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AMENDMENT TYPES

1 Protocol and/or Patient Information Sheet & Informed Consent Form
Amendments
1.1 Protocol Amendment
1.2 Patient Information Sheet& Informed Consent Form (PIS/ICF) Amendment
1.3 Both Protocol & PIS/ICF Amendments
2 Change of Principal Investigator /Addition of Trial Site
2.1 Change of PI
2.2 Addition of Trial Site
2.3 Both Change of Pl & Addition of Trial Site
3 Add Sponsor (for Multi-Sponsor Investigator Initiated Trials)
4 Change of Manufacturer/CMC information
4.1 Change of Manufacturer
4.2 Change of CMC Information
4.3 Both Change of Manufacturer & CMC Information
5 Update of Investigator Brochure or New Safety Information
6 Change in Clinical Research Material Notification
7 Other Administrative/Trial Register information changes
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CR0010 AUTHORISATION AND AUTHENTICATION MODULE > TERMS AND CONDITIONS

Terms and Conditions of Use
Updated as of 18/01/2005

By accessing this website and these electronic services, you shall be deemed to
accept unconditionally anmd without any amendments the following terms:-

1. You are responsible for all usagefaccess authenticated by your SingPass
and/or HSA PIN (where applicable).

2. The information/materials/contents contained in the HSA website are
protected by copyright, trademark and other forms of proprietary rights. all
rights, title and interest in the same are owned by, licensed to or controlled by

HSA.

3. You shall therefore not repreduce, transmit or distribute in any way, the
information/materials/contents of the HSA website without HSA's prior written
consent.

4, You may net set robots, crawlers, software agents or any other agents and/or
devices to retrieve data from the HSA website or database. =

g
Accept{Cancel

g Intemet Explorer 8.0 and above Last updated on 01 Ju

Privacy Statement / Terms of Use / HSA Data Protection Policy / Rate Our Website © 2014. Health Sciences Authority. All Rights Res
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Select Protocol Number

PT0101 AMENDMENT APPLICATION FOR A CLINICAL TRIAL

Fields marked with an asterisk * are mandatory.

Please select Protocal Ma: © Select Protocol ' |

Select Protocol No—-> Retrieve application
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AMENDMENT APPLICATION FORM

0) Amendment Type
1 Application Type
2 Trial Information
3 Investigational Therapeutic/Medicinal Product (excluding
CTT products)
Investigational CTT product
5 Manufacturer Particulars
6 Comparator Therapeutic Product
7 Auxiliary Therapeutic Product
Local Trial Sites, Pl and IRB
9 Local Sponsor (s)
10 | Clinical Research Material Notification
11 | Supporting Documents
12 | Declaration & Confirmation

AtTightsT

orved
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Section 0: Amendment Types @ of3)

Fill in the applhication form Guideline Help
0. Amendment Type 5. Manufacturer Particulars 10. Clinical Research Material Motification
1. Application Type 6. Comparator Therapeutic Product 11. Supporting Documents
2. Trial Informaticn 7. Auxiliary Therapeutic Product 12. Declaration & Confirmaticn Spedal Symbal
3. Investigational Therapeutic 8. Local Trial Sites.Fl and IRE -
Medicinal Product 5. Local Sponsor(s) h =0
(excluding CTT Products} Aftach Zave

4. Investigational CTT Product

Amendment Trial Information

Title of Clinical Trial: Randomized, double blind, placebo controlled of ABCDE for solid tumours (MEW TITLE 2)

Protocol Number: ABCDE-1

Flease select type of 1. Protocol and /or Patient Information Sheet & Informed Consent Form Amendments
amendment:* 2. Change of Principal Investigator /Addition of Trial Site
3. Add Sponsor (for multi-sponsor investigator initiated trials)
NEW ] 4. Change of Manufacturer /| Chemistry, Manufacturing and Controls (CMC) information
] s. Update of Investigator Brochure or Mew Safety Information
[ &. Change in Clinical Research Material Notification
17

pmengmenitpes A

. Other Administrative [/ Trial Register information changes /

Copyright ©

Amendment Summary for 1. Protocol & ICF Amendment

0.1.1 Please select:® ) Protocol Amendment

() Patient Information Sheet& Informed Consent Form (PI%/ICF) Amendment
() Both Protocol & PIS/ICF Amendments

0.1.2 Rationale for Protocol

Amendment:©

0.1.3 Rationale for ICF

Amendment:*

0.1.4 IRE Approval* ()Yes () Pending

MoA, AILTIZIIW 1EdTIvVEU

Multiple

amendment
types could
be selected
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Section 0: Amendment Types @of3)

