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Vulnerability
Informed Consent Process
Privacy and Confidentiality

Napapa Aimjirakul DDS, PhD
ÿæÃóÚùÂóä 

ÅÔñÂääâÂóäÉäõãÙääâëČóìäòÛßõÉóäÔóāÅäÈÂóäèõÉòãØöćØČóĂÚâÚùêã° âéè
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Ýú­ÿÃ­óä¬èâèõÉòãÂæù¬âÿÜäóñÛóÈ
(Vulnerable Participants)

Ýú­ØöćâöÅèóâÉČóÿÜĆÚÖ­îÈß÷ćÈßóÝú­îøćÚ ăâ¬ëóâóä×ĀëÕÈÅèóâÿìĆÚ
îã¬óÈÿÜĆÚîõëäñìäøîÖòÕëõÚĂÉÕ­èãÖÚÿîÈăÕ­ îãú¬ĂÚ
ë×óÚÂóäÔ°Øöć×úÂÿîóäòÕÿîóÿÜäöãÛăÕ­È¬óã îãú¬ĂÚë×óÚÂóäÔ°
ÉČóãîâ ìäøîîãú¬ĂÖ­îČóÚóÉÃîÈÝú­îøćÚ

ĀÚèØóÈÉäõãÙääâÂóäØČóèõÉòãĂÚÅÚĂÚÜäñÿØéăØã ß.é. 2550 

Âæù¬âÿÜäóñÛóÈ Vulnerable Group
Âæù¬âÿÜäóñÛóÈ ìâóã×÷È ÅÚìäøîÂæù¬âÛùÅÅæØöćâöæòÂêÔñîã¬óÈĂÕ
îã¬óÈìÚ÷ćÈìäøîìæóãîã¬óÈä¬èâÂòÚ Øöćë¬ÈÝæĂì­ÅÚìäøîÂæù¬âÅÚ
ÿìæ¬óÚöĈÃóÕÅèóâÿÜĆÚîõëäñĂÚÂóäÖòÕëõÚĂÉ ìäøîăâ¬îóÉĀëÕÈ
ÅèóâÖ­îÈÂóäØöćĀØ­ÉäõÈÃîÈÖÚÿîÈăÕ­ìäøîÖ­îÈÖòÕëõÚĂÉáóãĂÖ­
áóèñÛöÛÛòÈÅòÛ ÂÕÕòÚ (Coercion) ìäøîáóèñØöćãóÂÖ¬îÂóä
ÜÐõÿëÙÖ¬îëõćÈÉúÈĂÉ (Undue influence)

(CIOMS 2016)
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19. Some individuals, groups, and communities are in a situation of 
more vulnerability as research participants due to factors that may be 
fixed or contextual and dynamic, and thus are at greater risk of being 
wronged or incurring harm. When such individuals, groups, and 
communities have distinctive health needs, their exclusion from medical 
research can potentially perpetuate or exacerbate their disparities. 
Therefore, the harms of exclusion must be considered and weighed 
against the harms of inclusion. In order to be fairly and responsibly 
included in research, they should receive specifically considered support 
and protections.

Individual, Group, and Community Vulnerablility

(Declaration of  Helsinki 2024)

20. Medical research with individuals, groups, or communities in 
situations of particular vulnerability is only justified if it is 
responsive to their health needs and priorities and the individual, 
group, or community stands to benefit from the resulting 
knowledge, practices, or interventions. Researchers should only 
include those in situations of particular vulnerability when the 
research cannot be carried out in a less vulnerable group or 
community, or when excluding them would perpetuate or 
exacerbate their disparities.

Individual, Group, and Community Vulnerablility

(Declaration of  Helsinki 2024)
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ĂÅäÛ­óÈÉòÕÿÜĆÚÝú­ÿÃ­óä¬èâÂóäèõÉòãÂæù¬âÿÜäóñÛóÈ?

