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Disclaimer

* LUINNNINIIRABITENANANTENSLLATAINaUNNE A MSUN9IRadaN1aKans9nne (NoN-in
vitro diagnostic medical device) nasaauauiasasiaunne as. an 60

 Risk classifications of non-IVD and IVD in Thailand, Medical Device
Control Division, FDA Thailand

* Standard Operating Procedure, Institutional Review Board Royal Thai
Army

* NANNIMUANINTTIU NBNAILANLATESHBUNNE BEl.

* Medical device classification. Thanapon Wongkaew. Medical Device
Control Division, Thai FDA.
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j In vitro diagnostic medical device
:I MNon- In vitro diagnostic medical device

I MNon-invasive
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In Vitro Diagnostic medical devices

LASDINDUNNILNDNISIUIRYNAYUINT 1IN

¥
- U181 (reagent)

- 4AR573 (reagent product) Adauiiey (calibrator)
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In Vitro Diagnostic medical devices
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(In Vitro Diagnostic (IVD) medical devices)
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(No regulatory Design & Development Manufacturing
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(e.g. CSDT, Technical Documentation)

Regulatory Approval e.g. CE, 510(k) clearance
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e |[SO 13485- 2016: Medical devices — CQuality
management systems — Requirements for
requlatory purboses,

¢ |SO 10993-1 2009: Biological evaluation of
medical devices - Part 1: Evaluation and testing
within a risk management process

e |SO 14155-2011: Clinical investigation of medical
aevices for human subjects — Good clinical
practice

o /SO 149771-2019: Medical Devices- Application of
risk management to medjical aevices
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» Rubella
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Determines if blood-thinning
therapy is effective
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n’nmﬂmﬂwnﬂw -
(Moderate-high risk)

m"mdnﬁ1 - Yunana
{(Low-moderate risk)

ATULEEIAN
{Low risk)
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Non-invasive

Class1

Class 2

Contact injured skin —




administration s

Non-invasive Nekrititstration,

infusion, introduction

Class 1

Rule 2

Connect active MD Class 2, Syringe and

Blood channelling, adrinistratioh sets for

Storing organ/liquid REUEEEIEEN &

Class 2

Channelling
Storing

Blood bag w/o

anti-coagulant

Class 3 g ==

b 4
l|[|



Non-invasive

Infusion into
the body

Modify composition of
blood/ liquid

Class 3

Consist of filtration,
centrifuging,

exchange of gas/heat

Class 2




All other
Non-invasive

“Class 1”7
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Invasive
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Invasive medical devices

wisnugansignw/anandalulu
379118 (Duration of Use)

PI952HLLIAINS LY ITY S¥82L28a

1. ‘qﬁ”aﬂ'jj (transient) UDHNI 60 U

2. Syevdy (short term) A9le 60 UIN - 30 MU

3. 9882811 (long term) 171171 30 U
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Invasive medical devices
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Invasive

Body Orifice

Short in ear,

STOPS NOSEBLEEDS

_ hose, mouth

Transient

Class 1

Long
Class 3

k4

Class 1

impression tray

Long in ear,

nose, mouth

| Connect
Class 2
factive MD
Class 2

Class 2

Short endotracheal tube T

Tracheal tubes connected to a ventilator

Class 2 -




Transient
Surgery

Diagnosis, monitor, correct CVS

Class 4

Baloon sngioplay

Hhieme

Reusable
_ instruments Transient u ‘ ‘ } ‘ |
iclass 1 Class 2 ' E' : ﬂ ']'I
23g 19g g 18g 25g 26g 2Tg
lonizing
radiation ]
Class 3
INSULIN PEN PARTS
Direct ﬁ
Contact CNS| Delivery Cridge ke e bty Dot
Class 4 systen g
Class 3 ] ol R fome
uter
mieedle shietd Heedle
o — | sl

Inmer Papes IrsELiin
neadia shinld tah carligs



Invasive

Short
Surgery

Diagnosis, monitor, correct CVS

Class 4

MNeurological catheters

Infusion cannulae

Surgical

_Short adhesive
Class 2 Class 3
J"l.
lonizing
radiation
Class 3

Neurological

= catheter

Class 4

Biological effect/

mainly absorbed

+-

CE marking of medical devices used
during Brachytherapy

Class 4

=

Absorbable sutures




Invasive

Long/implant
Surgery

Breast implant
Class 4

Biological effect/

_ mainly absorbed

Intraccular lens

chanical valve

CVS, CNS —

"F‘II
rl.

