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[
INVESTIGATOR

Definition of Investigator 'ﬂ‘ gt

A person responsible for the conduct of the clinical trial at a trial site

]
U A

HASUHAYaUANTIUNITIRY L uiaLiliun1sIdY
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[
INVESTIGATOR

Definition of Investigator 'ﬂ‘ gt

If the trial is conducted by a clinical trial team at the trial site
1) Principal investigator (PI), leader of the team
qAveuan Wuiniiniiy wazdsuRavauy
2) Subinvestigator, designated and supervised by the Pl e.g.,
associates, residents, research fellows

(%4

{38599 InTunT1suauviiieuniiaudAy agatelanisninuaua
VBIIVYNAN
® To do critical trial-related procedures and/or

®* To make important trial-related decisions
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o
SPONSOR

HETUAUUNITINY

Definition of Sponsor

)

~

An individual, company, institution, or organization which takes

responsibility for the initiation, management, and/or financing of a

clinical trial.

UAAa UTEN aa1Uu 89Ans NSuilavaulunstisy wazusuisinnis
1AS9N15398 wag Y98 inuatuayulasin1sidy
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INVESTIGATOR
PRl

SPONSOR
HETUAYUNITIY

Sponsor-Investigator

i

.

An individual who both initiates and conducts, alone or with others, a

clinical trial (UAAANTITN UTNI5IANTT LaTANTUNITIFLAILAULDLNEY

() % N 1 % Qldi

AMNINTDIIUNUKDU)

® Investigational product is administered to, dispensed to, or used by a subject

is under his/her direction (U3#159AN15 ¥13931¢ Y138 LAATLULUINS IORNANN U
NAADIIVYLLNDNFFUATAWAULD D)
. . 1 -1 = | a o
® Not include a corporation or an agency (lisauaeAnsusauIEnN)

1 Y
%4

® Has both those of a sponsor and those of an investigator (1%U171119UD9

sponsor &g investigator)

® May be called “Investigator-initiated study”

17.10.2019 7



Multicenter Clinical Studies:
Management Level of Sponsor & Investigators

Coordinating
Investigator (Sponsor)

Managing clinical study at
the project level

(Sponsor may select
Coordinating Investigator)

Study Site A
Principal
Investigator

Other site
staff
NOTE

Sponsor may outsource the project management activities to CONTRACT RESEARCH
ORGANIZATION (CRO)

Study Site B
Principal
Investigator

Other site
staff

Leading and managing the
clinical study at site level

Sub-

. o

Investigators

Sub-

investigators

Conducting the clinical
study at site level

17.10.2019 8



Conduct of Clinical Research (Multi-center)

Managing Clinical Research Manage & Conduct Clinical Study
Project at Study Sites

1)  Clinical project planning 919N
1A39N13

2)  Clinical project set-up L@38uN1S
ALIUNISLASINAS

3) Clinical project execution &
monitoring AMLUUNT WasNINUALA
N1539¢

17.10.2019

1)

2)

3)

Pre-trial site assessment U5ty

anululdld azaundou
Study site set-up LA3PUNT
anfiunsi site

Study execution at a study site

ANUUNTTIVYN site



Conduct of Clinical Research (Multi-center)

Managing Clinical Research Manage & Conduct Clinical Study
Project at Study Sites

3) Clinical project execution & 3) Study execution at a study site
monitoring Us#11339AN151ATIN1I5I8 ANTUNTITe faauiidve
"Lagﬁqﬁl”ﬂl"’amum"@mmw ®  Study initiation meeting

®  Study conduct ®* Conducting & collecting

®  Study monitoring study data and reporting

®* Data collection, data data to sponsor
management and data ®  Periodic study monitoring
analysis 4)  Study close-out YaN13ALUUNT

4)  Clinical project close-out Un Y
1A59N15798

17.10.2019 10



Roles & Responsibilities
UNUMVTNT Las AN SURAYEU



UNUIMRUINULBZAUSUNAYBU Investigator

1)

2)
3)

4)

5)

6)

AMENUR wazdannas (Qualifications and
agreements)

N1UaUKN89U (Delegation)
N15ANSNEINSINEIND (Adequate
resources)

n13guaaaadiAININIsuwng (Medical
care of subjects)
nshnsadaasiunmznIsNNISIESITUNIS
29¥4 (Communication with IRB/IEC) n135
F189IUAIUAINTT LAZHANISIVY
(Progression and final study report)
n15UURARNINLATI319N15798 (Compliance

with study protocol)

