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OUTLINE

Serious breaches * Track @ PRISM

Urgent safety measures * Enquire @ PRISM

Trial status report

Final study report

Copyright © HSA, All rights reserved y* 2N



REGULATORY SUBMISSIONS
DURING TRIAL CONDUCT

SUBSTANTIAL AMENDMENTS *
SERIOUS BREACHES

URGENT SAFETY MEASURES

TRIAL STATUS REPORTS

UNEXPECTED SERIOUS ADVERSE DRUG REACTION
REPORTING
UPDATES TO THE IB OR NEW SAFETY INFORMATION

SUSPENSION / TERMINATION / COMPLETION OF TRIAL I

OTHER SUBMISSIONS *

—o—@ -9 —9

STUDY STUDY STUDY FINAL STUDY
INITIATION CONDUCT CLOSURE CLINICAL ARCHIVAL
STUDY
REPORT

I FINAL REPORT TO HSA h

4 Other submissions include changes to Clinical Research Material Notification, changes to information in the
Clinical Trials Register or changes to the regulatory status of trial in other countries. >
<)
‘f HSA
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SERIOUS BREACHES &
URGENT SAFETY MEASURES
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SERIOUS BREACHES

« A serious breach is a deviation which is likely to affect to a
significant degree:

a) The safety or physical or mental integrity of any
subjects in a clinical trial; or
b) The scientific value of the clinical trial.

« Any serious breach of the principles of GCP, trial protocol or
clinical trials regulations should be notified to HSA.

e Sponsor to notify HSA in writing as soon as possible and in
any event not later than 7 days after becoming aware of the
breach

Copyright © HSA, All rights reserved " HSA
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SERIOUS BREACHES

SERIOUS BREACHES FORM
Protocol Title:
Protocol No.:
HSA Ref:
Hame:
{Organization:
Contact Details:
Date of awareness of
Serious Breach:
Date Serious Breach
Motified to HSA:
Report: L Inital Regort [ ] Follow-up Rapart
{Tick appropriately)
ETAILS (F SERICUS EREACH
Category of serious breach Averse vent raparing
Iniormad consent
Imvestigational product

Rendomisation and binding
Sourca documeniation

Study conduct

Lise of unapproved documents

Please indicate if the non-

compliance was & serious
breach to the following
references:

Reguiations
Profoco

O Singapors Guideline for Gaood Clinical
Practica (SGGCF)

Elaborate how and why the
seripus breach occurred

Significant Impact of Serious
Breach to:

[] The safety o physical or mantal mtagnty of
jects in the clnical frig
[ The scientific valus of the inal

Details of Serious Breach
Pleaza do nof provide any
sulyact identifabie information,

Copyright © HSA, All rights reserved

Elaborate on comective and
preventive actions
implemented |/ to be
implemented as a reault of
this serious breach

From 15t Nov
2016 onwards,

Submission via
PRISM

\/
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SERIOUS BREACHES

Fill in the apphcation form

1. Particulars Of Clinical Trial Applicaticn
2. Applicant Particulars

3.Clinical Trial Serious Breach Report
4. Supporting Attachments

Guideline

Spedal Symboal

5. Confirmaticn

L

=]
Aftach  Save

3.1 Please select ©

Serious Breaches
3.2 Date of occurrence of serious breach *

3.3 Date of awareness of serious breach *

3.4 Category *

references *

3.7 Details of Serious Breach *

3. Serious Breaches [ Urgent Safety Measures Details

3.5 Please indicate if the non-compliance was a serious breach to the following

3.6 Please indicate if the serious breach is of significant impact to the following

3.8 Please elaborate how and why the serious breach occurred *

3.9 Please elaborate on corrective and preventive actions implemented | to be

implemented as a result of this serious breach *

v

! Serious Breaches

! Urgent Safety Measures

[ =
I ==

[] Adverse event reporting

[] Informed consent

] Investigational product

[] Randomisation and blinding
[] Source documentation

| S5tudy conduct

[ use of unapproved documents
[ |Regulations

[1Protocol

[l Good Clinical Practice (GCF)
[1The safety or physical or mental integrity
of the subjects of the trial

[ The scientific value of the trial

<)

!