Ei

Class 4

Direct contact @\.‘ . "
b

ClaSS 4 Tissue valve

Active MD
implant
Class 4
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Therapeutic

Administer/

Exchanege energy

Control/monitor
or influence

active MD class C

Class 2

http://www.eorthopod.com/si

i

EAMNEG 112

Potentially

hazardous

Class 3

laser _/_A"

: Kh.d’d

control devices

|_Class3




Active

Diagnostic

Diagnosis/monitor vital physiological
supply absorbed energy by human,

Image distribution of radicpharmaceuticals

Visible light/

near IR

Rule 10 (1)

Monitor vital physiological
+ immediate danger
~ Class 3

Emit ionizing radiation and
interventional radiology,

control/monitor/influence above MD

Class1

Class 2

T SR

IEE R REN] TR W

Class 3




Rule 11

Administer and/or remove medicine, "E:F a
liquid, substance to/from body - b
Class 2 | ¥i ! _".“1 )
i | ' - r ".'__.
Sl ;i'_.
: L5
>

Potentially hazardous

Class 3

Administered and/or remove other
substances to or from the body

N




Rule 12

All other active active

medical device
Class 1

-
dental curing light
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Additional

I

Rule 13

Drug combination
Class 4

Drug-eluting stent

Polymer coating

hic-.-:..l;:gratfari-:-n

Drug release

Polymer coating



Additional

Animal, tissue,
microbial origin

Intact skin only :
Class 1
leather components of
orthopedic appliances
2/0 PLAIN CATGUT
(3.5 Metric) Absorbable suture
'“";;_'::,'E‘Iu‘" (50 20140430
i g e 04.2014
T5cm Eremer] /A &) & 04.2017
Class 4




Additional

ﬂ Class 3
i Centraceptive

jelly

Rule 16 _ Y

Prevention of STD
Contraception

Implant, long-term
Class 4




NUINIINISTQINSIUIONANSAINSU
InSoINDINNYNKNTIInSouNaNINNG

ANASUNISIHIRYNIYUDNSIWNIY
(non-in vitro diagnostic medical device)
dAnsumsiurzesunyiardeldusiunmsasiduaindeviolwne




NMSMAUQUA

n’nmﬂmﬂwnﬂw -
(Moderate-high risk)

m"mdnﬁ1 - Yunana
{(Low-moderate risk)

ATULEEIAN
{Low risk)




CSDT document

ArFrauERan e WeussninatlssmAdine Iy waz Guidance on Preparation of a Product
Registration Submission for General Medical Devices using the ASEAN Common Submission

Dossier Template

#niy .

p tlsmAdiineum ASEAN CSDT

e |a Uﬂﬂ‘;ﬂLﬁmﬁmﬂémﬁﬁu‘rmﬂ (executive Summary) a. Executive Summary

o | & winmashdyfsaduanuasndbuatasssousnravhen |ae  Relevant Essential Principles
waawiaadlounmsd uarBmsfuanstrnuaasnda and Method used to
(Essential Principles of Safety and Performance of Medical Demonstrate Conformity
Device and Method used to Demonstrate Conformity)

@ |99 dnwaeiall wasmdnansdiew (device description and | @ie.e Device description and
features) features

¢ | danussasdnsld (intended use) @laa Intended use

€ | 9o fasld (indications) @lom Indications

b | Auusinasld (instruction for use) o Instruction of use

@ s AU {storage condition) wloee Other Relevant Specifications

¢ |on swnrslda (shelf life) () -

¢ | fotald (contraindications) ot Contraindications

g0 |%.e AfEU (warnings) o Warnings

99 |%e 0TI T (precautions) oo Precautions

sln |00 wadulifistieasdannsld (potentisl adverse effects) | wlnc Potential adverse effacts

sa | %.ee ArTiidanaiantiu (altemative therapy) o Alternative therapy

s |9k neazBoauacauRvesiasilldudmdadudusnoy | «oeo Materials

weawrindlawsms (materials)