17.10.2019

7)

8)

9)

10)

11)

12)

v o

W38
Y

N159ANIS A15M LazA1ISUUNNATT INARA I
#1338 (Handling, use and record of
investigational products)
N5UJUARINNISHULENNGUNAADILAY
wWsuieu wazn1suntdnaann
(Randomization and unblinding process)
N1599A2NNTUDUILNITIUNTTIAYVDY
218183A5 (Conduct of informed consent
of subjects)

N13918991UAMUYaBANY (Safety reporting)
n1siiv Judin wazsieaudayanisise
(Records and reports)
N1353AN13NTAUYANITANTUNITIAY
(Termination or suspension of clinical

study)

INVESTIGATOR



UNUINRLINLAZAIUSURAYDU Sponsor

1)

2)

3)

4)

5)

6)

nsdnlifiszuudanisamuninaaananndunay
Y9INTLUIUNI3INY (Quality management
system)

N1SAUANAMUNIN KaN1TIUUTEAUAMAINNNS
3398 (Quality control /monitoring and
quality assurance /audit)
n1sdan1sn1sideauu (Handling of non-
compliance)

AR uazN1TNB UL Wiantiiiaay
Jubkinvau (Qualification, delegation and
responsibilities)

N1359AN151AIN15398 (Managing clinical

study project)

N13L8aNK38 (Investigator selection)

17.10.2019

7)

8)
9)

10)

11)

12)

13)

SPONSOR

ANYALY (Compensation to subjects and
investigators)

n159uU (Financing)
nsudemirgnuigiitiiugua (Notification

and submission to regulatory authorities)

AstadaududulasIn1sIelAsun1sNaITUNN
NUNIUBYIIRA (Confirmation of IRB/IEC
review and approval)
Yoyawdniaeifiide n1suan usy uazle
2a1n (Investigation products)
sTUUNITEY wasni1suntaaann
(Randomization and blinding)
n135189uYayanduUaenny (Safety

information and adverse event reporting)
13
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SPONSOR

UNUIMNKRUINULEZAIUSURNAYDYU Sponsor . .
ﬁdﬁﬂﬂﬁgﬂﬂ’]ﬁ')ﬁ]&l

14) nsiwdeduiinvaya (Record and access to

record)

15) A159ANNSNTAIEANISALLIUNNSIRY
(Termination or suspension of clinical

study)
16) $1891UNaN1353398 (Final study report)

17) A159ANTSATIRLUUUNKENIUUN (Managing

multicenter clinical study)

18) AMRUQUA WaLIURAYBUNITHIINIUVBY

contract research organization (CRO)

17.10.2019 | 4



Role and Responsibilities of

Investigator

UNUMNENNLETAUTURAYUVRY “HIY”
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UNUIMRUINULBZAUSUNAYBU Investigator

1)

2)
3)

4)

5)

6)

AMENUR wazdannas (Qualifications and
agreements)

N1UaUKN89U (Delegation)
N15ANSNEINSINEIND (Adequate
resources)

n13guaaaadiAININIsuwng (Medical
care of subjects)
nshnsadaasiunmznIsNNISIESITUNIS
29¥4 (Communication with IRB/IEC) n135
F189IUAIUAINTT LAZHANISIVY
(Progression and final study report)
n15UURARNINLATI319N15798 (Compliance

with study protocol)

17.10.2019

7)

8)

9)

10)

11)

12)

v o

W38
Y

N159ANIS A15M LazA1ISUUNNATT INARA I
#1338 (Handling, use and record of
investigational products)
N5UJUARINNISHULENNGUNAADILAY
wWsuieu wazn1suntdnaann
(Randomization and unblinding process)
N1599A2NNTUDUILNITIUNTTIAYVDY
218183A5 (Conduct of informed consent
of subjects)

N13918991UAMUYaBANY (Safety reporting)
n1siiv Judin wazsieaudayanisise
(Records and reports)
N1353AN13NTAUYANITANTUNITIAY
(Termination or suspension of clinical

study)

INVESTIGATOR



INVESTIGATOR

o
UNUINARUINLAZANUSUNAYDU Investigator w e

W38
Y

(%4

1)  auauds wazvannas (Qualifications and * LBURLIYIIUNE %Lﬂuaqaﬁﬂwajﬁnws
agreements)

