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Outline

A214%UN8UBY Informed consent
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(Participant Information Sheet: PIS)
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(Waive of Informed Consent)
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\/ What Is Informed Consent?
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“A process by which a subject voluntarily confirms his or her willingness to participate in a particular
trial, after having been informed of all aspects of the trial that are relevant to the subject’s decision

to participate.” — GCP (ICH-E6R2, 1.28)

n3zUUNNsIUARalnsEudulne BasEdnBuANazinsIUNISANYINARDY
wasandin1s ivayanaanulaseinisivelunnudyungduiiusiunisandulalu
N15101594 - GCP (ICH E6R2, 1.28)
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What is informed consent?
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o X

L3/l

PNFITNINNYNUEY U0
LASDINAUDINUATULEYS
VIIUNIY

u\-/ )



= N’
~“The Belmont Report (1978)
\

9 b.. naesnludnaasauduuyed
WY (Respect for human dignity)

nstanswlunisiianuBugauidniaunisive laguannaiivays
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for Person 22 (Informed consent and freedom of decision making)

Principle of Respect

(wanﬂmmmswiuwaﬂa) nflsl,ﬂ'ﬁw’[uﬁnﬁﬂ‘%suaanfcjuLﬂsﬂzma LAZBOULD

(Respect for vulnerable persons)
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(Respect for privacy and confidentiality)
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Right to have information
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ATUEIAYVDY informed consent

%+ Good Clinical Practice (ICH E6R2, 4.8.10)
++ Declaration of Helsinki 2013 (Art. 25-32)

++ Code of Federal Regulations (45 CFR 46.116)
+ International ethical guidelines (e.g., CIOMS 2016, Appendix 2)
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Essential Elements Required
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Setting

Language

Disclosure of

Complexity

Understanding

Information

Valid Consent

Decision making

capacity \

Expression of choice

Free ch0|ce
Voluntar
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Coercion
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Valid Informed Consent

Valid Consex\

. Voluntariness
Information Free Decision
Sufficient Information

Comprehension
Optimal Understanding

Source: Belmont Report (1979), Koonrungsesomboon N, et al. Trans Res. 2016; 177:6-18.
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Process: Who?
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*  Coercion: UUUIAUNINIASINID Y
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Process: Who?
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(Ao luwnng ?)

* Has no relationship with the potential subject (Wwnd
Judlidayaniavaninudugauainauldvasnuias ?)

® |s it important for person administering ICF to be

approved by the IRB?
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When
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Where
wswluasdudiuaa (privacy) wazn153n¥1AUau (confidentiality)

How |
AIUALLDYAITNT LUNITAUNILALLUIAINNATINUN AN VDI9UT

¥ N Nt v\



Respect for Person Beneficence o no harm)
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Recruitment method
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* N15LABNNANYILVING
® Fairness of population
¢ Privacy
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Ethical questions about Recruitment
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® Coercion? d4n150UUIAUNSD L

* Undue influences? fin1slundngslainlimanzausals

® Pressures? dn15naaulaeusaly
* Exploitation? An15ta11US8UINNANUBIUN UKD L

* Conflict of interest? Anayusslavunudautngi1vasnsl
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* Jarauanlianunsauasliuuniotunisutau (W3s "laimanzau”)
* egdlanbimanzananaduldyningg :
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(2) 2anszaulviananadasinunuseunUndayaiiazyin linanuiviaaaaudaaInNnIsan
52ululA59n15998 7 (Office of human research protection. IRB guidebook)
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Comprehensive
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* n1sUUUIAU (Coercion)
* A2UNAAUNTIFIAN (Social Pressure)

* meladerulyynsan1sniuad (Hierarchical Structure)

* n13nsAuAlimunzay (Undue Influence)
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® Cognitive or Communicative Vulnerability
augunsatun1sdedula: in flaasuiunnses

® Institutional Vulnerability
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® Deferential Vulnerability
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®* Medical Vulnerability
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Cognitive or Communicative
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Social vulnerability
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Cognitive vulnerability
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- Capacity-related cognitive vulnerability
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Vulnerability Institutional Vulnerability

(LU312UNNNIIZANAIUAL ALLA)

(National Bioethics

Advisory Commission
[NBAC], 2001)

ﬁﬁ“‘mmsaiﬁmmﬁuaau‘lé’
| LLG)
lidassilesanagnnglinisunases
v v dd g
VAIAINNUINYID1AUAI9N
ANULTAUVDINY LYY UNINY NS
N9 YARA LUENTUAIATIZN

Y N )




- ~

Institutional Vulnerability i
(WITUNUNTIZQNAIUAN AUE)

- 415N 15n15UnUav

EEE .

