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OUTLINE

1. Overview of CRM Notification Requirements

2. CRM Notification for Clinical Research Not
Regulated by HSA

3. Amendment of CRM Notification (clinical research
not regulated by HSA)

4. Extension of CRM Notification (clinical research
not regulated by HSA)

5. CRM Notification for Regulated Clinical Trials
(New and Amendment)
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CRM REGULATIONS

Health Products (Therapeutic
Products as Clinical Research
Materials) Regulations

Medicines (Medicinal Products as
Clinical Research Materials)
Regulations

A 4

CRM
REGULATIONS

Relevant provisions under the
Health Products (Medical Devices)
Regulations,
Incorporating the
Health Products (Medical Devices)
(Amendment) Regulations 2016

Copyright © HSA, All rights reserved ‘! HSA
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CLINICAL RESEARCH MATERIALS (CRM)

Clinical Research Materials (CRM)

==

Manufactured, imported or supplied for the purpose of being used

in any clinical research in accordance with a research protocol
I

\ v
Reqgulated Clinical Trials Clinical Research not regulated by HSA
Clinical Trials requiring a * Observational clinical trials of TP and MP;
CTA/CTN/CTC * Clinical research for which TP or MP is not the
subject of investigation

« Medical device clinical trials; or
* Food and nutrition studies involving the use of MD

Copyright © HSA, All rights reserved yﬂéﬁ



CRM NOTIFICATION

~ Facilitates access to CRM

Not required

Activity Licence CRM Notification
Manufacture of CRM Manufacturer’s Licence CRM Notification
Not required required prior to supply
of CRM by local
manufacturer
Import of CRM Importer’s Licence CRM Notification

required prior to import
of CRM

Wholesale of CRM

Wholesaler’s Licence
Not required

Supply of CRM

Product Registration
Not required

Copyright © HSA, All rights reserved




CRM NOTIFICATION

Regulated clinical trials vs. other clinical research

Clinical research not regulated
by HSA

Regulated clinical trial

Drafter of CRM
notification form

Importer or local manufacturer

Sponsor (on behalf of importer
or local manufacturer)

Notification Form
(PRISM)

CRM Notification form

Part of CTA/CTN/CTC
application form

Endorsement Importer/Local manufacturer —> | Sponsor -> Importer/Local
Workflow Sponsor Manufacturer (endorsement)
Submitter Importer or local manufacturer Sponsor (on behalf of importer

or local manufacturer)

Acknowledgment
notification

Importer, local manufacturer,
sponsor

Importer, local manufacturer,
sponsor

Validity period of
notification

1 year from the date of
notification

Duration of the clinical trial

Copyright © HSA, All rights reserved
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OUTLINE

1. Overview of CRM Notification Requirements

2. CRM Notification for Clinical Research Not
Regulated by HSA

3. Amendment of CRM Notification (non-regulated
clinical research)

4. Extension of CRM Notification (non-regulated
clinical research)

5. CRM Notification for Regulated Clinical Trials
(New and Amendment)
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CRM NOTIFICATION
For Clinical Research Not Regulated by HSA

A. Import / Supply by Local Manufacturer of CRM for Clinical Research Not Regulated
by HSA

Manufacturer(s)

1. Manufacturer/Importer applicant / Importer (s)

drafts CRM notification, sends for

endorsement. ‘
2. Draft notification endorsed by sponsor. _ [Sponsor Declaration]

4

Manufacturer(s) [Manufacturer / Importer
/ Importer (s) Declaration]

3. After endorsement,

manufacturer/importer applicant submits
notification

4. CRM notification acknowledgement -

sent to manufacturer(s)/

importer(s) and sponsor ‘

CRM Notification
Acknowledgement

Copyright © HSA, All rights reserved I HSA
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CRM NOTIFICATION FORM

Application Type (New or Amendment)
1 Introduction
Particulars of Importer/Local Manufacturer
2 Particulars of Clinical Research
3 Particulars of Clinical Research Material (CRM)
3.1 Medicinal / Therapeutic Product
3.2 Medical Device for Investigational Purpose
3.3 Medical Device for Non-Investigational Purpose
4 Supporting Documents
5 Declaration & Confirmation

Copyright © HSA, All rights reserved
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\\/
"’ H SA Singapore Government

Health Sciences Autharity Integrity - Service - Excellence

To be the leading innovative authority protecting and advancing national heaith and safety

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 serwvices, you shall be deemed to
accept unconditionally and without any amendments the following terms:-

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

2. The information/materials/contents centained 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 reproduce, transmit or distribute in any way, the
information/materials/contents of the HSA website without HSA's prior written
consent.

4. You may not set robots, crawlers, software agents or any cther agents and/or
devices to retrieve data from the HSA website or database. A

s

Accept Cancell

ved using Intemet Explorer 8.0 and above Last updated on 01 July 2014

ment / Terms of Use / HSA Data Protection Poli Rate Our Websit 014. Health Sciences Authority. All Rights Reserved.

Copyright © HSA, All rights reserved ‘f !;Im§ﬁ
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APPLICATION TYPE

FT0101 CLINICAL RESEARCH MATERIAL NOTIFICATION

Application Type

NOTE: Please complete this notification only if therapeutic products /| medical devices / medicinal products are to be imported,
or supplied by a local manufacturer, for the purposes of an IRB-approved dinical research.

This is a * () New notification

() Amendment of an existing notification | Select CRM No. - Protocol No. v

Copyright © HSA, All rights reserved ‘
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Section 1. INTRODUCTION

PT0101 CLINICAL RESEARCH MATERIAL NOTIFICATION

Fill in the application form Guideline Help

L)

1. Particulars of Importer / Local Manufacturer 4.Supporting Documents
2. Particulars of Clinical Research 5. Declaration & Confirmation
3. Particulars of Clinical Research Materials (CRM)

A
Spedal Symbaol

L
Attach Save

Fields marked with an asterisk ™ are mandatory.

1. Introduction

1.1 Please select * O Importer of CRM

) Supply of CRM by Local Manufacturer
1.2 Please select the type of CRM to be imported or supplied * [ | Therapeutic Product
[ | Medical Device

[ | Medicinal Product (e.g. Cell- and Tissue-based Product,
Complementary Health Products)

Copyright © HSA, All rights reserved " HSA
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Section 1. PARTICULARS OF IMPORTER/LOCAL

MANUFACTURER

1.3 UEN: = 196400192M

1.4 Company Mame: * PAZER FTE LTD

1.5 Address

1.5.1 Address Type: Local

1.5.2 Postal Code: © 189721

1.5.2 Block / House No 152 1.5.4 Level - Unit: ~ # - 00

1.5.5 Street Mame: EEACH RD

1.5.6 Building Name: GATEWAY EAST . . 2
Only NRIC of applicant with submitter

1.5.7 Country: SINGAPORE

rights will be auto-populated from |ogin.
NRIC will be masked subsequently |e.g.
SXXXXXX1G

1.6 Contact Particulars

161 Saaton

1.6.2 Company Representative | |
1.6.3 HWRIC / FIN TEO0001 78] / Please naote that this fizld is auto-populated with the NERIC [ FIN
imforma tion of the mast recent SingPass login user.

