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msfdunuAfeusstlituwiilasinidesuses Suiinteyaluasdy dafvienansmenunans
AfiuuITeUsdU (Annual report) W%@Mﬁz\‘iaﬁuﬁuiﬂiﬂﬂ”ISEJEJﬂ‘-U”IﬂéJLﬁUIﬂNmS wazIeNaITeN
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a9 9UTEERE. NBIAIUANEN FNUNIUAMLNTIUNNTRIMNTUALY NTENTIETITUEY. ICH Good

PNAINTAUINGIRE, 2550.
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Clinical Practice Guideline ku3M19N15UHURNTIENAGLNTIA 2

WUNY3: lWsunsumawiansuile, 2552

I5AU
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o

nyanne: drdnanuamgnssinsatesssunIdeluay njumnunuag, 2562

U

umsmmgmﬁﬁaﬁﬁumﬁﬁaﬂiam‘wwmm
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ICH: Good Clinical Practice Guideline/ naaniuAxgn finNUANEATINAITOIMTUALEINTENTN
A151304aY NUNATIN 6 UWNUT: NBIMIUANET AITINIUANENTTUNITOIMITHALEINTENTN

a5150UE, 2543
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o
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TNsAlunsUINsEIU ARBUARNIINTISIEENA1TIRERUTIRY 398 ninensatuayunisiduniely
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anziineudsn vieasdvhiinndesuuismidunsidennlasmsieilsiumsfiasaniuses
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International Conference on Harmonization (ICH) Good Clinical Practice %38 ICH-GCP
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(2) wyms/ Wwthitn InsdiRnsetnmuneiu nan lunsideudsaduimilasmside
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(3) hdufinfeideudedanunedu an lunsileudiia uaznszuiunsideu W A
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(4) AnzaUNIIUNTSEENE1539Y NUMULATINTIdEUALIENaNsTgITedlATINI Tl
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o w v

(2.3) fenansanfmasusiu Lo

o

va o V1

« S1YTVDEIIYBATESINIVY NTOUNIUTSURAYDU

Y Y
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- lnasuanINsvdRAn S uTuazas T lunsise (6
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va
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(3.1) ey anudile wardfiRnuduneusadunsidensyylulasainiduetne
LAIATA

o @

(3.2) Vinasnulilasaimsidslinaiuly Wefiansandsuufitouasisiuide
(8) TwazBundifomumuAfumhefiviingiss (1CH-GCP 5.18.4) fdsil
(4.1) fimsaduayunsailulasimsideanglivuegravingay
(4.2) andl fenusaneaunazBesiuedensiniide
(5) MwazBeaiiremumuiafunansaeiililunside (CH-GCP 5.18.4) dsil
(5.1) fmslfuaznsmueuguandnfasidlilunside auissylfulassmsideilas
MINNTAUNTUTBINAULNTIUNIGY
(6) MwazBeniiFemumuAa U fiRnsAlilun1533s (Laboratory) fissil
(6.1) ¥o U FUAN5714lun15398 finsnsranneesfodn1sieisissylilu
TasanAfefldunsinsunusemInAuenTINnTY
(7) TwazBeadifomumuiifunslfeniuBusey (CH-GCP 5.18.4) il
(7.1) quaTiatenansnisivimnudugenvesiinsiunsivy

(1.2) Tuunensal e1adunavuIunsTenNBULoNVDlATINITAIY
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(8) MeaziBeaiifomumuisiugidnimmside fifd
(8.1) Is3umsivinddsdvduazanuduegifegnamnzan
(8.2) luvensdlonadunuaioraatasiitnsilulasenside
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(9) TwazBeaiFomumuAnITUTIBIImgailifieUsyasd (CH-GCP 5.18.4)
(9.1) ssaaouTsnuvansallifisszad (G11) Wisuisuiumenuiadi
AMENTTUNITHIITUY
(10) MsaguransmTadesuasdolausuus

WadAuannN15AIITYN ANEUNTTUNITEEUNETIID AoeauNanIsnIIdlouuLas

2

Torausnuzunfiforiuit wiouialnlomaliifodnamielideyaifinniu (Closing meeting)

y
5.4) NSTIENUNANIITNTINTLY
1) ﬂmwauﬂiimmswamﬁ’ﬁm Favhanvneudwan1sBendsa delvifide
2) ﬂmzauﬂssmmaaumﬂm Lmwamiwaumiaﬂwﬂiz‘qmmzﬂﬁumiﬂ NI
3) dunnvineusansBeudse Wuliniddhauesesssu S 1 atu
5.5) AMSAUBNETINEIU

% o o =3 = ° | =%
bATURUINY LAUIANUIY / LBAAITINYIUNITLYYUATID Wludunivesdulasenig