[
=)
i [ [ |

* nsvaauusaudatuINdululnuEAsT

ey i g’ Y * 131m35n15UnUB9INNNSYNUALAUNINUL LS
{isunsalvinnugueaule

L6
1&|aﬁi°’Luaﬁﬁ]’lﬂaﬁm’]&ﬂﬁm’]’iﬂﬂﬂ’ia\‘i
?laﬂLﬁ]’]‘ViuTIn‘?Na’]ﬁ]L‘wuﬂ’Nﬁ]’]ﬂ
AUTIUYBINY LU UnTNe NS e
BB QﬂﬂaSLUﬁa’]UﬁﬂLﬂiflzﬁ * nsAnLdanginsulasin1sITedoseRssTu

lLififauagluvnziiveninuduse

* LARUIMTEITUI kil TNTavTanTINAAL
auliimunzay livanyaaaluaaidunsiudn
fadnduaranadag wu dldnandu q Al

LazUaanANBINSNAVIIEAN

\/ - J



N~/ 7

-., —— h AaNY institutional vulnerability W -/
iy seauliiviudanulugusssu unmidy
ARauNUS Baanii lidaanselo
U8

UILLANUDY

Vulnerability

>l (National Bioethics

. RS ALY
Advisory Commission

[NBAC], 2001)

" unwndvannutuganIngUlIeiinulesguaat
v =g v a
" UnATRINIIANBUERUUNUYAT
" {nAn¥IN13138vaANTINLD
vibilianisiewIsuaungula

Deferential Vulnerability

(1 U512 UNNTIZAIULNSI1R) A

AR e @ )



/ N/

> Deferential Vulnerability
(WUS1ZUNLNSIZAIULNSI L)

=

AaNY institutional vulnerability w#
seauliiviutawususssu i
Adiusidaneamia bidaansele
uasgasnl

ADE9LYY
" unnduaanugugananguleiinueguast
v = v a
" UnATRINVIANNEUERNLNUYNS
" {nAn¥INe13138vaAUTINLD
o Y a 0 dy 1%
vibilianisiaIsuaunguile

y1sn15n1sUntag

v awv o ' v
* linuddeinlasandnusdninsala
< Y a
Uunvanugusay
* M3vaANBuaNliATiyARa
UEUEHEHOPNEERE



Alinzidulhededsinuunnsgu
Lignansadnunlvivnela wu o]
*  HUnsuns wse L
* HUneszezdseAudseaag %o

* gUhendnulinng

Medical vulnerability
(Usrzuranwsziaudae

USLLNNVD

Vulnerability

(National Bioethics

Advisory Commission
[NBAC], 2001)

JdiE




Medical vulnerability "
QIR ETE NV EL ETR T 1050150 15Untlag

* Tvivayanignees wazdiulalvladiananadasitnla

Y < 1 = adov
EdﬁJﬂTJ%L"U‘UU')ﬂeﬁﬂ?ﬁﬁﬂﬂqﬂ']ﬂﬁﬁ']u

. v oy wy 33931 0uN15998

Ladgnansadnenlvmnela 1wy L . .
v 5 * 523inT2IIRNaUsTleBUN UL DY

° ﬁdﬂ')ﬁli]gl,’i{'l &L v av 1 v & va

o o - * Tviyamanlididiulade ludidgiazvandny

* pUleszyzdszAUUILADY %90 ?

v Ao : gUYDU
* Urensnulinng
e Lsindsuanananasinsiiniasdutaedluiisnw
ANUNINTTIULAD
~ \/

- e\ )



UssNnuag

: - Vulnerabilit
Economic vulnerability , | | .y
(WUs1zU19nsznagland) : _"' (National Bioethics

- Advisory C issi
pnausalianudusauls uwaldudaeslanialy > YISO

N ¥ [NBAC], 2001)

nsfunsinewvaeduseld fegende Usnns

gunw degngelaidrsaunisavelniigan

wavszleviliig 3917 Wi Amauuny

A19E19LYU AUYIBVIUDIRALAAUABELENTE 3 NTAUAILAU NE1IAD
1. AUARYLENTANINLATEFNILALHIAY

2. AUARYIONIEANIINISANET LAY

3. AUARYLANIANINVUY



’ 2

'

