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Pandemic Preparedness: Bridging Lessons from Influenza to COVID-19 and Beyond
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Key Elements of

1. Common Submission Dossier Template (CSDT) - Standardized documentation
format for regulatory submissions across ASEAN countries

2. Risk Classification System - Four-tier classification (Class A, B, C, D) based on
devicerisk level, with Class A being lowest risk and Class D highest risk

3. Essential Principles of Safety and Performance - Core requirements that all
medical devices must meet for safety and effectiveness

4. Post-Market Surveillance Requirements - Mandatory vigilance reporting and
monitoring of devices after market approval

5. Quality Management System (QMS) - Requirement for manufacturers to
implement and maintain quality management systems aligned with ISO 13485

6. Labeling and Instructions for Use - Standardized requirements for product
labeling, including language requirements

7. ASEAN Medical Device Registration - Common registration processes to
streamline approvals across member states

8. Conformity Assessment - Procedures to verify compliance with regulatory
requirements, often involving third-party assessment bodies

9. Single Registration Process - Working toward a "register once, market across
ASEAN" approach through mutual recognition agreements

10. Transitional Provisions - Guidelines for phased implementation across
member states with different existing regulatory frameworks
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FLU A/B

Rapid Antigen Test Kit
|

—_T

Intended use

Flu A/B Rapid Antigen Test kit is intended to
qualitatively detect Influenza A and B antigen in
nasopharyngeal specimen as aid in diagnosis
Influenza A and B infection individual.

For professional In Vitro Diagnostic use only.
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Professional use
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1. wsSovdauwndnidlagunnandiu tnwuA
o lay person,
o lay personnel,
o lay user,
o home use,
o self-test
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La:a1s1stugu UNWUAIN
o Professional use only,
o Healthcare professional use only
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Thailand’s Medical Device Regulatory
Framework

* Pre-market: Product controls
* All medical devices are to be registered prior to importing and distributing in Thailand
* Risk Classification System - Four-tier classification (Class 1, 2, 3, 4) based on device risk level,

with Class 1 being lowest risk and Class 4 highest risk

* On-market: License holder responsibilities
* All manufacturers and importers must be licensed by Thai FDA
* All advertisements must be approved prior to launch on any platform

e Post-market controls
* Reporting of AEs & FSCAs, record keeping

@Thai FDA .



* For Class 2-4: Devices are submitted in CSDT format (product dossier),
which consists of quality, pre-clinical, and clinical documents, via e-
submission (“SKYNET FDA")

* For Class 1: Devices are exempted from the CSDT format but must still
submit some administrative documents via e-submission

* Devices not intended for commercialization (e.g., for demonstration,
investigation, etc.) are exempt from product registration under Article
27 of the Medical Device Act B.E. 2551.



Thai FDA Regulatory Framework for Medical Devices
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1‘ " 1. qoenvaule (Jown) " - ’ 5. anst@iuiGuiRoKkup (Filler)
\ f | ’ ‘2. vaasdD HIV (Diagnostic) ‘ L ’ 6. IchuuINeLGalau
( j) ‘3. 30as0 HIV {Self-testing)‘

\ B ) 4. noussolaRadnSuuyue
gAlanus:NMAY DWauvAuls 7 n.e. 67
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7. aaskiuadnsulstunmsKHiaam
(Animal origin)
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‘ i ' 1. IAs2vlpuwngmenmwuida » 5.aisklaaksulsiumsrnaaa 9. Alcohol Pad

(Non-Animal origin)

‘ ] ' ‘ 2. yaasdo HIV (Monitoring) ‘ .' i ' 6. thenwanidaadouinsoolalfiuw .‘ ¥ L' 10. noUoaiksSuAagnssy
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WaasopANwUanasislu Blood product
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mstassuuWudnasdHSudun:ioundasauitusyuuy CSDT