ÅÚòÂÿäöãÚ ÚòÂé÷Âêó
ÅæúÂÉ­óÈ
ÅØìóä
ÅÅÚÖ­îÈÃòÈ
ÅÅÚÖÂÈóÚ
ÅÅÚãóÂÉÚ
ÅÅÚăä­Û­óÚ

ÅÝú­ØöćâöÅèóâÛÂßä¬îÈØóÈëÖõëòâÜËòÎÎñ
ÅÝú­Ü¬èãÉõÖÿèË
ÅÝú­Ü¬èãÊùÂÿÊõÚ

ÅÿÕĆÂ
ÅìÎõÈÖòĈÈÅääá°
ÅËÚÂæù¬âÚ­îã
ÅÝú­îßãß

ÅĀäÈÈóÚÖ¬óÈÕ­óè

ĭŋėėĸŏĮĶŅŃĭŅĚȮ&vulnerable persons'

âöÃ­îÉČóÂòÕÃîÈÅèóâëóâóä×ĂÚÂóäÂČóìÚÕËöèõÖÃîÈÖÚÿîÈ 
(Lack of autonomy)
ÃóÕîõëäñĂÚÂóäÖòÕëõÚĂÉÿÃ­óä¬èâÂóäèõÉòã

âöÃ­îÉČóÂòÕĂÚÂóäÖòÕëõÚĂÉ
âöÃ­îÉČóÂòÕĂÚÂóäëøćîëóä ÅèóâÿÃ­óĂÉáóêó
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ÂóäĀëèÈìóÝæÜäñāãËÚ°ĂÚÂæù¬âÿÜäóñÛóÈ

üCoercion Âóä×úÂÛöÛÛòÈÅòÛÉóÂÝú­ØöćâöîČóÚóÉ
ÿìÚøîÂè¬ó
üUndue influence Âóä×úÂîõØÙõßæāÚ­âÚ­óè
ìäøîÂÕÕòÚĂì­ÿÃ­óä¬èâāÅäÈÂóäèõÉòã 
üÂóäĂì­ëõćÈÖîÛĀØÚÿÂõÚÅèóâÿìâóñëâ 
(undue inducement) 
üÂóäÂÕÕòÚîã¬óÈăâ¬ÿìâóñëâ (unjustified 
pressure) ÿßøćîĂì­ÿÃ­óä¬èâāÅäÈÂóäèõÉòãÚòĈÚ ą 
āÕãăâ¬ÅČóÚ÷È×÷ÈÅèóâÿëöćãÈÖ¬îÂóäÿÂõÕ
îòÚÖäóã

Principle of Respect 
for Person
(ìæòÂÅèóâÿÅóäßĂÚÛùÅÅæ)

ËâäâÉäõãÙääâÂóäØČóèõÉòãĂÚÅÚĂÚÜäñÿØéăØã, 2550; FERCIT, 2007

The Belmont Report(1978)

ÂóäÿÅóäßĂÚÂóäĂì­ÅèóâãõÚãîâÿÃ­óä¬èâÂóäèõÉòã āÕãÛîÂ
Âæ¬óèÃ­îâúæîã¬óÈÿßöãÈßîĀæñâöîõëäñĂÚÂóäÖòÕëõÚĂÉ 
&Informed consent and freedom of decision making) 

ÂóäÿÅóäßĂÚéòÂÕõċéäöÅèóâÿÜĆÚâÚùêã° 
&Respect for human dignity'

ÂóäÿÅóäßĂÚÅèóâÿÜĆÚë¬èÚÖòè  ĀæñäòÂêóÅèóâæòÛ 
&Respect for privacy and confidentiality'

ÂóäÿÅóäßĂÚéòÂÕõċéäöÃîÈÂæù¬âÿÜäóñÛóÈ Āæñî¬îÚĀî 
&Respect for vulnerable persons'
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ĮĶŃŏĳĪŀŅĽŅĽĴńėĶĪňŗŏĮĶŅŃĭŅĚȮ: CIOMS
1.Ýú­Ü¬èãØöćăâ¬äú­ë÷ÂÖòè ÃóÕÅèóâëóâóä×ĂÚÂóäÖòÕëõÚĂÉ ÉČóÿÜĆÚÖ­îÈÃîÅèóâãõÚãîâÉóÂÝú­ĀØÚ
āÕãËîÛÙääâ

2.ÿÕĆÂ ÃîÅèóâãõÚãîâÉóÂÛõÕóâóäÕó ĀæñÅèóâßä­îâĂÉÉóÂÿÕĆÂ
3.ìÎõÈâöÅääá° Ăì­ÛõÕóĀæñâóäÕóÖòÕëõÚĂÉĀØÚ
4.ÛùÅÅæØöćîãú¬ĂÚë×óÚ Ì÷ćÈâöîõëäáóßÉČóÂòÕ ÿË¬Ú Ýú­Ü¬èãāäÅÉõÖÿáØØöćäòÂêóÿÜĆÚÝú­Ü¬èãĂÚ ÚòÂāØê
ĂÚÿäøîÚÉČó Ýú­ëúÈèòãĂÚë×óÚëÈÿÅäóñì° É÷ÈÖ­îÈĂì­îõëäáóßÛóÈÜäñÂóäØöćØČóĂì­ÂóäÖòÕëõÚĂÉ
ÿÜĆÚăÜāÕãîõëäñĀæñÿÜĆÚÅèóâëâòÅäĂÉîã¬óÈĀØ­ÉäõÈ