\/
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Haalth Scleaces Autharity



URGENT SAFETY MEASURES

 In order to protect any subject against any immediate
hazard to the health or safety of the subject, the sponsor
and any investigator of the clinical trial may take appropriate
urgent safety measures.

e Sponsor to notify HSA in writing as soon as possible and in
any event not later than 7 days after the date measure is

Urgent Safety Measures
3.10 Date of implementation of urgent safety measure * I:I 3

3.11 Please describe urgent safety measure taken ©

3.12 Please elaborate how and why the urgent safety measures were taken * [ | The safety or physical or mental integrity

of the subjects of the trial

[ | The scientific value of the trial 1

Copyright © HSA, All rights reserved ‘! HSA
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TRIAL STATUS REPORT

During Trial Conduct

« Sponsor to submit trial status report to HSA every 6
months starting from CTA authorisation, CTN
acceptance or CTC issuance, until trial conclusion or

termination.

* Immediately or within such other time as required by
HSA.

Reminder email:
Every 6 months from the CTA/CTN/CTC approval/

acceptance date.

X HSA

Copyright © HSA, All rights reserved ‘
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TRIAL STATUS REPORT

Trial Suspension or Termination

« Sponsor to notify HSA (via trial status report) within 15
days after date of suspension or termination.

Trial Conclusion

« Sponsor to notify HSA (via trial status report) within 30
days of trial conclusion.

Copyright © HSA, All rights reserved ‘ st Sl At
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TRIAL STATUS REPORT

Fill in the application form Guideline

1. Particulars Of Clinical Trial Application 3_Clinical Trial Status 5. Confirmaticn Spedal Symbal
2. Applicant Particulars 4. Supporting Attachments U
Aftach  Save

| =3

Fields marked with an asterisk * are mandatory.

Fields marked with * will be displayed in the Clinical Trial Register. I —
3. Clinical Trial Status

3.1 Trial 5tatus =~
Mot Yet Recruiting

Cngoing, Recruiting

Ongoing, Recruitment Suspended
Ongoing, Recruitment Closed
Premature Closure

3.2 Date of Trial Completion

3.3 Date of Trial Suspension

Suspended

Terminated

\Completed /
3.4 Date of Trial Termination H

Flease prov

3.5 Date of Trial Closure I:IH

Please provide reason:

3.7 Please provide any supplementary information to this status report, if necessary Mot Applicable

\/
“r HSA
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TRIAL STATUS (LOCAL)

Field

Definition

Not yet recruiting

The local trial site(s) has/have not commenced recruiting subjects into the
clinical trial.

Ongoing, recruiting

The local trial site(s) has/have commenced recruiting subjects into the clinical
trial.

Ongoing, recruitment
suspended

The recruitment has been suspended. However, the enrolled subjects are still
continuing with the study procedures.

Ongoing, recruitment
closed

The recruitment has been closed. However, the enrolled subjects are siill
continuing with the study procedures.

Premature Closure

The local trial site(s) was/were closed prematurely as no_subjects were
screened into the clinical trial.

Suspended

The clinical trial has been suspended. All screening and enrollment activities
should be suspended. Please notify the IRB and HSA if existing subjects are to
continue with the study procedures.

Terminated

The clinical trial has been terminated. All screening and enrollment activities
should be terminated; and existing subjects should not continue with the study
procedures.

Completed

Study completion is defined as ‘Last Patient Last Visit (LPLV)’ for the clinical trial.
For clinical trials where subjects are followed up remotely after LPLV (e.g.
survival follow-up via telephone calls or safety follow-up etc.), study completion
Is defined as the end of remote follow-up.