6. Ailew
AMAYNTTUNTIBENETID
Uszneume Uszs1u s09Usze1u nssunsiiidu Layperson @a1yn1s

NSLEENESIFUNIY

va o = a

nMsUfuRnuvesnureynssNnsud1599 ieUseiiugide vieaotuidy dnsivingd
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7. 1@NE1581999

PNANTAUING 1R, 2550.
wwInRsesTsuNM N luaululsemelng w.e.2550 susuasesssunsimidelupuUsemndlng ngamme:

PNAINTIUNINGIAY, 2551

a9 DUTEERE. NBIAIUANEYN FNUNIUAMLNTIUNNTRIMNTUALY NTENTIETITUEY. ICH Good
Clinical Practice Guideline kuM19N15UHURNTIENAGUNTA 2

ICH: Good Clinical Practice Guideline/ N@4AUANYT d1UNNIUANENTIUAITBIMITUAZEINTENT I

#151980Ud, 2543
WHO. Standard and Operational Guidance for Ethics Review of Health-Related Research with
Human Participants, 2011 http://whalibdoc.who.int/publications/2011/9789241502948

WUNY3: WWsunsumawiansuile, 2552
415150 RUNASIN 6 WUNYT: NBIAIUANET dITNIUAMENTINNITOMITHAZEINTENTI

ene.pdf (Accessed 30 November 2014).

5101 AUnAUNA. wIneasesssuMITeluaululsemelng w.a. 2550, ngamne:

o

nyanne: drdinanuamgnssinsItesssundeluay njumnunuag, 2562

U

ARIENTINNITITLTTIUNTIEIUAUNFANNNMIUAT. TTATUNITUIRTFINATEETTUNTIRENTANNUNIUAS.

Mwlve (UFuusdlng).
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8. Uszdamsaiiiunisunnsgiuy

SOP Version 1.0
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v oAy = vy o a @ a o
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Response to Subject Compliant, Whistle Blower Protection
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a9y S Ve
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Response to Subject Compliant, Whistle Blower Protection
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RSU-ERB.014e MATERIAL TRANSFER AGREEMENT

AW

i\

-
Z

This is an agreement made in order to protect certain MATERIAL of Rangsit University
(PROVIDER) which Rangsit University intends to supply 0 ....oiiiiiiiiiiiiimiriiiiceiiinieeaans
(RECIPIENT) in response to the RECIPIENT'S request as identified below,

RECIPIENT SCIENTISTS:

Address: [unit/department] Faculty of .......coieiiiiiiiiiiiiciin s
THE MATERIAL 1dentified @5 .....ccovivrenieanimmmsierenresscasnsessearssaeeresrensameasenrn

Both parties agree as follows:

1. The MATERIAL is the sole property of the PROVIDER and is made available as a service
to the research community, The RECIPIENT shall have no right in the MATERIAL other than as provided
in this agreement. Ownership of modifications and direct/indirect derivatives of MATERIAL, and income
arising from commercializing the direct/indirect denivatives of MATERIAL shall be negotiated in good
faith by the parties hereto depending upon (a) their relative contribution to the creation of said

modifications and derivatives, and (b) applicable laws and regulations relating to the inventorship.

2. The MATERIAL will be used for research purposes only and will not be used for
commercial purposes or non military scientific or sublicensed to any third party unless another license is
obtained from the PROVIDER

3. The MATERIAL and/or PROVIDER’S confidential information conceming the
MATERIAL will not be used in research that is subject to consulting or licensing obligation to another
organization or transferred, further distributed, released or disclosed to others without written permission
from the PROVIDER. This agreement and the resulting transfer of the MATERIAL constitute a non-
exclusive license to use the MATERIAL solely for research as described in the attached research
proposal (Title of Protocol) prepared by the RECIPIENT.

4. The RECIPIENT
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% RSU-ERB.015¢ Adverse Event Report
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2. Principal Investigator...
L ST I veerurterysesenstarg sopesesssepmommmesoyengsomeondes oo baretrteitdeFronssshbebomeseiwrapes st o spe s ravsa (L R OO TSR DD DSBS ORNP U
5. Research Participant —trial ID- number/code . .o o

(917 (3 [ WVGRIDRII———— ) | T [ § T RO ——

7. Detall of Adverse Event

Date of
Event Summary Corrections Outcome of the adverse event

event

8. Adverse events related to the research:
(3 Not related O possible 7 Probable [ Related
9. Management after adverse events:
(3 Withdraw the participant from the study.
(3 Continue research
D According to the approved protocol
(3 Need amendment (Attach Protocol Amendiment Farm)

(Principal Investigator)

|
Adverse Event Report version DD/MM/YYYY (Please fill our the created dare)
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