3

9 o

/AndunIsNINTFIY
(Standard Operating Procedures; SOPs)
YD
ﬂmznisun'lsa'%ﬂss:mé’m%"uﬁmszmiﬂsamsmﬁ%’aﬁﬁﬂuwvé
UWIINYIAYATUAIUNT LI

auufl 2 w.e. 2561

Fuld 18 aman 2561



3

9-:.

WAndunITATIY

(Standard Operating Procedures ; SOPs)

VA

AMYNTIUNITIILTTINAMSUNAIUILATININI IV lusiyed

URIINYIRYATUATUNT ISR

auufl 2 w.e. 2561

a ¥

wuly : 18 aanAw 2561

L

Juh

AUUN 2 version 2.0
wnuiavun 1 version 1.0

HIAYT : AENITUNNSITESTINAMSURSAlATINSITevinluywd
WNINYRYATUATUNT IS

Suit 19 fugneu 2561

(509AN@N313E AT ALY FuRTaung)
D3NTUAUNINIFUATUATUN I Tal

uil 18 manAy 2561




3I9N13ITANTUNITUINTFIY

unil doum sWa win

No. SOPs Code

1 N3LATELITALTUNITUINTFIY SWUEC 01 1-12
Preparation of Standard Operating Procedures (SOPs)

2 1AT9E5191AZDIAUTE NOUAMENTINNITITEETINAMTURITUT 1ATINIT) SWUEC 02 13- 30
inlunywd
Structure and Component Institutional of Human Research
Ethics Committee (EC)

3 LONAIINITINYIAINAY SWUEC 03 31-35
Confidentiality Agreement

4 msfiduladdy SWUEC 04 36 - 40
Conflict of Interest

5 NNIBUTUAULATIUATT UATUAAINT SWUEC 05 41 - 45
Training EC Member and Personnel

6 nsideniiuinundase SWUEC 06 46 - 51
Selection of Independent Consultant

7 MsUIMsTansTassnTisefidadnan SWUEC 07 52 - 58
Management of Research Protocol Submission

8 WUINNTNUNMIULASINITITB LA SR UUUTEIEY SWUEC 08 59 - 71
Review and Use of Assessment Form

9 NIRRT TATINTIY SWUEC 09 72-79
Exemption Review of Research Protocol

10 msfiasalasensidensausn SWUEC 10 80 - 93
Initial Review of Research Protocol

11 NMSNTUNNATINTITUUUULT AU SWUEC 11 94 - 103
Expedited Review of Research Protocol

12 msisanlassnsidefidsnduidnnmendsnisuulsaudly SWUEC 12 104 - 111
Review of Resubmitted Research Protocol

13 msfnsanduudlufiuinlasinisise SWUEC 13 112 - 119
Review of Research Protocol Amendment

14 MMSRATUITIBUANUATINENLATINTIY SWUEC 14 120 - 128
Continuing Review of Research Protocol

15 N3HATNTIBNUNNSEAlATINITIdERoUYLA SWUEC 15 129 - 134

Review of Study Termination




unil Foun el wi

No. SOPs Code

16 MSNTAUNTIBNUATUNANITITY SWUEC 16 135 - 139
Review of Final Report

17 nsUsEYansalfiley SWUEC 17 140 - 144
Extra Meeting

18 msdanisdedesseuiiietestulasaniside SWUEC 18 145 - 149
Response to Research Participant is Requests

19 MsfasNTENumgNsalliisUsean SWUEC 19 150 - 160
Review of Adverse Event Report

20 nsfnredeans SWUEC 20 | 161 - 165
Communication Record

21 mim’mLﬁﬂﬂLﬁ@ﬁﬂﬁ’U@LLﬁﬂ’]ﬁ%’sJ SWUEC 21 166 - 173
Site Monitoring Visit

22 nsliuffnutenivun SWUEC 22 174 - 179
Non-Compliance/Protocol Violation/Deviation

23 MsuImssanisienanslassmsidefisidainiunis SWUEC 23 180 - 184
Maintenance of Active Study Files

24 MIAULAENTAULBNENSIATINITINY SWUEC 24 185 - 190
Archives and Retrieval of Documents

25 M3msaliTan1ssneaudu SWUEC 25 191 - 196
Maintenance of Confidentiality

26 nsiwsENganvinay SWUEC 26 197 - 202
Preparation of Guidelines

27 ATMTIVADUAMENTINNITITHTITU SWUEC 27 203 - 209
Auditing the EC

28 MIATHUUHUNTUTEYURALTIBUNTUTEYY SWUEC 28 210 - 219
Meeting Agenda and Minute Preparation

29 Msfiasanlases1ansise fiun1sinnsananmienunieuen SWUEC 29 220 - 227
Review of Submitted Research Protocol Approved by Other Institute