5.ÛùÅÅæØöćâöÅèóâëòâßòÚÙ°æČóÕòÛÃòĈÚ âöæòÂêÔñÿÜĆÚÝú­ĂÖ­ÛòÈÅòÛÛòÎËó îóÉ×úÂÂÕÕòÚìäøîÅóÕāØê
ÉóÂÝú­ØöćâöîČóÚóÉÿìÚøîÂè¬ó ÿË¬Ú ÚòÂé÷Âêó Øìóä ÖČóäèÉ

Potentially vulnerable subject
ü îóëóëâòÅäØöćÿÜĆÚâñÿäĆÈĂÚäñãñĀäÂ îóÉ×úÂËòÂÉúÈĂì­ÿÃ­óä¬èâāÅäÈÂóäèõÉòã ÉóÂÛäõêòØ
ãó āÕãâöÅèóâìèòÈØöćÉñìóãÉóÂāäÅ (âöÅèóâëóâóä×ØöćÉñÖòÕëõÚĂÉĀÖ¬ëáóßÉõÖĂÉØöć
î¬îÚĀî îóÉ×úÂËòÂÉúÈăÕ­)
ü ÅÚãóÂÉÚ îóÉ×úÂËòÂÉúÈĂì­ÿÃ­óä¬èâāÅäÈÂóäèõÉòãÿßøćîăÕ­ÿÈõÚÅ¬óÖîÛĀØÚË¬èãĂì­âö
ÅèóâÿÜĆÚîãú¬ØöćÕöÃ÷ĈÚ

ĮĶŃŏĳĪŀŅĽŅĽĴńėĶĪňŗŏĮĶŅŃĭŅĚȮ: CIOMS
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ÛùÅÅæØöćÖ­îÈÂóäÂóäÜÂÜ­îÈßõÿéê (Diminished 
autonomy) ÜäñÂîÛÕ­èã 3 subparts
1. Subpart B ăÕ­ĀÂ¬ ìÎõÈÖòĈÈÅääá° ØóäÂĂÚÅääá°
ĀæñØóäÂĀäÂÿÂõÕ

2. Subpart C ăÕ­ĀÂ¬ ÚòÂāØê(ÂóäÜäñËùâßõÉóäÔó
ÉäõãÙääâāÅäÈÂóäèõÉòãÖ­îÈâöÖòèĀØÚÃîÈ
ÚòÂāØêìäøîÝú­ĀØÚÿÜĆÚìÚ÷ćÈĂÚÂääâÂóä)

3. Subpart D ăÕ­ĀÂ¬ ÿÕĆÂ

Up to date as of 10/04/2023

ĮĶŃŏĳĪŀŅĽŅĽĴńėĶĪňŗŏĮĶŅŃĭŅĚȮ: 45 CFR 46
Potentially vulnerable      
îãú¬ĂÚ  Subpart A (ÂóäÜäñËùâßõÉóäÔó
ÉäõãÙääâāÅäÈÂóäèõÉòã ĂÚÂæù¬âØöć×úÂÛöÛÛòÈÅòÛăÕ­ 
ìäøîĂË­îõØÙõßæāÕãăâ¬ÿìâóñëâ ÿË¬Ú ÿÕĆÂ ÚòÂāØê 
ÛùÅÅæØöćÃóÕîČóÚóÉĂÚÂóäÖòÕëõÚĂÉ ìäøîÝú­ØöćÕ­îã
Âóäé÷ÂêóìäøîÿéäêÑë×óÚñÖ­îÈâöÂääâÂóäØöćâö
Åèóâäú­ìäøîâöÜäñëÛÂóäÔ°ÿÂöćãèÃ­îÈÂòÛÂæù¬â
ÿÜäóñÛóÈÕòÈÂæ¬óè ÿÃ­óä¬èâÂóäÜäñËùâ ĀæñÖ­îÈâö 
additional safeguards ÿßøćîÜÂÜ­îÈëõØÙõĀæñÅèóâ
ÿÜĆÚîãú¬ØöćÕöÃîÈîóëóëâòÅäÕ­èã

ĮĶŃŏĳĪŀŅĽŅĽĴńėĶĪňŗŏĮĶŅŃĭŅĚȮ:NBAC
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ÜäñÿáØÃîÈÅèóâÿÜäóñÛóÈ