of | oo Tofwummrsdin g (other relevant specifications) | ¢ le.9e Other Relevant Specifications

eh | sed 'ﬁas_lm"lﬂa:l.ﬁmﬁw] {other descriptive information) alo.ew Other Descriptive Information

sal |l LEAETIATUATIVIUABLLALATIATINABLAIIUGAADY | .o Summary of Design Verification
YEARTIEEAULY (summary of design verification and and Validation Documents
validation documents)

g2 |e esnuasenasiuEietouwsmd (device labeling) .« Device Labeling

g | msiETeteee (risk analysis) o Risk Analysis

we | so. Toyadnin (manufacturer information) s Manufacturer information




ISO 13485:2016 Compliance

Research
(No regulatory Design & Development Manufacturing
requirements) (Design Control) (Change Control)
+ > + > 4 >
S Design & == Verification Design ’
[ e ) EEER- T EER( DO

- > >

Product registration process PMS
e.g. CSDT, Technical Documentation

Regulatory Approval e.g. CE, 510(k) clearance



Medical Device Product Lifecycle

1. Concept/Feasibility I 2. Design Verification | 3. Design Validation | 4. Market Approval
Phase [ Phase ] Phase | Phase
I | I
Market validation I Design input | Clinical evaluation report | | Establishment registration
| ' I {e.g., MEDDEV 2.1/1 rev.4) | with Thai FDA
¥ | Design process | * Clinical data |
Regulatory review [ I Clinical experience _ [
I ' I Literature review  Sufficient I
* Definition of medical device in Thailand | Design output | l Insufficient |
comply with the Medical Device Act of 2019 | l | ) _ [
* Risk classification of medical device I I Ethical Committee’s approval I
Class 4 — High risk - | _ , [From recognized EC by Thai FDA] : Class 1 Class 2 - 4
Class 3 = Moderate to High risk
Class 2 = Low to Moderate risk | - Inspection | I
Class 1 = Low risk 1 (e.g., Dimension, Visual inspection) | | :
* The regulation * Testing* Listing
Licensed medical device — Class 4 Pre-clinical testing
Notified medical device — Class 2 and 3 (e.g., Chemical, Physical, Biological)
Listed medical device — Class 1 Animal testing
* Personnel training * Analysis*
Regulatory affairs (e.g., Software validation, Sterilization
validation)

compliant to ISO/IEC 17025 or an equivalent standard.

P ) o i
Note. *Typically, some testing or analysis will be conducted under a laboratory quality system . Meaning : contact Thai FDA
150




Uszumaiaadla
j In vitro diagnostic medical device
:I MNon- In vitro diagnostic medical device

I MNon-invasive

Uszmarmudsamunasruauaiadiawnmd

j Usznw 1 Jarudeeda (low risk)
j Uszm 2 Sarudsalunataszaudn (low-moderate risk)

j sz 3 fanudenlunaneszdugs (moderate-high risk)

:I Uszum 4 ﬁﬁ'ﬁmﬁquq (high risk)

msdnvszim || Ase j'l:.in'iq AUREHEA/EITENEN TEU-eerecrerennennne e
FEHEMTIN
j Exploratory (First-in-human and feasibility study)
:I Pivotal (w1 safety and efficacy/performance)
N uARLYY
]
E AUNTNA




UszunAioalia
j In vitro diagnostic medical device
:I MNon- In vitro diagnostic medical device

I MNon-invasive

ﬂﬁ:mnﬁ‘:’mtﬂmﬂ"mnmﬂ"mﬁmﬂ"i"aqﬂﬂ WAE N ee d CS DT d ocument

] Usznw 1 Jarudeeda (low risk)

j Uszm 2 Sarudsalunataszaudn (low-moderate risk)
j sz 3 fanudenlunaneszdugs (moderate-high risk)

:I Uszum 4 ﬁﬁ'ﬁmﬂquq (high risk)

myinUszim || A j'l:.in'iq AUREHEA/EITENEN TEU-eerecrerennennne e
FEHEMTIN
j Exploratory (First-in-human and feasibility study)
:I Pivotal (w1 safety and efficacy/performance)
N uARLYY
]
E AUNTNA







