
Navigating ECOS 
(Ethics and Compliance Online System)  

Compliance Module
• Deviation / Non-Compliance 
• Serious Adverse Event 
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1) Purpose of the Module
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To facilitate the SingHealth Research Institution (RI) review of all Deviation / Non-Compliance 

(DNC) and Serious Adverse Event (SAE) reports,

a) for Human Biomedical Research (HBR), 

b) that occurred at any SingHealth site, and

c) submitted to either CIRB or DSRB,

as required by Human Biomedical Research Act 2015.

Note: The module excludes review of DNC/SAE for HSA clinical trials. The Sponsor (e.g. institution) of 
an IIT remains responsible for maintaining oversight for the HSA clinical trial. The Sponsor shall report 

serious breaches and SAEs to HSA separately.



Refresher: Suspected Offense or Contravention (SOC) Reporting to 
MOH by RI
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DNC reported in ECOS
Please adhere to the 

current reporting 
requirements for DNC 
reporting to the IRB. 

Did the DNC contravene any legal 
requirements stipulated under the HBRA 

and its Regulations?

No

Was any potential harm caused to 
the Safety & Welfare of the research 

participant?

Was any harm caused to the Safety 
& Welfare of the research 

participant?

Yes

DNC is not reportable 
to MOH

No

To be reported as 
Tiered SOC to MOH 

during annual 
Declaration of 
Compliance. 

No

To be reported as SOC 
to MOH within 7 

calendar days of RI 
first knowledge. 

Yes

Yes

Harm to Safety refers to physiological harm 
(e.g. physical injury, loss of organ function, etc.)

Harm to Welfare can be psychological, 
social, financial or affecting one’s autonomy.



Refresher: Serious Adverse Event (SAE) Reporting to MOH by RI
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SAE reported in ECOS. 
Please adhere to the current 
reporting requirements for 
SAE reporting to the IRB 

(For related, 
expected/unexpected SAEs) 

Was the SAE related to the research? 
(i.e. cause by study procedure / IP)  

Was the SAE unexpected?
(e.g. not listed as a possible risk)

Yes

Yes

To be reported to MOH within 7 days
The SAE,
• Resulted in death, or
• is life threatening

To be reported to MOH within 15 days
The SAE,
• Requires inpatient hospitalisation or prolongation of existing 

hospitalisation,
• Results in or contributes to persistent or significant disability 

or incapacity, 
• Results in or contributes to a congenital anomaly or birth 

defect,
• The transmission of a communicable disease, or
• Any misidentification or mix-up of any type of human 

biological material, gamete or embryo.

SAE is not reportable 
to MOH

No

No



2) ECOS Workflow
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PI submits 
DNC/SAE/UPT 

report to the 
respective IRB 

platform.

RI manually 
extracts and 

reviews the report.
Via email, RI will inform 

PI if there are any 
queries from MOH after 
submitting the report.

Via email, RI seeks 
clarification from PI, 

if required.

Via email, RI informs PI the 
review outcome if it is 
reportable to MOH.

MOH report template is 
attached for PI to complete.

Via email, PI / Study 
Team returns the 

completed MOH report 
and responds to queries 

from RI.

IRB via ECOS

ECOS automatically 
creates task for RI

Via ECOS

Via ECOS

Via ECOS

Via ECOSauto-added to the report in 
ECOS. 



User Roles Level Functions

PI / Site-PI Site-specific • Receive email and system notification on pending tasks.
• Respond to queries on the DNC/SAE/UPT report and requests for additional 

information from the RI Secretariat.
• Submit the MOH report (SOC/Tiered SOC/SAE), if DNC/SAE/UPT is to be 

reported to MOH.
• Endorse the MOH report, if other Study Team Members assisted to draft the 

form.

Co-I & Study Team 
Member(s) 

Site-specific • Receive email and system notification on pending tasks.
• Able to assist the PI / Site-PI to respond to RI queries and requests.
• Able to draft MOH report and submit to PI / Site-PI for endorsement.

