Human Biomedical Research
Act (HBRA)Update

Expected SAE Reporting (Transition Period) and
DSMB report submission




Expected SAE report submission

Background

(2]

Per requirement of Human Biomedical Research Regulation 2017, Pl needs to
submit following to Research Institution:

e All Expected Serious Adverse Events (SAE)- New

e All reports of any data and safety monitoring board established by the RI-
Existing submission process

For site action:
1. Determine whether the study is HBR study.

2. Expected SAE is to be reported for HBR study via other study notification
(OTH) in ROAM during transition period.

3. When and how to submit Expected SAE.

4. Submit all DSMB reports promptly via OTH (per existing process) instead
of other supp forms. o
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Expected SAE reporting process during transition period

‘ Pl/Site staff reply the query

and amend the report form (if Pl/Site staff receive the ROAM
Pl identifies the reportable requested by DSRB) or auto-generated email
event (serious, expected withdraw the OTH and submit notification regarding the
and related) for HBR studies it back to DSRB . review outcome
l Pl/Site staff receive the DSRB
Pl/Site staff draft the query (if any), e.g. missing
Expected SAE reporting data, clarification of event or If there is no query
form (available at NHG withdraw the OTH if the event
research website) is not expected SAE
l If there is query
Pl signs and dates the *  PI/Site staff create Other Study
completed form, to check Notification (OTH) in ROAM
the completeness before * And attach the completed form to the
sending out OTH, then submit it to DSRB p,
7'
1. Expected SAE reporting form can be downloaded at NHG research website: gga:tljt’ggre

https://www.research.nhg.com.sg/wps/wcm/connect/romp/nhgromp/resources/ethics+forms+and+templates+
2. Site miay maintain a SAE tracking log
https://www.research.nhg.com.sg/wps/wcm/connect/romp/nhgromp/resources/pcr+sops+and+templates
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https://www.research.nhg.com.sg/wps/wcm/connect/romp/nhgromp/resources/ethics+forms+and+templates+
https://www.research.nhg.com.sg/wps/wcm/connect/romp/nhgromp/resources/pcr+sops+and+templates

How to determine HBR stud

To refer to the final definition

in the HBRA Fourth Schedule [
Does my situdy involve any of these? If YES ) This study falls under “Restricted®
O Human gametes or human embryvos; or Research’ and 1s under the scope of
O Cytoplasmic hybrid embryos; or HBE.
O The introduction of any human-animal combination embryo into
at animal or human: or

*Restricted research will be subjected to
; - : . additional HBR requirements.
O The introduction of human stem cells (Inc. induced pluripotent z
stem cells) or human neural cells into an amimal at any stage of

the development (including prenatal amimal foetus or animal Proceed to Step 2.
embryo)

Step 2: Identify if vour study objective falls within the scope of HBR.
Does the intent of my study imvolve: m This study does not fall under the scope
O The prevention, prognostication. diagnosis or alleviation of any of HBE..
disease, disorder or imjury affecting the human body; or
O The restoration. maintenance or promotion of the aesthetic

appearance of human mmdividuals through clinical procedures or
techniques; or

If YES > Proceed to Step 3.
O The performance or endurance of human individuals.

Step 3: Identify if the methodology emploved also falls under the scope of HER.
Does my study methodology involve:

If YES Thas study falls under the scope of
O Subjecting an individual to any intervention (including any HBEE._
wilful act or omission) that has a physical, mental or
physiological effect (whether temporary or permanent) on the

*Please note that vour study falls under
body of the individual; or

HBR only if yvou have answered "Yes’ in
both steps 2 and 3.
O The use of any individually-identifiable biological material
obtained from the human body; or If NO Thus study 1s not HBR as 1t c%nes not
O The use of any individually-identifiable health information. deploy the methodology as listed under

step 3.
Web link to the checklist: https://www.research.nhg.com.sg/wps/wcm/connect/8ce77a8041efd1998c6ecd0e2456f3ee/QLT2017= 7"
61.pdf?MOD=AJPERES



Expected SAE submission

. Scope
1) Only applicable for HBR studies.

2) Applicable for both local Singapore sites and overseas sites.

E.g. For multi-centred HBR involving collaborations from local and overseas research sites for the same
research protocol, any SAE which occurs in a participant during the research at the overseas site must
also be reported to RI.

2. Reporting timeline

All Expected SAEs should be reported as soon as possible but not later than 7 calendar days after first
knowledge by the investigator, and any additional relevant information about the events should be
reported within 8 calendar days of making the initial report.

3. When to submit
As HBRA took effect on 01 Nov 2017, all submissions should be made from 01 Nov 2017 onwards.

4. How to submit

1) Via OTH during transition period (Estimated from Nov 2017 to Apr 2018). To refer to the General
Guide book for Researchers version 1.0(section 4.5) in research website for creating OTH.

