added will require PI's endorsement in CRMS,
endorsement is site-specific.

« Addition of new user(s) by PI/Site-PI will automatically be endorsed
upon submission.

« User deactivation does not require endorsement from PI/Site-Pl.

* Once deactivated, access to CRMS and other related modules will
be revoked, e.g. IRB.

* Reactivation of the user is not allowed, i.e. a new entry needs to be
added and endorsed to “reactivate” the user.

* Number of users that can be added to the UAL is not capped, but
please be mindful when performing this task as every addition and
deactivation will be captured on this list.

« Site will need to manage and keep the UAL updated, i.e.
STM/SA/SS(s) no longer directly involved in the study should be
deactivated in the list for IRB and CRMS accesses to be revoked.
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Page Functions — Filter

NOTE:
« The UAL is pre-set to display only roles that are Active, Pending IRB Approval or Pending Endorsement.
« To view all Active, Pending and Inactive roles, remove the default filter configured.

¢ Back to Study List Study Details

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singapare General Hospital (SGH)
ECOS Reference: 2024-0205 IRB: CIRB Board D Study Status: * Approved
Number of Sites: 2 Initial Outcome Date: 24-Jan-2024 Valid Till Date : 23-Jan-2025

PliSite P1: Dr SGH_PI (Singapore General Hospital), Prof NUH_PI (National University Hospital)

Department : Department of Medicine(Singapore General Hospital ), Medicine(National University Hospital)

m User Authorisation List
H .
-|- Add @ Columns Li, Export ? Filter(1)
o R
Member Name  Role Cluster Institution Department Designation Email Address Data Source Role Status Endorsement Date ~ Endorsed By Deactivation Date Deactivated By Last Edited By Last Edited Date = Action
® - : Singapore General Hospital Department of . -
SGH_PI P SingHealth -;G?_-.FJ e pita ” Consultant SGH_PI@singhealth.com.sg IRE e Active 24-Jan-2024 CIRE_D_IRBSecl - - - 24-Jan-2024
{1 Vv = o
3 o
ngapaore General Hospital e n o8 . . | .
SGH_Co-I1 Co SingHealth ?";ijpo eneral Rospita o Consultant SGH_Co-li@singhealth.com.sg 'RE ® Active 24-Jan-2024 CIRB_D_IRBSec . . . 24-)an-2024
~ Study ) Singapore General Hospital Senio: R - o — - P
GH_SA1 Administrator SingHealth (SGH) Medicine Evecutive SGH_SA1@sgh.com.sg CRMS & Active 24-Jan-2024 SGH_P - - SGH_PI 24-)Jan-2024 Deactivate
Study - . - P p—_ —— # Pending - | 5
5520 ipc-:scv Non-PH Astra Zeneca Astra Zeneca CRA 55_20@az.com CRMS Endarsement SGH_Co-1 24-Jan-2024
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Page Functions — Filter

NOTE:
« The UAL is pre-set to display only roles that are Active, Pending IRB Approval or Pending Endorsement.

« To view all Active, Pending and Inactive roles, remove the default filter configured.

¢ Back to Study List Study Details Filter X
2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singapore General Hospital (SGH) Role Status:
ECOS Reference: 2024-0205 IRB: CIRB Board D Study Status: * Approved Active ¥ Pending IRB Approval ¥
Number of Sites: 2 Initial Qutcome Date: 24-Jan-2024 Valid Till Date : 23-Jan-2025 Pendingmorsem ent ¥
Pi/Site PI: Dr SGH_PI (Singapore General Hospital), Prof NUH_PI (National University Hospital)
Endorsement Date:
Department : Department of Medicine(Singapore General Hospital ), Medicine(National University Hospital)
m User Authorisation List Endorsed By:
[al ;
+ A
&
Member Name  Role Cluster Institution Department Designation Email Address Data Source Role Status Endorsement Date = Endorsed By Deactivation Date Deacti . - .
° Deactivation Date:
Singapore General Hospital  Department of
SGH_PI p SingHealth - naopors BENEr@InospRa arme Consultant  SGH Pi@singhealth.comsg  IRE o Active 24-Jan-2024 CIRE_D_IRBSecT
Py (SGH) Medicine = 9
4]
. - Singapore General Hospital  Department of - . - .
SGH_Co-I1 Col SingHealth iSIG;:-‘.F P! e ;me Consultant SGH_Co-l@singhealth.com.sg 'RB ® Active 24-Jan-2024 CIRB_D_IRBSec
s . — i D : .- Deactivated By:
Study . ingapore General Hospital Department o enior - - G -
SGH_SA1 ! SingHealth CRMS Active 24-Jan-2024 SGH_P
- Administrator 'ng (SGH) Medicine Executive SGH_SA1@sgh.com2ag & Acu on.
. Study - .\ - ., - . PR ® Pending
§5.20 Sponsor Non-PH Astra Zeneca Astra Zeneca CRA SS_20@az.com CRMS Endorsement
Reset
_—
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Page Functions — Columns

» With the filter removed, the UAL additionally displays SGH_STM11 (Role Status: Inactive).
« Use the Columns function to narrow the information to be displayed.

< Back to Study List Study Details

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singapore General Hospital (SGH)

ECOS Reference: 2024-0205 IRB: CIRB Board D Study Status: = Approved
Number of Sites: 2 Initial Outcome Date: 24-Jan-2024 Valid Till Date: 23-Jan-2025
PliSite PI: Dr SGH_PI (Singapore General Hospital), Prof NUH_PI (National University Hospital)

Department : Department of Medicine(Singapore General Hospital ), Medicine(National University Hospital)

m User Authorisation List
[l ;
- -|- Add @ Columns vort Y Filter
5 %
Member Name  Role Cluster Institution Department Designation Email Address Data Source Rele Status Endorsement Date  Endorsed By Deactivation Date Deactivated By Last Edited E} ted Date  Action
© - . Singapore General Hospital Department of . -
SGH_PI p SingHealth Jopers mensrEnospre : Consultant  SGH_Pi@singhealthcomsg IR ® Active 24-Jan-2024 CIRE_D_IRBSecT - - . 24-Jan-2024
Py (SGH) Medicine =
)
. - Singapore General Hospital - . . | -
3GH_Co- Co SingHealth iSIG:}lﬂp ' P! Consultant SGH_Co-l1@singhealth.com.sg A& * Active 24-Jan-2024 CIRE_D_IRBSec - - - 24-Jan-2024
Study Team . Singapore General Hospital — . - - - -
[ SGH_STM11 e SingHeslth |’SGSII—"F Pt Executive SGH_STMii@sgheomsg  CRMS o Inactive . : 24-Jan-2024 SGH_PI SGH_PI 24-Jan-2024 ]
Study : Singapore General Hospital Department of - ;
GH SA J aHeali CRMS Active 24-)an-2024 SGH - - SGH 24-Jan-2024 . R
SGH_SA1 Administrator SingHealth (SGH) Medicine SGH_SA1@egh.com.sg e @ Active 24-Jan-2024 SGH_P SGH_PI 24-Jan-2024 Deactivate
<5 20 Studly Non-PH Astra Zeneca Astra Zenaca CRA . CRMS ® Pending SGH Co-I 24-Jan-2024
o Sponsor o e e - §5_20@az.com - Endorsement o T

- 1
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Page Functions — Columns

» With the filter removed, the UAL additionally displays SGH_STM11 (Role Status: Inactive).
« Use the Columns function to narrow the information to be displayed.

< Back to Study List Study Details

Column Selected 15
2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singapore General Hospital (SGH)

ECOS Reference: 2024-0205 IRB: CIRB Board D Study Status: = Approved
Number of Sites: 2 Initial Qutcome Date: 24-Jan-2024 Valid Till Date: 23-Jan-2025 W Selact &
PliSite PI: Dr SGH_PI (Singapore General Hospital), Prof NUH_PI (National University Hospital) -
Member Name 9 )
Department : Department of Medicine(Singapore General Hospital ), Medicine(National University Hospital)
-
Role ot
User Authorisation List - . 9 o
m Cluste -
[I?-l -
Institution 9 2 Y Fitter
a ’
Member Name  Role Cluster Institution Department Designation Email Address Data Source Role Status Endorsement Date = Endorsed By Deactivation Date - Action
o Department -
Si re General Hospital Department of
SGH_PI o SingHealth |nga.po neral nosp! partme Consultant SGH_PI@singhealth.com.sg IRE ® Active 24-Jan-2024 CIRE_D_IRBSec -
(SGH) Medicine = X X -
2 . R . b . Designation HH
- - . ingapore General Hospital ~ Department o " - T - .
SGH_Co-I1 o SingHealth iSG;:-'_‘. Medicine Consultant SGH_Co-l1@singhealth.com.sg |RE * Active 24-lan-2024 CIRE_D_IRBSec - .
il A . -
Study T Singapore General Hospital ~ Department of Email Address 9
SGH_STM11 SV IR gkt ~nese nerE e srme Executive SGH_STMt1@sghcomsg ~ CRMS o Inactive - - 24-Jan-2024 -
Member (SGH) Medicine =
SGH SA1 Study SinaHealth Singapore General Hospital ~ Department of Senior ~ CRMS R 24-an-2024 SGH P Data Source 9 HH -
et Administrator "9 o2 (SGH) Medicine Executive SGH_SA1@egh.com.sg S ® Active SSiantals 2h B b Deactivate
. Study - . - ., - P ", @ Pending -
§5.20 Non-PH Astra Zeneca Astra Zeneca CRA SS_20@az.com CRMS y - - - Role Status ﬁ i

Sponsor Endorsement

Clear Cancel m
-
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Page Functions — Export

* The 4 data columns unchecked will not be displayed.