ĀÚèØóÈÂóäÜÂÜ­îÈîóëóëâòÅäÂæù¬â
ÿÜäóñÛóÈ
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Ã­îÅèäßõÉóäÔóÂóäØČóèõÉòãĂÚÂæù¬âÿÜäóñÛóÈ
1.ÈóÚèõÉòãÅèäâöÜäñāãËÚ°ĀæñÚČóîÈÅ°Åèóâäú­âóßòÓÚóĂÚÂæù¬âîóëóëâòÅäÿÜäóñÛóÈÿìæ¬óÚòĈÚ 
ÿË¬Ú ÂóäèõÉòãĂÚ ÿÕĆÂÿä¬ä¬îÚ ÚòÂāØê Ýú­îßãß ðæð ÿßøćîÚČóăÜßòÓÚóĂÚÂæù¬âÚòĈÚąâóÂÂè¬ó
ÜäñËóÂäÂæù¬âîøćÚą äèâ×÷ÈĂÚÂóäßòÓÚóÅèäâöÝú­ĀØÚîóëóëâòÅäÿÃ­óä¬èâÂóäßõÉóäÔóÕ­èã

2.ÈóÚèõÉòãÿìæ¬óÚòĈÚ ăâ¬ëóâóä×ØČóăÕ­×­óăâ¬ĂË­îóëóëâòÅäÿÜäóñÛóÈÿìæ¬óÚòĈÚ 
3.ÂóäØČóèõÉòãĂÚÂæù¬âÿÜäóñÛóÈ ìóÂâöāîÂóëÿÂõÕÅèóâÿëöćãÈâóÂÂè¬óÅèóâÿëöćãÈØöćÉñßÛăÕ­ĂÚ
ËöèõÖÜäñÉČóèòÚ (greater than minimal risk) îóëóëâòÅäÂæù¬âÿÜäóñÛóÈÚòĈÚą ÅèäÉñăÕ­
ÜäñāãËÚ°ËÚõÕØöćÿÜĆÚ Direct benefit

4.ÂóäØöćèõÉòãāÕãĂË­ĀÛÛëîÛ×óâĂÚÂæù¬âÿÜäóñÛóÈëóâóä×ØČóăÕ­ ÿÚøćîÈÉóÂâöÅèóâÿëöćãÈÿæĆÂÚ­îã 
(minimal risk)Āâ­îóëóëâòÅäÉñăâ¬ăÕ­âöÜäñāãËÚ°ØóÈÖäÈ

Categories of Risk and Benefit in Vulnerable subjects

Minimal Risk More than 
Minimal Risk

Direct Benefit J J

No Direct Benefit J L
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ÂóäÜÂÜ­îÈîóëóëâòÅäÿÜäóñÛóÈ
ÅĂÚÂäÔöØöćÈóÚèõÉòãÚòĈÚëóâóä×ĂË­îóëóëâòÅäîøćÚăÕ­ ÃîĂì­ÖòÕîóëóëâòÅäÿÜäóñÛóÈîîÂ 
ÅìóÂÝú­èõÉòãâöîČóÚóÉ îõØÙõßæ Ö¬îîóëóëâòÅäÂæù¬âÿÜäóñÛóÈ ÅèäĂì­ÛùÅÅæØöć 3 (Third party) ÿÜĆÚ
Ýú­ÃîÅèóâãõÚãîâÿßøćîăâ¬Ăì­ÿÂõÕ coercion, undue influence
ÅĂÚÂäÔöØöćĂË­Ýú­ĀØÚāÕãËîÛÙääâ ĂÚÂóäĂì­ÅèóâãõÚãîâÂóäÿÃ­óä¬èâèõÉòã ĀÖ¬îóëóëâòÅäâö
Åèóâëóâóä×ĂÚÂóäÖòÕëõÚĂÉÕ­èãÖÚÿîÈĂÚáóãìæòÈ ÃîĂì­Ýú­èõÉòãÃîÅèóâãõÚãîâÉóÂ
îóëóëâòÅäîöÂÅäòĈÈìÚ÷ćÈ
ÅĂÚÂóäÿÂĆÛÃ­îâúæÅèäÿæøîÂë×óÚØöćĀæñÿèæóĂì­ÿìâóñëâ
ÅÂóääñâòÕäñèòÈÝæÃîÈäóãÈóÚ ăâ¬Ăì­ÂäñØÛìäøîÌČĈóÿÖõâÅèóâÿÜäóñÛóÈÃîÈÂæù¬âÿÜäóñÛóÈ
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Adult incapable of giving informed consent
 Terminally ill patients
 Children and adolescents
 Woman / Pregnant and breastfeeding women
 Students / Prisoners / Minorities