\\
pnRek dudangetorsikegulatory Requirements for New Applications and Subsequent Submissions ﬂ’

Co

13
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TRIAL STATUS REPORT

Trial 5ite Status Report

List of Principal Investigator(s) & Clinical Trial S5ite(s)

Chimical Trnial Site Date of Approval Trial 5ite Status

A KK WOMEN'S AND CHILDREN'S HOSPITAL 23/03/2016

A Mational University Hospital 23/03/20186

s A maximum of 2 trial sites can be retrnieved at one time.

s Please click on "Retrieve Saved Draft Report(s)" button to retrieve status report details if:
a) no status report has been submitted previously for the trial site, or
b) there is a saved status report in the current application.

Please click on "Retrieve Last Submitted Report(s)" button to retrieve status report details if a status

report has been submitted previously to H5A.

s Trial site(s) with "Completed”, "Terminated" or "Premature 5ite Closure” status are not allowed to be

updated. To view, please click on "Retrieve Saved Draft Report(s)”.

Copyright © HSA, All rights reserved / HSA



TRIAL STATUS REPORT

Mame of Principle Investigator
Designation

Mame of Trial Site

Planned Mo. of Clinical Trial Subjects
3.8 Trial Site Status **

3.9 Date of Trial Site Initiation

3.10 If clinical trial has not started

recruitment, please provide reason

3.11 Date of Trial Site Suspension

3.12 Date of Trial S5ite Termination

3.13 Date of Trial Site Closure

A

Consultant

KK WOMEN'S AND CHILDREN'S HOSPITAL

10

|Se|ect COne

vi

=

=

Please provide reason:

Suspended
\ Terminated

Centre 2
A

Consultant
Mational University Hospital

10

/\

R

ot Yet Recruiting
COngoing, Recruiting

N

Cngoing, Recrutment Suspended
Cngoing, Recrutment Closed
Premature Closure

ampleted

[ =

Please provide reason:

[ =

Please provide reason:

=

Please provide reason:

[ =

Please provide reason:

Copyright © HSA, All rights reserved
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TRIAL STATUS REPORT

Are there amy changes to3.14
o 3.1 7 since the last status
report®

(Mo (®Yes Mo (@ yes

3.14 No. of subjects screened
3.15 No. of screened failures

3.16 No. of subjects pending
sCreening outcorme

3.17 No. of subjects enrolled (i.e.
Rand omised)

Numbersin 3.15 to3.17 should
add up to 3.14)

|CI
o |
o |

0L

Subjects enrolled

Are there amy changes to3.18
o 320 since the Ast status
report?

3.18 Mo of subjects withdrawn or
premature by terminated

3.19 Mo of subjects ongoing

3.20 Mo of subjects completed
Numbersin 3.18 to 3. .20 should
add up to 3.1 7)

3.21 No. of SAEs experienced by
hocal subjects

(Mo (®yes Mo (@ yes

o |

Please provide reasofs:

|

Please provide reasons:

o |
|D

|

1NN

3.22 Has there been an internal
audit cond ucted for this clinical trial

™ Yes (Mo ®Yes (Mo

site?

Ref: Guidance on Regulatory Requirements for New Applications and Subsequent

Submissions

<)

!

16
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FINAL TRIAL REPORT
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TRIAL COMPLETION

« Upon trial completion,

« Sponsor to notify HSA (via trial status report)
within 30 days of trial conclusion.

* In addition, sponsor to submit final report of
trial within 1 year after date of trial conclusion,
or such longer period as the Authority may
allow in any particular case.

Copyright © HSA, All rights reserved ‘ st Sl At
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TRIAL COMPLETION

During the submission of trial status report, the following will be
displayed if the trial status is “Premature closure”, “Terminated”
or “Completed” :

3. Clinical Trial Status

3.1 Trial Status *~ Completed b
2.2 Date of Trial Completion I:lﬂ
3.3 Date of Trial Suspension I:l 3

Please provide reason:

3.4 Date of Trial Termination I:l 3

Please provide reason:

3.5 Date of Trial Closure I:l 3

Please provide reason:

Section appears if 3.6a Will the final study report be available? ®Yes (O No

trlal StatUS IS 3.6b Will the final study report be available within 1 year of trial O Yes ®) Mo
completion/closure /termination?