+ Aisdun:isulaSaviiouwnd dovdaladsulonaisus:naunisWaIstuIlWawaouus:ansnwuas
AWUanasne lasmsvyalassudovtdulUmusyuuu CSDT

 Common submission dossier template (CSDT) AD SUllUUfﬂSOOlC‘ISEJUlE)ﬂa'lSUE)UE-\S‘IEJa 12YQ
wacmzun la: uauaUs dnsnaiwua: n:nuUaacmanwwammaoommsauuu I(WoUs:nauUN1sEuAIUD
Jun:l0gunaanun IomUuuannaos:unuuaonauUs LNADNLBYU

« CSDT Us:nduadgidnanis 2 adu
1. wnaisawuds:ansnmwuazANuUanansg (Medical device file)
2. 1PDNaISLBVssSNS (Administrative document)
LU KUvE2/20HUN8SUSDVHEDEUIY KEplonasmunnfHUILLcazUs:INAMKUQ

*  MuUNasTUuISO 13485 NNanna\mmsann'llana'ls (Documentation) Hvsouiiv Medical device file KD

Technical document ydvWaanun U\)UE)UE’IO\)ﬂa'DD lUUU’\UUE)UE’IIHNNE]C’IU'\U'\OO[C’ISUU[UU[DF\H'\S
Us: ﬂDUﬂ'lSUUﬂ LW0gu HSo CSDT
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ISO 13485 : Quality Management System for Medical Device

D PR AN P20 2800 - 30740 30 1200

VS AS

INTERNATIONAL ISO
STANDARD 13485

Third edition
2016-03-01

Medical devices — Quality
management systems —
Requirements for regulatory purposes

Dispasi sdicmy — Systémes de de la qualité —
Exij d des fins régl i

E—— Reference mumber
_—I,ﬁ:_'.‘:\—_ 150 13485:2015(E)
E\g;yé

150 2016

4.2 Documentation requirements

423 Medical device file

For each medical device type or medical device family, the organization shall establish and maintain one
or more files either containing or referencing documents generated to demonstrate conformity to the
requirement of this International Standard and compliance with applicable regulatory requirements.

The content of the file(s) shall include, but is not limited to:

a) general description of the medical device, intended use/purpose, and labelling, including any
instructions for use;

b) specifications for product;

c) specifications or procedures for manufacturing, packaging, storage, handling and distribution;

d) procedures for measuring and monitoring;
e) as appropriate, requirements for installation;

f) asappropriate, procedures for servicing.
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ISO 13485 : Quality Management System for Medical Device

D PR AN P20 2800 - 30740 30 1200

VS AS

INTERNATIONAL ISO
STANDARD 13485

Third edition
2016-03-01

Medical devices — Quality
management systems —
Requirements for regulatory purposes

Dispasi sdicmy — Systémes de de la qualité —
Exij d des fins régl i

E—— Reference mumber
_—I,ﬁ:_'.‘:\—_ 150 13485:2015(E)
E\g;yé

150 2016

7.3 Design and development

7.3.1 General

The organization shall document procedures for design and development.

7.3.2 Design and development planning

The organization shall plan and control the design and development of product. As appropriate, design
and development planning documents shall be maintained and updated as the design and development
progresses.

During design and development planning, the organization shall document:

a) the design and development stages;
b) thereview(s) needed at each design and development stage;

c) the verification, validation, and design transfer activities that are appropriate at each design and
development stage;

d) the responsibilities and authorities for design and development;

e) the methods to ensure traceability of design and development outputs to design and
development inputs;

f) the resources needed, including necessary competence of personnel.
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1.  Administrative documents