1.6.4 Designation * | |
T | | 1.6.6 Fax |
| |
| |

1.6.7 Handphaone

1.6.8 Email ~

1.6.9 Preferred Contact Mode * () Email O Fax O Sms
{Plaz sa ansura that the relev ant contact datails 2 bowe i antered for yowr praferred ontact mods. Please note that

this prafarred contact mode is the moda whichy ou will resive the fina | notifi = ticn of this application. During the
oursa of this application, you will resive our input requests §.a quariss), if amy, via amzil if you have indicated

your amail addrass abova, regrdlass of your sdected prafarred contad moda ) i Y

Copyright © HSA, A  Next | Reset | { HSA
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Section 2. PARTICULARS OF CLINICAL
RESEARCH

-

2.1.1 CRM s intended for * () Single study
O Multiple studies with single
sponsor (e.g. re-usable heawy
medical equipment)

(O Multiple studies with
multiple sponsors (e.g. lab kit
components imported in bulk)

2.1.2 For CRM intended for multiple studies with multiple sponsors, has any of the () Yes
sponsors been identified? * ) No

If the research sponsor(s) for the study(ies) has not yet been identified, please ensure that the research sponsor(s), once
identified subsequently, is made aware of their legal obligations under the Health Products (Therapeutic Products as Clinical
Research Material) Regulations, the Health Products (Medical Devices) Requlations, or the Medicines (Medicinal Products as
Clinical Research Material) Regulations, as applicable.

Note:

(A) 2.1.1 = Single Sponsor

- Particulars of sponsor and research study mandatory

(B) 2.1.1 = Multiple Studies with Single Sponsor

- Particulars of sponsor mandatory, particulars of research studies non-mandatory

(C) 2.11 = Multiple Studies with Multiple Sponsors

- Particulars of sponsor (mandatory only if identified), particulars of research stu '§§
!
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Section 2. PARTICULARS OF CLINICAL

Copyright © HSA, All |

2.1.1 CEM is intended for * ® Single study

) Multiple studies with single

sponsor (g.9. re-usable heavy

medical equipment)

) Multiple studies with

multiple sponsors (e.g. lab kit

compone nis imported in bulk)
If the research sponsor(s) for the study(ies) has not yvet been identified, please ensure that the mseamh sponsor(s), onoe
identified subsaquently, is made awar of their legal obligations under the Health Products (Therapeutic Products as Clinical
Research Material) Regulations, the Health Products (Medical Devices) Regulations, or the Medicines (Medicinal Products as
Clinical Research Material) Regulations, as applicable.

Particulars of Clinical Reseanh Sponsor{s)

MOTE: The following is a multiple record sub section
1} To add Mew recond, enter details and click "Sawe”.
2) To clear inforrmation in the sub section,c lick "New™.
3) To rermnove a record after it has been added, check the checkbox beside the record and click "Remowe”.

2.2 Name of Research Sponsor ™ ISpunsur |

2.3 Mame of Research Sponsor ISP‘D“W Rep |
Fepresentative ~

2.4 NRIC of Research Sponsar Sponsor endorsement emz

Fepresentative ~ g c 2
——— e —— will be sent to this email

Rejpre sentatise * address.

{please ensure that the email addre ss
is cormct, atherwise the
relevant parties will HOT reczive the

e ndaorse ment natification
For CEM intended for single study, only 1 sponsor record is allowed.

Representathve
1 O Sponsor Sponsor Rep

| Previous J Next ] Reset.

!
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Copyright © HSA, All r

Parscuiar of Ciical Researchsporsor) |

2.2 Mame of Research Sponsor ™ Sponsor

2.3 Name of Research Sponsor Representative Sponsor Rep

w

2.4 NRIC of Research Sponsor Represe niative
2.5 Email of Research Sponsor Represen@ative © e o5 pOons oF . Com
[please ensure that the email address is cormct, otherwise

the

relesant parties will NOT rozive the endoseme nt

natification)

Particulars of Climical Research

1) To add Mew record, enter details and click Sawe™.
2) To clear inforrmaton in the sub secton, click "Mew".
3) To emove a record afer it has been added, check the checkibox beside the recond and click "Remowe".

2.6 Title of Clinical Research * [Res earch Title |

2.7 Research reference or protocol number © |Res earch Ref Mo |

iev [5an

Particulars of Clinical Research Site

MOTE: The following is a multiple record sub section
1) To add Mew record, enter details and click Sawe”.
2) To cear inforrmation in the sub section, click "New™_
2} To emove a recond afer it has been added, check the checkbox beside the recond and click "Remowe”.

2.8 Principal Investigator ™ |Ash Chua

2.9 Research Site * |Natiﬂna|£arn:er£entre il

I Orthers, please specify

Eﬂ
1 O

Mame of Reseanch Site
Ash Chua HMational Cancer Centre

N [ seiect a1l f Ciical Resesrch
= Bessarcn Tt e of Pl of Research See

I ach Chua Mational Cancer Centre

==

L]

<)

!
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Section 3. PARTICULARS OF CLINICAL

RESEARCH MATERIALS (CRM)
3.1 Medicinal / Therapeutic Product

B P 1R L R IR R kb FETL e R ] Pk R Y .

Copyright © HSA, All rights r

Particulars of Clinical Reseanch Materials (CRAM)

MOTE: The follewding is a multiple record sub section.
1) To add New record, enter details and click "Sawe”™.
2) To clear inforrmation in the sub section.click ™New™.
2) To rernove a record after it has been added, check the checkbox beside the record and click "Remowve”.

3.1 Medicinal / Therapeuwtic Product

3.1.1 Active Ingredient / Generic Name [ Ay | |
code designation ”

{please use the active ingradiznt / g neric nams
stated in the P roduct Label or imestigator
Erochur)

3.1.2 BEmnd /Trade Name, if amy: | |

3.1.3 Deoes this product contin a psychotrapic () Psychotropic Substance () Controlled Drug ) Both O Mo
substance or 3 controfled drug?

Flease note that 3 sepamte approval is required
for the import of each consignme nt of
therapeutic/ medicinal product containing a
psychotropic substance or a controlled drug.
Please refer to [hyperlink to the relevant e-
services] for more information on the

requirements and application proce ss.