Research Institution 
(RI) Secretariat / 
Manager 

SingHealth 
Cluster

• Reviews the DNC/SAE/UPT report.
• Reviews the MOH report for reportable events.
• Issue queries to PI / Site-PI / other Study Team Members.

Research Office Institution • View all tasks for its respective institution(s)
• View and download report for Tiered SOCs

3) Module User Roles
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3) Module User Roles
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• Information of site-specific Study Team Members (STM) are taken from the CRMS Module – User 
Authorisation List (UAL). 

• Site-specific PI, Co-I and STMs can complete and submit the MOH report. There is no function for 
the Study Administrator and Study Sponsor in the Compliance Module. 

Please add the Study Team Member(s) in CRMS UAL if this has not been done.

FOR SITE



3) Module User Roles
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• Ensure the names of the ‘Primary Site Coordinator’ and ‘Backup Site Coordinator’ are added in the Site 
Information page in CRMS. This is especially important if a PI/Site-PI has a large study team with many 
STMs added into the UAL but only wants specific STMs to respond to tasks. 

Please update this section in CRMS if it has not been done.

FOR SITE



3) Module User Roles
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No, the completion of SOC/Tiered SOC/SAE report will be site-specific. Site-specific STM/Co-I/PI/Site-PI will 
be responsible for their own completion of SOC/Tiered SOC/SAE report that occurs at their site. For 
example, a SOC occurring at SGH for a multi-site study, only the SGH site STM/Co-I/Site-PI will receive the 
task to complete the SOC report.

No, the Research Office only has view access to all the queries and SOC/Tiered SOC/SAE reports 
completed by site teams. The Research Office does not have edit access. The Research Office will also be 
copied in the e-mail notifications.

In a multi-site study, will the main site be able to access or edit the SOC/Tiered SOC/SAEs occurring 
at the other sites? Q1

Q2 Can the research office personnels help to complete part of the SOC/Tiered SOC/SAE report?

FOR SITE



You will receive a task when: Task Status
a) There is a query for you to reply. Queries can be sent 

after:
• RI has reviewed the DNC/SAE/UPT submitted to IRB.
• RI has reviewed the MOH report (SOC/Tiered SOC/SAE) 

submitted.
• MOH requires clarification on MOH report submitted.

• Pending PI Response
• MOH Report Pending PI 

Response
• Pending Response to MOH

b) There is a MOH Report for you to complete. • MOH Report Pending PI 
Response

c) There is a MOH Report for you to endorse. • MOH Report Pending 
Endorsement

4) Navigating the Module: When will you receive a task? 
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FOR SITE

Only for PI / Site-PI



4) Navigating the Module: Where to find your tasks? 
To find pending tasks assigned for your action, there are 2 ways:

Click on 
‘Dashboard’, 

under 
‘Homepage’

1A

The Compliance tile will display 
the total number of pending tasks 

assigned for your action.

Click on either “DNC – Site” or 
“SAE – Site” to view the tasks

1B

FOR SITEFOR SITE

13



4) Navigating the Module: Where to find your tasks? 
To find pending tasks assigned for your action, there are 2 ways:

Click on the ‘Compliance’ tile. 2B
Click on ‘My 

Tasks’
2A

Click ‘View’ to 
see the task 

details.

3

FOR SITEFOR SITE

14



4) Navigating the Module: Where to find your tasks? 
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To find ALL pending tasks (i.e. including those not assigned for your action) for your studies:

FOR SITEFOR SITE

Example

In study with a large study team with many STMs added in 
the CRMS User Authorisation List (UAL), if only the main 
and backup STMs are assigned to a task, the other non-
assigned STMs will not see this pending task on their 
personal dashboard or in ‘My Tasks’, i.e. it will show as “0” 
task for this non-assigned STM as nothing was assigned 
to this person.

However, the non-assigned STMs will still be able to view 
all the pending tasks for the study via the ‘Site Task’ page.   



4) Navigating the Module: Where to find your tasks? 
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Click on ‘Site 
Task’ under the  
‘Compliance’ 

Module

1

Tasks will be listed in 
the main page. The 

default view will display 
only pending tasks. 