€ Back to Study List

Study Details

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singapore General Hospital (SGH)

[9)]

L]

User Authorisation List

b

\ 4

Column

Select All
Member Name
Role

Cluster
Institution

Department

Designation

Email Address
Data Source

Role Status

Selected 11

‘ Clear

‘ Cancel

Q

see e e “ee “ee e e see
ee e e e e "ee e ee

BBHBLBL BB BB

—+— Add @ Columns |i| Export Y Filter
A 4
Member L Data Role Endorsement Deactivation Deactivated Last Last Edited )
Role Institution Endorsed By . Action
Name Source Status Date Date By Edited By Date
Singapore General )
SGH_PI PI . IRB ® Active 24-lan-2024 CIRB_D_IRBSec1 - - - 24-Jan-2024
Hospital (SGH)
Singapore General )
SGH_Co-11 Col , IRB ® Active 24-]an-2024 CIRB_D_IRBSec1 - - - 24-Jan-2024
Hospital (SGH)
sGH.sTM11  SwudyTeam - Singapore General oo s Inactive - - 24-Jan-2024  SGH_PI SGH_PI 24-Jan-2024
Member Hospital (SGH)
Study Singapore General ) )
SGH_SA1 L. . CRMS ® Active 24-lan-2024 SGH_PI - - SGH_PI 24-Jan-2024 Deactivate
Administrator  Hospital (SGH)
Study ® Pending
S5 20 Astra Zeneca CRMS - - - - SGH_Co-I1 24-Jan-2024
Sponsor Endorsement

Revised Version dated 10 May 2024

Rows per page:

100 = 1-50of5
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Page Functions — Export

 Click on the Export button to print the UAL in Excel or PDF.

€ Back to Study List Study Details

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singapore General Hospital (SGH)

b

i User Authorisation List
[z
N —+— Add @ Columns |i| Export v Filter
o Member L Data Role Endorsement Deactivation Deactivated Last Last Edited )
Role Institution Endorsed By . Action
& Name Source Status Date Date By Edited By Date
Singapore General )
SGH_PI PI . IRB ® Active 24-lan-2024 CIRB_D_IRBSec1 - - - 24-Jan-2024
Hospital (SGH)
)]
i) .
Singapore General :
SGH_Co-11 Col , IRB ® Active 24-]an-2024 CIRB_D_IRBSec1 - - - 24-Jan-2024
Hospital (SGH)
sGH.sTM11  SwudyTeam - Singapore General oo Inactive - - 24-Jan-2024  SGH_PI SGH_PI 24-Jan-2024
Member Hospital (SGH)
) Study Singapore General ) )
SGH_SA1 L. . CRMS ® Active 24-lan-2024 SGH_PI - - SGH_PI 24-Jan-2024 Deactivate
Administrator  Hospital (SGH)
) Study ® Pending
S5 20 Astra Zeneca CRMS - - - - SGH_Co-I1 24-Jan-2024
Sponsor Endorsement
L
n Rows per page: 100 = 1-50f5
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WORK IN ]

Page Functions — Export o,

|\

4 4

Export function will be soft-launched in May
go-live. It may contain some errors that user

will need to correct using the Excel version.

« The Export function will generate the UAL with the specific Columns and Filter selected (if any).

» Use can choose to export in Excel or PDF version.
» Excel offers better flexibility to modify the column and row width/heights before saving as PDF.

» Steps to export are the same across all pages that can be exported.

ECOS Reference: 2024-0205
Unigue Identifier: 2024-0205-Singapore General Hospital
Study Title: Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk.
PI/Site-PI: DrSGH_PI [Singapore General Hospital), Prof NUH_PI (Mational University Hospital)
Study Status: Approved
Initial Outcome Date: 24-Jan-2024
Valid Till Date: 23-1an-2025
Downloaded By: SGH_PI

Downloaded Date and Time: 23-Feb-2024 17:54:46

Member Role institution Data Role Status Endorsement End I By Deactivation Deactivated | Last Edited | Last Edited
Name Source Date Date By By Date
SGH P Pl Singapore General | o Active 24-an-2024 CIRB D IRBSecl 24-1an-2024

- Hospital -
SGH_Co-11  |Col Singapore General | oo Active 24-Jan-2024 CIRB_D_IRBSecl 24-Jan-2024
- Hospital -
SGH sTM11 |orudy Team Singapore General | oo 1) o ctive 24-an-2024 SGH PI SGH PI 24-1an-2024
- Member Hospital - -
Study Singapore General ]
SGH 5A1 - A CEMS Active 24-lan-2024 SGH _PI SGH _PI 24-lan-2024
- Administrator  |Hospital - -
Pendin
55 20 Study Sponsor  |Astra Zeneca CRMS g S5GH_Co-I11  |24-lan-2024
- Endorsement -

Expected view of the exported UAL.
-

Revised Version dated 10 May 2024
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Page Functions — Add

Back to Study List Study Details

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singapore General Hospital (SGH)

[v]

User Authorisation List 0
—+— Add ; @ Columns |i| Export v Filter(1)

i

Member L Data Role Endorsement Deactivation Deactivated Last Last Edited )
Role Institution Endorsed By , Action
Name Source Status Date Date By Edited By Date
@ Singapore General .
SGH_PI PI . IRB ® Active 24-Jan-2024 CIRB_D_IRBSec1 - - - 24-Jan-2024
Hospital (SGH)
[9)]
~ .
Singapore General .
SGH_Co-I Col . IRB 8 Active 24-Jan-2024 CIRB_D_IRBSec1 - - - 24-Jan-2024
Hospital (SGH)
Stud Si G |
SGH_SAT e ngapore Bensrs CRMS o Active 24-Jan-2024 SGH_PI - - SGH_PI 24-Jan-2024 Deactivate
Administrator ~ Hospital (SGH)
Study e Pending
55 20 Astra Feneca CRMS - - - - SGH_Co-11 24-Jan-2024
Sponsor Endorsement
D
- Rows per page: 100 « 1-4of 4

-]
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Fuzzy search is not allowed.

Page Functions — Add

Add X Cancel
+ Member Name/Email : e e

scHsM2 - €= Enter full name or email address O*

Member Name Cluster Institution Department Designation

Singapore
Depart t of Renal
SGH_STM22 SingHealth General epartment of Rena
] Medicine k
Hospital (SGH)

Total Rows; 1
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Page Functions — Add

Add MX Cancel

# Member Name/Email :

SGH_5TM22 Q

Member Name: SGH_STM22 x
Cluster: SingHealth
Institution: Singapore General Hospital (SGH)

Department: Department of Renal Medicine
Designation: Clinical Research Coordinator

Email: SGH_STM22@sgh.com.sg

Study Sponsor e

Study Administrator
Study Team Member ke

Revised Version dated 10 May 2024 132



Page Functions — Add User [Roleused: Pior Site-P

€ Back to Study List Study Details
2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singapore General Hospital (SGH)
User Authorisation List
N + Add @ Columns |i| Export Y Filter(1)
& Member o Data Role Endorsement Deactivation Deactivated Last Last Edited )
Role Institution Endorsed By , Action
Name Source Status Date Date By Edited By Date
@ Singapore General .
SGH_PI Pl . IRB ® Active 24-Jan-2024 CIRB_D_IRBSec1 - - - 24-Jan-2024
Hospital (SGH)
R
Singapore General .
SGH_Co-I1 Col . IRB ® Active 24-Jan-2024 CIRB_D_IRBSeci - - - 24-Jan-2024
Hospital (SGH)
SGH_SA1 Study Singapore General CRMS o Active 24-Jan-2024  SGH_PI - - SGH_PI 24-Jan-2024 Deactivate
Administrator  Hospital (SGH)
Study Team Singapore General , _ .
SGH_STM22 . CRMS ® Active 07-Mar-2024 SGH_PI = = SGH_PI 07-Mar-2024 Deactivate
Member Hospital (SGH)
Study e Pending
5520 Astra Zeneca CRMS - - - - SGH_Co-I1 24-Jan-2024
Sponsor Endorsement
RECAP: The addition of new user(s) by PI/Site-PI will automatically be endorsed upon submission.
- Rows per page: 100 = 1-50f5

-
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£ Back to Study List

Page Functions — Add User

Study Details

Role used: CRMS RO administrator

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singapore General Hospital (SGH)

il

[9)]
')

User Authorisation List

Member

Name

SGH_PI

SGH_Co-I1

SGH_SA1

SGH_STM22

SGH_SA22

55_20

Role

PI

Col

Study
Administrator

Study Team
Member

Study
Administrator

Study
Sponsor

Institution
Singapore General
Hospital (SGH)

Singapore General
Hospital (SGH)

Singapore General
Hospital (SGH)

Singapore General
Hospital (SGH)

Singapore General
Hospital (SGH)

Astra Zeneca

Data
Source

IRB

IRBE

CRMS

CRMS

CRMS

CRMS

RECAP: Pl endorsement is required, endorsement is site-specific.