Vulnerable group

Research involving 
adults incapable of giving informed consent
ÅÝú­Øöćăâ¬ëóâóä×Ăì­ÅèóâãõÚãîâăÕ­ÉñÖ­îÈ×úÂäèâăè­ĂÚÂóäèõÉòãØöćÿÂöćãèÃ­îÈÂòÛëùÃáóß ÿè­Ú
ĀÖ¬ÉñâöÿìÖùÝæØóÈèõØãóéóëÖä°ØöćÕöØöćëâÿìÖùëâÝæĂÚÂóäÅòÕîîÂ 
ÅÝú­ĀØÚāÕãËîÛÙääâ (legally authorized representative) ÃîÈÛùÅÅæØöćăâ¬ëóâóä×Ăì­
ÅèóâãõÚãîâăÕ­Ăì­îÚùÎóÖ (permission)
ÅîóëóëâòÅäÉñÖ­îÈßä­îâĂÉìäøîãîâÖóâ (assent) ìæòÈÉóÂăÕ­äòÛÃ­îâúæØöćÿßöãÈßîÿÂöćãèÂòÛ
ÂóäèõÉòãĂÚäñÕòÛÅèóâëóâóä×ÃîÈîóëóëâòÅäĂÚÂóäØČóÅèóâÿÃ­óĂÉÃ­îâúæÚöĈ
ÅĂÚÂäÔöØöćÝú­ĀØÚāÕãËîÛÙääâăÕ­Ăì­ÅèóâãõÚãîâÂóäÿÃ­óä¬èâèõÉòãĀæ­è ĀÖ¬äñìè¬óÈÂóäèõÉòã
îóëóëâòÅäâöÅèóâëóâóä×ĂÚÂóäÖòÕëõÚĂÉÕ­èãÖÚÿîÈĂÚáóãìæòÈ ÉñÖ­îÈÃîÅèóâãõÚãîâ
ÉóÂîóëóëâòÅäîöÂÅäòĈÈìÚ÷ćÈ

CIOMS Guideline 16
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Research involving terminally ill patients

Protection(ĀÚèØóÈÂóäÜ­îÈÂòÚÅèóâÿëöćãÈ)
ÅÿîÂëóäËöĈĀÉÈÝú­ÿÃ­óä¬èâèõÉòãÖ­îÈäñÛùîã¬óÈËòÕÿÉÚ×÷ÈÅèóâÿëöćãÈĀæñÝæÜäñāãËÚ°Øöć
îóÉÿÂõÕÃ÷ĈÚ Āæñ ÂČóìÚÕæòÂêÔñÝæÜäñāãËÚ°ØöćîóÉÿÂõÕÃ÷ĈÚăÕ­îã¬óÈÿìâóñëâ 
ÅÛùÅÅæØöćëóâØöćÿÜĆÚÂæóÈÕČóÿÚõÚÂóäÃîÅèóâãõÚãîâ
Åăâ¬ÅèäÿÃ­óìóîóëóëâòÅäØòÚØö ìæòÈÉóÂÂóäèõÚõÉÊòãìäøîìæòÈÉóÂØöćßèÂÿÃóăÕ­äòÛäú­
èõÙöÂóääòÂêóØöćăÕ­äòÛîãú¬ăâ¬ăÕ­Ýæ