3

To find ALL pending tasks (i.e. including those not assigned for your action) for your studies:

2 Click on the respective tab to select the type of  task to view. 
Completed tasks 
can be displayed 

by filtering for 
them.

5

Click ‘View’ to 
open the task. 
Note: For non-

assigned 
personnels, only 

view access. 
You will not be 
able to edit and 
submit the form. 

4

FOR SITEFOR SITE



Navigating the Module – Where to find your tasks?
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To see all tasks (pending and completed), clear all task status in the filter tool:

Click ‘Filter’.6

7 Clear the default 
selection of task status 

by hovering your 
mouse cursor over the 
‘v’ until it changes to a 
‘x’ and clicking on it. 

9Click ‘Search’ to 
see all the tasks.

Enter the Task 
ID or the ECOS 

Ref No. 

8

Click on ‘Reset’ to restore the 
default selection of task status to 

see only pending tasks again.



4) Navigating the Module: How to reply to a query? 
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Click on ‘Query List’ to 
view the consolidate list 
of queries for the whole 

DNC /SAE report. A 
pop-up page will 

appear on the right.

The red dot will indicate 
that there are 

unanswered queries.

1

FOR SITEFOR SITE



Type of queries Task Tab Refer to

RI queries on DNC/SAE/UPT report submitted 
to IRB DNC/SAE/UPT (RI Query)

RI queries on the completed MOH report MOH report

MOH queries on the submitted MOH report MOH report

19

4) Navigating the Module: How to reply to a query? 
FOR SITEFOR SITE

Different types of queries can be found under their respective query list:

Note 
The red dot will indicate 
that there are 
unanswered queries.



4) Navigating the Module: How to reply to a query? 
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Default view will be the 
‘Pending Query’ tab. 

The ‘All Query’ tab will 
display completed and 

pending queries. 

There is a progress bar 
to indicate the number 
of pending queries you 

have replied. 

2

3View attachments 
(if any) from the RI 

Secretariat by 
clicking on it.

4Reply to the query 
in the text box.

FOR SITEFOR SITE

Click on any space 
outside of the 

‘Query List’ page to 
exit it. Drafted 
replies will be 
automatically 

saved.

5



4) Navigating the Module: How to reply to a query? 
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6Click ‘Reply Query’ to 
submit.

Note: The system will 
only allow you to click 
on ‘Reply Query’ when 

ALL queries have a 
reply.

There is no red dot if all 
queries have a reply.

FOR SITEFOR SITE



4) Navigating the Module: How to reply to a query? 
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A pop-up will appear to prompt you to 
confirm your decision to submit your 
reply. Click on ‘Confirm’ to proceed.

All replies will be displayed here 
(read-only). To edit the reply again, 

click ‘Cancel’ to return.

7

FOR SITEFOR SITE



4) Navigating the Module: How to complete the MOH report? 
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Click on ‘SOC’ / ‘Tiered 
SOC’ / ‘SAE’ tab.

The tab will appear only 
if the RI Secretariat has 
determined the event is 

reportable to MOH.

The MOH Report 
template will load with 
some pre-filled details 
auto-populated from 

the DNC / SAE report.

1

2Click on ‘Edit’ to 
complete report.

FOR SITEFOR SITE



4) Navigating the Module: How to complete the MOH report? 
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Click on ‘Save’ to save 
a draft of the MOH 

report.

3

FOR SITEFOR SITE

Click on ‘Track 
Changes’ to view 
the edits made 
from the last 
version which 

could be made by 
another person.

4



4) Navigating the Module: How to complete the MOH report? 
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Select the 2 different versions of the report to compare. 
By default, the system will compare between the latest 

version and the version immediately before that. 

5

Purple highlight with 
strikethrough refers to 

text deleted.

Green highlight refers 
to text added.



4) Navigating the Module: How to complete the MOH report? 
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To attach supporting 
document(s) required for 
any of your replies, click 
on the ‘Attachment’ tab.