+ Add E columns ] Export
Role Endorsement Deactivation Deactivated Last Last Edited
Endorsed By )
Status Date Date By Edited By Date
® Active 24-Jan-2024 CIRB_D_IRBSec1 - - - 24-Jan-2024
® Active 24-)Jan-2024 CIRB_D_IRBSec1 - - - 24-Jan-2024
® Active 24-Jan-2024 SGH_PI - - SGH_PI 24-Jan-2024
® Active 07-Mar-2024 SGH_PI - - SGH_PI 07-Mar-2024
® Pending o -
- - - SGH_RO1 07-Mar-2024
Endorsement
® Pending
- - - - SGH_Co-I1 24-Jan-2024
Endorsement
Rows per page: 100 = 1-6 of 6

Revised Version dated 10 May 2024

Y Filter(1)

Action

Deactivate

Deactivate
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Updated page after Pl or Site-Pl’s

Page Functions — Add User [Endorsementin CRMS

< Back to Study List Study Details

2024-02093, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singapore General Hospital (SGH)

il User Authorisation List
[ :
—+— Add @ Columns |i| Export ? Filter(1)
o Member L Data Role Endorsement Deactivation Deactivated Last Last Edited )
Role Institution Endorsed By . Action
o Name Source Status Date Date By Edited By Date
Study Singapore General . .
SGH_SA22 .. . CRMS ® Active 07-Mar-2024 SGH_PI - - SGH_PI 07-Mar-2024 Deactivate
o Administrator  Hospital (SGH)
-~ Singapore General .
SGH_PI Pl . IRB ® Active 24-Jan-2024 CIRB_D_IRBSec1 - - - 24-)Jan-2024
Hospital (SGH)
Si G I .
SGH_Co-I1 Col ingapore menera IRB e Active 24-Jan-2024 CIRB_D_IRBSec1 - - - 24-Jan-2024
Hospital (SGH)
Study Singapore General . .
SGH_SA1 . A CRMS ® Active 24-Jan-2024 SGH_PI - - SGH_PI 24-)an-2024 Deactivate
Administrator  Hospital (SGH)
Study Team Singapore General . ) ~ .
SGH_5TM22 . CRMS ® Active 07-Mar-2024 SGH_PI = = SGH_PI 07-Mar-2024 Deactivate
Member Hospital (SGH)
Study ® Pending
55 20 Astra Zeneca CRMS - - - - SGH_Co-11 24-Jan-2024
Sponsor Endorsement
- NOTE: Logic applies to all roles except for PIl/Site-Pl. Rows per page: 100 ¥ 1-6of 6

-]
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Page Functions — Deactivate User

£ Back to Study List

Study Details

Role used: Study Administrator

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singapore General Hospital (SGH)

[v]
] User Authorisation List
[ .
“+ Add I columns ¥ Export Y Filter
& Member o Data Endorsement Endorsed Deactivation Deactivated Last Last Edited )
Role Institution Role Status i Action
& MName Source Date By Date By Edited By Date
Study Si G I .
SGH_SA22 Sy >Ingapore BENErEl cRms . Active 07-Mar-2024  SGH_PI SGH_PI 07-Mar-2024  Deactivate
- Administrator Hospital (SGH)
i} .
SGH_PI Pl >ingapore General g o Active 24-Jan-2024  CIRB_D_IRBSecl - - . 24-Jan-2024
Hospital (SGH)
Si G |
SGH_Co-I1 Col NQapOre 5eneral 1pg o Active 24-Jan-2024  CIRB_D_IRBSecl - - - 24-Jan-2024
Hospital (SGH)
SGH.STM11 ~ ~udyTeam  Singapore General ) o Inactive - - 24-Jan-2024  SGH_PI SGH_PI 24-Jan-2024
Member Hospital (SGH)
Study Singapore General , .
SGH_SA1 L o CRMS ® Active 24-Jan-2024 SGH_PI - - SGH_PI 24-Jan-2024 Deactivate
Administrator  Hospital (SGH)
Study Team Singapore General . ] .
SGH_STM22 N CRMS e Active 07-Mar-2024 SGH_PI SGH_PI 07-Mar-2024 Deactivate
Member Hospital (SGH)
$5_20 Study Astra Zeneca CRMS ® Pending - SGH_Co-11 24-Jan-2024
Sponsor Endorsement

- 1
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Page Functions — Deactivate User

£ Back to Study List

Study Details

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singapore General Hospital (SGH)

¢ D B B

20

Role used: Study Administrator

™
User Authorisation List
+ Add M columns o+ Export Y Filter
Member o Data Endorsement Endorsed Deactivation Deactivated Last Last Edited )
Role Institution Role Status . Action
Mame Source Date By Date By Edited By Date
Study Singapore General ) . - - 5 - -
activi Jan- ‘Mar-2024  SGH_SA2 GH_SA2 Mar-2024
[ SGH_SA1 Acminisiator  Hospital (SG4) CRMS Inactive 24-Jan-2024  SGH_PI 14-Mar-202 H SA22 SGH_SA22 14-Mar-202
SGH_SA22 Study Singapore General oy 4o o Active 07-Mar-2024  SGH_PI SGH_PI 07-Mar-2024 Deactivate
Administrator  Hospital (SGH)
Si General
SGH_PI I Ingapore eneral 1ep o Active 24-Jan-2024  CIRB_D IRBSect - 24-Jan-2024
Hospital (SGH)
SGH_Co-11 Col Singapore General oo o Active 24-Jan-2024  CIRB_D_IRBSect - 24-Jan-2024
Hospital (SGH)
SGH.STM11  “udyTeam - Singapore General - oo * Inactive - ; 24-Jan-2024  SGH_PI SGH_PI 24-Jan-2024
Member Hospital (SGH)
Study Team Singapore General . _ .
SGH_STM22 P CRMS e Active 07-Mar-2024  SGH_PI SGH_PI 07-Mar-2024 Deactivate
Member Hospital (5GH)
$5.20 Study Astra Zeneca CRMS ® Pending - SGH_Co-11 24-Jan-2024
Spaonsor Endorsement

Revised Version dated 10 May 2024
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Page Functions — Study Dropdown Bar

£ Back to Study List Study Details

2024-0328, Test A
Singapore General Hospital (SGH)
2024-0214, Test B k

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk.k > NOTE Users Can use the Study Dropdown Bar to toggle tO
20240168, Test C another study’s UAL. The same logic applies to other Site

W

2024-0050, Test D >
Level pages.
2024-0036, Test E >
@ Study Information & User Authorisation List
Basic Information .
+ Add @O Columns o Export Y Filter(1)
Regulatory Information Memb Dat End : Deactivati Deactivated Last Edited
ember Role Institution e Role Status naosemen Endorsed By eactivation eactvate ast ke Last Edited Date Action
Name Source Date Date By By
El" Site Information Study Singapore General
SGH_SA22 - ! CRMS e Active 07-Mar-2024 SGH_PI - - SGH_PI 07-Mar-2024 Deactivate
Administrator  Hospital (SGH)
& User Authorisation List . -G I
SGH_PI pI 9apore Heners IRB o Active 24-1an-2024 CIRB_D_IRBSecT - - - 24-1an-2024
. Hospital (SGH)
& Milestones :
SGH_Co-I1 Col a‘gfaﬁ’j'égmm' IRB o Active 24-Jan-2024 CIRB_D_IRBSec! - - - 24-Jan-2024
2. Participants v P
SGH_STM22 Study Team - Singapore General CRMS o Active 07-Mar-2024 SGH_PI - - SGH_PI 07-Mar-2024 Deactivate
Member Hospital (SGH)
Stud Pendi
5520 L Astra Zeneca CRMS ¢ rending . - - - SGH_Co-I1 24-Jan-2024
Sponsor Endorsement
Rows per page: 100 1-50f 5

O
-
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User Authorisation List (UAL)

« The UAL primarily functions to manage the access of STM, SA and SS to the CRMS and/or IRB modules on
ECOS.

« This is one of the harmonised processes between SingHealth and NHG where non-investigator(s) will no
longer require IRB’s approval.

Limited access to Study Information and UAL on CRMS, once a
STM/SA/SS has been added, would allow the new user to gain
Immediate access to IRB and CRMS modules for data entry, submission
and reporting work.

N\ J

* Only the PI's Endorsement in CRMS is required to fully activate the STM/SA/SS roles.
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User Authorisation List (UAL)

The User Authorisation List does not replace a site delegation log.

 Site will need to create and maintain a proper site-specific delegation log in the
Investigator Site Files.

* The delegation log should contain all personnel actively involved in the study
conduct, e.g. Investigators, Study Coordinators, Study Nurses, Pharmacists etc.

» PI/Site-PI should ensure that each STM has received adequate and appropriate
study-specific trainings and qualifications (HBRA, CITI Biomed, GCP etc).

- 1
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Do | add everyone on the
delegation log to the UAL?

Site Delegation Log CRMS UAL
PI
Co-l 1
Co-l 2
Primary CRC

[@ ECOoS

User Authorisation List

Back-up CRC 1 Member Name
Back-up CRC 2
Study Pharmacist_1
Study Pharmacist_2
Study Pharmacist_3
Study Nurse_1
Study Nurse 2 ®
Study Nurse_3
Study Nurse 4

Role

Does the user require access to

IRB or CRMS modules?
E 141




Do | add everyone on the
delegation log to the UAL?

Site Delegation Log CRMS UAL

Pl
Codl 1 @ ECOoS

Co-l 2
Primary CRC
Back-up CRC 1 Member Name
Back-up CRC 2
Study Pharmacist_1

User Authorisation List

Role

 Draft IRB Forms?

Study Pharmacist_2 + Draft DNC, OSN, SAE, SSR etc?

Study Pharmacist_3 « Need access to the IRB documents, e.g.
Study Nurse_1 protocol, ICFs and IRB approval letters?
Study Nurse_2 « Entering data into CRMS pages?

Study Nurse_3 « Back-up users?

Study Nurse_4

—
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ATATATATATATATATATATATATAT Do | add everyone on the
delegation log to the UAL?

Site Delegation Log CRMS UAL
« PlV
. Co-l 1V [ ECOS
+ Co-l 2/ User Authorisation List
* Primary CRCV ser Authorisation Lis
. BaCk'Up CRC_1v Member Name Role
« Back-up CRC 2
. ) =] Pl
Study PharmaC!St—l If a Study Pharmacist/ e Co-l 1 Co-l
* Study Pharmacist_2 v Nurse requires IRB or -
« Study Pharmacist_3 ER%S Access. Tf' ; * Co-l 2 Col
. Im/her to the : * Primary CRC ST™M
* Study Nurse_1- not, ok to omit from . Back y CRC 1 STM
e Study Nurse 2 UAL. ack-up -
* Study Nurse_3 AL | It _ . 2tugy II\D/Ihar.maust_Z E;M
can also contain > Stu onitor
* Study Nurse_4 sponsors or any other users || ),/ .
outside the delegation log. I o Dept s Executive SA

143
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Study Member Review

» PI/Site-Pls can access the Study Member Review Page via 2 ways.
1. ECOS Navigation Menu: Dashboard > CRMS Card > Study Member Review

Dashboard
0 Homepage -
i View All
[ Dashboard |] IRB CRMS > FCOI My Notices iew >
30 1 1 0 uat test-20240131
My Tasks i
Iy Notices Study 28 Study Member Review 11 vy FCOI List 0 UAT - Dashboard nofice for i
Endorsement 2 k e i
I CRE - 30-Jan-2024
& CRums -
¥ Fcol -
{E} Report -

=
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Study Member Review

0 Homepage

Dashboard

[ My Tasks

Iy Motices

ofo IR

CRMS

¢ rFcol
{E} Report

W2

Revised Version dated 10 May 2024

IRB

30

CRMS

11

Study Member Review(11)

Y&

User Name

SGH_DR

5520

5519
NNI_SAT1

SGH_Basicl

Endorsement Status

My Tasks

FCOI

Study Title

Pending Endorsement Study 1

Efficacy and Safety of
DRUG-X in the Treatment of

Pending Endorsement

Osteoporosis with High
Fracture Risk.

