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Annex A Clinical Investigation Plan of 1ISO 14155:2020
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Annex B Clinical Performance Study Protocol of I1SO

20916:2019
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- wanNIIIU/nalnn1svineu (Principle of operation/mode

of action/mechanism)

- S¥UNGULATBIDUNMNEN1UELA (risk class) kagnanNNMeNNIg
JanguinIeilownmgniunudss (classification rule)
(Risk class and applicable classification rule for the

medical device according to the Thailand Regulations)
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(A description of the accessories, other medical devices
and other products that are not medical devices, which
are intended to be used in combination with the medical

device.)
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of the various configurations of the investigation devices)
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(A complete description of the key functional elements
(e.g. its parts or components, including software if
appropriate), its formulation, its composition and its
functionality. Where appropriate, this will include labelled
pictorial representation (e.g. diagrams, photographs and
drawings), clearly indicating key parts/components,
including sufficient explanation to understand the

drawings and diagrams)
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(An explanation of any novel features)
(2) InquseaeAnIsld (intended Use) foslvayansaiv IFU
(3) Yousld (Indication) feoslteyansaiu IFU
(4) AmuzdIns g
(5) n1siiusnen (Storage condition)
(6) 21801514 (Shelf life) JoyaaonnodiuNg
n15AN® Stability
(7) da9iuld (Contraindication) Jomula/ALmou/Uanas
se¥ydedifn fesdifiunen
(8) ALAdY (Warning) Audesiidvaundent
(9) 49A239279 (Precautions) (residual risks) 97nN13
Fan1senades
(10) waduldneUszasnannsly (Potential adverse
effects)
(11) ms$hedieniadonsy (Alternative therapy)
(12) TeaziBeauasautavasdanilinanuseidu Materials fipaillu medical
dauusznauvaaIasiiounnd (Materials) grade %38 pharmaceutical
- gnsdudszneu grade Gl
- materials voupsoslounvdiifinnsdudatuinanenuy
- Certificate of Analysis
(13) Forviuaanizau q fdedes
(Other Relevant Specifications)
- specification of investigation devices (final prototype) - Lﬂu%’au”aﬁagﬂu design
éfaﬂizq acceptance criteria history files
(14) YoyaswaziBunduy ¢
(Other Descriptive Information)
7 | amne3esiounnd
- LanITeAL
“Ulun1s39euinty (For research use only) %30
Alumsisemenadnminiu (For clinical investigation only)
8 | tena1sinfuin3asiiownnd
9 | @11 ISO 13485/GMP Certificate of Physical
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Manufacturer/Product Owner
- fadlaiAuony
- ipdesiiounmdisensadiindeady initial production - valdiadesilounndiign
lots/batches ysngAmI Wesileunngidemaenaiin fesgn HE#91N lab scale Tunside
naslugnuiinanedediownmdiindniovs uaznanain N9AATN
AsEUILNISHARTSsTlasNAnfiave
10 | enansuansanulaende wazaussuznIsinuauasadle

wwne (Design Verification)

< v oo
- Wuwan1snagaun1u pre-clinical study
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fszneumeinguszasd
Bsvageu w3ssilefldly
NSNAABY KANISNAABU
wazazUNan1sNAgey

2. foampdeulsasiiounme
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a. Biocompatibility tests

1. Cytotoxicity (ISO 10993-5:2009)

2. Skin Sensitization (ISO 10993-10:2021)

3. Irritation (ISO 10993-23:2021)

4. Material Mediated Pyrogenicity (ISO 10993-11:2017) %350

Bacterial Endotoxin Test (LAL Test)