. - 11930150 15UnU8Y
Economic vulnerability

(WUs12UN9ns1enaglanid)

. 1 .1 Y
Ananunsalianudueauld whilludasslanialy LirruayszlovilunislvAinaunnu

N195UNT5YWNFIAUS 8 LA ﬁagimﬁ’a U3n1s ‘iﬂ%@ﬂ’]ﬂﬁiﬁﬂ’ﬁﬁ’]uﬁ’] 99 =y

gunw dagngelairsaunisdvelndigan

fa ya o 1 1 (Y]
waUselovliigave i wu Amauwny LANISHU



Social vulnerability -., W
(tU912UN9NTIEADYAN) G |
. o o, Ussnnuag
{igdunsalinuduaule uignuaalug
doamludiny Urlugnsuisienuasiniu Vulnerability —
Tudign 1wy aussou aul¥du L i ioethl -
: 5*’ (National Bioethics Gile
Advisory Commission
[NBAC], 2001)
o



Social vulneragl;.)ility
(L US12UNNTIZADEAN)

ysnIsn1suntas

firannsalinandusaild wignueadud gy auselaviflunisTiainauuny

174 1

Ao8A Ll UFIAY ﬁﬂlﬂajnﬁittﬂaLLﬂnLLazﬁﬂﬁ’u

Tuflgn Wy aussau aulddiu ¥39N13UINTTATUA %] 1A

LAAUNSEHU

55

— @



Outline

A214%UN8UBY Informed consent

d47UUIZNAULAZ VUMDY
03 1 ECLGREERRCRGRGHGE
(Participant Information Sheet: PIS)



</ Informed Consent Form

“ 1 Y ~a Yy Y
wuunasunisiinnugugaulaglasutaya

St

Participant Information Sheet: 1anN&15WUIIDIEIENAT

A13AB9N1YaNsEyly CIOMS Guideline-19 template ¥a9an1UuY

Consent Form: tana1standan1ugueayl



o

HUELAR
I |

jl A ] - P . Lo ..r.J %)
(@) L@naTEkEE157ulATINTSTNE (Participant Information Sheet) AslEATwTInsedunaz

o A =l vome T = s a Py ﬁI- '1 |.-'=I-' '
I ISR AR5 1 O ARISA 2 A IS e e el ol @l selan gl

J L L | = B s =
(o) tonansiuasdidrsiulasamside (Participant Information Sheet) liikaniluauazadufiu

lenarsuaniruiuvgaudnsunIsI98 (Consent Form)

LB i

B OB ar

= S | | H I 1 - a jl
(o) nslgnswlAsINsideiiongdud oo U uwidiliifiv s U Iididevinenatsiivag
dmiugignsulasinsidy wazlanansen wiogunases
o 3 O3F = o o ul: 1 1o (=% B Bl o @
(@) nsididsulasinsidodudnifiongdud o U uddslifiu el T WATavinonans
jl £ e = 2 ] s = = £ li.:' :i' ==l 1 I
fuasfeiBnsdeansiawsadilaldlas hedwiufnisruidsdald sisd Tunsdfdnliansns
s B Lim me 1 L e a .:ir o =5 r = = =f
wilifelalidTiea vl wazdnvinienarsduasdwivian unsen vieduneses Bnaduwils
=i 3 3F = 1 ar 1 3 1 =
(@ nsdlddsalasinsidoduyeraldannsodndulalidenwes wu yraad
=1 2 ] =1 o =] [F = - ax ¥ 3 Mo ms o 3 F=
flongdind « Uudysal Fnaste lWflafiduvdynys Judu Wiidshenastuaaans daansm

& w & me = =
ﬁﬂﬂﬂﬁﬂﬁﬂq ﬁﬂﬁiﬂuuqﬂlﬂﬂsﬂﬂﬁjquﬂuﬂﬂﬂ

®) o



- ~
/ Participant Information Sheet )
LONENITUANDIEELAST
e nmunfiauialuidnle Useloadu o nziinse
* vanidssdwsinaliavseAniianiz v dn
* lifmaanitionnlasnssunatnianaslnsenis