N

launtudaN:LTsUaMUUS:NDUMSKANHSDLNLTLASDVTDUWNE
RUvdolcivavHSaUpURUNelRUuyanduaomsIntaunna
HUvdasusavlanUs:avAmsid Uouvld Msussy KUvdasusovaainua:3smslsdoiu
UDVWWAAOHSDLWUDVNAONTUN (Declaration Letter)
HUVSEDSUSDOAINADOAADVUDVNAONTUNDINHNAOHSDLIIUDINAATUN
(Declaration of conformity) .
KHUvdoSusovuLaavuUs:IaNISOIRUNELASDVUDUWNEG UDVNWACHSDIIUDVWAOATUN
(Market History Declaration)
HUVaDSUSDOUAOVAIUUADAAYUDVIWWACHSDLIIUDONAOATUN

(Safety Declaration) . _ .
HANYIUMSDUEUOINRUDEUNDRUNALA:3LDuMSIAUQUAaLASDYDDUWNE
{udvoUs:INANEIUNVIUATUENSSUMSDIKISUA:ENSUSDY .
RUvdouaud LA UDVWAATUNIRLOUAILNU lunstigumuauildASoVbD
uwng (Letter of Authorization for Authorized Representatives)
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2. Technical documents

10.

1.

12.
13.
14.

lana'nsug-moz?;auq:swa:méaoLn§aoﬁallwné aamlua:lanmsﬁ"nﬁuLnﬁa\)ﬁauwné
UNasulNgINULASDVIIDUWNE LAzUDANISWAALASDVUDUWNIHSDS18A:DEQLIIUDY
WaQATUN . .
lanz-nsuao\)Ha“f}mse‘hﬁfylﬁﬂ:)ﬁunmuUaaoﬁaua:aussnu:msrhmuuaom§aoﬁa
uwngua=DsnisnuaaviivANUaDanadY

(Essential principle / Essential requirement)
lENANSasUNIsNdUdDULA:NNSASIDADUAILYNCDOUDVMSDDNIULUU

(Design verification and validation document)

PNaISLaauMSILAS1KAIULEYY (Risk analysis document) . N
lAAIsLaaVISNIsMiale MsmiEFuaniw KEomsuvauovldoniniatungsavmsis
HUvdosusovs:uuAtumMW (Quality management system)
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dovmsdumuatun:tioulasoviisuwnagiwanaansadnd

dFHsSuaEgvUs:LAni 2 - 4

WUS:N2UAISAsIAUD
J

°
AansovygovnvNMIsiiulonalsaledoyannsanluAud

gUs=s3an1sdun:ztdgutucivus:=tnAnR 9.9.lRN1SSUSDY HSolU

Hu>gvIun 0g. IRNNSSUSDY

ﬁ Therapeutic Goods Administration: TGA

Japan Ministry of Health Labour and Welfare: MHLW

US Food and Drug Administration: US FDA

iy WHO Prequalification of in Vitro Diagnostics (IVD)

4 .ili;m';.L_ 4 ¥

O European Union Notified Bodies: EU NB**

* nodl lisoudivinSaviouwndnlasumsendumsus:iiunsumwus:anSmwua:AnudasangonHudevIun

(/) Thai FDA

\ 91041V L6U Listing HSD Exempted product approval

™\

0 Us:3anistun:tdsutlu
Rudegvun 99. (KN1SSUSDY

J

r

*% EU

\

Notified Bodies

c € XXXX

XXxX HU1880
HugLay

Notified body
gnogvlsu

C € 0123
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dovnmisiiusvatun:lioulasaviisuwngiwanaansadndn

d#HsSua I FDVUSLANDR 2 - 4

-
1. WWuasavilouwnsi

[asupulaiHEDDUrUNATRTUN:LTYU
1{u 5 Us:1nA KSaovAnIsaulslan
gszg:axslasuouiiSooundQ
tBdun:1ioudoud 105uly

f
2. 5anUs:avAamisid (intended use)

UduvlY (indication) aain
(labeling) 1dAa1smAULASDVIID
uwn§ (instruction for use) Ua:ussd
Arun (packaging) UdvlAZoVD
UWNEND:UDDUTYIOKEDUIVSIEMS
a:13uadovikiiousunldsunisoulia

HSP2uYAUS:IINAMUUD 1.