“Premature C|OSUre”, 3.6c If Mo, plt_aase pr_u:uvic.le the estimated date of availability of the final study I:lﬂ
“Termlnated” or report/synopsis/publication *

3. 6d Please provide reason for request for extension of submission of Final Study

“‘Completed”. —>| |Repor -

3.4 FPlease provide any supplementary INTOrMALION L0 LIS SLatls report, i necessary [ Mot Appllc-able

Copyright © HSA, All rights reserved "r HSA
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FINAL TRIAL REPORT

PL1008 SUBMISSION OF CLINICAL TRIAL FINAL REPORT

Fill in the application form Cuideline  Help

1. Particulars OF Clinical Trial Application 3_Supporting Attachments Spedal Symbol
2. applicant Particulars 4. Confirmation

T
|

Attach  Sawe

Fields marked with an asterisk * are mandatory.
3. Supporung Documents

To add an attachment, type in the path or hit the browse button. Then hit the Attach Files button to save the attachment
to the list below.

H

Flease click here for guideline on document attachment.

3.1Final Report - * Browse...

Attach Files

I
“fYH SA
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OUTLINE

Serious breaches

Urgent safety measures

Trial status report

Final study report
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* Track @ PRISM
* Enquire @ PRISM
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PRISM FUNCTIONS

22

Track @ PRISM

« Search your application
« Check status of your application

» Check endorsement by various parties for
your draft application

Enquire @ PRISM

« Search your licence (i.e. CTA/ CTN/ CTC)
« Search your CRM Notification

Copyright © HSA, All rights reserved
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TRACK @ PRISM

PZ0351 TRACK@PRISM

Impaortant Motes:
For H5A CRI5 registered companies, user has to be authorised with the appropriate access rights via CRIS management maodule
to access the required eservices.

General Search

IEnter Transaction No or Application/Submission No for fast and exact matched look-up

Application/Submission Type * Select Application Type W
LICEI‘ICEJ‘IPETI‘I‘IItJ"'CEI'tl'ﬁCEIE_."l_IStlI'Ig_."NDtlﬁcatlﬂl'l_."REngtratlDl‘l| Select Licence Type -
Type *

Enguiry Type * |Se|ect Enquiry Type V|

Transaction No. | | '
Application/Submission | |-
Mo.

|

Licence /Permit/Certificate / Listing /Motification /Reagistration |
Mo.

Product Name.

Submission Date (dd /mm yyyy) [ @[ ™
Last Update Date (dd/mm yyyy) [ @l @
=

Please click here to extend vour draft

\/
“r HSA

Copyright © HSA, All rights reserved ‘
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TRACK @ PRISM

« Search your new application — enter “New Application/ Submission”
« Search amendment application - enter “Amendment’

PZ0951 TRACK@PRISM

Important Notes:

For H54A CRIS registered companies, user has to be authorised with the appropriate access rights via CRIS management maodule

to access the required eservices.

General Search

Enter Transaction No or Application/Submission No for fast and exact matched look-up

Application/Submissian Type ©

Licence /Permit/Certificate /Listing /Motification /Registration
Type *

Enquiry Type *
Transaction Mo.

Application/Submission

Mo.

Licence /Permit/Certificate /Listing /Motification /Registration
Mo.

Product Mame.
Submission Date (dd/mm/yyyy)
Last Update Date (dd/mm/yyyy)

=

Please click here to extend vour draft

Copyright © HSA, All rights reserved

| Select Application Type

b

| Select Licence Type

quiry Type

Draft

Draft (Motified) :I
Input Request

Pending Approval :I

Pending Withdrawal
Processed / MNotified

Mandatory Fields

(for search without

transaction no or application/
submission no.)

|
[ Ewxl =
[ Exl =

Haalth Sclences Authority

‘,F HSA
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ENQUIRE @ PRISM

« Search your licence (l.e. CTA/ CTN/ CTC)

Licence /Permit/Certificate /Listing / Clinical Trial - Authorisation
Motification/Registration Type * I% M .

