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Research Ethics

application of fundamental ethical principles to research protocol
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ethical principles :

+

Autonomy : #igaszam
Honor : fifusadnass
Justices : finnuaasssu
Love : sianwusn
Peace : jianwaau
Rights : fianugndes
Truth : faudedas
Virtue : fidasssu
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Research Ethics involving human subjects

application of fundamental ethical principles to human research protocol
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During World War 11

= Nazi doctors
conducted as many as
30 different type of
experiments on
concentration-camp
inmates

performed these

studies without the
consent of the victims

Who suffered
indescribable pain,
mutilation, permanent
disability, or in many
cases death as a result




World Medical Association

unnaaNInNlan

#Ncal guidelines for research involving human subjects

Declaration of Helsinki 1964

U usaden 2507

@ 1970 CIOMS international guideline WHO/UNESCO

@ 1978 Belmont Report N +inEIN15IVEY USA

@ 1996 ICH GCP USA/JAPAN/EU-WHO

@ 1996 Code of Federal Regulations 45CFR46 NIH-US
@ etc.
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Forum for Ethical Review Committees in Thailand
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2008(2551) - present

The Strategic Initiative for Developing
Capacity in Ethical Review

co) ’ UIls Sind

et Lk e L T

in collaboration with the

Forum for Ethical Review Committees in
Asia and the Western Pacific Region

hereby renews recognition of the

The Khon Kaen University
Ethics Committee for Human Research

(Khon Kaen, Thailand)

tor its compliance with the
Declaration of Helsinki, Intemational Conference on
Harmonization (ICH) Guidelines, Good Chnical Practice (GCP)
Standards, Council for International Organizations of Medical
Sciences (CIOMS) Guidelines, World Health Organization
(WHO) Standards and Operational Guidance for Ethics Review
of Health-Related Research and Surveying and Evaluating
Ethical Review Practices, EC/IRB Standard Operating
Procedures (SOPs), and Local Regulations and Standards in
Ethical Review

Awarded during the 15 FERCAP Gencral Assembly
in Nagasaki, Japan on November 24, 2015
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HANDIUFIIUNTIVG U BE
|Belmont report}

1.¥AanANMAITN IUAAa

(respect for person)

2. nanwadse ewivise Wineduasie
(beneficence/ do not harm)

3.vangasssu (Justice)
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1. vanaNMsnluynna(respect for person)

Y Qd ¢
1. mamanludnAa3vaanywe(respect for human dignity)
‘d‘{vﬂm&m"lé’gﬁﬂ : 919Me Inlo denw

Y o A Vv Y t-'i = I A
2. ﬂ]ﬁ!ﬂ1§W61uﬂ1§611"iﬂ1ﬂuﬂﬂuiﬂﬂvlﬂﬁﬂm@yaﬂ!Wﬂ\‘]W@!!ag!ﬂu@ﬂﬁg
lumsaaaula(free and informed consent)
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3. mamanludnaasvaIngunlszunaazesune

(respect for vulnerable persons)
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4. mamswluanuiluaivaazmssneinuay

(respect for privacy and confidentiality)
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¥ YoyansvaIu (Information)

¥ annle (Comprehension)
¥ nnwaiinsle (Voluntariness)
@ MINTNEaNUNIle (Undue influence)
¥ wvmd - dile
¥ w1 - g
¥ a3 - vinisau
@ malymaaiaiuvay (Coercion)
¥ 30 s - szanwu

¥ dau - vnlny
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@ MIlnveyasthaliauuu (Deception)
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= M3lvveyaveaIu (Incomplete)
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@ laamsannu (Written consent)
@ a1 (Verbal consent)

@ lagmal{iia (Action consent)
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2. vannalselaviuaz luneounsia(beneficence)

Q

| v ]

v o o ¢
1. mﬂmumunmmaﬁmuazqmﬂﬁﬂﬂw(balancing risks and benefits)

d Y . g’J Y v
ﬂ*ﬁﬂﬂwﬁmmﬂﬂimumaﬁmuazﬂ3ma"?mauuﬂamu"léﬁﬂﬂmmaum
physical risk, psychological risk , social risk, economic risk

Y Y Y =~ e
2. mﬁaﬂﬂuﬂﬂﬂj‘ﬁu@ﬂ‘nqw(mmlmlzmg harms)
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3. msaaelsylewiiléigefiga(maximizing benefit)
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anan NI uilunezaesnyIvY
Good scientific good ethic

Ethical review committees consider both the scientific and

the ethical aspects of proposed research GOONNAPA FUCHAROEN
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1. PISIVYNAADINNAAUA (Clinical trial)
A o Y, J i
2. NIIVYNNAIAUMAAT (Social study)

3. ﬂ"l’iﬁﬂ‘ﬂ”l‘l/]"lﬂﬂﬂlg‘]g 8IN81 (Anthropological study)

4. Prospective routine clinical care study

A v Y 9 v .
3. ﬂﬁ’Jﬁ]EJIﬂEJi’J‘]Jﬁ’JN"U@QaEJ’EJ‘L!‘VI@N (Retrospective study)

31

GOONNAPA FUCHAROEN



Av Ao

] 9/ i Qo
\771!3?]87/1@@@8?lﬁl?ﬂ@@x‘iﬁlﬁl@ﬂ?iiﬂﬂ?i
A o o 1
Wiﬂim7@58]ﬁ551/ﬂ753@8?1!1/k!%!8({57@)

6. M331891UAT8 (Case report)

7. UNNEFEAAS AN (Medical education)
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9. M3198N 1FF9T9952991n519Me/A1]8 ( biological specimen)
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‘ ( minimal risk : not greater than routine medical examination)

healthy, nonpregnant adults, weight at least 50 kg

other adults and children
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collection of biological specimens by noninvasive technique

Examples: (a) hair and nail clippings in a nondisfiguring manner; (b) deciduous teeth
at time of exfoliation or if routine patient care indicates a need for extraction;

(c) permanent teeth if routine patient care indicates a need for extraction; (d) excreta
and external secretions (including sweat); (¢) uncannulated saliva collected either in

an unstimulated fashion or stimulated by chewing gumbase or wax or by applying

dilute citric solution to the tongue; (f) placenta removed at delivery; (g) amniotic fluid
obtained at the time of rupture of the membrane prior to or during labor; (h) supra-
and subgingival dental plaque and calculus, provided the collection ploccdum 1S not
more invasive than routine prophylactic scaling of the teeth and the process 1s
accomplished in accordance with accepted prophylactic techniques; (i) mucosal and
skin cells collected by buccal scraping or swab, skin swab, or mouth wasnings; ())
sputum collected after saline mist nebulization.
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‘ ( minimal risk : not greater than routine medical examination)

If more than minimal risk : balance risk/benefic
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secondary use/ leftover specimen
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Biological specimen

a 2 3 4

Primary use Secondary use/ Secondary use/ Exemption
Leftover specimen Leftover specimen specimen
Identified Unidentified

|
Informed consent m"@
 Exemption |
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