6

FOR SITEFOR SITE

7 Click on ‘Upload Attachment’ button and 
a pop-up page will appear on the right.

Click ‘Upload’ and select the file to 
upload. Provide a description to the 

document. For a query related 
attachment, you can indicate which 

query it is for.

Click ‘Save’ to complete the upload.

Note: Only the user who uploaded the 
documents can delete them. 

Examples of attachments 
for the SOC & SAE report: 
Study Protocol, IRB 
Application Form, 
Informed Consent Form, 
etc.



4) Navigating the Module: How to complete the MOH report? 
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8Click on ‘Submit’ to 
submit the MOH 

report for RI 
Secretariat review.

If the mandatory 
fields are not 

completed, the 
report cannot be 

submitted.

FOR SITEFOR SITE

Click on ‘Export’ to view 
a copy in PDF. 

9A

Always check the task 
status before exporting 

as you may not be 
viewing the version that 
is submitted to MOH.

9B
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4) Navigating the Module: How to complete the MOH report? 
FOR SITE

Information required on the MOH 
report is exactly the same as the 
hard copy version. 

Sample SOC Reporting Template
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4) Navigating the Module: How to complete the MOH report? 
Sample SAE Reporting Template

FOR SITE
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4) Navigating the Module: How to complete the MOH report? 
FOR SITE

Sample Tiered SOC Reporting Template



4) Navigating the Module: How to complete the MOH report? 

3131

Yes, the STM can either: 
1. Complete and submit the report directly for SingHealth RI review. The system will automatically reflect the STM’s 

details as the submitter on the report. After review, the RI will seek PI / Site-PI endorsement of the finalised report, 
which will change the submitter’s details to reflect the PI / Site-PI’s information; OR

2. Draft, save the report and inform the PI / Site-PI to submit. Since the PI / Site-PI’s details will be reflected as the 
submitter, subsequent step of endorsement will not be required.

Note that any steps for additional queries/endorsement will take up time. Please bear in mind the timeline for submission 
to MOH (especially for 7-day or 15-day reporting timeline). 

Yes. But if the STM has responded to queries, and at the same time edited and submitted the MOH report, the STM’s 
details will be reflected as the submitter on the report. The RI will then need to seek PI / Site-PI endorsement, so that the 
PI / Site-PI’s details are reflected as the submitter. 
Note: If the edit button is clicked and report saved, it will mean that the report has been edited. 

Can the Study Team Member (STM) complete the MOH Report on behalf of the PI / Site-PI?Q1

Q2 Can the STM respond to the queries on behalf of the PI / Site-PI?

FOR SITEFOR SITE



4) Navigating the Module: How to complete the MOH report? 
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In the manual process, the RI will not contact the site team (PI / Site-PI, Co-I & STM) if there is no reporting 
required. Similarly, in ECOS, the site team will not see any pending tasks generated in the Compliance 
Module, if no reporting is required. The tab for SOC, Tiered SOC or SAE containing the MOH report details 
will also not appear. 

If reporting is required, a pending task will show up in the Compliance Module. Notifications (email & 
system) will also be sent to the site team.

If the DNC/SAE/UPT is not reportable to MOH, what will the site team see in ECOS?Q3

FOR SITEFOR SITE



If required, the PI/Site-
PI is still able to click 

on ‘Edit’ to make 
amendments to the 
MOH report at this 

stage.

2

4) Navigating the Module: How to endorse the MOH Report?

Click on ‘SOC’ / ‘Tiered 
SOC’ / ‘SAE’ tab.

1

Applicable to PI / Site-PI only

FOR SITEFOR SITE



4) Navigating the Module: How to endorse the MOH Report?

3
Click ‘Endorse’ to 
submit the MOH 

Report, if PI / Site PI 
approves the content of 

the report.

OR
Click ‘Reject’ to return 
the MOH report to the 

Study Team Member to 
amend.

A pop-up will appear for 
the PI / Site-PI to 

provide comments and 
to click ‘Reject’ to 
proceed with the 

rejection.