3.1.4 Dosage Form ™ |5e|ectﬂne gt
3.1.5 Route of Administration ~ |5E|-EC1:D1‘E e
3.1.6 Strength * | |
3.1.7 Registm tion/ Ma rketing Satus ) Locally Registered/ Marke ted Product
) Mota Locally Registered / Ma rketed Product, but Registered /Marketed
OVErseas

) Mot a Registered /Marketed Product
3.1.8 Estimated Total Quantity * | |
3.1.9 Remarks

[ New [ sawe |

<)

!
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Section 3. PARTICULARS OF CLINICAL

RESEARCH MATERIALS (CRM)
3.2 Medical Device for Investigational Purpose

Copyright © HSA, All rights t

MOTE: The following is a nmultiple recond sub section
1) To add New record, enter details and click "Sawe”™.
2 To clear inforrmation in the sub section,click ™ew™.
3) To remove a record after it has been added, check the checkbox beside the record and click "Remouwe”.

3.2 Medical Device for Imvestigational Purpose

3.2.1 Device Name * | |

3.2.2 Type of Medical Device ™ ) General Medical Device O In—vitro Diagnestic Davice

3.2.3 Identifier (e.0. Model Na.) * | |

3.2.4 Description & Intended Purpose

3.2.5 Risk Class * ) Class A O ClassB O ChssC ) Class D

3.2.6 Product Owner * | |

3.2.7 Address of Product Owner ©

3.2.7.1 Address Type : ~ ® Local O Owermseas

3.2.7.3 Block / House No: 3.2.7.4 Level - Unit - ] ]-[ ]

3.2.7.5 Street Mame :
3.2.7.6 Building Mame :

3.2.7.7 Country : SINCAPORE

3.2.3 Registmtion Ma tketing Status ” ) Locally Registered /Ma fketed Product
() Mota Locally Registe ed /Marketed P reduct, but Registered / Marke ted
OVEr5E4s

) Mota Registered/Marketed Product
3.2.9 Estimated Tot| Quantity * |

3.2.10 Remarks
3.2.11 Upload via excel. Click herz to
download te mplate il

19
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Section 3. PARTICULARS OF CLINICAL

RESEARCH MATERIALS (CRM)
3.2 Medical Device for Non-Investigational Purpose

MOTE: The follewing is a multiple record sub section
1) To add Mew record, enter details and click “Save”™.
2) To clear inforrmation in the sub section,click "™ew".
2) To remove a record after it has been added, check the checkbox beside the record and dlick "Remowe”.

2.3 Medical Device for Non-lmestigational Purpose

3.3.1 Device Name = | |

3.3.2 Identifier (2.g. Model No.) * | |

3.3.3 Product Owner * | |

3.3.4.1 Address Type : ~ ® Local () Owverseas
3.2.4.3 Block / House No: 3.2.4.4 Level - Unit : #l |_| |

3.3.4.5 Street Mame :
3.3.4.6 Building Mame :

3.32.4.7 Country : SINGAPORE

3.3.5 Estimated To@ | Quantity ©
3.3.6 Remarks

ii;lau;lmd via excel. Click here to download Brovs e

| Provious |l Next | Razet

\/
“r HSA
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Section 4. Supporting Documents

I P 5l o B0 Bk B PR e il BT Gk ekt e B ATR Sk U B Bk PRk M

4. Supporting Documents

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

Please click here for guideline on document attachment.

4. 1IRE Approsal Letter :

Browse.
4.2 Listing of Components ina Browse.
Medical Device System :
4.3 Packing list for Study-Visits Browse.
Specific Kits :
4 4CGMPF certificate : Browse.
4 5 Othe r Supporting Browse.
Cocume nts :

Copyright © HSA, All rights reserved I HSA
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Section 5. Declaration and Confirmation

All applicants under the Medicines Act (MA) / Health Products Act (HPA) [ Poisons Act (PA) must conmp by wihe e
applicable, with the MASHPASPA and their corresponding regulations. Applicants must also comnpby with all
other applicable laws and their regulations.

1. |, on be half of my company, confimrm that the informa tion submitted in this a pplication is true and accumte.

2. |, on be half of my compamy, shall abide by the Medicines Act and the Medicines (Medicinal Products as Clinical Research
Mate rials) Regulations, or the Health Products Act and the Health Products (Therapeutic P reducts as Clinical Research

Mate rials) Regulations and /or the Health Products (Medica | Devices) (Amendment) Regulations, where applicable.

& |, on be half of my compamy, shall not supply the CREM stated in section 3 of the notification other than for the purpose of a
clinical research approved by an Institutional Review Board.
4, I, on be half of my company, acknowledge that the CRM notification is valid for one year from date of notification, and shall

ensure that the CRM stated in section 3 are disposed of appropriately | exported out of Singapore within & months of the
completion/te mmination of the clinical research.

G, |, on be half of my compamy, acknowledge that the ack nowledgement of this notification is not an endorsement of the
safety, efficacy and guality of the products, which you are dealing in. For Sponsor Endorsement

— Accept () Dedine O l 1

Logon 1D T3000178) Client Mame: PFIZER PTE LTD Transaction No: T1802009K
Logout

PT0101 CLINICAL RESEARCH MATERIAL NOTIFICATION

Fill in the application form Guideline Help
a2
1. Particular s of Importer / Local Manufacturer 4. Supporting Documents < edﬁg bol
2. Particulars of Clinical Research 5. Declaration & Confirmation e X iy
3. Particular s of Clinical Resear ch Materials (CRM) h ]_]
Aftach  Save

Your notification has been sent successfully. i ‘1

Copyright © HSA, All rights reserved ‘! H SA




Sponsor Endorsement

« Email to Sponsor(s), copied to CRM importer/manufacturer applicant

10 Cct 2016
Transaction Ho: T1602009K

Clinical Research Material Importer
PFIZER PTE LTID

Clinical Research Material Hotification for Product(s) to be Imported :
Medical Device(s) for Inwvestigational Purpose:
1. MD , MDO1 - 1000

for use in the following clinical research study:

Title of Clinical Ressarch:
Title

Principal Inwvestigator(s) and Research Site(3):
Ash Chua ,Maticnal Cancer Centre

Sponsor(s):
Sponscor Name

To Sponsor,

Thiz e-mail iz to notify you to endorse an online Clinical Besearch Material Notification drafted
by the
Importer of Clinical Reasearch Material for the above clinical resaearch study.

The CBM applicant will only be able to complete the submissicon to HSA upon endorsement by all
relevant parties, including vou.

