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ANNEX 4

ﬁ —_— $ E%ﬁ Et ( CS DT) : {#E I %4 ASEAN Common Submission Dossier Template

o ) 1. INTRODUCTION
Common Submission Dossier o
The Common Submission Dossier Template (CSDT) should reduce
Tem plate (CSDT) An nex 4 the differences in documentation formats that presently exist in

different ASEAN jurizdictions. The adoption of the C5DT in ASEAN
should minimize the preparation of multiple dossiers, arranged in
different formats but with essentially the same contents, for regulatory
submizsion to different Regulatory Authorities.

BERLTNDHCEZTRTI =D o oo

% It: Thig CS0T iz intended to apply to all medical devices. For VD medical

— devices, the Regulatory Authority of the Member State may choose
= § é'lé &ﬂﬁg 'h @ g 6%* to adopt this CSDT or prescribe another format for regulatory

submissions to that Member States. The depth and detail of the

,ﬁﬁ“ ( E PS P - ES S e n t I al information contained in the CSDT will depend on:

* the classification of the subject medical device;

P ri n C i p I eS Of Safety an d * the complexity of the subject medical device.
The format of the CSDT recommended herein is based upon the

PerfO r m an C e) goal of both regulators and product cwners to  strive for the
i = least burdensome means to demonsirate conformity to the Essential

_*iTilﬁ' I = a) E E (ST E D : Principles for all classes of medical devices.

S u m m ary Of TeC h n I C aI Where there are sections not applicable to the medical device, the reazon

for the non-applicability should be provided under the section heading.

DO C u m e n t ati O n) Reguirements for post-market vigilance or adverse event reporting

are outside the scope of this document.
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Annex 1

Eecenia Princples of Safey and Perforance of Medica Eﬁ% %g 0) ié 'HE &ﬁﬁE':Egj_ 6
D E *,ﬁ EIJ ( EPS P)

1 Medical devices shall be designed and manufactured in such a
way that, when used under the conditions and for the ES S en tl al P r I n C I eS Of Safet an d
purposes intended and, where applicable, by virtue of the technical p y
knowledge, experience, education or training of intended users,
they will not compromise the clinical condition or the safety of Pe rfo r m an C eS Of ed I C aI DeVI C eS
patients, or the safety and health of users or, where applicable,
other persons, provided that any risks which may be associated
with the use of the medical device for its intended purpose

constitute acceptable risks when weighed against the intended 1 —EH&]#E#
. . -

benefits to the patient and are compatible with a high level of

protection of health and safety Gen eral Requirem ents: 1_7

2 The solutions adopted by the product owner for the design and 2 EQE_'_ &gﬁ ' — m ?é;{#
manufacture of the medical devices shall conform to safety O =] S
principles, taking account of the generally acknowledged state of = =
the art. In selecting an appropriate solution for the design and DeS I g n an d M a.n u faCt u rl n g
manufacture of a medical device so as to minimise any risks . .
associated with the use of the medical device , the product owner Req u I re m e n tS . 8- 19
shall apply the following principles
. identify any hazard and associated risk arising from the use
of the medical device for its intended purpose, and any

foreseeable misuse of the medical device,

28
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Placing Medical Device on Thailand Market
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The new regulations are aligned with ASEAN Medical Device Directive (AMDD):

CLASSIFICATION OF MEDICAL DEVICES

Medical devices shall be classified into the following four

ARTICLE 4

cl

ANNEX 2

Risk Classification Rules for Medical Devices other than
IVD Medical Devices

Article 4 and Annex 2 and 3

1. DE

ACTIVE N
depends
other than
which act
transmit g
medical ¢
not consig

NOTE : Gt
medical de

ACTIVE T
used alon
modify, re
to treatme

ANMEX 3
Risk Classification Rules for IVD Medical Devices
1. DEFINITIONS

EXAMIMATION: st of operations having the objsot of determining the
value of a property.

NOTE: Examination of an analyta In @ Dislogical sampie s commaniy reterred
o s A i9st, aEeay or analysis.

IMNETRUMENT: Equipment or apparaius imtended by the product owner
to be ueed as VD medical devics.

WD MEDICAL DEVICE FOR SELF-TESTIMNG: Any IVD medical device
intended by the product owner for ugs by lay persone.

LAY PERESOMN: Any individual who does not have formal training in a
relsvant fisld or dizoipline.

MEAR PATIEMT TESTING: Any testing performed outside a laboratory
snvircnment by a health care profeszional not neceszzarily a laboratory
profezsional, gensrally nsar to, or at the side of, the patisnt Alzo
known az Point-of-Cares (POC).

High risk

Moderate to

high risk
Low to
moderate risk Class 2
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Timeline: Facilitation for Medical Device Submission

CLASS 2-4

2021£|53JEJ 178

BASAE AN
' 202442 H13H 2022552;%__‘_1&5"”:9&;51 202%%’{}’ E‘I/?glé‘ﬁfﬁ
‘ 2021512 A318RIICAR5EEIEASE 20215512% 31’5&[-&&9.:
BERMILT @ B EERMLT
WESA t/Z’éHYﬁ ﬂﬁﬂtﬁ(&ﬂ&ﬁ

¥J?L,L\ﬁl)k% -REE

202442A14H H—BEREK

B RIMHIFERICIFEL LG

Laws and Regulations of Doing Business in The Medical Device Sector in Thailand



RIRSNADLEDRAIZDNT

Exemption of some advertising approval
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Further Information

AIEH-€EH E-mail: mdcd1988@fda.moph.go.th
%ISR 8.30 - 16.30 (158%A8)
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