~\
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HanNJu LWDN1SQSIdadU HSd p1vduUs:idutonaislagfilBadsirymeauanla
Thai FDA

dovnmisiiusvatun:lioulasaviisuwngiwanaansadndn

d#HsSua I FDVUSLANDR 2 - 4

D Us:3amsdun:10sutu
Hubgvun 98, IRASSUSDY

‘\

[(T]T] Us::')'ﬁ_n'\si.iun:lﬁauiu
Hubeoun pe. IRN1SSUSPY

- | o - d
ulndovoldouwng NOUs:NA as.
AdUAULOUNISIAW: KSDIU

1ASaviiauwns IVD hidUs=N1AY Llaw:

gaascoflAgdTavAuMsdaloloula3 U Us=mAY law:

ganaasuaistawaawnuamwabuludaain:
. I J

WD Us=n1AY law:

FULL CSDT
®

Abridged
®

AsuUs:zLu

AsUs:Lou — & AsuUs:liu Reliance
- e lagNidadvey e
lagwKUN v lagwHuN Program
mauon
AstlnD JodavdgluntuMw U1AsTIU Us:ansSmw ua:zA>udasanse 151Hl]'1ﬁa1msm's'anﬁau"a 1onans

—
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s1onIstdnaisilslunisdumuaritus:uU E-submission

s1gMISAGlUNSEUAIUD Abridged

aantAZovliouwng muus:meAd v 7
WnaismiulAdpvbdUWNE uUs:NAY - v - v
unasuifgonuiAdoviiouwne v v
sy1wa:lBsalndovlipuwne v v
Essential Principle v v
Summary Verification & validation v gnNduU
PNAISUFAVNISIIASIRAULTYD v gnwu
Manufacturer Information v v
lNasuaav3sNMsmany NMshtkauanIwe v gndu
KUvdoSusovs:uuAtUNMWMSKAQ ISO/GMP v v
Declaration of conformity v v
Letter of authorization nsocuuntn nscdutdn

@Thai FDA -



s1onIstdnaisilslunisdumuaritus:uU E-submission

s1egnsAtSluNsduAuD Abridged

KULdDSUSDYVIONUS:AVANSIS UDUYIS 9

: onudu 4
(Declaration letter) :
rUvdosusovuaavus:3amsoikunaindoviiouwne - :

. . . gnLou : v
(Marketing History Declaration Template) :
ruvdoSusovudaavAdIUUaDANE - :

: gnuu - 4
(Safety Declaration Template) :
KANTIUNISDULUIADINKUDYVIUY A DYU.SUSDY - :
” : gnwuu v

(Product License)

@Thai FDA y



Scientific review of
Respiratory Diagnostic Kits performance

A/B Antigen Rapid Test Kit

(e e T T T T T
| UDUVIY

| yaasdvAansavlsAlIRIOlRN LUUYOASIDAONSDVLBVATUNIW (Qualitative)
i drsuasd>odHIuaUdLoUdD Influenza A/B Tucidoginv Nasopharyngeal swab

21NAUIBATAIUIEDY KEDDI1NSITNAUIAAUTSATIRIOTHE IWDAQNSDVNTS
AawdolUoudu lagynainsnivnisuwnginiuu

——————————————————————————————————————————————————————————————————————————————————————————————————————
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Scientific review of

Respiratory Diagnostic Kits performance

« Analytical performance

* Reliability and accuracy
of analyte measurements

* Clinical performance

» Clinical sensitivity
and specificity

* Positive and negative

predictive values

Qualitative (1GoATUNIW)

Analytical sensitivity
1 Limit of Detection (LoD}
1 Hook effect

Analytical specificity
0O Cross reaction
] Interference substances

Flex study
[0 Reading time
[ Sample volume

Stability

0 Real time / Accelerate
0 Open use

0 Transport

0 Sample

Precision

oooo

Qualitative (1GuATUNIW)

Clinical sensitivity
Clinical specificity
Positive predictive value (PPV)
Megative predictive value (NPV)

A

Performance Characteristics

1. Clinical Performance

The clinical performance study was conducted in
3 healthcare facilities, collecting samples from
275 patients with influenza-like symptoms, including
205 adults and 70 children. The samples were tested
with the Flu A/B Rapid Antigen Test kit and compared
with RT-PCR, which is the standard reference method.