*  HUIUINMNULSTINIY

e

2) n15uBUNN1891U (Delegation)
- 5 y 4 o A 1) TAA21u5uazUnla YunaulasIsIenis
* §A2Y3 wazinwsmangaunazAiiunig S
o 398
1AS9N1598 | -
- y ve . o 2) AA2U5 LAZNNESNILNINUIN T
* fauzuaziinla unaulasesnan1sidy 3

1'%

e emw Launu1elaag1Ianfae AsUNIUY
(protocol) way NARNUNIRY C

>4

. . . . P o o ) Y o
(investigational products e NNUALA N1T19IUVBIVINNTIUNU LAY

intervention) N ANYUABUNITNSIVFDUBULUAINN

3

3

gNABY ATUAIUYDINITANTUNIT UWAZUDS
Jauanlanann1sIAY

L1
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¥ o v A : INVESTIGATOR
UNUINKRUINLLASAITNUIUNAYBU Investigator vy
1)  auauds wazvannas (Qualifications and J Lanaqsﬁqﬁgy;
agreements)

, 1) Up-to-date Curriculum Vitae (CV)
2) n15uBUNN1891U (Delegation)

%39 Training Records

2) Assignment %39 Delegation and

Signature Log

17.10.2019 18



o
INVESTIGATOR

UNUINALINLAZAUSURAYDU Investigator i

1)  auauds wazvannas (Qualifications and e FusaunUTanNaduatyaNHIDNWS

agreements) o ya o a Y ¥ o
1) @a1UU wazKIdegueanling was

2) n15uBUNN1891U (Delegation) o o = da .
MR UVBYALAZUUNNNLNLIUD S
N157998 (e sponsor ANAIVIALINTN

ANAUVDIVDYA)

2) AIUNSIEAIN GCP uagny)
fatsduiineadas

3) Bugaulvilin1snsIasaUAMA N

(monitoring) wazsuUseuAMNIN
N1533¢ (audit)

17.10.2019 19



o
INVESTIGATOR

UNUINALINLAZAUSURAYDU Investigator i

o 74

* NINYINTNAIALY

1) 9181831AT NAAMANTANINVENINAINA

g INNYUA ITUIUASUAUUINUNNY LAz
3)  A1SANINEINIINEIND (Adequate ﬂ’]ElI‘IJL’J’s’I']‘ﬁﬁ']%Uﬂ

resources) 2) 1181 LINEINaNATAEUNITILLET

Auauina

3) 391U IUIULNEINE TAUT
Tunaulaseinaniside fianuduas
vinwziazUfUanting

4) a0 uil gunsal weesile Ny
WWEeWa waginlvinnsaniiunisie
{iBenss gndas uazUaande

17.10.2019 20



o
INVESTIGATOR

UNUINALINLAZAUSURAYDU Investigator i

. nmiéfaamsmi@LLavmn'memé 130N15
anaulanienisine

= 6

1) Junndniiauauiniungay a1vagly
37U¢ principal investigator %39

o ‘ , sub-investigator
4) N13ALABIAITNATNIINITUNNY (Medical

care of subjects) 2) AUTOLAUTNITNIINITUNNILINEIND
Tunsalifinmnnisaloulaiszaen
HAZWANEUEAN19IE nsdianlu
1'% Y 1 a o 1 1
3) KAINITLITIUNITIAY WAUNNE
U523107918183inT daanaliasLiu
AY
* HIUANELUR NTADIEEUATNDUAY

17.10.2019 21



o
INVESTIGATOR

UNUINALINLAZAUSURAYDU Investigator i

NsANABAISIUUAYANEAIDNYS AALAULAY
Sneendns (documentation)

1) fauiEuNITe (Study set-up)
¢ Fulasan1sise aiarsaunaysia
2) $2%I9ALHUN5398 (Study conduct)
¢ Huenaslasinsiwasuulas ienansan
AR

5)  N15AARBERENSAUAMENITUNITITYSTIINNIS . e tanentsUssiiuseloy
sreudeyaniinananisuseiliuyselyvi

3982 (Communication with IRB/IEC) 113 Ao L
LaEANULEYIaUNTIY (protocol deviations,

FTYITUAITIUNTIINUT LLASHANTIIYEY SAE, SUSAR, periodic safety report)