Amendment Summary for 2_ If Change of Pl/Add 5Simte

0.2.1 Please select:* O Change of Pl

®) Addition of Trial Site

() Both Change of Pl & Addition of Tnal Site
0.2.2 Feason for Change of

Principal Investigator:®

0.2.3 IRE Approval:® (J¥es (® Pending

Amendment Summary for 4. If Change of manufacturer/CMC info

0.4.1 Please select:® Change of Manufacturer

Change of CMC Infoarmation

Both Change of Manufacturer & CMC Information
0.4.2 Feason for Change of

Manufacturer:®

0.4.3 Description for CMC

Amendment:*®

\/
“r HSA
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Section 0: Amendment Types Gof3)

0.5.1 Is an updated Yas NO
Investigator Brochure being

submitted:*

endment Summary for 6. If Change of Clinical Research Material (CRM) Notification Information

0.6.1 Reason for Change of
Clinical Research Material (CRM)

Matification Information:*

endment Summary for 7. If other Admin/CT Register changes

0.7.1 Summary of Changes:*

Amendment Summary: Supplementary info

0.8.1 Please provide UAT test
supplementary information, if

necessary:

Click “Next”, view CT application form (Section 1-12)
and edit relevant section(s) accordingly.
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Supporting Documents for Amendments

Type of amendments Supporting documents

Amendment to Protocol *  Clinical Trial Protocol Amendment
«  Summary of Protocol Amendment
* IRB Approval Letter [Mandatory for CTN]

Amendment to Informed Consent * Revised Informed Consent Form
Form + Track Change Version for Informed Consent Form
* IRB Approval Letter [Mandatory for CTN]

Change of Principal Investigator *  Curriculum Vitae of Principal Investigator
* Informed Consent Form, if revised
* IRB Approval Letter [Mandatory for CTN]

Addition of Trial Site » Curriculum Vitae of Principal Investigator
Informed Consent Form (for new trial site)
* IRB Approval Letter [Mandatory for CTN]

Change of Manufacturer » For change/ addition of a manufacturer not licensed/ certified by HSA,

o Good Manufacturing Practice (GMP) certificate; or

o Where the GMP certificate is not available, a declaration by the
manufacturer of its compliance with cGMP, and the Certificate of
Analysis of the product manufactured by the new manufacturer

Change of Chemistry, Manufacturing, | « Supporting CMC information, where relevant
Controls (CMC) Information [if CMC
had been submitted in the initial
clinical trial application]

Copyright © HSA, All rights reserved ‘
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AMENDMENT APPLICATION PROCESS

CTC/CTA/CTN amendment

application, sends for
endorsement.

2. Draft application Manufacturer(s) /
endorsed by Importer (s), if any

relevant parties.

[Other Sponsor, PI,
‘ Manufacturer / Importer
Declaration]
3. After endorsement, sponsor _
applicant submits application.
[Sponsor Applicant
‘ Declaration]
4. CRM notification acknowledgement e L
sent to manufacturer(s)/ - CRM Notification

importer(s) and sponsor upon Acknowledgement

application submission. ‘

5. HSA issues amended CTC/CTA/CTN
acceptan ce.
Copyright © HSA, All rights reserved yﬂéﬁ
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Scenario 1: Addition of trial site(s)
Step 1: Amendment types: Select option 2)

Please select type of 11

- Protocol and/or Patient Information Sheet & Informed Consent Form Amendments
amendment:® Z2_ Change of Principal Investigator /Addition of Trial Site
[ ] 3. Add Sponsor (for multi-sponsor investigator imtiated trials)
] 4. Change of Manufacturer / Chemistry, Manufacturing and Contrals (CMC) infarmatian
[]s. Update of Investigator Brochure or New Safety Information
L] &. Change in Clinical Research Material MNotification
[ ] 7. Other Administrative / Trial Register information changes

Step 2: Edit relevant amendment summary sections

Step 3: Edit relevant application form sections [For scenario 1,
Section 2 (Trial Information, Section 2.36), Section 8 (Local Trial
Sites, PI, IRB), Section 11 (Supporting Documents)]

Fill in the application form Guideline Help
1. Amendment Type 5. Manufacturer Particulars 18 Clinical Research Material Notification
1. Application Type &. Comparator Therapeutic Product 11. Supporting Documents
2_Trial Informaticn 7. Auxiliary 'I:herae-eul:ic Product 12. Declaration & Confirmaticn Special Symbol
3. Investigaticnal Therapeutic &_Local Trial Sites_Pl and IRB h .
Medicinal Product 9. Local 5 (s} 1E]
L ponsorls
(excluding CTT Products} Attach SEvE