Applicable to PI / Site-PI only

FOR SITEFOR SITE



4) Navigating the Module: How to endorse the MOH Report?
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The details of the submitter will be auto-populated on the SOC/Tiered SOC/SAE report. If the PI / Site-PI has 
submitted the SOC/Tiered SOC/SAE report, the report (e.g., Section F of the SOC form) will display them as the 
Reporting Officer. No further endorsement by the PI / Site-PI is needed. If the details of Reporting Officer are the 
STM’s, the RI will seek endorsement from the PI / Site-PI before submission to MOH.

Will PI / Site-PI endorsement be required for every SOC/Tiered SOC/SAE report completed?Q1

FOR SITEFOR SITE



4) Navigating the Module: How to endorse the MOH Report?

36

How do I know if the SOC/SAE report has been submitted to MOH?Q2
Submission of SOC/SAE to MOH will be done by the SingHeath RI.
For a 7-day or 15-day submission of the SAE or 7-day submission of the SOC, when the SOC/SAE report has been 
submitted to MOH, the task status of ‘Reported as SOC’ or ‘Reported as SAE’ will be reflected. Tasks with these statuses 
can be found under the ‘Site Task List’ by filtering for them. They will not be shown automatically as only pending tasks 
are shown by default and tasks with the status of ‘Reported as SOC’ and ‘Reported as SAE’ are considered completed 
tasks. 

FOR SITEFOR SITE



4) Navigating the Module: How to endorse the MOH Report?
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How do I know if the Tiered SOC report has been submitted to MOH?Q3
Tiered SOC are to be submitted annually to MOH by the SingHealth RI. If the Tiered SOC report has been 
or will be submitted to MOH, the task status of ‘Reported as DOC’ will be reflected. Tasks with these status 
can be found under the ‘Site Task List’ by filtering for them. They will not be shown automatically as only 
pending tasks are shown by default and tasks with the status of ‘Reported as DOC’ are considered 
completed tasks. 

Note: As all Tiered SOC reports will 
be submitted to MOH during the 

annual Declaration of Compliance 
(DOC) exercise, the submission 
date may be a future date of the 

next planned annual DOC exercise.

FOR SITEFOR SITE



4) Navigating the Module: What notifications are there?
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A system notification will be sent to the PI / 
Site PI / Co-I / STM’s user account.

It can be access via the bell icon, found on 
the top right corner. A bubble will indicate the 

number of system notifications.

2An email notification will be sent to the 
ASSIGNED PI / Site PI / Co-I / STMs. ROs can 

be cc-ed in the emails.

The email will contain the study title, PI/Site-PI 
name, study site, and form reference number. 

There will also be a direct link to ECOS to bring 
the recipient directly to the platform.

1

Dear xx, 

xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx
xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx
xxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxxx
xxxxxxxxxxxxxxxxxxx

xxxxxxxx

FOR SITEFOR SITE



4) Navigating the Module: What notifications are there?
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Will the PI / Site-PI receive an email notification for the endorsement of the SOC/Tiered SOC/SAE report?Q1
Yes, if endorsement is required. Endorsement is a site-specific and will be done by the site level PI. 
A sample email is below.

FOR SITEFOR SITE



4) Navigating the Module: What notifications are there?
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As a STM, what kind of email notifications will I receive? Will the PI / Site-PI or Co-I receive 
the same email notifications?Q2

Only personnel assigned to the tasks will receive the notifications. By default, everyone in the site team (PI / 
Site-PI, Co-I & STM) will be assigned to tasks and will receive the notifications. The STM(s) must be added 
in the CRMS UAL, in order for the RI to assign them to the task.

If the site has a large team, it is important to update the ‘Contact Personnel’ section in the ‘Site Information’ 
page in CRMS, to indicate the main and back up STMs which will be assigned the tasks. Otherwise, the 
whole team will be assigned to the tasks.

Assigned personnels will receive email notifications for the following tasks:
a) Reply to RI queries on the DNC/SAE/UPT form
b) Complete the MOH (SOC/Tiered SOC/SAE) report
c) Reply to RI queries on the MOH report
d) Reply to MOH queries relating to MOH report
e) For PI / Site-PI only - Endorsement of the MOH report

FOR SITEFOR SITE



Activation Date
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Activation of completion of SOC/Tiered SOC/SAE report via ECOS on 2 Sep 2024. 