ľĸńĔěĶŇĵīĶĶĴĔŅĶĺŇěńĵŒĬŏħŖĔ
ÅÂóäèõÉòãĂÚÿÕĆÂÅèäÕČóÿÚõÚÂóäÿâøćîÅèóâäú­ØöćÉñ
ăÕ­äòÛăâ¬ëóâóä×ìóăÕ­ĂÚÂóäèõÉòãĂÚÝú­ĂìÎ¬
ÅÅèóâäú­ØöćăÕ­ÉóÂÂóäèõÉòãÿÜĆÚÜäñāãËÚ°Ö¬îÅèóâ
Ö­îÈÂóäÕ­óÚëùÃáóßÃîÈÿÕĆÂ
ÅÝú­èõÉòãÅèäĂì­Ã­îâúæĂÚÂóäÖÂæÈĂÉÿÃ­óä¬èâ
āÅäÈÂóäèõÉòãîã¬óÈÿìâóñëâÂòÛèòãÃîÈÿÕĆÂ Āæñ
ÿÅóäßĂÚÂóäÜÐõÿëÙ
ÅìóÂÿÕĆÂĀëÕÈÂóäÖ¬îÖ­óÚ ìäøîîóÂóäÿÉĆÛÜèÕ
ÉóÂìòÖ×Âóä Åèä×øîè¬óÿÕĆÂăâ¬ãîâäòÛÂóäèõÉòã
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ľĸńĔěĶŇĵīĶĶĴĔŅĶĺŇěńĵŒĬŏħŖĔ
ÅØùÂÅäòĈÈØöćÿÜĆÚăÜăÕ­ Ýú­èõÉòãÅèäĂì­ÛõÕóâóäÕó/
Ýú­ÜÂÅäîÈâöë¬èÚä¬èâĂÚÂóäÖòÕëõÚĂÉĂì­ÿÕĆÂÿÃ­óä¬èâ
āÅäÈÂóäèõÉòã
ÅÝú­èõÉòãăâ¬ÅèäÂÕÕòÚìäøîËòÂÉúÈÿÕĆÂÿÂõÚÿìâóñëâ
ÅÝú­èõÉòãÅèäÃîÅèóâãõÚãîâÌČĈóÿâøćîÿÕĆÂāÖ×÷ÈîóãùØöć
ÿìâóñëâ
ÅÝú­èõÉòãÅèäÅČóÚ÷È×÷ÈáóßäèâÃîÈÿÕĆÂ ÉõÖĂÉ îóäâÔ° 
ĀæñÅèóâÿëöćãÈ
ÅìóÂßÛÿÕĆÂ×úÂØóäùÔÂääâ ÅèäĀÉ­ÈÝú­âöîČóÚóÉØóÈ
ÂÏìâóãÿßøćîëÈÿÅäóñì°ÿÕĆÂÖóâÿìâóñëâ
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Women as research participants

VÝú­ìÎõÈÉñÖ­îÈ×úÂäèâăè­ĂÚÂóäèõÉòãØöćÿÂöćãèÃ­îÈÂòÛëùÃáóß ÿè­ÚĀÖ¬ÉñâöÿìÖùÝæØóÈ
èõØãóéóëÖä°ØöćÕöØöćëâÿìÖùëâÝæĂÚÂóäÅòÕîîÂ 
VÝú­ìÎõÈ×úÂĀãÂîîÂÉóÂÈóÚèõÉòãØöćÿÂöćãèÃ­îÈÂòÛëùÃáóßÉČóÚèÚâóÂ ÿÚøćîÈÉóÂîóÉâö
ÂóäÖòĈÈÅääá°ÿÂõÕÃ÷ĈÚäñìè¬óÈÂóäèõÉòã
Protection
ÅĀÉ­Èæ¬èÈìÚ­ó×÷ÈÅèóâÿÜĆÚăÜăÕ­ØöćÉñÿÂõÕÅèóâÿëöćãÈÖ¬îØóäÂĂÚÅääá°
ÅÝú­ëÚòÛëÚùÚ (sponsor)ĀæñÚòÂèõÉòãÉñÖ­îÈÉòÕìóËùÕØÕëîÛÂóäÖòĈÈÅääá° èõÙöÂóäÅùâÂČóÿÚõÕ
ØöćâöÜäñëõØÙõáóßÂ¬îÚĀæñäñìè¬óÈÂóäèõÉòã ĀæñÂóäØČóĀØ­Èîã¬óÈÜæîÕáòãÖóâÂÏìâóã

CIOMS Guideline 18
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Pregnant women and breastfeeding women 
as research participants

ëÖäöâöÅääá°îóÉâöë¬èÚä¬èâĂÚÂóäèõÉòãØóÈËöèÂóäĀßØã°ăÕ­ÂĆÖ¬îÿâøćîÂóäèõÉòãÚöĈ
ÿÂöćãèÃ­îÈÂòÛÅèóâÖ­îÈÂóäÕ­óÚëùÃáóßÃîÈâóäÕóĀæñØóäÂĂÚÅääá° ÉñÖ­îÈâöÅèóâ
ÿëöćãÈÚ­îãÖ¬îØóäÂĂÚÅääá°
Ö­îÈâöæóãÿÌĆÚÃîÈÛõÕó ÿè­ÚĀÖ¬
ÅèòÖ×ùÜäñëÈÅ°ÃîÈÂóäèõÉòãÅøîÿßøćîÖîÛëÚîÈÅèóâÖ­îÈÂóäÕ­óÚëùÃáóßÃîÈâóäÕó
Åß¬îăâ¬è¬óÈ ăâ¬ëóâóä×âóÿÌĆÚăÕ­ 
ÅÂóäÖòĈÈÅääá°ÿÜĆÚÝæÉóÂÂóä×úÂæ¬èÈæñÿâõÕØóÈÿßé