4. Investigational CTT Product

NOTE:

To add a new trial site record in this 5ection, please go to Section 2_36 Number of Trial Site(s) in Singapore,

to first update the number of trial sites. The number of trial sites indicated in Section 2.36 must match the 1
number of trial site records in Section 8

Copyribm & 110MR, AL TIZIHIW 1TOTIVeu "’ H SA
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Scenario 2: Adding participating site sponsor(s) [For
multi-sponsor |ITs]

Step 1: Amendment types: Select option 2) and 3)

Please select type of [ ] 1. Protocol and/or Patient Information Sheet & Informed Consent Form Amendments
amendment:* 2_ Change of Principal Investigator (Addition of Trial Site

3. Add Spaonsar (for multi-sponsor investigator initiated trials)

L] 4. Change of Manufacturer /| Chemistry, Manufacturing and Contrals (CMC) information
] s. Update of Investigator Brachure or New Safety Information
(16 Change in Clinical Research Material Motification

[ | 7. Other Administrative / Trial Register information changes

Step 2: Edit relevant amendment summary sections

Step 3: Edit relevant application form sections [For scenario 2,
Section 2 (Trial Information), Section 8(Local Trial Sites, Pl and
IRB), Section 9 (Local Sponsors), Section 11 (Supporting
documents, where relevant)]

Fill in the application form Cuideline Help
0. Amendment Type 5. Manufacturer Particulars 10. Clinical Research Material Notification
1. Application Type &. Comparator Therapeutic Product 11. Supporting Documents
2. Trial Infermation 7. Auxiliary Therapeutic Preduct 12. Declaration & Confirmaticn Spedial Symbaol
3. Inwestigational Therapeutic 8. Local Trial Sites.Fl and IRE -
Medicinal Preduct 9. Local Sponsor(s) h C
{excluding CTT Products) Attach save

4. Inwestigational CTT Product

Copyright © HSA, All rights reserved ‘
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Scenario 3: Change of study design by adding a new

Investigational arm

Step 1: Amendment types: Select option 1), 4) and 6) [if applicable]

Please select type of

amendment:*

Amendment Types

- Protocol and for Patient Information Sheet & Informed Consent Form Amendments

. Change of Principal Investigator /Addition of Trial Site

. Add Sponsor (for multi-sponsor investigator initiated trials)

. Change of Manufacturer /| Chemistry, Manufacturing and Controls (CMC) information
. Update of Investigator Brachure or New Safety Information

. Change in Clinical Research Material Motification

L& O RO L E

. Other Administrative [ Trial Register information changes

Step 2: Edit relevant amendment summary sections

Step 3: Edit relevant application form sections [For scenario 3,
Section 2 (Trial Information), Section 3 and/or 4 (Investigational
TP/ MP), Section 5 (Manufacturer Particulars), Section 10 (CRM-
N, if applicable), Section 11 (Supporting documents, where

relevant)]

Fill in the application form Guideline
0. Amendment Type 5. Manufacturer Particulars 10. Clinical Research Material Notification
1. Application Type &. Comparator Therapeutic Product 11. Supporting Documents
7. Auxiliary Therapeutic Product 12. Declaration & Confirmation Spedial Symbol
8. Lecal Trial Sites.Pl and IRE
3. Local Sponsor(s) “
Aftach  Tave

2. Trial Information

3. Investigational Therapeutic
Medicinal Product
{excluding CTT Products)

4. Inwestigational CTT Product

Copyright © HSA, All rights reserved
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CT AMENDMENT APPLICATION

Note:
« Concurrent drafts of the same study are not allowed.

 When there is a pending amendment application for approval,
different but not the same amendment type could be drafted
and submitted. [For e.g., a second protocol amendment
application could not be submitted until the prior submitted
protocol amendment application is approved.]

Copyright © HSA, All rights reserved ‘
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REFERENCES

|. Health Products (Clinical Trials) Regulations
ll. Medicines (Clinical Trials) Regulations

lll. Guidance on regulatory requirements for new
applications and subsequent submissions [GN-
CTB-2-003A-001]

V. Guidance on determining whether an amendment
to a clinical trial is a substantial amendment [GN-
CTN-2-003B-001]
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We welcome your queries!

HSA CT@hsa.gov.sg

THANK YOU!
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