You may access this draft submissicn for review and endorsement by using the following link:

https://www—uat.hsa.gov.sg:443/ozc/portal /isp/hl/process. jsp?
eService=31aT{ NO=UkcxczZZ¥kdTdnFxVaVAMiVeUWInUT09&CEM ID=c2grQjdl0mJ0TS535Z2RENn04alUyd=05

{(RBecommended to copy the entire link abowve and paste it directly to the browser's address bar to
accesa the webpage)
For other enguiries, please contact the Clinical Trials Branch at

Tel No. 6866-3446, Fax No. 6478-9034
Email Address: hsa_ct@hsa.gov.sg

HEALTH SCIENCES AUTHORITY
Copyright © HSA, All rights reser -

PRE-MRBKETING DIVISION
HERLTH PRODUCTS REGULATICN GROUP ‘

I HSA

HIS IS A COMPUTER GENERATED LETTER, PLEASE DO HOT REPFLY TO THIS EMAIL ‘
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Sponsor

« Sponsor logs in using CorpPass, can view entire form and edit

Endorsement Form

particulars of clinical research

Copyright © HSA, All rights r

Parccuiars of Cimical Ressarch sporsorty — ]

2.2 Mame of Research Sponsor ™ Spansor Name

2.3 Mame of Research Sponsor |5p|:}r15|:>r Rep Name |
Representative ~

2.4 NRIC of Research Sponsor TSO001 78
Representa tive ~

NOTE: NRIC will not be viewable byany othar

partie s except H3A Officers.

2.5 Email of Research Sponsor rep&s ponsor.com
Representative ~

{please ensure that the email address is
correct, otharwise the

relevant parties will NOT rczive the

endarsement natification)

Particulars of Clinical Research

MOTE: The following is a nultiple record sub section

1) To edit a record, click on the Tide of Clinical Research
2) To sawve record, click "Sawe”.

2.6 Title of Clinical Research

2.7 Research reference or
protocol number

Particulars of Clinical Research Site

MNOTE: The following is a multiple record sub section.
1) To edit a record, click on the Name of Reseanch Site.
2) To save recond, click "Sawe™.

2.8 Principal Investigator

2.9 Research Site ~ et

If Others, please specify

Title of Clinical Research Research Particulars of Clinical Research Sie
referemnce o

o

I 2ch Chua Mational Cancer Centre

<)

!
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Sponsor Endorsement Form

« Sponsor Declaration

1. |, on behalf of my company, confirm that the infommation in Section 2 (relating to the clinical research) of this a pplication is
true and accurate.

2. |, on behalf of my company, shall abide by the Medicines Act and the Medicines (Medicinal Products as Clinical Research
Materials) Regulations, or the Health Products Act and the Health Preducts (Therapeutic Products as Clinical Research
Materials} Regulations and /or the Health Preducts (Medical Device s} (Ame ndment) Regulations, where a pplicable.

2 |, on behalf of my compamny, shall ensure that the CRM stated in the notification is not used other than for the purpose of a
clinical research that has been approved by an Institutiona | Review Board.

4, |, on behalf of my compamny, shall ensure that amy unused CRM stated in section 3 of the notification are disposed
appropriately / exported out of Singapore within & months of the completion / termination of the clinical research, unless
othe rwise allowed by the Authoriby.

5 |, on behalf of my company, undertake to keep proper records of the rceipt, supply and 'or disposal or ex port of the
CEM, whe e applicable, in accomdance with prescribed require ments.

. |, on behalf of my company, undertake to indemnify and hold the Health Sciences Authority harmless against all actions,
claims or proceedings in respect of any loss, injury or death or a my pe rson whomsoeve r a rising out of or in conne ction with
the use of the CEM stated in section 3 of the notifica tion.

- Acospt | | Decline
Acknowledgerment

Your endomseme nt decision for this application has been successful by submitted.

Flease note that the transaction number is T1&02009K

25
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When Sponsor endorsement completed

« Email to CRM importer/manufacturer applicant

10 Cet 201&
Transaction Ho: T1602009K

Clinical Research Material Importer
PFIZER PTE LTD

Clinical Research Material Notification for Product(s) to be Imported :

Medical Deviece(3) for Investigational Purpose:

1. MD , MDO1 - 1000

for use in the following clinical research study(ies):
Title of Clinical Research:

Title

Principal Investigator(s) and Research Site(s):
Ash Chua, Naticnal Cancer Centre

Sponscr (s) =
Sponsor Name

To CEM Applicant,

Thiz e—majil iz to notify you that the sponsor{s) has reviewed and endorsed this

Hotification.

You may proceed to submit it to HS3A.

2. Select "My Draft Applications™ from Track@prism and login.

3. Betrieve your application. The "Applicaticon Type™ is New Application, and the "Enguiry Type" i=s

Draft. Enter the Transaction Noc stated abowve.
4. Cnce you have retrieved your draft application , please proceed to submit it.
5. Please print the acknowledgement receipt on the display screen.

For other enguiries, please contact the Clinical Trials Branch at
Tel Nc. 6866-3448, Fax No. £473-5034
Email Address: hsa_ct@hsa.gov.3g

PRE-MRBKETING DIVISION
HEALTH PRODUCTS REGULATION GROUP
HEALTH SCIENCES AUTHORITY

Copyright © HSA, A|| THIS IS A COMPUTER GENERATED LETTER, PLEASE DO HOT REPLY TC THIS EMATL
7
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Application Submission after Sponsor Endorsement

Retrieve application from Track@PRISM

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

Application/Submission Type * | Mew Application/Submission V|
_Ii_i;:;:c;efPermitf'Certiflcate,"ListingJ"Nu-tiﬁcatiunJ"Registratiu-n| Clinical Research Material Notification P
Enquiry Type * | Draft V|

Transaction No. T1602009K |

ot pe oty Date ame - oratueorsc Date
Ne. CRM Type 10/10/2016 Sponsor Mame 10/10/2016

Product Mame.

Last Update Date (dd/mm/ yyyy)
Status Definition:
M - Mot endorsed yet
Please click here to extend vour draft D - Endorsement declined
Please do not access the record using the 1 Y — Endorsement completed

1 Matching Record{s)

MNew Application/Submission for Climical Research Maternal Noufication (Draft)

Engquire

Endorsement

Sratus
10/10/2016 Copv to| Check endorsement | Delete
Draft Draft

PT0101 CLINICAL RESEARCH MATERIAL NOTIFICATION

Acknowledgement

Your application has been successfully submitted.

Please note that your application number i4 1601182X

Show Printer-Friendly version “Y
I HSA

Copynignt w moA, AlLTIBIL Teserveu ‘ aalth Sclences Autharty
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CRM-N Acknowledgement

 To CRM Importer/Manufacturer, copied to Sponsor

10 Oct Z0lé

Dear Ms Paris,

Ii'u;ﬂ'ir'ar'inn Ho- 1601182
CEM Notification No: CRM1600118

Expiry Date: 09 Oct 2017 ] <— 1 year validity period

Clinical Besearch Material Importer
PFIZER PTE LTD

——

Clinical Research Material Hotification for Product(s) to be Imported :

Medical Dewvice(s) for Investigational Purpose:
1. MD , MDO1 - 1000
for use in the following clinical research study(ies):

Title of Clinical Resesarch:
Title

Principal Investigator({s) and Besearch Site(a):
Ash Chua, Naticnal Cancer Centre

Sponscr(s) :
Sponscr Name

The abowve Clinical Begearch Materiasl Hotification submitted by PFIZEE PTE LTD has been receiwved.