Pending Endorsement Study 2
Pending Endorsement Study 3
Pending Endorsement Study 4

Submission Date

14-Jan-2024

24-Jan-2024

31-Jan-2024

19-Feb-2024

Columns +, Export Filter
=
Tasks status Action
Pending ©
Pending ©
Pending ©
Pending ©
Pending ©

05-Mar-2024

Rows per page:

100 - 1-11 of 11
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Study Member Review

Study Member Review

0 Homepage

4

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Ost_ .

fF_I_E IRB - X Reject +/ Endorse MO columns ¥ Export Y Filter
i CRMS - Member Name Role Cluster Department Institution Designation Data Source Role Status
Study List Study )
RSS;O e Non-PHI Astra Zeneca Astra Zeneca CRA CRMS * Pending Endorsem
[ Study Member Review |] o

¥ Fcol -
{é} Report -

Rows per page: 100 = 1-1 of 1
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Study Member Review Access

» PI/Site-Pls can access the Study Member Review Page via 2 ways.
2. ECOS Navigation Menu: CRMS > Study Member Review

Dashboard

ﬂ} Homepage -

IRE CEMS FCOI My Notices View all >
Dashboard
8 3 0 ® Dashboard notice for all
My Tasks o -
My Motices stud 8 Study Member Revie 3 ly FCOI List 0
oo Irs -
& crms -
Study List

Study Member Review k

¥ rcol -
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Study Member Review Access

3B ecos

ﬁ} Homepage
fT_I_E IRB
& crvs

Study List

Study Member Review

X

FCOI

m Report

Revised Version dated 10 May 2024

Study Member Review

2024-3172, Study 1

2024-3170, Study 2
2024-3167, Study 3
2024-3127, Study 4
2024-3126, Study 5

2024-3125, Study 6

AT A TiAdAT 1IATAS FA A

)

*®

Singapore General Hospital

L
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Study Member Review Site Level

Study Member Review

0 Homepage - 2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singapore General Hospital (SGH)
OIO' IRB - X Reject +' Endorse M columns ¥ Export Y Filter(1)
i CRMS - = Member Name Role Cluster Department Institution Designation Email Address Data Source Role Status End
[] ss20 Study S peten Tonees - - e Pending
Study List 5520 Study Sponsor MNon-PHI Astra Zeneca Astra Zeneca CRA §5_20@azcom CRMS Endorsement
, . Department of Singapore General Hospital _ * Pending
: SH_STM Study viember ealt v ! A =
Study Member Review [  seHstn Study Team Mem SingHealth Medicine (SGH) Frecutive SGH_STM11@sgh.comsg  CRMS Endorsement
SGH_SA1 Study Administrator SingHealth Department of Singapore General Hospital Senior Executive SGH_SA1@sgh.com.s CRMS * Pending
x FCOI - - SHdy A 9 Medicine (5GH) S -SAl@sgh.com.sg Endorsement

{é} Report -

Endorsement page exclusive to Pls/Site-PlIs.

P1/Site-PI can start performing the user endorsement once his/her Pl status is Active on the User
Authorisation List.

Multiple users can be selected for PI/Site-PI to endorse or reject.

User Authorisation List will be updated accordingly.

-]
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Study Member Review

* Action: ENDORSE

Member ~ o Data
Role Institution Role Status
Name Source
SGH_STM22 Study Team Smgalpore General CRMS o Active
Member Hospital (SGH)

Endorsement

Deactivation Deactivated

Endorsed By

07-Mar-2024

Site Level
Last Edited
Edited By Date
SGH_PI 07-Mar-2024

- Role Status, Endorsement Date, Endorsed By, Last Edited By and Last Edited Date will be updated.

- Full access to CRMS granted to STM/SA.

* Action: REJECT

Member

~ o Data

Role Institution Role Status
Name Source

Study Team Singapore General ,
SGH_STM11 : CRMS ® |nactive

Member Hospital (SGH)

Endorsement

Deactivation Deactivated

Endorsed By

24-Jan-2024 SGH_PI

Last Edited
Edited By Date

24-Jan-2024

- Role Status, Deactivation Date, Deactivated By, Last Edited By and Last Edited Date will be

updated.
- Limited access to CRMS will be revoked.

Revised Version dated 10 May 2024
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Site Information Site Level

< Back to Study List Study Details

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singapore General Hospital (SGH)

[0 study Information & 3 Export £ Edit

Basic Information
| Contact Personnel 3

Regulatory Information Primary Site Coordinator Funding/Grant Duration Funding/Grant Award Letter Last Edited By Last Edited Date
&} site Information SGH SA1 SGH_PI 24-Jan-2024
B - - — - - T
B e Abeieation L 01-Jan-2024 31-Dec-2024 = ) Upload
| ACP involved in this study (For SingHeal
€ Milestones
ACP Involved In This Study (For SingHeal§l Nov 2024 Dec 2024 Last Edited By Last Edited Date
8 Participants A d
Musculoskeletal Sciences SGH_PI 24-Jan-2024
Su Mo Tu We Th Fr Sa Su Mo Tu We Th Fr 5a
Funding (Including Grant)
1 2 1 2 3 4 5 3] 7
Name of Funding/Grant Agency Funding/Grant Holder
3 4 3] 6 7 3 9 8 9 10 11 12 13 14
0 11 12 13 14 15 16 15 16 17 18 19 20 21
Study Agreement Information 17 18 19 20 21 22 23 22 23 24 25 26 21 28
Type of Agreement 24 25 26 27 28 29 30 29 30 ate Study Agn
«| NDA 5]
Industry Sponsor/CRO Contract
Sponsor Name Total Estimated Budget of Contract Date of Info (Protocol, Lab & Pharmacy Manual) Received to Start Drafting Budget Date of BL
+| AB-CRO 1200000 04-Dec-2023 5] 05-Dec
Publications and Presentations
Type Publication/Presentation Title Local/Overseas Date Last Edited By Last Edited Date
=] O
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Milestones

[ If you have a unique milestone not part of the dropdown list.. }

£ Back to Study List

Study Details

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singapore General Hospital (SGH)

0 Study Information &
Basic Information Milestone
Regulatory Information Regulatory Approval

[ site Information IRB Approval

& User Authorisation List Study Initiation

& Milestones __ o
First Participant Screened

2 Participants -
First Participant Enrolled

O

Revised Version dated 10 May 2024

Expected Date

17-Jan-2024

08-Feb-2024

29-Jan-2024

26-Jan-2024

23-Feb-2024

Actual Date

22-Jan-2024

24-Jan-2024

25-Jan-2024

26-Jan-2024

13-Feb-2024

Remarks

Slight delay due to additional round of
queries from HSA

Eligibility criteria assessed and
confirmed on 12 Feb 2024

SGH_5A1

SGH_SA1

SGH_SA1

SGH_PI

SGH_PI

Rows per page:

o+ Export

Last Edited
Date

26-Jan-2024
26-Jan-2024
26-Jan-2024
26-Jan-2024

11-Mar-2024

Site Level

T Filter
Action

v

S N

1N
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Milestones

¢ Back to Study List

Study Details

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singe

0 Study Information &

Basic Information Milestone
Regulatory Information Regulatory Approval
[El site Information IRB Approval

& User Authorisation List Study Initiation

¢ Milestones i L
First Participant Screened

2 Participants -
First Participant Enrolled

Revised Version dated 10 May 2024

Expected Date

17-Jan-2024

08-Feb-2024

29-Jan-2024

26-Jan-2024

23-Feb-2024

Actual Date

22-Jan-2024

24-Jan-2024

25-Jan-2024

26-Jan-2024

13-Feb-2024

Remi

Sligh
queri

Eligik
confi

Milestone

* Milestone:

Site Level

Study Initiation

First Participant Screened
First Participant Enrolled
Last Participant Last Visit
Last Participant Enrolled
Data Analysis

Study Closure

Other

O
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Milestones

¢ Back to Study List

Study Details

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singe

0 Study Information &

Basic Information Milestone
Regulatory Information Regulatory Approval
[El site Information IRB Approval

& User Authorisation List Study Initiation

¢ Milestones i L
First Participant Screened

2 Participants -
First Participant Enrolled

Revised Version dated 10 May 2024

Expected Date

17-Jan-2024

08-Feb-2024

29-Jan-2024

26-Jan-2024

23-Feb-2024

Actual Date

22-Jan-2024

24-Jan-2024

25-Jan-2024

26-Jan-2024

13-Feb-2024

50% Recruitment Target e
Rem:

Sligh
queri

Eligit
confi

Milestone

* Milestone:

Other

Expected Date:

31-Mar-2024

Actual Date:

Remarks:

Site Level

m X Cancel
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Milestones Site Level

< Back to Study List Study Details

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singapore General Hospital (SGH)

o
(D Studyinformation 4 | + Add ‘ 0 Columns o4 Export Y Filter
E : Last Edited Last Edited
Basic Information Milestone Expected Date Actual Date Remarks Action
By Date
. : Slight delay due to additional round of 2
Regulatory Information Regulatory Approval 17-Jan-2024 22-Jan-2024 2 y R SGH_SA1 26-Jan-2024 V4
queries from HSA. .
[ site Information IRB Approval 08-Feb-2024 24-Jan-2024 - SGH_SA1 26-Jan-2024 z
@ User Authorisation List Study Initiation 29-Jan-2024 25-Jan-2024 . SGH_SAT 26-Jan-2024 2
¢ Milestones :
First Participant Screened 26-)an-2024 26-Jan-2024 - SGH_PI 26-Jan-2024 ﬁ
2 Participants v icibility crit e
First Participant Enrolled 23-Feb-2024 13-Feb-2024 EVOINY OResip asseased. and SGH_PI 11-Mar-2024 2
confirmed on 12 Feb 2024, —
[ 50% Recruitment Target 31-Mar-2024 - - SGH_PI 18-Mar-2024 Z
Rows per page: 100 = 1-60f 6