(Progression and final study report) Y y
31891UAIINNTIINRUN

[ J

3) Hugan15338 (Study close-out)
* udsnnsiugn
*  FemearuasUnanisAnenIve

17.10.2019 22



o
INVESTIGATOR

UNUINALINLAZAUSURAYDU Investigator i

* AUUNITIWANNIATITIINT52A8T IRB/IEC
AU
* NanIENUNISIULSLUU protocol deviation

1) dns AaruUaanngvoIaddlns

2) ANUWIBINTS QNeas uazanalavastaya

* ilawin protocol deviation
1) Usziliu wazuily (corrective action %58 CA)
2) @A (root causes) wazuAly tivatiasiy
n1510A (preventive action %38 PA)
3) Uu#n (Protocol Deviation Log)

4) 5194974 IRB/IEC wag sponsor

6) NIUHUARNINLATIII9N1538 (Compliance 3

* Y2YA WATNANIENUABNITIATIZVIVBYA

L1

with study protocol)
ﬂfasagj‘l,usﬁmmwamiﬁﬁ’a

17.10.2019 23



o
INVESTIGATOR

UNUINALINLAZAUSURAYDU Investigator i

* A1SIALAU: AFUANNISWA (access 7). n153ANIS ANSIY wazn1suunnnsgRann e

control) ﬂgU@uqmwQﬁﬂqiLﬁU 1138 (Handling, use and record of

investigational products)
(temperature control)

* nsld: Tfmnuiszylu protocol was
A5298UNT5 1Y (compliance)

*  JUNNNITSU N15318 LLAZNISAUNANAN LN
798 (drug accountability record)

® Intervention fidelity
o A15M: NISHNBUSULAZNAFDU

o NSASIAFaUNISIY (compliance)

17.10.2019 24



INVESTIGATOR

UNUINALINLAZAUSURAYDU Investigator i

°* NS LENNENUNARBY wasleuLiiey
WWauaNLaes bias
* AUNN5§N (randomization) wenngu 8) NsURUARINNISHULENNEUNAADILAY

NAaB MuBURauNIzyly protocol wWisuwigy uaznisunaaan
(Randomization and unblinding process)

v 1

* Juiinuanisgu

* UHURnNTUABUNS blinding

* AU blinding code Tuiuasnne uaz
Y < 1'% = a
wWhnslansalanidu

® U39 IRB/IEC Wag sponsor NSaIaniAu
InUudaaia blinding code

* U blinding MyTUABUNTZY
R 25



o
INVESTIGATOR

UNUINARUINLAZANUSUNAYDU Investigator w e

W38
Y

* |nformed consent WUNSZUIUNTT LAY
< Y] s v
Wuangandadanys

* AsalenLIL (exemption or waive) A5
lasunisiansanaydinain IRB/IEC

* 33AUENdY informed consent:

1) Information 9)  NI5VBAMUIULIUYITINNISIVY VDY

2) Comprehension 91818UAT (Conduct of informed consent

) of subjects)
3) Voluntariness

* YaN11uAYad Informed Consent
Document (subject information sheet,

informed Consent Form)

17.10.2019 26



INVESTIGATOR

UNUINALINLAZAUSURAYDU Investigator i

* 1ALV KazB informed consent
AMNDIEEUAT NIAILNUNUDIUIINN
nfaY (LAR)
Yo a alg) v
* {SUBinYay waztenasnly
* mMslvidaya wazUsziuanunla
o anuiudaszlunisangula 9)  A15VIAIUTUYDULITIUNITIVNYVDY

. ﬂ’]iL‘%u%a u,azaaf"iuﬁl,l,amﬂ's'm@uaau 918d18uAS (Conduct of informed consent

* msasuuNnlutandsAUaUU wazns of subjects)
IANULINETS

* NSUAIUANNEUYBYN (withdrawal)

¢ nsdliidoyalminiinasonsindula
(consent renewal process)

17.10.2019 27



o
INVESTIGATOR

W38
Y

UNUINARUINLAZANUSUNAYDU Investigator w e

Recent US Common Rule:

® Electronic informed consent

® Board consent for data depository
and biospecimens

® Present key Information essential to

.. L N15UDAND 1152UN157 8D
that decision first in the document 9) FUVBANUTUTANLVT T3N3

91d143a35 (Conduct of informed consent

and consent discussion ,
of subjects)