30 MsnATanlaTinTITeldnseaudugindnuw SWUEC 30 228 - 243
Review of Research Protocol for Graduate students

31 msfasanlassmseiertuaiesdiownmsd SWUEC 31 244 - 258

Review of New Medical Device Studies




ARIENTINNITIILTTINAMTUNATAUIATINTITeMvInTunywe | unit SWUEC 01

UAINYIFBATUATUNTI LS Gald 18 a.n. 2561

= Version 2.0
N9AsENITANTUNTUINTFIY
Preparation of Standard Operating Procedures (SOPs)
luasunisdavindsaiiunisannsgiu
atiui 1 atiuil 2
w3gulag ANIEAUNTTUNTINTIANTUNTUINTTIU ANIENTTUNNTITESTIUAMTURITN
TasamFAdeiivinluuysd um
S 21 NSNYIAY 2556 6 @A 2560
nunaulag ANENIINNTATETTTUA WS UNATON ANENTINNTATETTTUAMSUNATON
TasamsAseivilusywd uem TasamsAdeivilusywd um
Fuitnumu 15 uns1Ax 2557 19 fiugney 2561
aydialag HA U LRENTY nuranssu JALAT.ANVIY FURTRIUNG
QINGIN 85N5UR 85MsUR
Fuiloysia 20 1n31AY 2557 18 panAu 2561




ARIZNTIUNITATESTTUAMIUNITUTATINT IV Tuuywd

UNANYIDYATUATUNTI LI

unil SWUEC 01
Suld 18 a.a. 2561

= Version 2.0
NMSIATENITANLUNTUINTFIU
Preparation of Standard Operating Procedures (SOPs)
GUETL]
i 1599 o)
1| mguszasd 6
2 | vauLn 6
3 | MNUSURAYEU 6
4 L.Lmugﬁsgumu 7
5 | anmsuUs 8
5.1 ﬂmwiac?i’jmmsmgmimmas’wﬁ%&ﬁ’mﬁumsmmgm 8
52 $18MTIoAniunIsuInggu 8
53 M3asalasesne (Format) 8
5.4 n1slsiia (Coding system) 9
55 M9asaasaniiunisinggiu 10
56  MINUMUAEALIUNTNINTEIY (Review) 10
5.7 NseulAIsALTuN1TNINTZIU (Approval) 11
58  N1sHaNdeiaakiiun1suinsgiu (Distribution) 11
59 mM3Usulsualedsaniunisuinsgiu (Revision) 11
510  mseudiisailiunisunsgiuatuusuuguily 11
511 nswanedsaniunisuinsgivatuuuugsily 11
512 manuduaduisanlunisuinsgiu 12
6 My 12
7 | aanwIn 12
8 | 1eNa591984 12




ARIENTINNITIILTITNAMTUNATAUATINTITeMvInTunywe | unit SWUEC 01
3ald 18 n.a. 2561

UNANYIDYATUATUNTI LI

Version 2.0

N15LATEUITATUNITUINTFIY

Preparation of Standard Operating Procedures (SOPs)

1. Ingusena
" eusuimndunisesen vuvu eud® wazusulgauiledsaniunisuinsgiu (Standard of
Operating Procedures, SOPs) lunndunau Feaiiunisuinsgiuiesuiedunaunisinauliun

W eIy n1ainerdans wazidmiinddnauanenssunis nsufuRnuves

e

Auzn3sun1s douduluaudsandunisuinsgiuiidivue andunisuiasgruduenans

AIUANTIANNTOMEUNS LA

2. YBULUA
" Lwanumsesensaliunisunsguiiusseneliluni ldiuisantunsunsgiunmuaves
AMENIITUNITY ToATUNITUINTFINT ATEUARNITNISWEU NTNUNIU NISKINTY kaENT