- andator Fields
Status * |A+:tiue V| y

Licence/Permit/Certificate /Listing/ |
Motification/Registration No

Product Name | |

Start Date (dd/mm/yyyy) | |7 1o | ==
Expiry Date (dd/mm /yyyy) | |78 To | ==

=

Please do not access the record using the new window via right mouse click.

20 Matching Record|s) Page 1 Of 2[First] | [Previcus] | [Mext] | [Last])

Active Clinical Trnial - Authorisation

S/NoHSA App |CTA No Investigational Prutm:nl Date of
No Product [Approval

1204020C CTA1200001 Bright Vision Hospital testl 2 DE}DE;’ED]E

2 1204627T CTA1200003 Mational Cancer Centre test] .18 testl .2 23/03/2012

3 1204641F CTAI1200004 Changi General Hospital testd 2 testl 2 26/03/2012

4 1600273R CTAI600004 Ang Mo Kio Hospital;Bright Vision Drug B, lamivudine ABC 15/03/2016
Hospital

v

Copyright © HSA, All rights reserved ‘f HSA
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ENQUIRE @ PRISM
CTA (Sample)

PZO201 ENQUIRE@PRISM

1. Licence/ Permit/Certthicate [ Listing / Notithication Summary

1.1 Licence/Permit/Certificate/Listing
Motification Type:

Clinical Trial Authorisation

|

1.2 Licence/Permit/Certificate /Listing / CTAIG00016
Motification No:
1.3 Company Name: ABC Co Ltd.,

1.4 Approval/Acceptance Date: 23/03;2016 ¢ Authorlsatlon Date

2 _ Particulars of Clinical Trnial

2.1 PRISM CTA/CTN Application Mo: 1600420W _I_ . I I f t
rl nrormation
2.2 Title of Clinical Trial: This is a CTA a 0 a 0

2.3 Protocol Number: 123
2.4 Investigational Product(s): CTAI
CTA2
2.5 Local Sponsaor(s): ABC Co Ltd.

3. List of Principal Investuigator(s) & Chmical Trial Site(s)

Principal Investigator

abc

Clinical Trial 5ite

Site/ Pl Information

HMI Balestier Hospital

4_. The Clinical Trial Authorisation has been granted for the conduct of the clinical trial, subject to the
provisions of the Health Products Act and nis subsidiary legislation, and also to the following conditions:

MA.

Licensing Conditions (if any)

The above information is current as of the date of print: 11/10/2016
Copyright © HSA, All rights reserved ‘f HSA
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ENQUIRE @ PRISM
CTN (Sample)

PZO301 ENQUIRE@PRISM

1. LicencefPermit/Certuficate/Listingf Notification Summary

1.1 Licence/Permit/Certificate /Listing /
Motification Type:

Clinical Trial Motification

1.2 Licence/Permit/Certificate /Listing / CTM1600037
Motification Ma:
1.3 Company Name: LION VIEW MINIMART

1.4 Approval /Acceptance Date: 05/10/2016 h Acceptance Date

2_ Partuculars of Clinical Trial

2.1 PRISM CTA/CTN Application Mo: 1601118E

Trial Information

2.2 Title of Clinical Trial: ABCDE for N5CLC
2.3 Protocol Mumber: ABCDEMNSCLC

2.4 Investigational Product(s): ABCDE

2.5 Local Sponsor(s): LION VIEW MINIMART
3. List of Principal Investigator(s) & Clinical Trial Site(s)

Mational Cancer Centre Slte/ PI Informatlon

Principal Investigator

4. The Chnical Trial Nottfication has been granted for the conduct of the climical trial, subject to the
provisions of the Health Products Act and nts subsidiary legislation, and also to the followang conditions:

NA. Licensing Conditions (if any)

The above information is current as of the date of print: 11/10/2016

Copyright © HSA, All rights reserved ‘f HSA
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ENQUIRE @ PRISM
CTC (Sample)