Research involving students
ÂóäèõÉòãĂÚÚòÂé÷Âêóë¬èÚĂìÎ¬âòÂÉñØČóĂÚäúÜĀÛÛÂóäÜäñÿâõÚāÕã
Ýú­èõÉòãØöćÿÜĆÚîóÉóäã°ĀæñäòÛÝõÕËîÛĂÚÂóäëîÚÚòÂÿäöãÚÿìæ¬óÚòĈÚ 
ÅèóâÿÜĆÚîõëäñĂÚÂóäÖòÕëõÚĂÉÿÃ­óä¬èâèõÉòãÃîÈÚòÂÿäöãÚâöÃ­îÉČóÂòÕ
ÜòÎìóØóÈÉäõãÙääâÂóäèõÉòãĂÚÚòÂÿäöãÚ
ÅÂóäĂË­îČóÚóÉĂÚØóÈØöćÝõÕ
ÅÂóäÛöÛÛòÈÅòÛØóÈî­îâ (coercion) 
ÅÂóääòÂêóÅèóâæòÛ (confidentiality)
ÅÂóäÃîÅèóâãõÚãîâîóÉăâ¬âöÅèóâìâóã
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Research involving students

ÅÜòÎìóÕ­óÚÉäõãÙääâÿÂöćãèÂòÛÂóääòÂêóÅèóâæòÛ âòÂßÛĂÚÃ­îâúæÜäñËóÂä
ÃîÈĀÛÛÛòÚØ÷ÂÃ­îâúæ ÿË¬Ú ÿÂäÕÿÊæöćã èòÚÿÕøîÚÜöÿÂõÕ Û­óÚÿÂõÕ ÈóÚîÕõÿäÂ
ÅÚòÂÿäöãÚăâ¬ÅèäÅòÕÿÃ­óâóÿÜĆÚîóëóëâòÅäÿßöãÈÿßäóñè¬ó âöÅèóâëñÕèÂ
ÿÃ­ó×÷ÈÈ¬óã Āæñ ăâ¬Ú¬óÉñÜÐõÿëÙÿÃ­óä¬èâèõÉòã ĀÖ¬ÅèäÅòÕÿÃ­óĂÚÂäÔöØöćÅČó×óâ
ÂóäèõÉòãÿÂöćãèÃ­îÈāÕãÖäÈÂòÛßèÂÿÃó

Research involving students

âóÖäÂóäÜÂÜ­îÈ ÿßøćîæÕÂóäÛòÈÅòÛāÕãăâ¬ÖòĈÈĂÉ: 
ÅÂóäÖõÕÜ­óãÜäñËóëòâßòÚÙ°ăÕ­äòÛÂóäîÚùâòÖõÉóÂÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚ
ÅÚ 
ÅÂóäÿÃ­óä¬èâÃîÈîóëóëâòÅäăâ¬ÅèäËòÂËèÚāÕãÖäÈÉóÂÝú­âöîČóÚóÉÿìÚøîÂè¬ó
ÅÂóäĀÉ­ÈÅèóâãõÚãîâäñÛùăè­îã¬óÈËòÕÿÉÚè¬óÂóäÿÃ­óä¬èâÿÜĆÚăÜāÕãëâòÅäĂÉîã¬óÈ
ĀØ­ÉäõÈ 
ÅÉòÕĂì­âöØóÈÿæøîÂîøćÚØöćÿØ¬óÿØöãâÂòÚÿßøćîĂì­ÿÜĆÚăÜÖóâÃ­îÂČóìÚÕÃîÈìæòÂëúÖä
ÚîÂÿìÚøîÉóÂÂóäÿÃ­óä¬èâÿÜĆÚîóëóëâòÅäĂÚÈóÚèõÉòã
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Research involving prisoners