* l3im5in1w09nge dsuduntelnevisanlanlgdniiiinlala

* LifinnwdeAu dn3e Tuia aanaudnsvsenisianinusuinseay |

o/



o

WUELAA
- 1
jl A ] - P . Lo ..r.J %)
(@) 1onasduaagid1s1ulasIn15398 (Participant Information Sheet) AsldnTwvinszdunaz
-1 .:lr .i:J 3 B T - r a B [}
fiilaruigignswlasimsiduannsaianudilalelag iy
J E S ] =T W . . k- s T
(lo) L@na1sYLaIRIE5LATINISTAY (Participant Information Sheet) Tvwsnduauazaduiu
l@naTsLardAMUiusaunsLNT5348 (Consent Form)

B OB ar

= S | | H I 1 - a jl
(o) nslgnswlAsINsideiiongdud oo U uwidiliifiv s U Iididevinenatsiivag
dmiugignsulasinsidy wazlanansen wiogunases
o 3 O3F = o o ul: 1 1o (=% B Bl o @
(@) nsididsulasinsidodudnifiongdud o U uddslifiu el T WATavinonans
jl £ e = 2 ] s = = £ li.:' :i' ==l 1 I
fuasfeiBnsdeansiawsadilaldlas hedwiufnisruidsdald sisd Tunsdfdnliansns
s B Lim me 1 L e a .:ir o =5 r = = =f
wilifelalidTiea vl wazdnvinienarsduasdwivian unsen vieduneses Bnaduwils
=i 3 3F = 1 ar 1 3 1 =
(@ nsdlddsalasinsidoduyeraldannsodndulalidenwes wu yraad
=1 2 ] =1 o =] [F = - ax ¥ 3 Mo ms o 3 F=
flongdind « Uudysal Fnaste lWflafiduvdynys Judu Wiidshenastuaaans daansm

& w & me = =
ﬁﬂﬂﬂﬁﬂﬁﬂq ﬁﬂﬁiﬂuuqﬂlﬂﬂsﬂﬂﬁjquﬂuﬂﬂﬂ

®) o



N~/

3589815028 information sheet

* TYSUNTIN WHUNTW ANFTIUNUNITBTUIEAIYAINUIED
* finssyuardAniiduniwinaly

Y v % 6 1 =
* ldryanualainanieglunisdadans

* 1IN15NAEUAINNLYN LR



s

N — 4
. .
% LANUATNDSUIEVUNDULASINS -

2333

2333
2311

Group & 12 voluntears

Visit 2

M=

Group B: 4 volunteers First dose Second dose
(placebo)




Lo i
\ - a va @

g AN31NUAKASYDURURA

April 2021




YUNDUAIE) LULATINS

Visit 1

Undergo physical
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Chest X-ray
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Risks

Risks from this herbal drug

¢ -
R |
i _%'
'rl""-l\ﬁ'.f)
Temporary

diarrhea or
constipatio

allergy | unpredictable

ﬂ

Risks from blood collection

Feeling diszcomfort
=  Pain

= Bleeding
*  Bruising
=  Fainting
= Infection

Benefits

No direct benefit to you

/," i
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Remuneration

After finishing visit 1:
® 20 US dollars for loss of your time
® 20 US dollars for transportation expenses

After finishing visit 2:
* 100 US dollars for loss of your time
* 20 US dollars for transportation expenses

After finishing visit 3:
* 100 US dollars for loss of your time
* 20 US dollars for transportation expenses

Compensation

Sponsor will cover all
cost for your

In case of any injury or iliness
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“Informed consent as a whole ... must be organized and presented in a way
that does not merely provide lists of isolated facts, but rather facilitates the
prospective subject’s ... understanding of the reasons why one might or

might not want to participate” — 45 CFR 46 (§46.116.a.5) I
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Minimal Risk
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Valid Informed Consent
n1sgugeulnglasutayanauysal

Valid Consex\

. Voluntariness
Information Free Decision
Sufficient Information

Comprehension
Optimal Understanding

Source: Belmont Report (1979), Koonrungsesomboon N, et al. Trans Res. 2016; 177:6-18.
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Take Home Message

Informed Consent
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Informed Consent Process
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Thank you for your attention

Human Subject Protection Course l
Anothai Pocathikorn, PhD
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