- 1
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Project Management Tool — Reverse Planning

< Back to Study Details Study Details

2024-3261, Test Study 1/ National Meuroscience Institute

[0 Study Information 4 -+ Add M columns ¥ Export Y Filter
. . ) Expected ~ ) Last Edited :
Basic Information Milestone Actual Date Remarks Last Edited By Action
Date Date
Regulatory Information Grant Approval - 01-Jan-2024 - SHS_MA3 22-Apr-2024 ﬁ
[} site Information IRS Approval 25-Oct-2023 25-Nov-2023 HERA study, non-restricted. SHS_MA3 22-apr2024 &
B User Authorisation List Study Initiation 29-Apr-2024 - KIV prepare slides using SingHealth SIV template.  SHS_MA3 22-apr-2024 &
> Milestones 2 : -
First Participant Screened 30-Apr-2024 - - SHS_MA3 22-Apr-2024 ﬁ
A Participants v ) o
First Participant Enrolled 01-May-2024 - - SHS_MA3 22-Apr-2024 #_’
Last Participant Enrolled 01-Apr-2025 - - SHS_MA3 22-Apr-2024 ﬁ
MMRC Interim Report 31-May-2025 - - SH5_MA3 22-Apr-2024 ﬁ
NMRC Grant Expiry 31-Dec-2025 - - SHS_MA3 22-Apr-2024 #_’
NMRC Full Report 31-Dec-2025 - - SHS_MA3 22-Apr-2024 ﬁ
Rows per page: 700 = 1-9 of 9
1N}

- 1
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Participants — Recruitment Numbers

< Back to Study List

Study Details

Site Level

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singapore General Hospital (SGH)

2 Recruitment Target Approved in IRB Study: 2-2
&
Current Recruitment Summary
@
2 Total No. of Screen Failures Total No. of Participants Enrolled
4
1 2
Total No. of Participants Who Have Completed Study Total No. of Participants Withdrawn from Study
0 0
Add
} o Total No. of Participants Who Total No. of Participants ) ) )
No. Month and Year Total No. of Screen Failures Total No. of Participants Enrolled ) Last Edited By Last Edited Date  Action
Have Completed Study ‘Withdrawn from Study
1 . Mar/2024 o1 o1 .0 .0 SGH_PI 11-Mar-2024 Edit Delete
2 4 Feb/2024 40 o1 40 40 SGH_PI -Mar-2024 Edit Delete
3 4 Jan/2024 40 40 40 40 SGH_sA1 26-Jan-2024 Edit Delete
[ 4 * ] * * . * . ¥ Cancel ]
For completed, terminated and withdrawn studies, provide reason(s) for not meeting recruitment target
-
n

REVISEU VEISIUIN UdLlEU LV IVidy 2Uus4
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Participants — Recruitment Numbers

< Back to Study List

Study Details

Site Level

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singapore General Hospital (SGH)

For completed, terminated and withdrawn studies, provide reason(s) for not meeting recruitment target

=

Recruitment Target Approved in IRB Study: 2-2

Total No.

w1
+ 0

+ 0

4*— |

Jan

2024

Feb

Mar

m
[
&
Current Recruitment Summary
@
Total No. of Screen Failures
2
1
Total No. of Participants Who Have Completed Study
0
No. IMonth and Year
1 + Marf2024
2 « Fenf2024
3 « Jani2024
4 *
-
| ]

REVISEU VEISIUIN UdLlEU LV IVidy 2Uus4

nrolled

Total No. of Participants Who
Have Completed Study

+ 0

+ 0

+ 0

Total No. of Participants Enrolled
2

Total No. of Participants Withdrawn from Study
0

Total No. of Participants
‘Withdrawn from Study

+ 0

+ 0

+ 0

Last Edited By

SGH_PI

SGH_PI

SGH_SA1

Last Edited Date  Action

11-Mar-2024

11-Mar-2024

26-Jan-2024

Edit Delete

Edit Delete

Edit Delete

Cancel
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Participants — Recruitment Numbers

< Back to Study List

Study Details

Site Level

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singapore General Hospital (SGH)

[v]
m
2 Recruitment Target Approved in IRB Study: 2-2
&
Current Recruitment Summary <
o Note X
R’ Total No. of Screen Failures
1 _ . R .
Total No. of Screen Failure: Total number of participants who have signed an informed
Total No. of Participants Who Have Completel consent form; or who gave verbal consent on a study conducted under a waiver of Study
0 documentation of consent but do not qualify for research participation after screening.
Total No. of Participants Enrolled: Total number of participants who have signed an
informed consent form; or who gave verbal consent on a study conducted under a waiver of | participants
Na. IMonth and Year
documentation of consent, minus total number of screen failures. from Study
1 + Mar/2024 - i
Total No. of Participants Who Have Completed Study: Total number of participants who
2 + FeD/2024 have completed all interventions and follow-up.
3 ¥ Jan/2024 o ) o
Total No. of Participants Withdrawn from Study: Total number of participants who consented
4 * 8 to participate in research, but later discontinued their participation in research at any point
for various reasons (e.q. serous adverse events). This does not include screen failures.
For completed, terminated and withdrawn sty
-
[ ]

REVISEU VEISIUIN UdLlEU LV IVidy 2Uus4

Last Edited By

SGH_PI

SGH_PI

SGH_SA1

Last Edited Date  Action

11-Mar-2024

11-Mar-2024

26-Jan-2024

Edit Delete
Edit Delete
Edit Delete

Cancel
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Participants — Recruitment Numbers Site Level

£ Back to Study List Study Details

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singapore General Hospital (SGH)

[v]
2 Recruitment Target Approved in IRB Study: 2-2
&
Current Recruitment Summary
@
P Total No. of Screen Failures Total No. of Participants Enrolled
3 o
: 2 Numbers will be auto-populated
Total No. of Participants Who Have Completed Study Total No. of Participants Withdrawn from Study by system
[ ]
0 0
Add
} o Total No. of Participants Who Total No. of Participants ) ) )
No. Month and Year Total No. of Screen Failures Total No. of Participants Enrolled ) Last Edited By Last Edited Date  Action
Have Completed Study Withdrawn from Study
1 . Mar/2024 o1 o1 .0 .0 SGH_PI 11-Mar-2024 Edit Delete
2 4 Feb/2024 40 o1 40 40 SGH_PI -Mar-2024 Edit Delete
3 4 Jan/2024 40 40 40 40 SGH_sA1 26-Jan-2024 Edit Delete
4 * ] * . * . * . ¥ s Cancel
For completed, terminated and withdrawn studies, provide reason(s) for not meeting recruitment target
-
n

REVISEU VEISIUI UdLEU LU IVIdy ZUs4 164



Participants — Recruitment Numbers

< Back to Study List

Site Level

Study Details

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singapore General Hospital (SGH)

&

M Numbers |mported from IRB module. Total No. of Participants Enrolled Exceeded approved recruitment number X Cancel
2 [ Recruitment Target Approved in IRB Study: 2-2 ] 3
&
Current Recruitment Summary . i .
@ Words in red will appear if the actual
2 Total No. of Screen Failures Total No. of Participants Enrolled recruitment nu mber exceeds the
! z approved target number.
Total No. of Participants Who Have Completed Study Total No. of Participants Withdrawn from Study 9 Study team ShOU|d submit a DNC report
0 0 .
to IRB should this happen.
-> Study team should also submit an IRB
N a Amendment form to raise the target number.
. o Total No. of Participants Who Total No. of Participa
No. Month and Year Total No. of Screen Failures Total No. of Participants Enrolled ) Lasl CUlley Dy Last CUlEU Udale  ACUon
Have Completed Study Withdrawn from Study
1 . Mar/2024 o1 o1 .0 .0 SGH_PI 11-Mar-2024 Edit Delete
2 4 Feb/2024 40 o1 40 40 SGH_PI -Mar-2024 Edit Delete
3 4 Jan/2024 40 40 40 40 SGH_sA1 26-Jan-2024 Edit Delete
4 " = " s ¥ s ¥ s N s cancel
For completed, terminated and withdrawn studies, provide reason(s) for not meeting recruitment target
-
| |

REVISEU VEISIUIN UdLlEU LV IVidy 2Uus4
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Participants — Study Configuration

Site Level

« Configured details will appear as options to be selected in the Participants — Participants List page.

£ Back to Study List Study Details

2024-0205, Efficacy and Safety of DRUG-X in the Treatment d eral Hospital (SGH)

Name of Visit Plan corresponds
to the study arm/group(s) planned

in a research protocol, e.g. active
[ Study Information &

& Visit Plan arm vs control arm.
Basic Information :
& Group Drug-X (Single Arm)
Regulatory Information Last Edited By: SGH_SA1 | Last Edited Date: 26-Jan-2024 10:03:05
f &y ICF Version
[E site Information Visit Name Visit Status Remarks
H
& User Authorisation List Screening m
< Milestones Cay 1 ") First dosing da
21 Participants - e [ 9]
Recruitment Mumbers Week 2 ")
Participant List honth 1 .)
Study Configuration donth 3 ")
onth &

Revised Version dated 1

4+ Add

& Edit
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Participants — Study Configuration

Site Level

» Configured details will appear as options to be selected in the Participants — Participants List page.

