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# # 6186017734 : MAJOR LAWS
KEYWORD: risk-based control, Regulatory Impact Assessment, risk classification,
medical device, Predicate device
Nantachat Ngoenchan : Regulatory impact assessment of the risk-based
control for the production and import of medical devices. Advisor:

PEERAPAT CHOKESUWATTANASKUL, Ph.D.

This study aims to study the risk-based control for the production and
import of medical devices. The study uses the Regulatory Impact Assessment (RIA)
approach to assess the effectiveness of the intended-function control system
adopted in Thailand, which is under the Notification of the Ministry of Public
Health Prescribing of Risk Classification Rules B.E. 2562. In contrast to the intended-
function control system, the U.S. impact-based control system is used as an option

for the assessment purpose.

By using the cost-effectiveness analysis, the U.S. impact-based control
system has shown the edge over the intended-function control system in terms of
consumer protection and cost of legal compliance for the manufacturers and
importers. Even though the impact-based control system may incur a higher cost
on the government side, other regimes, including the risk classification and
predicate device system, could help reduce such costs. Therefore, this study
recommends the modified U.S. impact-based control system over the current

control system adopted in Thailand.

Field of Study:  Laws Student's Signature .......ccoecevvieennen

Academic Year: 2019 Advisor's Signature ..o
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13 International working group on Administrative Burdens, "The Standard Cost Model a Framework for Defining and
Quantifying Administrative Burdens for Businesses," [Online] Accessed: 1 September 202 0. Available from:
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" Ibid.
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7 Department for Communities and Local Government, Multi-Criteria Analysis: A Manual (Department for
Communities and Local Government, 2009).
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* Elaine French-Mowat and Joanne Burnett, "How Are Medical Devices Regulated in the European Union?," Journal

of the Royal Society of Medicine (2012).
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1. nguiasasilounndilisnandrlulusienie (Non-Invasive Devices)
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winsllaunngnmualilagnandilulusiane dajeenedmivldusulpesadsenounsdinin vse
maaivadion Wisveanaiduluseniy wisveunaBuTulmuedmiuliasazarenavasnidonid
L . . o & A P ¢ | a a a o ¢ ¥ ¥ o )
d519m1 (infusion) dnilunIaaliownndussinm lb 1 wesesenlafioy nandasidududnsunisen
\donrmeasadlaiien (Haemodialysis concentrates)
Vuus 1Junisshenfilseneudlgnisnses (filtration) N5ty (centrifugation ) sen1swanilasufieg
wazAuTeu nsdidananvzineglunIesllownnduszim lla 1wy tesesduidonuazinsaslunnngneou

wIpImInAsusulneanlansanIndenvseLiuaandauluden

vdnineusin 4
iwdosdlounmdsiauaililfsndndlulusnedsdudatuimdsiifuaumg
- dafuniesdiounnduszinn | winsjamaeiiteldUatinua Tinaviuniegaduveamaiain
v i gunsallunisviueg 1wy dfed wanawesUauna d1d
- dadundestounnduszian b mingwaneldtuniaunaiiinisdnnndsuniuivazaiansn

SnwunukawuUYREnN (secondary intent ) Wil 19w gunsalyiuaaseswsauNaNAnaIN

e bl i atuvlawa
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2. nganasesliaunndngnandalulusianie (Invasive Medical Devices)
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wdnnausid 5 indesounmdimuaiisnadnlulusanmerurealinvesine (aglismnisgnddily
Tusnanedieiimedasnssy) luldysmefiofeusedriuiniosilounmdnifinds niosgamunetiie
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gunsaifildliludesnasn ionegdiureinisresnaantazedoizn1ulugudnsunvgeuas

1 (Vaginal pessaries) viuusisiansnglildnussezdulugesuiniistesne do1 audawimy vie
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Y

2. nganaesliaunndgngnandalulusranig (nvasive Medical Devices)

Fosayn dndunTeslounmduszian | wu Janituvasy gunsailaunaidenriin

- dadueTesfiounnduszian b wingamneldausserenn 1wy aeszuieviola (ureteral
stent) vieanulaanzdisjmneldauszozen Buusdomelildnuszozenludesndes
Ao Yoy udauiny viedesayn wazhifiuualiusensgngadulnadeyinidnvasiduden
Foduedosiounnduszin lla 1wy aaaviuanssudailu (Orthodontic wires) Yanundaunausos
#lu (Fissure Sealants)