FOR SITEFOR SITE

New SOC/Tiered SOC/SAE reports to be completed will be sent through ECOS.

Ongoing Tiered SOCs reports will continue to be completed manually, where 
ORIC will continue to communicate via email with the site team. 

A

B

This means that the site team will receive queries and tasks (i.e., completing the MOH 
report) via a mixture of email and ECOS up to the next Annual Declaration of 
Compliance to MOH in April 2025.

For all ongoing Tiered SOCs that are to be completed manually, please complete them 
by end of 2024.



4) Navigating the Module: Where to view all tasks for the institution? 
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Click on ‘Task 
Management’.

2

Click on the 
‘Compliance’ 

module.

1 By default, all 
tasks will be 
displayed.

Click on ‘Filter’ to 
search for a 

specific study, 
tasks with SOCs 

submitted to 
MOH and etc.

4

Click on the respective tab to select the type of task to view. 3

FOR RO



Navigating the Module: How to generate the Tiered SOC Report? 
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FOR RO

Click on 
‘Compliance 

Institution 
Report’.

2

Click on the 
‘Report’ 
module.

1

Click on 
‘SingHealth – 
Tiered SOC 

Report’.

3

Other 
Report 

Templates. 
Do not use 

for now.

5Click on ‘Export’ 
to download the 

report.

It is possible to 
customise the 

columns to 
display and filter 

for specific 
conditions before 
downloading the 

report.

FOR RO

Reminder: The report will only be able to include data up to the day before the day of report generation.

4Click on ‘Filter’ 
and select the 

filter conditions to 
display the 

required data. If 
no filter 

conditions are 
selected, the 

report will display 
all data for the 

report.
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Need help?
• SingHealth Users

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

• For Non-PHI Users

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



Highlights of the Q & A session
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How can we assign a specific Study Team Member (STM) to a task?Q1
The SingHealth RI reviewer will refer to the Contact Personnel section on the Site Information page in CRMS 
module and assign the task to the listed Primary and Backup Site Coordinator, in addition to the site PI and Co-I. 
Hence it is important that the study team indicates the Primary and Backup Site Coordinator on the Site 
Information page in CRMS. This is particularly so for a study with a large team. If there are no Primary and 
Backup Site Coordinator indicated, RI will assign the task to the entire team of STMs based on the User 
Authorisation List. 

Q2 How many back-up coordinators can be added to receive the notifications?

Under the Site Information page in CRMS, only 1 personnel can be selected as the Primary Site Coordinator. As 
for the Backup Site Coordinator, there is no limit set in the system. All listed Backup Site Coordinators will receive 
the notifications for the tasks assigned, along with the Primary Site Coordinator. 



Highlights of the Q & A session
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Will I get any notifications if the DNC/SAE is deemed non-reportable to MOH?Q3
Notifications will not be sent to the study team if a DNC/SAE is deemed non-reportable to MOH. However, users 
can view the DNC/SAE that are non-reportable under ‘Review Task’ by clearing the Filter and select ‘Non-
Reportable’ under the ‘Outcome’ filter.

Q4 I am currently a Study Administrator (SA) for a HBR study, can I assist the PI in replying queries or 
submitting the SOC form?

There is no functional role for the Study Administrator in the Compliance Module. Only STM(s) is/are able 
to respond to the queries and submit the MOH forms. STM can be broadly defined as site personnel directly 
involved in the research conduct e.g. CRCs, Study Nurses, Pharmacists, etc., whereas SA refers to site 
personnel not directly involved in the research but provides administrative support such as Executives involved in 
the Start-Up Activities of a research. A SA should not be added as a STM for the sole purpose of answering 
queries or submitting MOH forms. In the event where a study does not have a STM, PI/Site-PI or Co-I will 
have to respond to the tasks as needed. 
Please carefully evaluate the role of the research personnel in the study before adding the personnel on the User 
Authorisation List (UAL).
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