USuugaunlananinasidmiuanenssunis, {338 uazgnineites

3. ANNSURAYDU

ad o a

" ANIIUNISTY $I935AHUNTNIRIEIN AU URANLEINIINITETIITALTdUNNTUIRN U

(SOPs) fifmun Wailnsasne nuvu audls wasUsuusanly 3eadunsunsgrumnadu
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4. uHuniivunay
Tunau n1saiunis HSuRavau
1 AMENTTUNTTISLTITU AENIIUNITIILTITN
2 FI8NTIOAIUNITUINTFIY AMYNITUNITIILTITU
3 N15a319lAT9579 ARYNTIUNTITLTITU
4 nslsia ARIENITUNITITLTIIU
5 NSR3ENTIANTUNITINSFIU ARMENTTUNITIILTITU
6 N1SNUNIATALTUNITUINTFIY AMYNITUNITIILTITU
7 NeuITAIBATIUNITUINTIY 98N15UR lnenuANLLiLYEUIIN
l ARENITUNITIILTITU
8 N134INTIEITANTUNITUINTFIY AUIUNTALNTTUNTIIUTTTUY/
l NITUMIUALHYILLAVIUNTT
9 nsUSuUTIuAle ARMENTTUNITIILTITU
10 nseudRaduUuuunly 98N15UAlABEIUANUTIUYOUIN
l ARIYNITUNTIILEITU
11 nsuandteatuuuugawily AYUYNITAULNTIUNTIIYEITU/
l NITUMIUALHYILAYIUNNT
12 nsiusuatUIBalunsuInIgIu AUIYNIT LS mITN

Y

F11INIUANLNTTUNITATETITUY
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5. nannsU{UR
5.1 AMNTIUNITIILTITU
" AU UsEsuanenssinig 5oaUTEsIUANENTINNSY AMYNITIUNIT LaVILUNTT
ANENTIINTY NTTUNSUAETIBIAUILNT FRa8tavyns Wmifiddneme
= LdsidlageBnisud
5.2 51811530ALTUNITUINTFIU
= Ltsuvuagiadeunsine vesisRuiunisimsgiu (Wuuenansdi MF 01)
" afaenseunangg vesitiuiumainnsgiu seysavesun wagubuldnu
5.3 N1363191A39919v9ATALTIUNIUINTF U (Protocol Structure of Standard Operating
Procedure)
Tasesnwadidadunsunsgiu uiseenidu 3 dw laun
" lyuagunmsvitisanliunisuinggiu

O dyanwal (logo) UasdIINIUAMZNTTUNIT

v

O auun

Y A 4 L%

O ¥ fielfon fnuvnu uazdeysRisAdunsnesgu W%’auﬁgﬁuﬁauﬁﬁ
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o fmunthdesneg vesitsuiunisnasgu ehdendnuasihdedes
O @i
" fdonantuisanlunisuinsgiuldazun Ussnaume 8 du laun
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5.4 n15lswa (Coding system)

5.4.1 N3lWsHaIsALluNIUI955IU (SOP coding)

nsldFdnusn1vdangu 5 ¢ fie SWUEC 98011970 Srinakharinwirot University
Ethic Committee

Tadaw 2 fdnsunuiewauun Wy uni 1 19s%a SWUEC 01

5.4.2 mMslswawuunesu (Form coding)

Tgidnwin1wsange 2 61 Ae MF (Medicine SWU Form)

T96a 2 MENSUNLIELEY LEVLUULBNETT WU WUULENE1SA 1 1959 MF 01

5.4.3 ANSIASHALATINITIVY

Tddan 3 fdnsunueaulasIN1sIve tngEuAUNLIewaYy 001
1A59N15398909Y W.A. 2560 Weudy /60 Tindwmneaulasinisidy

1ASINTIULINVBIU N.A. 2560 AB 001/60

'
a1 [ Y v

1AsIN15ITendanduLdrunlng (Resubmitted) 19@29nws R (ASIN 1, ASIA 2,.....

Tdsausnafanys R) #oaNTRalATIN1sIve

FRANAIONET A) ADINITHALATINITIVY

$1891UANNANINLITB9NN1TIN8 (Continuing review Y84 Progress report) Td@a8nws
C (p¥sit 1, pdait 2. lddlavsoandisnus O densalasanside
$189UATUNAaN1TITY (Review of Final Report) Td#dnwus FR Aiaainsiialasanisidy

[y

1ATINTIBNRMTUMUUENLIU (Exemption) T9Aa9nys X Aeainsialasinisivy
1ATINITINEANMTUIUULTIAIU (Expedited) T9R18nws E Aoainsialasenisivy
lasan1s3denfiansuwuuanysal (Full Board Review) 14618nws F daainsiia