F20201 ENQUIRE@FRISM

1. LicencefPermit/Certificate fListingf Notification Summary

1.1 Licence/Permit/Certificate /Listing/ Clinical Trial Certificate
Motification Type:

1.2 Licence /Permit/Certificate/Listing / CTC1600036
Motification Mo-

1.3 Company Name: ABC Co Ltd_,

1.4 Approved Date: 05/10/2016 s Approved Date

2. Particulars of Clinical Trial

2.1 PRISM CTC Application No: 1601153)
2.2 Title of Clinical Trial: This is a CTC application Trial Information

2.3 Pratocol Number: 0987

2.4 Investigational Product(s): CTC Drug 1

2.5 Local Sponsor(s): ABC Co Ltd.

3. List of Principal Investigator(s) & Clinical Trial Site(s)

Principal Investigator  [Clinical Trial Site ~ [CTCNo. ~ [Date of Approval
P Kwaong Wai Shiu Hospital CTC1800036 05/10/20714 S .
ite/ Pl Information

The certificate is granted under the Medicines (Clinical Trials) Regulations, to the abovementioned Pl(s) as pe
1601153] relating to the use of -

CTC Drug 1

4. The CTC is issued subject to the provisions of the Medicines Act, and to any regulations and orders made
thereafter and, also to the following conditions:

MNA_

Licensing Conditions (if any)
The above information is current as of the date of print: 11/10,/2016

Copyright U H>A, AIll rignts reserved ‘f HSA

Haalth Scleaces Autharity



30

ENQUIRE @ PRISM

« Search your CRM Notification

Search Criteria

Licence /Permit/Certificate /Listing/
Maotification /Registration Type *

Status *

Licence/Permit/Certificate/Listing /
Maotification/Registration Mo

Product Name

Start Date i(dd/mm/vyyy)

Expiry Date (dd/mm/yywy)

Copyright © HSA, All rights reserved

Clinical Research Material Motification

Active W

Mandatory Fields

ElTu

ET::-

= [
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CRM
Notification

(Sample)

Meotification Mumbar

Motification Dats

Walid Ungl

1. Ciniml Resesardh Matmrial Notification

CRM1 600117

702016

Tzl Complticn

P \/g|idity Period*

2 PFarticulars of imporer/Manufacrer

31

Note for standalone CRM,

it is valid for 1 year

EERES Importer/ Manufacturer Details

2.1 Uniqus Entity Mo.(UEN]} HEY

2.2 Company Mama HEY importar

2.3 Addrass

2.2.1 Address Typa: Lol

2.3.2 Postal Coda: * 138667

2.2.2 Bock ! Howusa Mo 11

2.2.5 Streat Nama: BIDPOLIS WAY

2.2.6 Building Mama: HELIOS

2.3.7 Country: SINCAPORE

24 Company Reprasanttve HEY HEY

2.5 Designation: imporsr

28 TalMo. : 1234567 2.7 Fax.MNa. :
2.B Email: HEY_im portardigmail.com

2.1 Tihk of Clhinical
Trial/Rasazrch

2.2 Prooca /Rassarch
Refarance Numbar:

2.3 MNama of Trial/Rassarch
Sponsor:

ABC CoLrd .,

2 Partculars of Clnical Trial/ Rezaarch

This is a CTC application

O09E7T

2.4 List of Principal Investigator{xs) & Clinical Trial/Razaarch Sta(x)

Pl Kwong Wai Shiu Hospital

Trial Information

4 Particulars of Clinical RBecsaarch Matrial {CRM)

4.1 Madicimal / Tharapautic Product

ho Jame — Jooags form  Fvengn Jectmated To 0

1 CTCDrug 1 CAPSLLE 500 5200

5. Tha CRM Notification for company, stated in Saction 2, to import the clinical rezearch materal, saed n
ction 4, for the purpozes of the clinical trialfrezaarch, stated in Sacton 2, has bean recaived.

Copyright © HSA, All rights reservea

CRM Information

Site/ Pl Information

<)
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We welcome your gueries!

HSA CT@hsa.gov.sg

THANK YOU!

32
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