Table 1: Test Results for Influenza Type A

A [rr-reR IU
Flu A/B Rapid Antigen Test otal
Positive| [Negative|
Positive a7 1
Negative B 183 187
Total El 124 275
B Metrics |[Results|[95% C Interval|
Sensitivity |les6% ||go.1% - 2285 |
[epecificity [[eg.5% |[o7.0% - 2o.0% |
Table 2: Test Results for Influenza Type B
Flu A/B Rapid Antigen Test ey [Total
Positive||Negative|] |
Pasitive EElE B2 ]
Negative B 202|211 |
Total g5 |20 |[z75 |
Performance Metrics |Results||95% Confidence Interval
[Sensitivity 25.4% |[67.1% -28.0%
[Specificity 20.0% |[96.6% -20.9%

2. Analytical Sensitivity

Parameter Result

Limit of Detection (LoD) for Influenza A|[8.0 x 10° TCIDsaimL
Limit of Detection (LoD) for Influenza B|[12.0 % 10° TCIDse/mL]

3. Analytical Specificity

Cross-Reactivity Testin

[Pathogen Tested | |[Concentration | [Result

Human coronavirus 228E JI'CIII?N;’mT_ 109 ::c‘ti\:t; LEEe
Human coronavirus OC43 '.i'CIE?mfmT_ 104 ::c‘ti\:t; 055 -
Human coronavirus NLG3 JI'CIII?;JmT_ 1073 ::c‘ti\:t; 055 -

Example of IFU

patt Tested c trati Result
. Mo eross
Streptococcus pneumaniae 1.0 105 CFU/mL fuity

Legionella pneumophila 1.0 105 CFU/mL

Haemophilus influenzas 1.0 105 CFU/mL

Bordetella pertussis 5.0 % 10° CFU/mL

Chlamydia pneumcnias 1.0 ® 10° CFU/mL

reactivity
Interference Testing
(= c Result
Muxcin 0.5% Mo interference
(Whale blood 5.0% Mo interference
Oseltamivir 3.0 mg/mL Mo interferancs
| Zanamivir 2.0 mg/mL Mo interferancs
| Azithromycin 3.0 mg/mL Mo interference
Lewofloxacin 1.0 mgimL Mo interferancs
Meropenem 1.0 mgimL Mo interferancs
Tobramycin 2.0 mg/mL Mo interferancs
Phenylephrine  ||5.0 mg/mL Mo interferancs
| Cocyr li 1.0 mg/mL Mo interference
Beclomethasone||10.0 mg/mL Mo interferance
Fluticasone 1.0 mg/mL Mo interferance
Budesonide 10.0 mg/miL Mo interferancs
4. Precision
||Pi.=n|!lr Resuit
!llm'a-assa:.r [within-run) precision CW = 10%

||Imer—assa:.r (betwesn-run) precision||CV < 15%|
[CW = 15%|

||Imer-lc|l precizsion

5. Hook Effect
Parameter
High-dose hook|
effect

||Resut

Wone cbserved up to 1.0 % 107 TCIDs/mL for both|
Influenza A and B

This performance characteristics claim is supported by
study protocols and reports as documented in PR-2023-
008.
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Precision Qualitative ua: Method comparison

Precision (short) Quantitative
Repeatability (Intra)
Reproducibility (Inter)

Precision (long)