1ASIN15I9Y

5.4.6 M3lisvaseaunsUses (Minute Coding)

liidnwsn1wsangy 2 61 Ao MM (Medicine SWU Minute)
Tafta 4 sadmsunuieauseau lnasusuiivuieay 01
F180UNMIUsTYLUeY WA, 2560 Wewdu /60 Lindamunaausieu

i’lammiﬂizﬂgmﬁ’uLLiﬂmaﬁJ N.A. 2560 Am MM 01/60
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5.4.5 Mslsiaannune (Letter Coding)
" Igisnwsnmusinge 3 d waviusussiavaanuieidu 5 Ussian laun
O MLC Juannungudawan1siaNsaIT09nMEnIINe
0 MLQ {uanngaeunamieveteyaifiuduangideniedlmuide
O MLR WuanmneudafiouainAnznIsunig
O MLP uanmunemausuainaugnssunis
O MLS Lﬂuf\]wmaguq YNAULNITUNIT
» (e 4 6 AMSUMINEIRYINTNNY W aamneud wanisiansanatul 1 e
MLC 0001
" amueve9l we. 2560 Wewdu /60 Tidmuisiavanving 1wy anueLdwans
N15a20UkINURIY W.A. 2560 Ao MLC 0001/60
5.5 n13a31935anlun1suInTg
» (inwndinsedu uagnziinge
" sy atiu (Version) vesisdilumsinsgiu TaeiEuain atu 1.0 maudludnies
onaUSumneavatundiay 0.1 wu adudt 1.1 1Judy
" yssereiidendnvedisaiunisnsgiu laun dngussasd veuln Suiinveu
Lquqﬁ%’umau wann1sUHUR Ay MANWIN UAZLENANTON4DS
" sddumenunn Wndywuglve n v e Wy wuan o wuenansit MF 01 Wudu
" yhasdy MSenI1519909 a8 maﬁ%eﬁ’wLﬁumimmgmﬁy’aﬁﬁwé’ﬂ uagindeyoy
" yunagureInIsinieailiunsunnggu
" p919a0UANNYNABIYRlATITI N1w faasna waghiensal
5.6 NMINUNIUTIANTUNITUINGGIU (SOPs Review)
B 0SUMIUIZNIZYINNEAMENIIUNTY
" andrgduuveditiidunisuinsgiu delinuenssuns uiazauldmuniuley
LAUDLUY
" JamsUsryuanznssuns 91938dunsasg il WenundelausuuzuazuAly

WAHUNTUINTZIU
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5.7 N130YIAaALTIUATTNINGFIU (SOPs Approval)
" a99aeUANYNABIYRdlATITIe N1w faana uazliensel
" a91UNN/NITUNITRATHYILAVIUNTT nTeunilsFeullauevesuliAisaniluns
ipsgulasnsimua TuiElE8duiunsannsgiu wramwmnilagUsesunssins
" EaueesNITUALAENIUAILTINYRUIINAMENTIUNITITETITUAMTUNIITN
TAsam s ivinlunywd uningrdeaiuaiunsilsa ioveoydAldasduiunis
UINTFIU
5.8 NIUANTWENUIITANTUNITUINTFIU (SOPs Distribution)
= LandeduuniBddunsunsguildsueudd Wenenssumss noau wieukaiudin
wang unssuluayauandietenans
" wgunsduisadunisuinsgiliyaainsngluiminends lnganunsannitilvan
lovwnuledvesumninede
5.9 M3UFuUTauAlYasaALiun1sansg1U (SOPs Revision)
" yumudietfudsudleitduiunanesguesaiausegnstion 3 U/nass
" n35un757 DRlAUeTUTHYAMENTINNS WeaduvlnivesiBdndunisuinsgu

WoUSUUNlUIsA USRS Rt U oE Y

Y

aa o

" JiAnenssuns wiwgeuiunsuileuiuuadsantiunisuinsgiu Usesiunssunis
azussianssunIsluAnznTsung Se3sdudunsuiasgulasanuifureues
AMENTIUNITY F1UIUBE1NURY 5 AU UTenaunis Usesiu 589UsesIu LauIyns
n33uASY fahetaynis Wledidunisudly UFuuss Bdudunsmsgiusioly

5.10 n1saydiAlsAnliun1sansguatuusulsauily

= Budunsesguwiaratuiisedulml viedinsudlausuusasdosiummuniu
InemnznIsuns uazldsunseuliflagesn1sud TneruruiuYeUIINAMENIINNG
FesrmdmivinsanlasimAfeiviluuyed iminederiueiunsilsa

5.11 msuandngsaniiunsanasgvatuliudswily

" fuflunsuigiiunisuandtgdiunisaiunisunsgiulude 5.8
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5.12 msiuduatudsaniunisuinsgiu