To retrieve the online Clinical Research Material MHotification:

1 Pleage wizgit our website:
wwwW.hga.gov.sqg/content/haa/en/Health Products Requlation/PRISM e-services/Clinical Trials.html
2 Select "My Epproved Licencea™ from Enquire@prism.
3 Select the following:
"Licence type™ — Clinical Trial - Clinical Research Material Hotification
"Status" - Actiwve

4. Enter the CEM Hotification no CEM1&0011E under licence no.

PRE-MARKETING DIVISION
HEALTH PRODUCTS REGULATION GROUP

HEALTH SCIENCES AUTHORITY "Y

This is a computer generated letter, no Signature is reguired.

Copyright © HSA, A nigis reserveu ‘f H SA
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CRM-N Retrieval from Enquire@PRISM

PZO901 ENQUIRE@PRISM

Important Notes:

For H54 CRIS registered companies, user has to be authorised with the appropriate access rights via CRI5 management module
to access the required eservices.

Search Criteria

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

Licence /Permit/Certifi cate;'ListinT‘
Motification/Reqgistration No |CRM1EUU115 |

|Clini+:al Research Material Motification W

Product Name

Start Date (dd/mm /yyyy) [ @l @
Bepiry Date dd/mmiyyyy) | |Ew[ @
X

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

1 Matching Recordis) Page 1 Of 1[First] | [Previous] | [Mext] | [Last]

Active Climical Research Matenal Notificatwon

S/No HSA Appl |[CRM No Date of
MNotification/Approwval

1601182X CEMI160011810/10/2016 0g9/10/2017

\/
“r HSA

Copyright © HSA, All rights reserved ‘
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CRM-N Retrieval from Enquire@PRISM

1. Clinical Research Material Notification

Matification Number

CRM1600118

Natification Date 10/10/2016
Valid Until 09/10/2017
2 Partn rs of Importer/{Manufacturer

2.1 Unigue Entity No.(UEN) 196400192M

2.2 Company Name PFIZER. PTE LTD

2.3 Address

2.3.1 Address Type: Local

2.3.2 Postal Code: * 189721

2.3.3 Block / House No: 152 2.3.4 Level - Unit: * #-00
2.3.5 Street Name: BEACH RD

2.3.6 Building Name: GATEWAY EAST

2.3.7 Country: SINGAPORE

2.4 Company Representative Paris

2.5 Designation: RP

2.6 Tel.No. : 12341 2.7 Fax.No. :
2.8 Email: paris@pfizer.co

3. Particulars of Clinical Trial/Research

3.1 Mame of Trial/Research Sponsor: Sponsor Mame
Particulars of Clinical Research (1)

3.2 Title of Clinical Trial/Research: Title

3.3 Protocol/Research Reference Number: Ref No

3 4 List of Principal Investigator(s) & Clinical Trial/Research Site(s)

Principal Investigator(s)

Ash Chua National Cancer Centre

Clinical Trial /| Research Site

4_2 Medical Device for Investigational Purpose

m Type of Medical Device Estimated Total Quantity m

General Medical Device MDO1 1000

5. The CRM Motification for company, stated in Section 2, to import the clinical research material, stated in

Section 4, for the purposes of the clinical tnial/research, stated in Section 3, has been received_

Copyright © HSA, All rights reserved
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OUTLINE

3. Amendment of CRM Notification (non-regulated
clinical research)

Copyright © HSA, All rights reserved ‘! HSA
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AMENDMENT OF CRM-N
(NON-REGULATED RESEARCH)

FT0101 CLINICAL RESEARCH MATERIAL NOTIFICATION

Application Type

NOTE: Please complete this notification only if therapeutic products /| medical devices / medicinal products are to be imported,
or supplied by a local manufacturer, for the purposes of an IRB-approved dinical research.

This is a * () New notification

() Amendment of an existing notification | Select CRM No. - Protocol No. v

Note:

1. Can amend particulars of CRM and/or add new CRM
sponsor, but cannot remove existing sponsors and CRM.

2. CRM Sponsor endorsement process will only be triggered
when new CRM Sponsor is added.

3. CRM Sponsor endorsement not required for any other
amendments to CRM-N.

Copyright © HSA, All rights reserved ‘
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OUTLINE

4. Extension of CRM Notification (non-regulated
clinical research)

Copyright © HSA, All rights reserved ‘! HSA



EXTENSION OF CRM-N

(NON-REGULATED RESEARCH)

Introduction (Select CRM-N to Extend)

Particulars of CRM-N

Applicant Particulars

Reason for extension of CRM-N

Supporting Documents

| | W[IDN]| K

Confirmation

PR1003 APPLICATION FOR EXTEMSION OF CLINICAL RESEARCH MATERIAL NOTIFICATION

Licence Mo: *

CEM application Submitted online via Prism

Select CRM V|

Copyright © HSA, All rights reserved
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Section 1. PARTICULARS OF CRM-N

]

1.1 Pleasa salact® Imparte r of CRM

1.2 Please select the type of CRM to be impornad or supplied * Medical Devica

Particulars of Importer [ Local Manufacturer

1.2 UEN: = 196400192M

1.4 Compamy Mame: PFEEFR. FTE LTD

1.5 Address

1.5.1 Address Type: Local

1.5.2 Postal Code: ™ 189721

LS e 152 1.5.4 Level - Unit: ~ #-00

1.5.5 Street Name: BEACH RO

1.5.6 Building Mame: CATEWAY EAST

1.5.7 Countny; SINGAPORE

1.6 Contact Particulars

1.6.1 5alutation Ms

1.6.2 Company Representative Paris

1.6.3 MRIC / FIN T5000178)

1.6.4 Designation ™ RF

1.6.5 Tal ™ 12341 1.6.6 Fax "

1.6.7 Handphone 1.6.8 Email = paris&pfizer.co

1.6.9 Preferred Contact Mode Email
Plaass snswre that the relevant contac details abovs is antered for your prafarred contact mode. Ple s note that
this praferred ontact mods is the mods which pow will recsive the final notification of this application. During the
courss of this application, you will recsive cur input requacts (e, querias), if any, via amzil if you havs indiz ted
your amail addrass abowve, regardess of your salected prafarred contact mode )

Copyright © HSA, All rights reserved

<)

!