£ Back to Study List

Study Details

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singapore General Hospital (SGH)

[ Study Information &
& Visit Plan

Basic Information
& Group

Regulatory Information
& |CF Version
[l site Information
& User Authorisation List
© Milestones
2 Participants -
Recruitment Mumbers

Participant List

Study Configuration

Revised Version dated 1 O

L

4+ Add

Drug-X (Single Arm)

Edit
Last Edited By: SGH_SA1 | Last Edited Date: 26-Jan-2024 10:03:05 & Fa

Visit Name Wisit Status Remarks

A Visit Plan cannot be selected on the Participant List page
if there are no visits (under Visit Name column) added to
the Visit Plan, or if the visits are all inactivated.
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Participants — Study Configuration

v {» Visit Plan + Add M columns % Filter
[F
& Group Group Group Status Remarks Last Edited By Last Edited Date  Action
E L]
{» |ICF Version Drug-X Group active Single arm study. SGH_SA1 26-Jan-2024 &
&
2
- Rows per page: 100 - 1-1 of 1
& Visit Plan + Add A Columns 5N Filter
& Group ICF Name, Version, Date and Language |IRB Approval Date Regulatory Approval Date  Status Last Edited by Last Edited Diate  Action

& ICF Version Drug-xX ICF [3GH)_Version 1.0 dated ] Inactive SGH_SAT 26-Jan-2024 Edit

12 Jul 2023_English
Drug-X ICF (5GH)_Version 1.1 dated

25 Dec 2023_English 24-Jan-2024 22-Jan-2024 Active SGH_SAT 26-Jan-2024 Edit
Drug-X ICF (SGH)_Version 1.1 dated .

24-lan-2024 22-lan-2024 Act SGH_SAT 26-lan-2024 i
25 Dec 2023_Malay & =n cHve - an Edit
Drug-X ICF (5GH)_Version 1.1 dated 24-Jan-2024 Ep— At SGH s I i

25 Dec 2023_Simplified Chinese

e
_—
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Participants — Study Configuration

v {» Visit Plan + Add M columns % Filter
[F

& Group Group Group Status Remarks Last Edited By Last Edited Date  Action
E L]

{» |ICF Version Drug-X Group active Single arm study. SGH_SA1 26-Jan-2024 &
o
. Ro 100 1-1 of 1

= Status must be “Active” for the entered WEpeTRags o 7 —°
Group or ICF to appear in the dropdown
& Visit Plan list on the Participant List page. + Add M Columns T Filter
( )

& Group ICF Name, Version, Date and Language |IRB Approval Date Regulatory Approval Date | Status Last Edited by Last Edited Date Action

& ICF Version Drug-xX ICF [3GH)_Version 1.0 dated ] Inactive SGH_SAT 26-Jan-2024 Edit

12 Jul 2023_English
Drug-X ICF (5GH)_Version 1.1 dated

25 Dec 2023_English 24-Jan-2024 22-Jan-2024 Active SGH_SAT 26-Jan-2024 Edit
Drug-X ICF (SGH)_Version 1.1 dated .

24-lan-2024 22-lan-2024 Act SGH_SAT 26-lan-2024 i
25 Dec 2023_Malay & =n cHve - an Edit
Drug-X ICF (5GH)_Version 1.1 dated 24-Jan-2024 Ep— At SGH s I i

25 Dec 2023_Simplified Chinese

\ 7

e
_—
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Participants — Study Configuration

v {» Visit Plan + Add [ columns % Filter
[F

& Group Group Group Status Remarks Last Edited By Last Edited Date  Action
E L]

{» |ICF Version Drug-X Group active Single arm study. SGH_SA1 26-Jan-2024 &
o
. R 100 1-1 of 1

= Study team can take this as a checkpoint OWs perpags - ¥ — -
to see if all necessary approvals have

& Visit Plan been secured before using the ICFs. + Add M Columns T Filter
& Group ICF Name, Version, Date and Language | IRB Approval Date Regulatory Approval Date | Status Last Edited by Last Edited Diate  Action

& ICF Version Drug-x ICF [3GH)_Version 1.0 dated | ] Inactive SGH_SAT 26-Jan-2024 Edit

12 Jul 2023_English
Drug-X ICF (5GH)_Version 1.1 dated

25 Dec 2023_English 24-Jan-2024 22-Jan-2024 Active SGH_SAT 26-Jan-2024 Edit
Drug-X ICF (SGH)_Version 1.1 dated .

24-lan-2024 22-lan-2024 Act SGH_SAT 26-lan-2024 i
25 Dec 2023_Malay & =n cHve - an Edit
Drug-X ICF (5GH)_Version 1.1 dated 24-Jan-2024 Ep— At SGH s I i

25 Dec 2023_Simplified Chinese

—
e
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Participants — Study Configuration

\,

25 Dec 2023_Simplified Chinese

v,

o & Visit Plan + Add M Columns Y Filter
[
& Group Group Group Status Remarks Last Edited By Last Edited Date  Action
& .
{» |ICF Version Drug-X Group active Single arm study. SGH_SA1 26-Jan-2024 &
102
= R 1-1 of 1
WS per page. Ut W el I ¥
- Data should be manually entered. e Pes
There is no flow of information from the IRB module
& Visit Plan to any of the study configuration pages in CRMS. + Add 0 Columns Y Filter
& Group ICF Name, Version, Date and Language |IRB Approval Date Regulatory Approval Date  Status Last Edited by Last Edited Date Action
- [ Drug-X ICF (SGH)_Version 1.0 dated | | . .

& ICF Version g W - . nacti SGH_SA1 26-Jan-2024 i

12 Jul 2023_English active GH_ an-202 Edit

Drug-X ICF (SGH)_Version 1.1 dated

rug-X ICF (SGH)_Version 1.1 date 24-Jan-2024 22-Jan-2024 Active SGH_SA1 26-Jan-2024 Edit
25 Dec 2023_English
Drug-X ICF (SGH)_Version 1.1 dated
rug-X ICF (SGH)_Version 1.1 date 24-Jan-2024 22-Jan-2024 Active SGH_SAT 26-Jan-2024 Edit
25 Dec 2023_Malay
Drug-X ICF (SGH) Version 1.1dated |, | 5004 22-Jan-2024 Active SGH_SA1 26-Jan-2024 Edit

e
Revised Version dated 10 May 2024
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Participants — Study Configuration

NOTE:

» Entries in the Study Configuration (Visit Plan, Group, ICF Version) cannot be deleted once saved.

» Users will need to use the switch toggle or drop-down list to inactivate the entry.

ICF Version = s X cancel
& VistPian Group Configuration [Z save X Cancel
& Group Drugex (single Arm) % cancel = |CF Name, Version, Date and Language:
& ICF Version y * Group: Drug-X ICF (SGH)_Version 1.1 dated 25 Dec 2023_English
Visit Name Visit Status Remark: Drug-K Group
Screeninig (0 ] - IRB Approval Date:
° Fret dosing day * Group Stalus: 24-Jan-2024 =
&7 ‘ Regulatory Approval Date:
Active
22-Jan-2024 i |
Inactive
+ Status :
Active
Inactive
. . . . . . Group
« Once inactivated, the entry will not appear as an option for selection in the
drop-down list of the relevant Participant Details sections. Q
- 1
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Participants — Participant List

€ Back to Study Details Study Details

Site Level

2024-0205, Efficacy and Safety of DRUG-X in the Treatment of Osteoporosis with High Fracture Risk. / Singapore General Hospital (SGH)

0
= Screening Enrolment Enrolment Screening Randomisation
[l Group

Number Number Status Date Date
a SGH_SCRO3 - - - 28-Feb-2024 -
202

SGH_SCRO2 ® Screen Failure - 02-Feb-2024 -
8]
‘il

SGH_SCRO1 SGH_X01 ® Enroled Drug-X Group 26-Jan-2024 -

a

5]

» Consists of 3 sub-pages to allow the recording of: -
1. Basic Information
2. ICF Detalls
3. Visit Plan

Revised Version dated 10 May 2024

+ Add

Remarks

In screening.

Did not meet inclusion
criteria #4 (Abnormal serum
Calcium level). Date screen
failed: 1 Mar 2024.

@ Columns

Last Edited
Date

11-Mar-2024

19-Feb-2024

26-Jan-2024

Rows per page:

ERaTa)
wid

™ Export Y Filter
Last Acti
CTon
Edited By
SGH_PI Z
SGH_PI Z
SGH_PI

w

2
|,

1-30f3
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Participants — Participant List

£ Back to Study Details

Configurable
« Group

Revised Version dated 10 May 2024

4

Participant Details

CRMS /[ Study List / Study Details / Participant Details

Please do not enter participant identifiers in CRMS.

L Enrolment Number: SGH_X01

( Screening Number: SGH_SCR01

J

Basic Information

+Screening Number

SGH_SCRO01

Enrolment Number

SGH_X01

Enrolment Status

Enroled

Group

Drug-X Group

Remarks

ICF

Visit Plan

«Screening Date

26-Jan-2024

Enrolment Date

13-Feb-2024

Randomisation Date

2 Edit
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Participants — Participant List

£ Back to Study Details

Participant Details [Help|

Configurable
« Group

CRMS /[ Study List / Study Details / Participant Details

Please do not enter participant identifiers in CRMS.