" Ausuaduisandunsuesgiunatulilugiiuenatsilanayu Tuieswesd1ineuy

ABUENIIUNTT

" Juiindgaiunsuiasgiunnaduluneuiiines

6. ANNYNY :

AEZNTINNTII9ITANTUNITUINTFIY

U3851UNTIUNIF

AUSNITNUNTIY

A1N9U

7. A1AKNUIN :

nssun1sluANENITLNITY F9lASunaUNNIB9IN
U5251Un35UN157 WiotmSounumudiandunis
1INTFIU
USYEIUANENTIUNITISUSTSUAINSTUN TN
TasamAdedivinluayud um
ANIZNITUNIF38555UdMS RIS lATINIS T Tivh
Tusiue uen

dnanuasesssum e lunyed

WUULBNENSH MF 01 $18n153a USRI

8. LPNE15D19D4

8.1 ICH Harmonised Guideline Integrated Addendum to ICH E6 (R1) : guideline for Good Clinical

Practice E6 (R2), 2015.

8.2 National Policy and guideline for Human Research 2015. National Research Council of

Thailand.

8.3 WHO. Standard and Operational Guidance for Ethics Review of Health-related Research

with Human Participants, 2011

8.4 511 AUNAUNA warAy (USSUISNS) susuasesssunisvinddeluaululsswmealne (2551).

wuIN19935550N199 T TuAuluYssmalne w.a.2550. nganne : IsausiuiegIasnsal

UWNINYIAY
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i (504 Wil
1| dmquszasn 15
2 | wauLun 15
3 | MINFURAYDY 16
4 LLNUQQ%HG]EM 17
5 | wanmsufun 18
5.1 NANAIYTITH 18
5.2 29AUsTNEU MsUAIRs WAz IS UURMUYDIANENTTUNNT 19
5.3 AANURYDIAMENTIUNIT 19
5.4 MaussaLazIENIURTROY 20
55 ATADDN WATNITHUIINAILAUS 20
5.6 SUAIRINTINNTGT dunuiiaiy 21
5.7 ASUAIRAINTIUNS WoNALIY 21
5.8 nsusseTiUInwBasy 22
5.9 U5¥51UNTIUNNT 22
510  593UTE5IUATIUNIT 23
5.11 WPIYNITATIUNIT 24
512 {AE@vIUNg 25
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TA5983191a29AUTENAUAMIZNSTUNITISES T

dmsuiiansaulaseinisideninluayed
Structure and Components of Institutional

Human Research Ethic Committee (EC)

[

1. Inguszena

AuEnITINTITosTINdmIuiasanlasimsdeiiluuyed uningdoaduaiunsilsa
Human Research Ethics Committee of Srinakharinwirot University #38138n8871 “AdgNISUAITI” %30
“SWUEC” siwihiidunaznssumssmusisssalumsiiasanlasimsideinssiinisdnuide vionnaos
Tuayud IefiansanlvanuiiureuidsaslsssaulasmAdeiiduiums lnsypansumingdoriuaiunsila
fanfideulundngrsvesminedoriuaiunsilon Ieillassnsiofiomn viodumisdnle Taduiuns
Tuwminedoriuaiunsilon Mndameeis) Tauvialasinsidefinseyinisdnenide uieoneaedluuyud
Tuanuiiduililddndunsluaniuiisendn Adnssomelianenssuns Seldsunsuisiannesmsud um

Tyt Alunsa L dun1sNaNTlASINISIEAINED

2. YBULYN
" auznssunig deunantdifilunisfiansanlaseniside (CH GCP 3.1.4) AUz aLVD4
#3%0 LonansdnTuaseluisunenanaling viedidniulasen1site uasenansnislinruduseulngldsutoya
Tnefinsiansandadu feil
(1) Susedtpgluififouly (Approved)
(2) Suseslundnnnsg maiﬁﬁmmﬁlﬁuLﬁmam%a%ammmqmﬁu (Approved After Minor
Revision)
(3) dalususosauninagiimsunlumudeiausiuy (Pending approval due to major revision)
@) iaﬁumqmmmmaﬁggt,m (Disapproved)
" AznIsun1sY derunantafilunisnuniusieauauiantiaenisidelugianan
Fumnzanfuanudesieotaaling seigeslivesniindnssel (ICH GCP 3.1.4) uonanianznssuns

fiualunsdanansyuiunisiianudusedlaglisudeya vienseuIunisdus) vedlasaniside
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" aggnssunis dguraniinlunisseiulasinisidedinsa (Suspension) nian1syf
Tasan1sidenoun1uua (Termination) Tunsalilassn1sideiideynideoavinliiianudssdeoianadag
9819578u59 sen1siUfURauTeMruAnTadolausuUsYOIRMENTIUNITY BE9BLTed N1sRnduTsiU
1A59N1539893AT17 NI0YALATINITITEADUMINUA F8ADININTUIIUNITUTEYNVBIAMENTTUNITY N