2) Expected SAE reporting form is aimed to be in ROAM by Apr 2018.
3) For HBR studies approved via mutual recognition, e.g. NHG studies approved by CIRB, ‘l

please submit the reportable event as per CIRB requirements. National
Healthcare
Group
Guide book to create OTH: Adding years of heshtry I

https://www.research.nhg.com.sg/wps/wcm/connect/9e8bb080475568a88460e499433b35ae/1+Researcher+Guidebook+vl.pdf?MOD=AJPERES



https://www.research.nhg.com.sg/wps/wcm/connect/9e8bb080475568a88460e499433b35ae/1+Researcher+Guidebook+v1.pdf?MOD=AJPERES
https://www.research.nhg.com.sg/wps/wcm/connect/9e8bb080475568a88460e499433b35ae/1+Researcher+Guidebook+v1.pdf?MOD=AJPERES
https://www.research.nhg.com.sg/wps/wcm/connect/9e8bb080475568a88460e499433b35ae/1+Researcher+Guidebook+v1.pdf?MOD=AJPERES
https://www.research.nhg.com.sg/wps/wcm/connect/9e8bb080475568a88460e499433b35ae/1+Researcher+Guidebook+v1.pdf?MOD=AJPERES

DSMB submission

1. Scope
Applicable to all types of studies. For HBR studies with established DSMB, to follow the

guidelines below.

2. When to submit
Prompt reporting which means to submit the DSMB report whenever it is available.

3. How to submit
1) Via OTH (per existing process)- To refer to the General Guide book for Researchers version
1.0(section 4.5) in research website for creating OTH.

2) DSRB Analyst will query site to submit DSMB report via OTH if it is submitted via other Supp
Forms, e.g. SRF

3) DSRB Analyst will query site during annual review for DSMB report if it is HBR study with
DSMB.

Guide book to create OTH:
https://www.research.nhg.com.sg/wps/wcm/connect/9e8bb080475568a88460e499433b35ae/1+Researcher+Guidebook+vl.pdf?MOD=AJPERES
o7
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https://www.research.nhg.com.sg/wps/wcm/connect/9e8bb080475568a88460e499433b35ae/1+Researcher+Guidebook+v1.pdf?MOD=AJPERES
https://www.research.nhg.com.sg/wps/wcm/connect/9e8bb080475568a88460e499433b35ae/1+Researcher+Guidebook+v1.pdf?MOD=AJPERES
https://www.research.nhg.com.sg/wps/wcm/connect/9e8bb080475568a88460e499433b35ae/1+Researcher+Guidebook+v1.pdf?MOD=AJPERES
https://www.research.nhg.com.sg/wps/wcm/connect/9e8bb080475568a88460e499433b35ae/1+Researcher+Guidebook+v1.pdf?MOD=AJPERES

Guide to create OTH for Expected SAE (1)

1. Go to ROAM and search for the study which needs Expected SAE reporting
2. From the study page, select ‘Other Study Notifications’ from the drop down list

< , —
@‘\ g 8] htp://10.54,191.57/ sop/ continue/ROMP/PI_Ethic_Inbox 37 Studylisting vl 5 | XK & Google » ~|
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Guide to create OTH for Expected SAE(2)

Select ‘Other notifications” under section 1

Select Yes/No if applicable for your submission under section 2 to 4

5. Summarize the content of the report under section 5. E.g. Expected SAE report: local
death

Notification Explanation Text

B/

LNotification Type™
Other notifications

tion require amendments to the Study Design and for to any of the Study documentations?

3. Does this notification contain any information that changes the Research Participants' Risk-Benefit ratio of participating in the Study?*

Yes
@ Mo
1.Does this notification contain any information that may affect the enrolled Research Participants' decision to continue in the Study?*
fes
@ Mo

5. Please his notification.

Expected SAE report: Local death

Document Title Document Version Number Document Name

Principal Investigator's Declaration



Guide to create OTH for Expected SAE(3)

6. Attach the signed and dated Expected SAE reporting form under section 6

rﬂ | hetpe/ 710 54 181 57/50p/ process/AOMP /Ethics_Sub_Attachments?url=06&study{d-5373 L3
R T A O P T P L o C S L T O T O L S 7 G Ve Ve v ey
-
Yes
© No

Plezee submit this notification and its amendments wsing the Study Amendmant Form only.
3. Does this nobification contan any nformatian that changes the Researdh Parbcpents' Risk-Senshit ratic of perbopeting in the Study?™

Yes

m

No

H=ac= chmt ths rotificabion and its smendments wu=ng the Study Amendme=nt Form orly

4.Dees tis rotification contain any nformation that may affect the enrolad Research Farncpants’ decson to contrue In the Study?™
Yes
No

Flease submit this rotification and its smendments using the Study Amendment Form only.

5. Please summarize the contents of this no tification

& attach & copy of the rotificaten.
m Title

Princoal Inveatig

To attach the completed, signed and dated
Expected SAE reporting form here

Document Reference Document Name Document Date |

X

"z Declaration
e Princioal Investigator of the Study may subeit this Form to the DSRB for review.,

P

1 confirm that the infarmation submitted in the above Study Notification report 8 bue and scaurate at the date of subrrission of the report,

I agree” box, you confirm that you have read, understood and accept the Principal Investigator's Dedlaration.

Cancel &

re
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Contact information

If you have any feedback or enquiries on Expected SAE
reporting, please contact us at OHRPP@nhg.com.sg or
respective Domain Analyst.
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