2 Edit
Screening Number: SGH_SCR01
Enrolment Number: SGH_X01

Basic Information ICF

Visit Plan
+Screening Number «Screening Date
SGH_SCRO1 26-Jan-2024 =
& Group Group Group Status Remarks Last Edited By Last Edited Date
& ICF Version Drug-X Group active Single arm study. SGH_SA1 26-Jan-2024
ETrored 7 =T
Group Group
o ——» | Drug-X Group v
Drug-X Group Remarks
Revised Version dated 10 May 2024 177




Participants — Participant List

- < Back to Study Details Participant Details [ Help |
Configurable P | Help |

hd

e ICF CRMS [ Study List | Study Details [/ Participant Details

Please do not enter participant identifiers in CRMS. 2 Edit
Screening Number: SGH_SCRO1
Enrolment Number: SGH_X01

Basic Information ICF Visit Plan

MNo. Signed ICF Name Date of Consent Type of Consent Translator Present

+| Drug-XICF v + | 20-Jan-2024 B 4w Initial v +| No v

=
Revised Version dated 10 May 2024
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Participants — Participant List

Configurable: ICF

 Help |

s Q0@

& Group

& |CF Version

{ Back to Study Details Participant Details

ICF Mame, Version, Date and Language IRB Approval Date Regulatory Approval Date  Status
Drug-X ICF (SGH)_Version 1.0 dated i i nactive
12 Jul 2023_English B
Drug-X ICF (3GH)_Version 1.1 dated

rug X 1P (36 Version 1.1 date 24-Jan-2024 22-Jan-2024 Active
25 Dec 2023_English
Drug-X ICF (SGH)_Version 1.1 dated

rug-h ICF [SGH)_Version 1.1 ate 24-Jan-2024 22-Jan-2024 Active
25 Dec 2023_Malay
Drug-X ICF (SGH)_Version 1.1 dated I4-Jan-2024 39 -Jan-2024 Active

25 Dec 2023_Simplified Chinese

Last Edited by

SGH_SA1

SGH_SA1

SGH_SAT

SGH_SAT

Last Edited Date

26-Jan-2024

Z Edit

26-Jan-2024

26-lan-2024

26-Jan-2024

Signed ICF Mame

Drug-X ICF (SGH)_Wersion 1.1 dated 25 Dec

2023_English

Drug-x ICF (SGH)_Version 1.1 dated 25 Dec

2023 Malay

Drug-x ICF (SGH)_Wersion 1.1 dated 25 Dec
2023_Simplified Chinese

%

Drug-X ICF

Signed ICF Name

'

%

Date of Consent

26-Jan-2024 B *

Type of Consent

Initial

A

*

Translator Present

No W
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Participants — Participant List

¢ Back to Study Details

CRMS [ Study List | Study Details [/ Participant Details
Please do not enter participant identifiers in CRMS.
Screening Number: SGH_SCRO1
Enrolment Number: SGH_X01

Basic Information ICF Visit Plan

Type of Consent

Date of Consent

Participant Details

 Help |

Translator Present

Yes

Mo

MA

Type of Consent

[

+ | 20-Jan-2024 B

Initial

Reconsent

Revised Version dated 10 May 2024
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Initial

A

*

Translator Present

No W
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Participants — Participant List

Configurable Rkl Participant Details

° VISlt Plan CRMS [ Study List / Study Details [ Participant Details

Fleaze do not enter participant identifiers in CRMS

For any out-of-window visits noted, Z Edit
please file a DNC report to the IRB.

* Visit Name

Screening Mumber: 3GH_SCR01
Enrolment Mumber: SGH_X01

Sasic Information =r Vit Flan Study team can use this to plan for the
participant’s next visit.
M. Visit Plan Visit Name Planned Visit Date Actual Visit Date Last Edited By
1 «| Drug-X (Single Arm) W +| Month 3 v 07-May-2024 =4 = SGH_PI
2 .| Drug-X (Single Arm) v .| Month 1 v 12-Mar-2024 & 12-Mar-2024 &3 SGH_PI
3 .| DrugX(SingleArm) v |, Week?2 v 27-Feb-2024 & 28-Feb-2024 5 SGH_FI
4 .| Drug-X (Single Arm) v + Week 1 v 20-Feb-2024 & 20-Feb-2024 & SGH_PI
5 .| Drug-X (Single Arm) v .| Day1 v 23-Feb-2024 & 13-Feb-2024 & SGH_PI
6 .| Drug-X (Single Arm) v .| Screening v 26-Jan-2024 & 26-Jan-2024 & SGH_PI

- 1
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Partici pants — Partici pant List
Wisit Plan Visit Hame .
& Visit Plan
_ + Drug-X (Single Arm) v | | o & Group Drug-X (Single Arm)
Confi gu rable Last Edited By: SGH_SA1 | Last Edited Date: 26-Jan-2024 10:03:05
] Screening & ICF Version
° VlSlt Plan = Visit Name Wisit Status Remarks
Day 1
° 1ol Screening m
Visit Name sk 1
Cay 1 -) First dosing day:
Week 2 ’ ’
Month 1 Wesa m
Month 3 . Weee 2 m
hMonth 1 m
M. Visit Plan Visit Mame l
Month 3 m
1 +| Drug-x (Single Arm) W +| Month 3 W
Month & m
2 +| Drug-x (Single Arm) W +| Month 1 W
3 .| DrugX{SingleAm) v |, Week2 v 27-Feb-2024 5 28-Feb-2024 & SGH_F
4 .+ Drug-X (Single Arm) v + Week 1 v 20-Feb-2024 (5] 20-Feb-2024 & SGH_PI
5 .| Drug-X (Single Arm) v | | Day1 v 23-Feb-2024 & 13-Feb-2024 & SGH_PI
& +| Drug-X (Single Arm) W +| Screening W 26-Jan-2024 B 26-Jan-2024 & SGH_PI

e
e
Revised Version dated 10 May 2024 182



Revised Version dated 10 May 2024 183



AD

[ N(\)WIIN ] Email notifications will be soft-launched in
Email Notifications PROGRESS) 1o

« System-generated notification emails will be sent to the relevant users at specific trigger points.

Notification Email Subject | Trigger Points

Study creation in CRMS module, i.e. upon first save of

CRMS is Now Available IRB Application form.

Pl and Site-PI(s) Co-I(s)

New User(s) Pending PI Daily reminders to PI/Site-Pl when there is minimally 1 Pl or Site-PI(s) )

Endorsement new SA/STM/SS pending endorsement in CRMS.

Successfully Added as User : : New user endorsed

i1 CRMS Endorsement of a new SA/STM/SS by PI/Site-Pl in CRMS. by PI/Site-P| -

User Deactivated in CRMS Deact|\{at|<?n of.an S[eproves SRETIYES U dne Uber Deactivated user P1/Site-PI(s)
Authorisation List.

Successfully Added as Once a STM/SA is saved as the Primary Site Coordinator  Primary Site PI/Site-PI(s)

Primary Site Coordinator on the Site Information page. Coordinator user

Successfully Added as Once a STM/SA is saved as the Backup Site Coordinator  Backup Site PI/Site-PI(s)

Backup Site Coordinator on the Site Information page. Coordinator user

=
Revised Version dated 10 May 2024 184



| | — . o[ . . .
[ WORK_IN Email notifications will be soft-launched in
Email Notifications PROGRESS) 1o

Notification Email Subject | Trigger Points

Study creation in CRMS module, i.e. upon first save of
IRB Application form.

CRMS is Now Available Pl and Site-PI(s) Co-I(s)

» Referring to the trigger point, if you have a multi-site study with 3 sites to be added to the IRB form,
however you have only selected 1 site and 1 overall Pl in Section B2 when you first hit the “Save” button,
the overall Pl will be the only person to receive this email notification.

 Investigators added later from the same site or new sites will not receive this email notification after the
trigger point has passed.

* Nonetheless, all investigators will receive an email notification from the IRB module notifying that they
have been added as an investigator in the study.

-
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CRMS Reports

This function may be available in Q3 2024.

« CRMS Report section can only be accessed by selected roles.

CRMS Institution Report

* Reports can be generated from CRMS to fulfil any periodic or KPI reporting at the institution level.

E—
Revisec

Regulatory Information (CRM)

Regulatory Information (rHBR)

SAE Reports for CT Insurance

Publications Listing

Grant Listing

Recruitment Report

Enrclment and Reporting Status

Studies Listing

Study Milestones

Regulatory Information (Clinical Tri...

Contracts Tracking Listing

Study Agreement

Unique identifier

2024-0205-5Singapore
General Hospital (SGH)

2024-0205-Singapore
General Hospital (SGH)

2024-0205-5ingapore
General Hospital (SGH)

2024-0205-5ingapore
General Hospital (SGH)

2024-0205-Singapore
General Hospital (SGH)

Study Title

Efficacy and Safety of DRUG-X in
the Treatment of Osteoporosis
with High Fracture Risk.

Efficacy and Safety of DRUG-X in
the Treatment of Osteoporosis
with High Fracture Risk.

Efficacy and Safety of DRUG-X in
the Treatment of Osteoporosis
with High Fracture Risk.

Efficacy and Safety of DRUG-X in
the Treatment of Osteoporosis
with High Fracture Risk.

Efficacy and Safety of DRUG-X in
the Treatment of Osteoporosis
with High Fracture Risk.

\ J
H Columns ¥ Export Y Filter(1)
Study Pl or
_u . Study Role  Milestone Expected Date  Actual Date Remarks
Site-Pl Name
SGH_PI Pl IRB Approval 08-Feh-2024 24-Jan-2024
SGH_P! o Regulatory 17-Jan-2024 93 1an-2024 Slight delay dL_Je'tO additional
Approval round of queries from HSA.
SGH_PI PI Study Initiation 29-Jan-2024 25-Jan-2024
SGH_P! P FirstParticipant 56 1an-2024  26-Jan-2024
Screened
First Participant Eligibility criteria assessed and
SGH_M 7! Enrolled 23-Fep-2024 - 13Feb-2024  firmed on 12 Feb 2024,
NOTE: This is a very simplified version of the report generated from a single study.
Rows per page: 100 = 1-50f5
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This function may be available in Q3 2024.

CRMS Reports

» 12 types of reports:
- Recruitment Number
- Enrolment and Reporting Status
- Study Milestones
- Regulatory Information (Clinical Trials Regulated by HSA)
- Regqulatory Information (CRM)
- Regqulatory Information (rHBR)
- Publication Listing
- SAE Reports for CT Insurance
- Studies Listing
- Grant Listing
- Contracts Tracking Listing
- Study Agreement Listing

« CRMS Reports can be exported.

[ TIP: Use the Column function to narrow data selection. ]

-
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Migration of Existing Studies

« Study Information — Basic Information

- Sponsor, CRO and payment data from Study Funding Information in the existing iISHaRe CIRB
forms will be migrated to the CRMS Study Information page on ECOS.

- Any new changes after the migration should be promptly updated by the site team via CRMS.

» User Authorisation List
- PI, Site-Pl and Co-I in the existing iISHaRe CIRB form will be migrated to the CRMS UAL.
- Protocol Administrators and Study Team Members will not be migrated.