3 (R4 s = IS v =2 a v A
asrUsvyulidpsninAmils wavinstuiinnanmsiansandeaulusenunisusey

B AQIENIIUNITT UBIUNINRUINIUNITINNANTBTLIUNITATUNISIT8UN9EIN (Restriction)

'
a va o

Tunsalngidelaiu iinundnn13asesssn v3edemnunveInnenIsunis nsdiarsessiunisaniiunis
lAsan153deuedInazauan Wenshiujiinudana1n nsunisudlumuiiaaenssuniss laRansandndu
" AgNIIUNISY Intinfiiduguanisidenarasiadeuiivemiuguaaniy viean ui

A o

adunside auszylilulasemsidy alesumsinsaneudfnnAnenssunig

3. ANUSURAYAU
B 9 INYIFYATUASUNTILIA WaUNUNETRANENTIUNITY To1UIANUINIUNISANNGTIANT
(v [~ I‘N'QI LY d' % 1 a o ¥
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NIMUNILITTUNTIUTAEITee (ICH GCP 6.2.7)

TngUseasA (ICH GCP 6.3 )

5ULUUN$I98 (Study Design) (ICH GCP 6.4)

WUARIBENS (ICH GCP 6.9.2)

svezIaT WarsuIuASTTR (CH GCP 6.4.5)
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511NN (Study Procedure) (ICH GCP 6.4)

nauAIUAN Vi3enguilldenviaen (Placebo) (i) (ICH GCP 6. 4.2)
N15IAKAN15I98 (Outcome Measurement) (ICH GCP 6.4.1)
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8.1

8.2
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ICH Harmonised Guideline Integrated Addendum to ICH E6 (R1): Guideline for Good
Clinical Practice E6 (R2), 2015.

World Medical Association Declaration of Helsinki Ethical Principles for Medical
Research Involving Human Subjects 2013
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National Policy and Guideline for Human Research 2015. National Research Council of
Thailand.

WHO. Standard and Operational Guidance for Ethics Review of Health-related Research
with Human Participants, 2011

International Ethical Guidelines for Biomedical Research Involving Human Subjects,
2002

The Belmont Report Ethical Principles and Guidelines for the Protection of Human

Subjects of Research
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6. ANtENY

=} IS5 4

s v . . . . = A4 A s o =
1o dlaunndNnldfnen (Investigational Medical Device) Ao LASpIdDULNNINUINAN YN
AalneUsEluANUUaanfauazUsEANSa N
\A309Naunnd (Medical Device) Ao nandmgiatuavninilinalasldduisemiaeil w3e
9n Metabolized n1elus1aniy asesdlewnndsiuiayansiaitdadyinsestigyseAuuseanstalndi
Wegua LATBINTEAUNITAUYRNILA laudanan vynganseanuazdiniutaieidigitadulse
WAZENTIE LU YANTIINIIAIATIA
l3eslliantgn wu1UianlgAnwn (nvestigational Physical Therapy Device) A LATD 4 ®
manmdriamiandnwmeediiniieUssdiumuiasndewasUsydnsam
ww3asdlan1enmunla (Physical Therapy Device) fie nansausisnugunmilinalaglufiufazen
mMuAll vi5e gn Metabolized n1elusiang
a4 a4 Ao Yo ¢

wnsasiiaduntanldiuayud
O agunsaluuuv iy (Prosthesis) fio gUnsaiilinawnuuay vIkANYwe
O aUnsallETUAINLYIUIIVBI319N1Y (Orthosis) Ao aunsalfigeiadu wys Usu

ANURAUNAYBITNNIE wa/M3eTauanaInIsinunfainnisiedeulnd wu Wude

U Y A 1 [ L

WU fnBang i sy

o aunsalvaalunisiadoudn (Gait Aid Device) Ao gunsalveliauisandouiils

menuemseligiiedesdian wu lamdusnud v 3-4 91 soiu Judu
o aunsalvdagluniseannidenie (Fitness or Exercise Device/Equipment) A
gunsalftisEsuinvekay/Msoduaiuauninsantsunnudnd wu g4 Eliptical
gans1g Dumbell 1Jusiu
e . a a ad A s A o o & A A A o w =
ALEBS (Risk) Ao Tenaniasasilownmd wwieslontenmurinvseinsediedu windunsenie

