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13. NANFIUNITOUTU GCP / HRP ¥aevninlAsInsive

> fidunnay Fesuundngunsevsufiieadesivaiesssunsive lleghiviu 3 9 vusaus
uitldsuluiuses landuiusesenanmiauasiuiifiu

» Tasesnnsiduilimeaamnendiin (Clinical Trial) #37uABInuunangun1inausn Good
Clinical Practice (GCP) Usenaun1swansun

> Tasansiduusemdug 1wy msAnwdounds nsAnvmadiaumanslasluvuasunu £33
ADIUUUMANGIUNTSANBUSY GCP 38 Mang1uN1sANBUTYH Human Research Protection (HRP) aeinsla

U

14. wnastuvsraUselaviviuday (FM-RES02-023)

> veligiduuazdsauidunnau declare conflict of interest luianansdusswavsslomiviudeu
wiomduderiiy

> fHidvanniadouiedouadlimodunmdinguiienminedls

4 Y ATLUNNEATAASIFINEIUNE AN INENABWIIUNSIEY
u =2 EACULTY OF MEDICINE VAJIRA HOSPITAL NAVAMINDRADHIRAJ UNIVERSITY

J « o &
wnastndaalszlaminutaow ;

DECLARATION OF CONFLICT OF INTEREST

Conflict of interest is not in itself a reason for protocol or investigator cisapproval. The board will
consider its existence and magnitude and whether or not these may affect the scope of protection
the right and weelfare of human participants.

Protocol Title:

Do you, members of your family, or associated entity have or receive a
financial interest in or from the sponsoring company?

Do you hold any executive or scientific position in the sponsoring
company?
Do vou serve as a consultant in scientific, financial, legal issues or a

member of a “speaker’s bureau” concerning the products of the

gponsoring company?

Have you participated in or othenwise influenced any institute transaction
with the sponsoring company in any of followings: buying, celling, leasing,
licensing, supplying, or making contract?

Have you assigned any student, postdoctoral fellow or other trainee,
officer, support staff to a project spensored by the sponscring company?

Investigator signature

Date. / .

14
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15. wuussaumsutloiufinlasesnainisise (FM-RES02-024)

> [Juenarsilslunistuveusuasusisasidenlnsesnainiside (protocol amendment) 1ty
Viuwasuinqusvasd WasuTedinidy iuvledainusifadensaatias viawdsuuasadadildlunis
Siasent Wusu Teoldundeutumsssandeanisudly wanenansiasanisidoilelaviduiudle
Wil

> nsdiiveiuviedsugise Widewuindenuveiiu-wasudide cv wé’ngwmsausu
P3us35un153%e Lavienanstuswmaysylomiviudou (FM-RES02-023) V8T aviulwiiayseneunis
NN

> idesessen1siusesnnanensiums teusidunsmuilawiludiug

| i %* AMUNNEAMERTITINE NG AN TINENABUINUNT IS Y
; U‘*‘ FACULTY OF MEDICINE VAJIRA HOSPITAL NAVAMINDRADHIRAJ UNIVERSITY |

umrnm’mnﬁur‘r‘hﬁmumufﬂwn;m‘swﬂ (Amendment)

1
|

1) New Pmcpal Investigator
Name Degree [] MD. [J PhD. [ Other (specifyl .o
Institution E-mail:
Address: Telephone: Fax 5
Will the original Pl remain on the study as a co-investigator? [] Yes [ ne I
Does the new Pl have a conflict of interest? O ves O ne
2) Change in Co-investigator [ ves O ne
3) Change in other research personnel [ Yes O ne !

(Adding/ remaving & member of the investigative sta’)
4)  New Primary Contact

Name. Degree [] MD. [J PhD. [J Other (specifil..... |

[ Institution B T

; Address: Telephone: Fac 5 '
Conflict of Interest Update [ ves O no

f an existing conflict is being changed or a new conflict being added, please attach a
memo detailing the changs and clarify whather it has been routed through VIRB.
5) Change in study procedure (chack all that apply):
[0 Change in Drug {specify) :
[0 Change in Drug Dosage (specify) o= —
[ Change in Devica (specify)
[0 Time schedule for subjects’ monitoring — S
[0 Adding study procedure {Questionnaire, interview) ... |
[ Totzl amourt of tload or tissue coliection
[0 Clarification tarm e
O valrfmmatonvmt&aﬁcumebonaﬁtmwtohsmpct
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16. LUUSIWIIUANMUAIIWLNYRINT5I98 (FM-RES02-025)
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2) FEWUANUMIMNMNTINEY
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W FACULTY OF MEDICINE VAJIRA HOSPITAL NAVAMINDRADHIRAJ UNIVERSITY |