17.10.2019 28



o
INVESTIGATOR

W38
Y

UNUINARUINLAZANUSUNAYDU Investigator w e

o daunilevainisingede wazananudes
9UM31Y (Risk monitoring and risk
minimization)

* m3UTLUAUNUARANYVDIDNENENAT

* 15UUYIN N195189U UWUUNBSH Uaz
52az1815189UEY sponsor wag
IRB/IEC
® Serious adverse event (SAE) . ,

10) n13s189UANNUannY (Safety reporting)
® Non-serious adverse event '
® Unanticipated adverse event

* N1SAUAINEN wazAnn1XeIN1s (follow-

up)

17.10.2019 29



o
INVESTIGATOR

UNUIMAUINUAZAINTUNAYBU Investigator im -

¢ msmenudeya safety Tulasensided
1@a1n sponsor
® SUSAR (Suspected unexpected

adverse reaction)
® Periodic safety report (DSUR)

® Updated investigator brochure

10) A193199UANUYaBAANY (Safety reporting)

17.10.2019 30



o
INVESTIGATOR

UNUINALINLAZAUSURAYDU Investigator i

STUUNISINU UUAN Bazs189IuaIu15a8u8y  ICH GCP Integrated Addendum, 2016

° @mmw%’aaga (Data quality): ®* Requirements of electronic data

o ALCOA record

* ANNENYTAI QNADY WBND LAZATIVEDY
1'% v o .
lavastoya (Data integrity):

o Validation of computerization

system

o reliability, consistency, traceability, o Essential SOP for implementation

verifiability .
o o = and maintenance
¢ miﬂn{]aasnmmmau azANNL YU

d7uA2 (confidentiality and privacy)

* AsSaLAuULENEIs essential documents 11) n1sAU Yudin LALINIUVIYANTTIRY

Y v = (Records and reports)
LLAZNTIINIDULUING LWDNIINIVIVEDU

o vUayaugundl (Source data) wasn1sUunnlu

v Y]
LNHIIAURVU (source documents)

17.10.2019 31



INVESTIGATOR

UNUINALINLAZAUSURAYDU Investigator i

* 115W39 IRB/IEC sponsor 81gnasiasi
Masaglunisivy

* N15QUARNANHNATNAINTER

* msiivnazdAszideys wasn1391891u
Ha

12) A15AANTSNTALANITANLUNNSTIAY
(Termination or suspension of clinical

study)
17.10.2019 32



Role and Responsibilities of
Sponsor

7

UNUMNLNNLaTAUTURAYaUVRY “HI5N wasusaRatuayun1sIve”

17.10.2019
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UNUINRLINLAZAIUSURAYDU Sponsor

1)

2)

3)

4)

5)

6)

nsdnlifiszuudanisamuninaaananndunay
Y9INTLUIUNI3INY (Quality management
system)

N1SAUANAMUNIN KaN1TIUUTEAUAMAINNNS
3398 (Quality control /monitoring and
quality assurance /audit)
n1sdan1sn1sideauu (Handling of non-
compliance)

AR uazN1TNB UL Wiantiiiaay
Jubkinvau (Qualification, delegation and
responsibilities)

N1359AN151AIN15398 (Managing clinical

study project)

N13L8aNK38 (Investigator selection)

17.10.2019

7)

8)
9)

10)

11)

12)

13)

SPONSOR

ANYALY (Compensation to subjects and
investigators)

n159uU (Financing)
nsudemirgnuigiitiiugua (Notification

and submission to regulatory authorities)

AstadaududulasIn1sIelAsun1sNaITUNN
NUNIUBYIIRA (Confirmation of IRB/IEC
review and approval)
Yoyawdniaeifiide n1suan usy uazle
2a1n (Investigation products)
sTUUNITEY wasni1suntaaann
(Randomization and blinding)
n135189uYayanduUaenny (Safety

information and adverse event reporting)
34
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SPONSOR

UNUINRLINLAZAIUSURAYDU Sponsor . .
ﬁdﬁﬂUﬁ‘léUﬂ'ﬁ’)ﬁ]El

”

v o v o z * 29AUTZNIUVBITZUUNITIANITAAIN
1) 115 HsZUUINNITAMNINARDANNIUADY )