1 v

aallaungsieriinsiunsidevieeaadng
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- P2 a ¢ a P o W = a P | Aa a ] . .
wIaslaunnd asesioneninundaviownsesiiedu Tunguiniiadruidestios Non-Significant
Risk Device (NSR) fi tAsasiiawnmg wwsesiloniunmindavseinsesiledu Negluseninmisinm
nilaudeatios (9Tenisiasedlownnglunianuan)
" psesliaunnduaziasasiianienwununlunguniiaanuidesun Significant Risk Device (SR) Aa
wsesllaunmduazinsosiienenmirtafeglusenininisfney Nldnvurdenilalaladasialyil
o lflaeiladrlusnnmesazinnudssisussioguaimaiiudasndensonaninulueging
Y9401NAIATHU3lATINTIRY
[ a & Ay vo [y 1 [y aa s = k4 ! [
o JwasesdianlddmiutieussAuusenostinauwiiinudssiousadoguaimaulaensie
& | I Tala % Y Y o a v
wiesieAuLlusgNnveseaadasiidnsiulasainisivy
o WuwniesflenfimudAyeaddumsidadelsasnwilsansussiimlsavseldtesiunisin
AUUNNTDIVBIFUNINVBIAULATIAMUEFL IS 18I0 gUNMNAINUADAT YT DR BAMAIN
Pinvesoranadnsgidniulasaniside
o Wwnsesdleniianudssieussioguamainulasndevsodonmunmdinveseraradns

v

HiU19lAsINTIY (@TemsiaTesilounmdly anANwIN 1 Lagn1ANLIN 2)
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7. AMANUIN :
) | = A Ao a v
AAKNUIN 1 f0819AI 9L NI ANULELIDE
AANUIN 2 nsAnwATeleNiaNE g

A1ARUIN 1 iredransasilefifinnudstion (Non-significant Risk Device, NSR) : Juadosiiownnd
insesilonenmihdauaziadesiloduy fegluszninanisiinu Afmnudeates fegrisly
senseeluil

B Bio-stimulation lasers for treatment of pain

B (Caries removal solution

®  Daily wear contact lenses and associated cleaners and solutions

®  Dental filling materials, cushions or pads made from traditional materials and designs

®  Denture repair kits and re-aligners

B Gynecologic laparoscope and accessories at power levels established prior to May 28, 1976
(excluding use in female sterilization)

B Externally worn monitor for insulin reactions

®  Jaundice monitor for infants

" Magnetic resonance imaging (MRI) devices within specified physical parameters

®  Menstrual pads

" Menstrual tampons of “old” materials (used prior to May 28, 1976)

®  Non-implantable male reproductive aids

B Obstetric/Gynecologic diagnostic ultrasound (within specified parameters)

®  Transcutaneous electric nerve stimulation (TENS) devices for treatment of pain

®  Wound dressings, excluding absorbable hemostatic devices and dressings

" Hyperthermia systems and applicators
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Physical Therapy Equipment
®  Electrical stimulator
O Sinusoidal current therapy unit
Faradic current therapy unit
Diadynamic current therapy unit
Transcutaneous nerve electrical stimulation, TENS unit
Interference therapy unit

High Voltage Galvanic therapy unit

O O O O O O

Interrupted direct current, IDC therapy unit
O Russian current unit

®  Biofeedback unit

" Whirlpool and Hubbard Tank

B Paraffin wax bath unit

®  Hydrocollator unit

" Moist air heat therapy unit

®  Fluido therapy unit

" Compressor unit for vascular condition

®  Low power laser unit

®  Magnetic stimulator

B Tilt table
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Fitness or Exercise Equipment/Device

B Treadmill
®  Eliptical

" Mutiplex

" Dumbell

" Barbell

®  Sand bag

AMAKUIN 2 NMIANBIATIHBNNAIUEY G (Significant Risk Device, SR) : Wuiasesiiaunndfagly

1 = Ao Y Q’lj
FEWINNIANT wuaﬂwmzmmdﬂu

(1)

(2)

(3)

(4)

seansldlaeiadnlusnanie wasiiaudessoussioguain Anulasndy 13

'
raa £ 4

sonulusgifvetoranasindidnsannside

Y
Jueiesdlonazlddmsudislszdulszansdinuyuduaziininudssdionss

sogunm Aulaendy vise dernulusgifveseraalinsfidnsinnside

A A

¢
Y
< A a o w 1 a aa [ [ = ¥
Wuladesdloniiarudfgyegnedslunisidadelsa Snwilse n1sussnilsn nield