U IBOHaNNMIMIlasin15I398 (PROGRESS REPORT) i

sWalesanis. o nsvearuedef
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= ImsuflefudalnssmmSiotoli (Amendment) Of Oue |
ac. fmmcluieussavhidoli (dverse Event) O Our |
ea. Tmmsalifevseadadniausodoll (Serous Adverse Event) O2 Otf ‘
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17. wuuneuman sallineussasd (FM-RES02-026)

> uenasilddmivmsnumgnsailifeUszasn q Tun1s3ds 1wy eimstades vie
onanadpsinlinsyiudn (usu

€ AUNNEANARIITINEIUNE AW IINENAHWIIUNSIES
u FACULTY OF MEDICINE VAJIRA HOSPITAL NAVAMINDRADHIRAJ UNIVERSITY

WU IEN 1qum‘it‘ﬂ&iﬁaﬂ‘s‘:mﬂe (Adverse Event Report Form)

Eelovaraidy ... I -
| L USRS ISS——- o S ————
Subject Onset / Sign & symptom Diagros's Severity Relastion | Progression of | Modfication of | Modification of
1 v Date of evert to the adherse event protocol nformad
| study congent
I One Dves|One Oves
‘{ Ouc Oves|Ovne Oves
One DOves | One Oves
: Onc Oves[One Oves
One Oves |One Oves
! One Oves [One O ves
DHQ L'Im n‘le D\‘u
|
| BRWPRTL [Serery). = oo Docth) & paresrecer-ils®ie L% shoconng  forlew-ulstmrvss (HospRcizoron / prolonged hosploiastion)
« fesnwieywanto (Ferssent or sgnjficont daabity / incopactty) £ wrynfinrsiarids Congantol anomaly / birth defoct v Wpasn
muirdndien il  » kifirle: ot nictod) w erefeide: Possty miond) e wrsifnide! Probobls micted) & Ferfolivuey Defritoiy miced) & W (unmour)
srduduvgeom Progression of sdverse event): a wFlvads Resslved) . famaliigg (Crgomg |
son of A ar informed ) eerseniBony Seezeynmunre
| mwmwmmhmm.-‘mmmu.mmmW1m
sefolily " B i
ED fuw 86

18. wuuneumansallinsUszasAviinieuss (FM-RES02-027 waz FM-RES02-028)
> Duenansiilddmiunenumamsailifieusvasdiiniouss (Serious Adverse Event: SAE)
uwuslilu 2 nydl
1) minsnumansallificlsvasisiniioussluaniu (Onsite SAE)
- mgnsailiifasvasdrinoussitinlioanainsdediaviedusunsonneudia

ewnailns fIdudessuseRuznIINNT YUl nely 24 Falus vase g
wensal

- wanallifvssasdsinireuseiibivhferaairsidediaviadusunseaneudin

e1anailns FIdeesrussnnynsINng maly 7 Juufiy wdendidensu
wRn1sal

2) mnenumgnisallificlszasdviiniousiuenaniu (Offsite SAE) §3defnssseu atha

o - ar ' el o a ' W v [l
uaenn 6 ey dmivmanisallifssrasdduiionaiuaudssreenanatnsdasseeuse
ANENSIUNSY 1aei5) A YuUif
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18. wuuswuman sallineuszasdviinieuss (FM-RES02-027 uas FM-RES02-028)
(D)

i O AMSUNNEANARSITITHEIUTA UM INENABRIAUNIEIY
5 U FACULTY OF MEDICINE VAJIRA HOSPITAL NAVAMINDRADHIRAJ UNIVERSITY
! wuussemimamsalbifodszaedawaiiousslnannin
! Serious Adverse Event Report Form (On-site SAE)
(smwind3s /sponsor kil form venuTim)
Protocol Title:
Protocol Reference No: | insttuse Ref Na: | i
Principal Investigator:
Name of sponsor:
Name of medicnal product/s and/or
medical device
Study site patient envolled at:
Name of person reporting SAE: Contact details
Participant identification code:
Participant Age/DOB: (D/M/Y) Sex Om OF
Date reported to Trial Staff: Onset date of
SAE
Event (use separate form for each O initislrepot  J Follow upreport oo
event)
ED 15 fwiay 2560 FM-RES02-028 Rev.00 W31 114

‘ 3
j M FACULTY OF MEDICINE VAJIRA HOSPITAL NAVAMINDRADHIRAJ UNIVERSITY

ADLCUWTEATARS ISR AW INENAIUIAANSIB51Y

UUUTIB RS i s asdrRa I susManaa W

Serious Adverse Event Report Form (Off-site SAE)