Linearity

Interference

Analytical acccuracy
Carry-over/Cross contamination
Analytical sensitivity and specificity
Limit of Detection

Interval (with in)

Interval (Out of)

Reference material

Traceability

Specimen

@ Thai FDA

Standard

CLSI EP12

CLSI EPO5
CLSI EPO5
CLSI EPO5
CLSI EP15

CLSI EPO6
CLSI EPO7
CLSI EPO9S
CLSI EP1O0
CLSI EP12

CLSI EP17

CLSI EP28
CLSI EP34
CLSI EP30

CLSIEP32 /1SO 17511

CLSI EP35

Report
Report
Report
Report
Report
Report
Report
Report
Report
Report
Report
Report
Report
Report
Report
Report

Manufacturer
Manufacturer
Manufacturer
Manufacturer
Manufacturer
Manufacturer
Manufacturer
Manufacturer
Manufacturer
Manufacturer
Manufacturer
Manufacturer
Manufacturer
Manufacturer
Manufacturer
Manufacturer
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Stability

Usability
Safety Electrical Equipment

Software validation

@ Thai FDA

Standard
ISO 23640 Report

EP 25-A (USFDA required) Report
WHO TGS-2 (WHO

required) RERON

EN 13640

IEC 62366 Report

IEC 61010-1 ua: -2 Report

EN 61326-1ua: -2 Report

IEC 62304 Certification

Responsibility

Manufacturer
Manufacturer

Manufacturer

Manufacturer

Certified body
Certified body
Certified body
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Topics

Performance evaluation of in vitro diagnostic medical devices

Clinical performance studies using specimens from human
subjects — Good study practice

Clinical accuracy

Clinical Sensitivity, Clinical Specificity (Qualitative)
Method comparison (Quantitative)

@ Thai FDA

Standard
EN 13612
GHTF/SG5/N8:2012

ISO 20916

CLSI EP24, EPO9S
CLSI EP12
CLSI EPOS

Output

Summary report

Report

Report
Report
Report

Responsibility

Manufacturer

Manufacturer

Manufacturer
Manufacturer
Manufacturer



S ELLET Responsibility

Classification of environmental conditions IEC 60721-3-7 Procedure Manufacturer
Sl units ISO 1000 Procedure Manufacturer
Biocompatibility test ISO 10993-5 ua: -10 Report Certified body
Labelling ISO 18113 Procedure Manufacturer
Labelling self test ISO18113-4 U 7 Procedure Manufacturer
Symbols ISO 15223 Procedure Manufacturer
Information supplied by the manufacturer of medical devices EN 1041 Procedure Manufacturer
QMS (Scope of design and development) ISO 13485 Certification Certified body
Risk Analysis ISO 14971 Report Manufacturer
POCT POCT 04 /1S0 22870 Procedure Manufacturer
Reference materials ISO 15194 Manufacturer
Reference Measurement ISO 15193 Manufacturer
COVID-19 NAT ISO/TS 5798 WHO TSS-20

Eliminate/reduction risk of infection ISO 13641

Transfusion guide JPAC UK Procedure Laboratory
Laboratory glassware ISO 12772

Single-use containers for human venous blood specimen

collection ISO 6710, BS EN 14820

@ Thai FDA 40



. 18113 Labelling Requirements for IVD Medical Devices

Consists of the following parts, under the general title In
vitro diagnostic medical devices — Information supplied
by the manufacturer (labelling):

Part 1
Part 2
Part 3
Part 4
Part 5

: Terms, definitions and general requirements

:In vitro diagnostic reagents for professional use

:In vitro diagnostic instruments for professional use
:In vitro diagnostic reagents for self-testing

:In vitro diagnostic instruments for self-testing
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Elevate
Thai ED) A

AAUN 99. Ing

Thank you for your attention

gounmunmistaconau IVD:
IVD_THFDA@fda.moph.go.th

@ 02-591-8479
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