3 =

U23fun1siinAIuUN NI 0989aun MLy ed waglinnnudes1gussioqguain
Anulaensiy wisrernulusgfvesonanadnsgidisauniside

I N | = v ' 9 A [ 1Al
JuinTesileniininuidesisussdequnin anulaende vienennuluegia

Y9301ANaNATHI1TINNTIVY

o 1 = A Ao E 14 1
MDYNILATDINDNUAINULEYIUIN 1ﬂLLﬂ

®  Cardiology - diagnostic, treatment, transluminal coronary angioplasty, intra-aortic balloon

with control system

B Gastroenterology and Urology — biliary and urologic

®  General Hospital — long-term percutaneous, implanted, subcutaneous and intravascular

®  Neurology — cerebrovascular, occlusion balloon

254




ARIENTINNITIILTIINAMTUNATUNIATINTITeTvInluaywd | unit SWUEC 31

UAINYIFBATUATUNTI LS Guld 18 a.n. 2561

Version 2.0

A15RR5UIASINISIYNYINULATDIL BLINNE
waz/u3e LAsesleduMunldiuuyed
Review of New Medical Device Studies and others device

for human use

B Collagen Implant Material for use in Ear, Nose and Throat, Orthopedic and Plastic surgery
B Lasers for use in Obstetric/Gynecologic, Cardiology, Gastro-enterology, Urology, Pulmonary,
Ophthalmology and Neurology
B Tissue adhesives for use in Neurology, Gastro-enterology, Ophthalmology, General and
Plastic Surgery, and Cardiology
Anesthesiology

Respiratory ventilators
Electro-anesthesia apparatus
Gas machines for anesthesia or analgesia

High frequency jet ventilators greater than 150 BPM

Cardiovascular

Arterial embolization device

Artificial heart, permanent implant and short term use

Cardiac bypass systems: oxygenator, cardiopulmonary blood pump, ventricular assist devices
Cardiac pacemaker/pulse generator: implantable, external transcutaneous, antitachycardia,
esophageal

Cardiovascular/intravascular filters

Coronary artery retroperfusion system

DC-defibrillators

Implantable cardioverters

Laser coronary angioplasty device

Pacemaker programmer

Percutaneous conduction tissue ablation electrode

Replacement heart valve
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®  Vascular and arterial graft prostheses

DENTAL

®  Endosseous implant

Ear, Nose and Throat
" Cochlear implant

®  Total ossicular prosthesis replacement

Gastroenterology and Urology
®  Anastomosis devices
® Endoscope and/or accessories
®  Extracorporeal hyperthermia system
®  Extrocorporeal photopherasis system
B Extracorporeal shock-wave lithotriptor
B Kidney perfusion system
" Mechanical/hydraulic impotence and incontinence devices
® Implantable penile prosthesis

B Peritoneal shunt

General and Plastic Surgery
®  Absorbable hemostatic agents
®  Artificial skin
®  Injectable silicone
®  Implantable prostheses: chin, nose, cheek, ear

B Sutures
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General Hospital

Infusion pumps: implantable and closed-loop, depending on infused drug

Implantable vascular access devices

Neurology

Hydrocephalus shunts
Implanted intracerebral/subcortical stimulator
Implanted intracranial pressure monitor

Implanted spinal cord and nerve stimulators and electrodes

Obstetrics and Gynecology

Cervical dilator
Chorionic villus sampling catheter, phase Il (pregnancy continued to term)

Contraceptive devices: tubal occlusion, cervical cap, diaphragm, intrauterine device (IUD) and

introducer, and sponge

Ophthalmics

Extended wear contact lens
Intraocular lens (investigations subject to 21 CFR 813)
Eye valve implant

Retinal reattachment systems: sulfur hexafluoride, silicone oil, tacks, perfluoropropane

Orthopedics

Implantable prostheses: ligament, tendon, hip, knee, finger
Bone growth stimulators
Calcium tri-phosphate/hydroxyapatite ceramics

Xenografts
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Radiology

" Hyperthermia systems and applicators

Physical Therapy Equipment
®  Shortwave diathermy machine
®  Microwave diathermy machine
®  Ultrasonic therapy machine
®  Electrical stimulator
O Galvanic current therapy unit
" Ultraviolet lamp
®  Cryo controller pressure therapy unit

B Flectric traction machine
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