\/
 HSA

Haalth Scleaces Autharity



2_ Particulars of Clinical Research 36

2.1.1 CRMis intended for” Single study
2.2 Mame of Research Sponsor ~ Sponsor Name
2.3 Name of Research Sponsor Representative © Sponsor Rep Name
2.4 MNRIC of Research Sponsor Re presentative ~ TEXHHNNNK
2.5 Email of Research Sponsor Represe native ~ repE s o S0, COm
2.6 Title of Clinical Research Title
2.7 Research reference or protocol number Ref No
2.8 Principal Imvestigator Ash Chua
2.9 Research Site Mationa | Cancer Centre

2 2 Medical Device for Imestigational Purpose

3.2.1 Device Mame ©

3.2.2 Type of Medica| Device * General Medical Device

3.2.3 identifier (e.g. Model Na.) * MDoT

3.2.4 Description & Intended Purpase * MD

3.2.5 Risk Class ~ Class B

3.2.6 Product Owner * Owner

3.2.7 Address of Product

Dwemeer

3.2.7.1 Address Type: Local

3.2.7.2 Postal Code: ™ 138667

3.2.7.3 Block / House Mo: " 3.2.7.4 Level - Unit: * #-
3.2.7.5 Street Name: BIOPOLIS WAY

3.2.7.6 Building Name: HE LIOS

3.2.7.7 Country SINGAPORE

3.2.8 Registration/Marketing Status ~ Mot a Registered/Marated Product
3.2.9 Estimated Totl Qua ntity 1000

3.2.10 Remarks

\A
e <) HSA

Copyright © HSA, All rights reserved ‘
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Section 2. APPLICANT PARTICULARS

PR1003 APPLICATION FOR EXTENSION OF CLINICAL RESEARCH MATERIAL NOTIFICATION

Fill in the application form Guideline Help

1. Particulars of Clinical Research Material Motification 4. Supporting Documents = Edj% bol

2_Applicant Particulars 5. Confirmation . £l )

3. Reason for extension of Clinical Research Notification i] E
Aftach  Save

Fields marked with an asterisk * are mandatory.

2. Applicant Partuiculars

2.1 Name: * | | (as in NRIC/FIN)

sl | | (Example: 512345674, F1234567A)

2.3 Designation: © | |

2 4 Contact Details

2.4.1 Tel: * | | 2.4.2 Fax: | |
2.4.3 Handphone: | | 2.4_4 Pager: | |

2.4.5 Email: | |

2.5 Preferences

2.5.1 Preferred Contact Mode: () FEmail (JFax () SMS
& (Please ensure that the relevant contact details abowve is entered for your preferred contact mode. Please note that

this preferred contact mode is the mode which you will receive the final notification of this application. During the
course of this application, you will receive our input requests (i.e. queries), if any, via email if you hawve indicated

your email address abowe, regardless of your selected preferred contact mode.)

\/
“r HSA
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Section 3. REASONS FOR CRM-N EXTENSION

3. Reasons For Extension of Chmical Research Matenal Notification

Please provide reason for extending the CEM notification. *

[ rrevious T resec

Section 4. SUPPORTING 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.

Flease click here for guideline on document attachment.

4.1 Other Supporting Browse...
Documents -

Attach Files

I o

\/
“, HSA
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Section 5. CONFIRMATION

Declaration
1.

|, on behalf of my company, confirm that the information submitted in this application is true and accurate.

2. |, on behalf of my company, shall abide by the Medicines Act and the Medicines (Medicinal Products as Clinical Research
Materials) Regulations, or the Health Products Act and the Health Products (Therapeutic Products as Clinical Research
Materials) Regulations and/or the Health Products (Medical Devices) (Amendment) Regulations, where applicable.

3. |, on behalf of my company, shall not supply the CEM stated in the notification other than for the purpose of a clinical

research approved by an Institutional Review Board.

4. |, on behalf of my company, acknowledge that the CEM notification is valid for one year from date of this extension
notification, and shall ensure that the CRM stated in the notification are disposed of appropriately / exported out of

Singapore within & manths of the completion /termination of the clinical research.
5. |, on behalf of my company, acknowledge that the acknowledgement of this notification is not an endorsement of the

safety, efficacy and guality of the products, which | am dealing in.

Accept ) Decline

\/
“r HSA

Copyright © HSA, All rights reserved ‘
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OUTLINE

5. CRM Notification for Regulated Clinical Trials
(New and Amendment)

\/
‘1" HSA

Copyright © HSA, All rights reserved
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CRM NOTIFICATION
For Regulated Clinical Trials (i.e. requiring CTA/CTN /CTC)

B. Import / Supply by Local Manufacturer of CRM for Regulated Clinical Trial

_-}-

1. Sponsor applicant drafts
CTC/CTA/CTN application,
sends for endorsement.

2. Draft application
endorsed by

relevant parties.

Manufacturer(s) /
Importer (s), if any

[Other Sponsor, PI,
Manufacturer / Importer

3. After endorsement, sponsor _ Declaration]
applicant submits application.
[Sponsor Applicant
‘ Declaration]
sent to manufacturer(s)/

- » CRM Notification
importer(s) and sponsor upon

Acknowledgement
application submission. ‘

5. HSA issues CTC/CTA/CTN acceptance. _

Copyright © HSA, All rights reserved yﬂéﬁ

4. CRM notification acknowledgement




CTA/CTN/CTC APPLICATION FORM

1 Application Type

2 Trial Information

3 Investigational Therapeutic/Medicinal Product (excluding CTT
products)

4 Investigational CTT product

5 Manufacturer Particulars

6 Comparator Therapeutic Product

7 Auxiliary Therapeutic Product

8 Local Trial Sites, Pl and IRB

9 Local Sponsor (s)

10 Clinical Research Material Notification

11 Supporting Documents

12 Declaration & Confirmation

Copyright © HSA, All rights reserved
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Section 10. CRM NOTIFICATION

PTOM101 APPLICATION FOR A CUNICAL TRIAL AUTHORISATION

43

Fill im the application fomn

1. Apglication Tvps . Invastigational CTT T Bapdiliary [ 10. Clinical Resaarch ] _

? Trial Information Product Ther apsutic Product Matarial Motification 'y

3. Inwast gatiora | Ther apsutic 3. Maznufa cturar B.Lozl Trial Sitas. P 11 - Suppor ting Documanits Sp':’:j':'l Sy
! Madicinal Produd Particulars and RE 12. Dedaration & Confirmation ; i
forduding CTT Productsy 6 Comparator 5. Lozl Sponcor (s} AHech S!Taﬁlr:

Ther apautic Product

preous | Nex:
Fizlds marked with an astz risk * are mandatory.
Fizlds marked with ~ will be displayed in the Clinical Trial Ragistar

MIOTE:
Please complete this section onby if the inport of the therapeutic products | rmedical devices [ redicinal
products, or the supphy of the mpeutic products [ medical devices | medicinal products by a local

ranufacturer is regquired for this trnal.