YDINILUIUNTTIVY (Quality management quallty management system (QMS)

system) 1) Processes (SOP & training)
¢ @mmw 2) Resources, Roles, and Responsibilities
1) N1528AUUATY protocol, GCP, 3) Partnering
ngraneuazdetiduiieadas 4) Risk Management
2) araadasiasunisAuasasunlasdns 5)N jssueliianagemeant
wazANUABANY . 6) Knowledge Management
3) %’ayamnmi%’&lﬁ@mmwLLazL%aﬁa 7) Documentation Supporting Achievement

19211 of Quality

* NUFIUVDINITIANTITAUNIN

o Continuous quality improvement

17.10.2019 35



o
SPONSOR

UNUINRLINLAZAIUSURAYDU Sponsor . .
ﬁdﬁﬂUﬁ‘léUﬂ'ﬁ’)ﬁ]ﬂ

)

>

1y mﬁﬂiﬁﬁszuuﬁﬂmmmmwmaamnn‘f?umu ICH GCP Integrated Addendum 2016

YBIN5TUIUNN5IY (Quality management . .
® Quality by design

system)

® Use risk-based approach
1) Critical process and data identification
2) Risk identification
3) Risk evaluation
4) Risk control
5) Risk communication
6) Risk review

7) Risk reporting

17.10.2019 36



SPONSOR

UNUINRLINLAZAIUSURAYDU Sponsor . .
ﬁdﬁﬂUﬁ‘léUﬂ'ﬁ’)ﬁ]El

-

* N1SAUANAMAINIUIIY (Quality

control): Monitoring

O Assign qualified monitor

2) NAITAAUAUAATN LazAI5SUUSLNAUAANINAIS . e .
T \ o Develop risk-base approach monitoring

938 (Quality control /monitoring and Slanttarsetedland iicsered)

quality assurance /audit)
1) On-site monitoring

o
AN 2) Off-site /Remote monitoring

1) n1533uaLliunY protocol, GCP, nuneY

v o o dd u 3) Centralized monitoring
LASUBUIAUNLNY IV

2) aanadaslasunisAuasasuntesdng uas O Provide reports of on-site, remote and

AUUaRANY centralized monitoring

v lﬂl

3) %ayjamﬂmimﬂuﬂmmwLLazlfliaﬂa‘lﬂ O Al finding issues should be documented

9

and resolved

17.10.2019



SPONSOR

UNUIMNKRUINULEZAIUSURNAYDYU Sponsor . .
ﬁdﬁﬂUﬁ‘léUﬂ'ﬁ’)ﬁ]El

.

® Centralized monitoring: involve data
management and statisticians

1) Identify missing data, inconsistent data,

2)  N1IAWANAMUAIN LaLNITFUUTENUAMAINANS data outliers, unexpected lack of
3398 (Quality control /monitoring and variability and protocol deviations
quality assurance /audit) 2) examine data trends e.g. range,

consistency and variability of data within
and across sites
3) evaluate for systematic or significant

errors in data collection and reporting at

a site or across sites, or potential data

manipulation

4) analyze site characteristics and

performance metrics

17.10.2019



SPONSOR
HETUFYUNITIY

UNUINRLINLAZAIUSURAYDU Sponsor

”

* N1353UUsENUAININNNSIRY (Quality

assurance): Audit
o Assign qualified auditor, independent of

2)  NITAIVANAUAIN LazN13TUUTLAUAMAINAIST SLITEEL SLU1eR /878

3% (Quality control /monitoring and O Develop audit procedures and audit plan

quality assurance /audit) (routine and for-cause audit)

o Document and report audit findings

°  AMAN (confidential)
1) n1533uaLliunY protocol, GCP, nuneY o Finding should be resolved (CAPA,

(7] v d' t:l' 174
AR L e corrective action and preventive action)

o/ v v 1'% a A
2) 21adlAslasuNIIANATEIUNTRENT uas o Eeminueys el fmerevEmamt Wi

AUUABANY 310 inspection (inspectors)

v lﬂl

3 doyannmsiuiinunmuazietold * Investigator #andiu wazanadsiATEuLaN
1% monitoring wag audit Wuaneanwal

17.10.2019 Ny



SPONSOR
HETUFYUNITIY

UNUINRLINLAZAIUSURAYDU Sponsor

&

* A15:089WUN protocol, GCP ngvise
wagnfUaUaAUNNgIVaY
O AITUULUT UAZNINUALA corrective

action and preventive action (root

cause analysis) /CAPA
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