5. Acute Systemic Toxicity (ISO 10993-11:2017)

6. Subacute Toxicity (ISO 10993-11:2017)

7. Sub-chronic Toxicity (ISO 10993-11:2017)

8. Chronic toxicity (1ISO 10993-11:2017)

9. Implantation (ISO 10993-6:2016)

10. Genotoxicity (ISO 10993-3:2014)

11. Carcinogenicity (ISO 10993-3:2014)

12. Hemocompatibility (ISO 10993-4:2017)

13. Reproductive/development toxicity

1. NedoulanIzA3osile
wwneRdudatusresneeulyl
1192l AYNIINTINTONID DY
2. n3L@en Biocompatibility
Study aztiuagi

- biological evaluation ¢4
ISO 10993-1:2018

- FLNUIVBITNNY LAY
SzpzaTiinsEuTET
39N

3. Sample fouduirosie
WnEITenIapdaiin

4. biocompatibility study
AaandeulagiasluRng
naaouTilasun1ssuses
AYUENNTOVB
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14. Chemical characterization of material (ISO 10993-18- 17025/GLP
2020)
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15. Ethylene oxide sterilization residuals (ISO 10993-7)

16. Framework for identification and quantification of

potential degradation products (ISO 10993-9)

17. Identification and quantification of degradation

products from polymeric medical devices (ISO 10993-13)

18. Identification and quantification of degradation

products from ceramics (ISO 10993-13)

19. Identification and quantification of degradation

products from metals and alloys (ISO 10993-15)

20. Toxicokinetic Study design for degradation products

and leachable (ISO 10993-16)

21. Establishment of allowable limits for leachable

substances (1ISO 10993-17)

22.1SO 17025/GLP Certificate vaavipslifinsnaaey
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b.Performance and safety

- NINAEDUAN Vertical standard 909ATBIHBULNNEITYN

AALA WY ISO/ASTM/EN 1SO/uBn.

- NSNAFDUAUAILAIN

- ANSVAABUAULAL

- Animal Study (%)

- MsneaauAuNlasnfenigladii

Roannasulneviesujuiinisnageuilasunissuses

ANNANNTIVRWRIUURNS 1w ISO/IEC 17025

* |[EC 60601-1

* |EC 60601-1-2

* Collateral Standard (813))

Y A

* Particular Standard (913)

c. Software Verification and Validation Studies
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- [EC 62304

d. Usability

- [EC 62366-1

e. Device Containing Biological Materials

>
Y 1 Y

- Process Validation Report Ai8uduin Tuneun1suantaan

ANNESINTIN N TR otiReTign

f. Stability Study (Shelf-life)

- Vertical Standard

- ASTM F1980-21 Standard Guide for Accelerated Aging of

Sterile Barrier Systems and Medical Devices

g. Packaging Validation

NAABULNILLAIDILDLNNE

UIIANNLTD

h. Sterilization Validation

NAADURNIZLASDILDLNNE

USIFNLTD

i. Transportation Test

- ASTM D4169:2016 Testing of Shipping Containers and Systems

- ASTM D5276:2009 Drop Test of Loaded Containers by Free Fall

- ASTM D999:2008 Vibration Testing of Shipping Containers

- ASTM D642:2015 Determining Compressive Resistance of

Shipping Containers
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Risk Management Files

- Risk Management Plan fiaausenausiedoyanioluil

* 99ut1e (Scope) sxUTBLATOINOUNNEITeNIAGFTN

* 1059 UNEE1989

* gazdnnIosllannnduasinguszasnnisly (Product

description and Intended use)

* 53Y31A I UN1TINNITAIULEALINADA995T39 (Product

Life cycle)

* AEYINIIUIANITAULELY (Risk Management Team)

1. nsaldu Medical devices
utilizing animal tissues and
their derivatives A949AN1T
m’lma’l&ldmummgm ISO
22442-1, 1SO 22442-2, 1SO
22442-3
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* MsUszluAnuFsnvaamvisaglunmsiu (Overall

residual Risk Evaluation)

* Production and Post- Production activities

- Risk Management Report siasUsznausigtayanisalill

=

* spuveLAsolounndITenandn

* NSAATITAAUEEN (risk analysis)

* pan15UseLiuAIULEes (risk evaluation)

* N13AIUANAIIILEE (risk control)

* Nan1TUTEINAMNES IR TuNTAIUANAILLEES

* MsUszliuAnudssnvasvisaglunimsiu (Overall
residual Risk Evaluation)

* Production and post-production activities
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nangun1svunsiisuinIasliounndlu reference agencies

(TGA Australia, Health Canada, PMDA, EU, USFDA) (813)

13

Clinical Evaluation Report
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