10. Clinical Ressarch Maternal Motification

10.1 Is import of the therapeutic products / medical devices ! medicinal products, #) vas
or the supply of therapeutic products / medical devices /! medicinal products by a

local manufacturer required for this trial? ™ < e
10.2 Please select all that applies: ~ ] Import of CRM

(] Supply of CRM by Local Manufacturer
10.2 Please select the type of CEM to be imported or supplied: © ] Therape utic Product

] Medical Device

] Medicinal Praduct (e.g. Cell- and
Tissue-based Product, Complementary
Health Froducts)

-
Copyright © HSA, All rights reserved ‘f HSA
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Section

Copyright © HSA, All right:

10. COMPANY PARTICULARS

10. Compary Particulars

10.4 Please select: ™ ) Importer ) Manufacturer
105 Is the O Yes O No
impaorter/manufacturer the local

sponsar for the triaP: ©

Motz :

You may search and retrieve the UEN from www. ue n.gov.sg.
Please nate that the name of company can anly b mtrisved based onthe UEM no if the imparer is CRIS registered, otharwise

please enar the Compamy Mamea.

10.6 UEN: © | Retrieve UEN Mame /Mo.

10.7 Compamny Mame:
10.8 Address

10.8.1 Address Type: Lacal

10.8.2 Postal Code:

10.8.3 Block | House No: 10.8.4 Leve| - Unit =
10.8.5 Street Mame:

10.8.6 Building Mame:

10.8.7 Country: SINGAPORE

10.9 Contact Particulars

10.9.1 Salutation:

10.9.2 Company | |
Re presentative: ~
10.9.3 NRIC:

10.59.4 Designation: ~

10.9.5 Telephone Ma. : = 10.9.6 Fax MNa. :

10.59.7 Handphane :

10.9.8 Email: ~

(please ensure that the email
address is correct, otherwise
the relevant pa rties will NOT
receive the endorsement

natificaicn
=]

Inpurterfhhm.factum Name of Comparmy
1 O Impaorter OQUINTILES EAST ASIA FTE Enter | Edit Particulars of CRM

LTD

= ===

<)

44
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Section 10

Particulars of Clinical search Materials (CRND

MOTE: The following is a multiple record sub section.
1) To add Mew record, enter details and click "Sanve”.
2) To clear inforrmation in the sub section,click ™ew".
3) To rermnowve a record after it has been added, check the checkbox beside the record and click "Remowve”.

10.10 Medicinal / Therapeutic Product
S

10.10.1 Active Ingredient / Generic Name
code designation ~
{please use the active ingredient / ge neric ng
stated in the Product Label or investigator
Erochure)

I Others, please specify

10.10.2 Emnd/Trade Mame, if amg

10.10.3 Does this product coniain a psychot
subst@ance or a controlled drug? ™

Please note thata sepamte approval is requ
for the import of each consignme nt of
therapeutic/ medicina | product containing a
psychotropic substance or a controlled drug.
Please refer to [hyperlink to the relevante-
services] for mare information on the

requirements and application proce ss.
10.10.4 Dosage Form ™

10.10.5 Route of Administration ~
10.10.6 Strength ~

10.10.7 Estimated Tota| Quantity
10.10.8 Remarks:

[Hew ] sove |

. PA

RTICULARS OF CRM

|— 0.11 Medical Device for Imestigational Purpose

10.11.1 Device Name ~ | |

10.11.2 Type of Medical Device * () General Medical Device () In-vitro Diagnostic Device

10.11.3 Identifier (e.g. Model No) * | |

10.11.4 Description & Intended Purpaose =

10.11.5 Risk Class * ) Class A () Class B ) ClassC () Class D

10.11.6 Product Owner * | |

10.11.7.1 Address Type : © 10.12.1 Device Name ~ | |

10.11.7.2 Postal Code : ™ 10.12.2 |dentifier (e.g. Model Na.) ~ | |

[

10.11.7.3 Block / House No: 10.12.3 Product Owner * [ |

10.11.7.5 Street Mame ; 10.12.4 Address of Product Owner ™

10.11.7.6 Euilding Mame : 10.12.4.1 Address Type : ~ @ Local () Overseas
10.11.7.7 Country : sic|1012.42 PostalCode - * [ |
10.12.4.3 Bloeck / House No: 10.12.4.4 Level - Unit :

10.11.8 Registmtion/ Ma rketing Sah
10.12.4.5 Street Mame :
10.12.4.6 Building Name :

10.11.9 Estimated To@| Quantity
10.11.10 Remarks

10.12.4.7 Country : SINCAPORE

10.12.5 Estimated Tow| Quantity
10.12.6 Remarks

10.11.11 Upload via excel. Click heg
download te mplate

10.12.7 Upload via excel. Click here to download

Eemplate

(eI R gt Lo g e [P g Y ] 012 Medical Device fior Non-Imvestigational Purpose

45
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CTM Importer/Manufacturer Endorsement

« Email to CRM importer/manufacturer contact, copied to Sponsor applicant

10 oct 2016
Transaction No: T1&602000K

Protocol Title:
ABRCDE for NSCLC

Principal Inwvestigator(s) and Trial Site(s):
Mz David Bowie, National Cancer Centre

Sponsor(s) :
LION VIEW MINIMART (Lead Sponscr)
CHECNG'S CLINIC

Clinical Eesesarch Material Importer
DHL

Clinical Ressarch Material Hotification for Product(s) to be Imported :

Medical Dewice(s) for Inwvestigational Purpose:
1. Bespirator , 12345X - 2

To Impﬂrtef of Clinicai Rezearch ﬂﬁiérial,

This e-meil is to notify vou to endorse the Clinical Research Material Motification to be made as
part of an online submission drafted by the Sponscr, LION VIEW MINIMART (Lead Sponsor), for the
abowve clinical trial.

The sponscr will only be able to complete the submissicn to HSA upon endorsement by all relevant
parties, including you.

You may acces3s this draft submissicon for review and endorszement by using the following link:

httpa://www—nat.hsa.gov.ag:443/o083c/portal /jsp/AL/process. jap?
efervice=29&aTY NO=T3N3enliclJeWFdxVZVAMIVETHINUTO09&CEM ID=emEwQZpDdWiMycXJS5aVozUDN1TmaxZiz09

(Recommended to copy the entire link akowve and paste it directly to the browser'a address bar to
access the webpage)

EHHL] AUUFESS: L¥d CLENSH.Juv .5y
FRE-MARKETING DIVISION
HEALTH PRODUCTS REGULATION GROUP “Y

HEALTH SCIENCES AUTHORITY
‘f HSA

Haalth Scleaces Autharity
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CRM Importer / Manufacturer Endorsement Form

« CRM Importer / Manufacturer Rep logs in using CorpPass, can view
CRM-N related fields and edit CRM importer/manufacturer contact

details.