- Migrated PlI, Site-Pl, Co-l or CRMS RO administrator that has access to CRMS will need to
manually add the STM, SA and/or SS into the UAL should they require access to CRMS
and/or IRB modules. This is for migrated studies only.

RECAP: Once a STM/SA/SS is added to the UAL, he/she will gain limited access to CRMS. This user can then add the
other STM/SA/SS as needed to the CRMS UAL.
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Imp(_)rtant N(_)te — |RB APP F(_)rm Role used: Study Sponsor (SS 20)

Revised Version dated 10 May 2024

IMPORTANT NOTE!

1. Please save before navigating to the next section or when exiting the form.

2. Please ensure that you are added into the CRMS system to have continued access to this
study, if you are not an Investigator listed at Section B2 of this Form.

3. Please do not paste tabular data (tables) or images in the textbox. If required, please

submit them as Attachments in the relevant sections.
4. When a document has been amended to replace an existing document:
a. Please ensure that both the clean and tracked copies are uploaded.

b. A version number and date should be reflected within documents used for the

purpose of this research. Where a version number and/ or date is included in the file

name, do ensure that it is the same as that stated within the document.

c. Please remove the obsolete copies as only the latest version is required.
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System Recognition Function

£ Back to Submission List Submission Detail

Role used: Study Sponsor

ECOS Ref: -

Form Detail

Application Form

BZ. Study Site and Study Investigator

BZ. (a) Please select the study sites and investigator:

Section A Study Title

Section B: Submission B...

( )
Study Site List + Add
. . : Section C: Study Fundin...
Study Site Location Endorsement needed Action SeHon b Sty Tundin
| » Singapore General Hospital SGH w Ves Edit Delete ) Section D: Study Type an...
r \
Investigator List + Add Cther Attachments
. Study ) ) _ _ . .
Study Site Mame Rol Designation Cepartment Institutio Action Declaration of Principal I...
e
Singapore General Prof SGH P P Senior Department of Singapor Delet
- Edit Delete
Hospital Consultant Renal Medicine Hospital
\ J

|
Revised Version datec. .o wv.u y cver
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CRMS Prompt in IRB Module Role used: Study Sponsor

Please select your site and role in CRMS

Study Administrator
Study Sponsor

Study Team Member

_—
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CRMS PrOmpt In IRB MOdUIQ Role used: Study Sponsor

Please select your site and role in CRMS

* Site: | Singapore General Hospita

* Role: | Study Sponsor

e
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Addition of STM/SA/SS by System

]
Revised Versi

< Back to Study Details

2024-3245, Study 4 / Singapore General Hospital

ECOS Reference: 2024-3245 IRB: SingHealth CIRB Board F

Mumber of Sites: 1 Initial Outcome Date: -

PI/Site PI: Prof SGH_PI (Singapore General Hospital)

Department: Department of Renal Medicine (Singapore General Hospital)

[0 Study Information 4 User Authorisation List
Basic Information
Regulatory Information
Member Name Role Cluster
& User Authorisation List
SGH_PI Bl SingHealth

Study Details

Study Status:

Role used: Study Sponsor

Valid Till Date: -

+ Add M Columns

Institution

Singapore General
Hospital

~ 30
s O @
® Draft
¥ Export Y Filter(1)
Department Action

Department of Renal
Medicine

S5_20 Study Sponsor

Astra Zeneca

Astra Zeneca

Rows per page:

100 - 1-2of 2
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CRMS ACCESSIblIlty Role used: Study Sponsor

- - 30
[3@ ECos Study List s O @
0 Homepage - ] Columns o) Export Y Filter
_ Number i :
o[o Irs - ECOS Ref IRB PI/Site-Pl | Study Title Action
of Sites
SingHealth Prof SGH_PI (Singapore General
CRMS - 2024-3245 1 Study 4
G ! CIRB Board F__ Hospital) HY ©
TR SingHealth Prof SGH_PI (Singapore General
Study List 3 .
2024-3101 CRBBoard D Hospital) 1 Study 1 ©
x ECOI - Asst Prof NHC_Co-11 (National
SingHealth Heart Centre Singapore), Dr .
2024-3090 Study 2
@ Repor . CIRBBoard D SKH_PI (Sengkang General - Hey ®©
Hospital)
A/Prof(Adj) NHC_PI 1 {National
SingHealth Heart Centre Singapore), Dr . H
2024-3070 CIRBBoard D SKH_PI (Sengkang General : Study A ©
H::usﬁitalll
Rows per page: 100 = 1-6ofb

- 1
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IRB Accessibility

Role used: Study Sponsor

. g - 30
E ECOS Submission List o e
0 Homepage - -+ MNew Application Form ~+ New Other Forms O Columns ¥ Export Y Filter(1)
5_'_3 IRB - ECOS Ref IRB Form Ref Form Type Form Status Study Title Action
Submission List 2024-3245 singHealth 2024-3245-APP1  Application e Draft Study 4 ®)
CIRB-Board F
My Study List 2024-3101 SingHealth 0 Qi _AD A O o

My Study List
& CrRMS - y Sty
2024-3090 CIRB-Boa
¥ Fco - {1} Homepage - M Columns oty Export Y Filter
[® Report - 2024-3016 ?FRQBHBESS élo re - ECOS Ref IRB Study Status Study Title PI/Site-P| Action
Submission List SingHealth )
2024-3070 CIRE-Board D * Approved Study A ©
——| My Study List
SingHealth = Pending IRB
2024-3016 Study 3 -
@ CRMS - CIRB-BoardF  Review e ©
K rcol h SingHealth
2024-3245 CIRB-Board F = Draft Study 4 - ©
m Report -
SingHealth ]
2024-3090 CIRB-Board D e Approved Study 2 - ©
L]
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One Chance

If the user clicks the “X”
button instead of “Save”..

Please select your site and role in CRMS

* Site: | Singapore General Hospita

* Role: | Study Sponsor

e
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Missed Opportunity

< Back to Study Details Study Details

2024-3245, Study 4 / Singapore General Hospital v
ECOS Reference: 2024-3245 IRB: SingHealth CIRB Board F Study Status: ® Draft
SO I U'[I on. Number of Sites: 1 Initial Outcome Date: - Valid Till Date: -
En|ISt help fl’0m PI/Site PI: Prof SGH_PI (Singapore General Hospital)
* P I/S'te'P I/CO‘I or Department: Department of Renal Medicine (Singapore General Hospital)
el
- CRMS RO
administrator M Study Information 4 User Authorisation List
to manua”y add the Basic Information + Add 0 col 4 E . T Filter(
olumns Xpor ilter
user to the CRMS =
UAL Regulatory Information
. Member Name Raole Cluster Institution Department Action
& User Authorisation List .
SGH_PI Bl SingHealth Smga.pore General Depqument of Renal
Hospital Medicine

i Stim— s eraca—om

.. the system will not register this user to the UAL.

O This user will lose access to the IRB Application Form the
moment the “Save and Exit” button is clicked.
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Is CRMS mandatory?

 Mandatory:
1. Milestones

2. Participant — Recruitment Numbers*
3. Site Information*

« Conditional**:
1. User Authorisation List (Access requirement by STM/SA/SS)
2. Study Member Review (If STM/SA/SS added)

3. Study Information — Basic Information (Pharmaceutical/ Industry sponsored studies or if CRO is
engaged for Investigator-initiated studies)

4. Study Information — Regulatory Information*

« Optional** but highly encouraged:
1. Participants — Participant List, Study Configuration

NOTE:
* SingHealth CTCC will release more information.
** Each institution’s Research Office may impose different requirements on each CRMS page.

Reviseuversiomuateu Toviay zozm

~ 201




Summary

« Study Information page must be completed for Pharmaceutical/ Industry Sponsored studies to facilitate
submission of IRB Application Form.

» User Authorisation List (UAL) controls user access to CRMS and/or IRB modules for STM, SAand SS
roles.

« For migrated studies, the addition of STM/SA/SS users to CRMS UAL will need to be manually
done by PI/Site-Pl, Co-l or CRMS RO administrators.

» PI/Site-PIl should perform the endorsement via the CRMS Study Member Review page (as needed).

! The User Authorisation List does not replace a site delegation log.

 Site Information, Milestones and Participants Recruitment Numbers pages contain important data fields
that can be extracted for institutions’ trending and reporting purposes.

* In conclusion, the CRMS module has great potential to be a useful clinical research management tool
from the site to cluster level when fully maximised. We strongly encourage researchers/clinicians to take
full advantage of this module and update the pages frequently.
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Find out more information about ECOS...

() Find a Doctor or ~—H SingHealth
SingHealth DukeNUS e Researcher Appointments

ACADEMIC MEDICAL CENTRE

m For Researchers Research Compliance CIRB About RICE

# Home > Research = Research Integrity, Compliance & Ethics (RICE) Homepage > Ethics and Compliance Online System (ECOS)

Ethics and Compliance Online System @ 006
(ECOS)

[ Ecos

Jointly developed by SingHealth and NHG, the Ethics and Compliance Online System (ECOS) is a one-stop selution to support the research lifecycle from Study
Initiation to Completion, enabling a more efficient management of research portfolios and ethics applications. This internet-based platform replaces the
iSHaRe Institutional Review Board (IRB) system and is accessible to both internal and external users. The ECOS includes the following modules:

' IRB

' Minimum Training

. Clinical Research Management System (CRMS)

' Compliance - DNC/SAE/PISAF*

' Quality - Monitoring and Audit*

*To be rolled out later.

All new IRB applications will be managed via ECOS following its official launch, tentatively set in May 2024. Existing on-going studies will also be migrated
from iSHaRe to ECOS. The completion date is to be confirmed.

Minimum Training
Researchers who conduct Human Subject Research must meet the minimum requirements stipulated.

Researchers would be required to submit their minimum training certifications under the User Profile page. After submission, the institution’s Minimum
Training Secretariat would complete the check and issue the researchers with the label of the type of studies that the researchers can conduct. The table
below shows the training certifications required for the different type of studies.
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