- idesfleunmdstauniisndnidnluluseneriiuteadavesinenis (ngldsamnisgnandlulu
$unMefeIEnedasnssy) Alamneitodesse fuiedeslounmdiiidsUszani lla vie
Uszandigendn faduniestlounnduszinn lla 1wy avwarunieviodmivdianssinig

589928 laNITIURNTTU

Y ¢ =
VAN 6
wsealaunmeniznandilulusniemeimefaenssuiomadiyoanedmiuldoudang dnduaiede
WNgUTELAN Il
- wngananeiiieidadulia fenu nSeunluanunnseswesidla wiessuulnadeulaiin
daunans iunansdudalaensativaindnanvessine daduaiadiounnduszian i
I A A 1 Y o o Ly g a4 A ¢
- winiwesesleunvndmedaenssuitnaduinlylvl dnitueTesleunnduszinn |
- mnyannelidudalaenssiussuuUszamdiunans daduesesdiownnduszian I
- wingemngliendanulugduuuvesnisudsdnneliianisuandvesdoeu daduniesde
winguszian lib
- wnganglinanadinim vsegngeduviiuaviediulug daluesesdiownndusuan lib

- mnganuneiisuimselaauszuuiigds (delivery system) wazandunisludnvausfiay

Aeliindunse tnefarsanainguuuunisldeu daduaiediouwnmduszam b

LY ¢ =
nanineuein 7
wIssllewnndgnandilulusiinieiieisnsdasnssuisnuaiymunedmiuldnussesdu dadu

insosdonnnguszian lla 1w Clamps , Infusion cannulae

- nngdangiveitiadelsn Annu vieunluanuunnsesewiile vsesvuulvadiuuladin
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2. nganazesdiaunndngnandalulusnenie (invasive Medical Devices)

drunans iunansdudalaensatudniinanvessine Sadueiodounmduseinn Il gy
Cardiovascular catheters , Temporary pacemaker leads

- wingounelidudalaonssiussuuuszamdiunats Snduedesdounnduszian il gy
Neurological catheters , Cortical electrode

- vngengliendsilusuuuuvesnsuidsdfneliannsuandvesdesy daluirdesie
WngUsELAn llb LU Brachytherapy devices

- vnsjamnelinanaanin viegnaaduitamaviedlng daduntesdiounmaussam Il wu
Absorbable sutures , Biological adhesives

- wndaaneieyilinianswasuwlamianiilusanie @aldesesdounndldluiiv) vieya

MNeiaUssen Induniasiionnndusenn lib wu Adhesives

waninauaiii 8
wesilounndfiilusenetaue wazsnandrlulusniedeiinedasnssuiisomnsdmiuldou
JLYLYN %L‘dﬂmﬂ%‘adﬁmmwﬁﬂismw b Lu Lisaments , Shunts , Stents and valves, Penile implants
- mingomneiieldluily Sadurdeaounnguszian lla 1wy Dental alloys, ceramics and
polymers , Bridges and crowns
- winjsanediedudalasnseuiala sruulvadeulafindiunan vieszuuuszamdiunans
FanduinIesilownnduszinn NIl W Intra-aortic balloon pumps, Vascular prosthesis and
stents , Central vascular catheters , Spinal stents
- mngmnglFuamatanin videgngadusismuavdedanlng) Saluedosounndusznn Il i
Absorbable sutures
- mnjamneiieiliAsnsudsuutamaaiiusise @flveieslounmdlaluily) viess
wnefieuinnsen SadueSosiownnduszinn Il wu Rechargeable non-active drug delivery
systems
- wndudnuiiesildlusne Waaduasosdiounmsuszinn Il iy Directive 2003/12/EC
- mndufesearinniiiey fedeiitniion dedelnadion Windunsosdiownnduszan I

%13 Directive 2005/50/EC
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3. A9 9llounNINInIae (Active Medical Devices)
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