1.1 Title of Clinical Tria| (a5 sated in Protocol documenty: *+ AN iNvestiga tor—initiated, multi-national, open-label,
randomised trial to de monstrate the non-inferiority of Drug AEC

to the standard XYZ drug for the treatme nt of chronic hepa titis

E infection.
1.2 Protocol Mumber: ™4 HEF1234
EII
1 lones Singapore General Hospital
3.1 Please select: © Importe ¢
3.2 Company Name: ~ DHL
2.2 Address
3.3.1 Address Type: © Local
3.2.2 Postal Code: 138667
3.2.3 Block / House Mo 1 3.2.4 Level - Unit: * #-
3.3.5 Street Name: EIOPOLIS WAY
3.3.6 Building Mame: HELIOS
3.3.7 Country: SINGAPORE

NRIC will be auto-populated
3.4.1 Sahutation: o > from log in, and subsequently

3.4.2 Company F'.epresenlatiw:lm | maSkEd

/

3.4 Contact Particulars

3.4.3 NRIC: TS000178)

NOTE: MRIC will not be disclosed to any other parties except for HSA officers.
2.4.4 Designation: * P
3.4.5 Telephone No. : © [1224214 3.4.6 Fax No. .

Copyright © HSA, All rights rese

|

|
3.4.7 Handphone : | | ‘
2.4.8 Email: * [pizdhl.com | ‘

47
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Farliculars of Clinical Research Materials (CRM)

3.6 Medical Device for Investigational Purpose

3.6.1 Device Name Respirator
3.6.2 Type of Medical Device * General Medical Device
3.6.3 Identifier (e.g. Model No_} * 12345X

3.6.4 Description & Intended Purpose * Respirator
3.6.5 Risk Class * Class C

3.6.6 Product Owner LION VIEW

3.6_7 Address of Froduct
Owner

3.6.7.1 Address Type:

Local
3.6.7.2 Postal Code: * 138667
3.6.7.3 Block | House No: 11 3.6.7.4 Level - Unit: * # -
3.6.7.5 Street Name: BIOPOLIS WAY
3.6.7.6 Building Name: HELIOS
3.6.7.7 Country: SINGAPORE

3.6.8 Registration/Marketing Status * Mot a Locally Registered /Marketed Product, but Registered /Marketed overseas

3.6.9 Estimated Taotal Quantity * 2
3.6.10 Remarks

. Type of Medical Dewvice Rlsk Class |Esumated Total Quantity m

1 Respirator General Medical Device 12345X Class C

‘
4.1 Local Sponsor

4.1.1 Company Name LION VIEW MINIMART
4.1.2 Salutation: Ms

4.1.3 Name of Contact Person: Sandy Chan

4 1.4 Email - sandy_chanZliomdew.sg

4_1 Other Sponsor{s)

SN [Company Name —————fcomactPerson ————Jemal

1 CHEONG™S CLNIC Mandy Chan

Vs

48

|-¢ n\lrmnnr,



49

1. I, on behalf of my company, confirm that the information in Section 3 (relating to CRM imported or supplied by local
manufacturer for this trial) of this application is true and accurate.

2. I, on behalf of my company, shall abide by the Medicines Act and the Medicines (Medicinal Products as Clinical Research
Materials) Regulations, or the Health Products Act and the Health Products (Therapeutic Products as Clinical Research
Materials) Regulations and/or the Health Products (Medical Devices) (Amendment) Regulations, where applicable.

3. I, on behalf of my company, shall not supply the CRM stated in Section 3 of this application except for the purpose of this

clinical trial.
- Accept ‘ ‘ Decline ‘

Acknowledgement

Your endorseme nt decision for this application has been successfully submitted.

Flease note that the transaction number is T1&802 000K

Copyright © HSA, All rights reserved ‘
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Application Submission after Endorsement complete
Retrieve application from Track@PRISM

Enter Transaction Mo or Applicaton/ Submission Mo for fast and exact matched hook-up

Applica tion’5ubmission Type ~ | Mew Application/Submis sion e

Licence Fermit/ Certificate / Listing /Motification/ Regis I:ral:iml Clinical Trial - Authorsation o

Type ~

Enquiry Type * | Dvatt |

Transaction No. | T1802000 K |

N ioe e ey Do e Brate Jendorsc Daie
& CRM Type 10/10/2016 Sponsor Wame 10/10/2016

Product Mame.

Last Update Date (dd/ mm) wiy)
m * Status Definition:

M - Mot endorsed yet

D - Endorsement declined
Plesse donot acocess the record wusing the ' Y - Endorsement completed

1 Matching Recom(s)

Mews Application/Submis sion fior Clinical Trial - Auwthonisaton (Draft

DE-E

Draft 10/10/2016 Copy td
Draft ©

T1602 000K

Check endorsement] Delete

PL0106 APPLICATION FOR A CLINICAL TRIAL AUTHORISATION

Acknowledgement

Your application has been successfully submitted.

Please note that your application number isl 1601050U I

\/
%‘r HSA

‘ Haalth Scleaces Autharity

Copy

Show Printer—Friendly version
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CRM-N Acknowledgement

« To CRM Importer/Manufacturer, copied to Sponsor

Dear M= Cues,

Application Meo: 16010500
CEM Notification No: CRM1600051
Expiry Date: Until Trisl Completion (i.e. Last Patient Last Visit)

Clinical Research Material Importer
Cuintiles

Clinical Research Material MNotification for FProduct(s) to be Imported :

Medical Device (s) for Investigational Purpose:
1. lab kits , labkitr - 1000

for use in the following clinical trial:

Protocol Title:
Brief Trial Title

Principal Investigator(s) and Trial Site(s):
Dr Jane, EE WOMEN'S AND CHILDREN'S HOSPITAL

Sponsor(s):
DIETHELM SINGAPORE PTE LTD (Lead Sponsor)
GLAXOSMITHELINE PTE LTD

The above Clinical Research Material Notification, made as part of the AFPPLICATICON FOR CLINICAT
TRIAL AUTHORISATION has been received.

For enguiries, please contact the Clinical Trials Branch at
Tel No. 6866-3446, Fax No. 6£478-9034
Emzil Zddress: hsa ct@hsa.gov.sg

PRE-MAREETING DIVISICN
HEATTH PRODUCTS REGULATION GROUP

HEATTH SCIENCES AUTHORITY i ‘1

This is a computer generated letter, no signature is required.

Copyright © HSA, All rights reserved ‘f HSA

Haalth Scleaces Autharity
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CRM NOTIFICATION FOR REGULATED TRIALS

Note:

 If CTA/CTN/CTC application subsequently not
approved/accepted, associated CRM Notification will
automatically expire.

 Notification will be sent to CRM importer/manufacturer
(copied sponsor applicant) on expired status of CRM
Notification.

« Amendment of CRM Notification is via CTA/CTN/CTC
amendment application.

 CRM importer/manufacturer endorsement will be triggered
for all changes to CRM Noaotification relevant to that particular
CRM importer/manufacturer.

\/
‘1" HSA

Copyright © HSA, All rights reserved



Copyright © HSA, All rights reserved

We welcome your queries!

HSA CT@hsa.gov.sg

THANK YOU!
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