(s@wwiin%s /sponsor Alaill form veuitm)

Protocol Title:
Protocol Reference No: | instruse Ref No: |
Principal Investigator:
Name of sponsor:
Name of medicinal product/s and/or
medical device
Study site patient envolied at
Name of person reporting SAE: Contact details
Participant Age/DOB: (DAWY) Sex Om 0O°F
Date reported to Trisl SafF Onset date of
SAE
Event (use separate form for each O initial report O Followupreport .
event)

ED 15 fiwen 2560

FM-RES02-028 Rev 00 w11 1/4
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19. wuurenIMasavuselivfiAanulaseiansidenldunisiusesan

AMTNTIUNTST (FM-RES02-029)
» Hdwiunsnunsidsavuvielivfinmlessinnside (protocol deviation/violation)
\wu MsquanmadinsilifinuautRvmnza Snueraadasiidiiunsidelinsemuiisalulasanig
nstiavnglinssauiszylulasints viedaenansandlinsamuriovun Wusy

v va o [V Iy =
> Wigidesneau melu 7 fwihms nawmniinsaany

| 7= _ = a o a - 1
| & \ ﬂm&ttﬂﬂﬂﬁ’lﬁﬂ?ﬂlﬂ's“mﬂqﬂ HATMENRBWINUNITISND ||
: u FACULTY OF MEDICINE VAJIRA HOSPITAL NAVAMINDRADHIRAJ UNIVERSITY
. LUUTIBMA ST B MEeIATIM TI9E (Deviation/Violation Record) ||
VRE Protccol Number: 2000 Cate:
Study Tie: }
{ = : | Contact No.:
Investigator Contact Ne. Institutior
[[] evieron #om prateesl [ viclesen ‘
Description of Deviation: Description of Violation: ‘
Site neme: Site name:
B name: Fi narre: ‘
Fatient No- Satient No- L
Date Viciaton ocowred: .o Cate Viciation ocoured: ..
Sescription: Cescription: = ‘
| Actions taken: QOutcome: :
i
|
J‘ Found by Saporad Tt
i Data e Date }
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20. WUUTIBUETUNAN5IY (FM-RES02-030)
» wdinseaieanysal Wigidedsenuasunanmsidolinusnssunist aaluszesiom

1 ifiay wiadnlasan1s3de Tnslduuusisauagunanisise (FM-RES02-030) wieuuuuundnge
(abstract) w3stiwussiuatiu (original article) (613)

[
|
i
|
|

| @ ANEUNNEANTASITING N HWTINENALWINUNSTIHY
|| M FACULTY OF MEDICINE VAJIRA HOSPITAL NAVAMINDRADHIRAS UNIVERSITY

uuuTENWETURaN IV (final report) uazllalasamsivg

5 2
; valasany (TH/EN):
1
i Protocol number: COA number: ‘
1 \
#ide: faia |
|
Twadn: Email:
|
= - |
‘ UnBaMLE: O T— e
! v e v e
Tuidusea Tuivuseny:
- - ' -
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5 weenwFnunadauatnale: :

. wnerivudfuciu viendmudiuatu D)
(rediihnindnen Un wietndne Uien Thunumdade {Abstract))
k. dnunienarsiviedarinedde (coa) dwnu 1 o ([Sibivasenefuzes)
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21, wuUTIEBUYAlATINTIENBUNMUA (FM-RES02-031)
» wminideusvasazginisidensideneurvus ididoudsnaenssunis ns lagedune
swazidunlulenans FM-RES02-031 iieusznaunsiiansan

P

( } AT UANSFAARSITINELNR U TINENAERINUNTIST T
| M FACULTY OF MEDICINE VAJIRA HOSPITAL NAVAMINDRADHIRAJ UNIVERSITY

WUUTIBNWMTERLATIM I HAD WU i

-

talasaneide: (TH/EN)
| T lR¥IEINY:
| Fidendn |
Fumia - dafm
i
} wedlne: = Email: 1
!
| - |
g Suitwunereiuses: |
; Suffuees ] : {
! i
i COA avit: uflererrumradiania: ‘
Sudlrraneide: Fuitgalasaneide: f
FnueEaingi dumesmineiiEaiy |
| i
ABane Tassnide: ;
| #yunanide:
J |
]‘ mqﬂaﬁﬁsaqﬁ
E lrssnwideneu

A
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| v
: { ]
; Tufre sl eIt j
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|
ED 15 fwey 2568 FM-RES02031 Rev.00 '-".I' 12
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