ÅÂóäèõÉòãĂÚÝú­Ö­îÈÃòÈÉñÖ­îÈâöÅèóâÿëöćãÈăâ¬ÿÂõÚÅèóâÿëöćãÈĂÚËöèõÖÜäñÉČóèòÚ
ÅÉñÖ­îÈâöÝú­ØöćâöÅèóâÿËöćãèËóÎìäøîÖòèĀØÚÃîÈØòÔÒë×óÚ ÿÃ­óä¬èâÿÜĆÚ
ÂääâÂóäĂÚÂóäßõÉóäÔóāÅäÈÂóäÚòĈÚą
ÅÈóÚèõÉòãÿËõÈÚèòÖÂääâÅèäâöÅèóâÚ¬óÉñÿÜĆÚØöćëâÿìÖùëâÝæĂÚÂóäÜäòÛÜäùÈ
ëùÃáóßìäøîÅèóâÿÜĆÚîãú¬ØöćÕöÃîÈîóëóëâòÅä ĂÚÂäÔöØöćÂóäèõÉòãÚòĈÚ
ÉČóÿÜĆÚÖ­îÈâîÛìâóãÝú­Ö­îÈÃòÈĂì­îãú¬ĂÚÂæù¬âÅèÛÅùâØöćîóÉăâ¬ăÕ­äòÛÜäñāãËÚ°
ÉóÂÂóäèõÉòã ÂóäèõÉòãîóÉÕČóÿÚõÚÂóäăÕ­ìæòÈÉóÂăÕ­Üä÷ÂêóÂòÛÝú­ÿËöćãèËóÎ
ìäøîÖòèĀØÚÃîÈØòÔÒë×óÚ ĀæñăÕ­äòÛîÚùâòÖõÂóäèõÉòãĀæ­è

45 CFR 46 subpart C

Research involving prisoners

ÅÖ­îÈăâ¬âö Coercion
ÅÖ­îÈâöÂóäÜäñÿâõÚÅèóâÿëöćãÈĀæñÅùÔÜäñāãËÚ°ÃîÈāÅäÈÂóäèõÉòã
ÅÂóäÅòÕÿæøîÂîóëóëâòÅäÖ­îÈãùÖõÙääâ
ÅîóëóëâòÅäâöîõëäñĂÚÂóäÖòÕëõÚĂÉÿÃ­óä¬èâāÅäÈÂóä
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Research involving minorities

Protection
ÅÿÂĆÛÃ­îâúæÿÜĆÚÅèóâæòÛîã¬óÈÿÅä¬ÈÅäòÕ 
ÅîîÂĀÛÛÂóäèõÉòãĂì­äèâÝú­ÿÃ­óä¬èâĂÚÂóäèõÉòãÉóÂØùÂë¬èÚÃîÈëòÈÅâ 
ÅÜä÷ÂêóÂòÛËùâËÚĀæñÿËõÎÝú­ĀØÚÃîÈÂæù¬âÚöĈâöë¬èÚä¬èâĂÚÂóäîîÂĀÛÛÂóä
èõÉòã ĀæñÂóäÂČóÂòÛÕúĀæÿßøćîæÕÂóäÖöÖäó  

Research involving minorities

ÿîÂëóäØöćĂË­ĂÚÂäñÛèÚÂóäÃîÅèóâãõÚãîâÉóÂîóëóëâòÅä (ÿîÂëóä
ËöĈĀÉÈĀæñÿîÂëóäÃîÅèóâãõÚãîâ) ÿÅäøćîÈâøîèõÉòã (ĀÛÛëîÛ×óâ ðæð) 
Ö­îÈĀÜæÿÜĆÚáóêóØöćîóëóëâòÅäÿÃ­óĂÉ

VÿîÂëóäØöćĀÜæ Ö­îÈăÕ­äòÛÂóääòÛäîÈÂóäĀÜæÉóÂìÚ¬èãÈóÚìäøî
ë×óÛòÚØöćÚ¬óÿËøćî×øî

VâöÂóäĂË­æ¬óâÿßøćîË¬èãĂÚÂóäëøćîëóä
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Informed Consent Process
Napapa Aimjirakul DDS, PhD

ÿæÃóÚùÂóä 
ÅÔñÂääâÂóäÉäõãÙääâëČóìäòÛßõÉóäÔóāÅäÈÂóäèõÉòãØöćØČóĂÚâÚùêã° âéè

66

CIOMS Guidelines  2016

https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-
EthicalGuidelines.pdf

65
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Presentation template by

Presentation template by
Presentation template by

Presentation template by

Outline

01 ÅèóâìâóãÃîÈ Informed consent

02 ë¬èÚÜäñÂîÛĀæñÂäñÛèÚÂóäÃîÅèóâãõÚãîâ

03 ÿîÂëóäËöĈĀÉÈîóëóëâòÅä 
(Participant Information Sheet: PIS)

04 Âóäæñÿè­ÚÂóäÃîÅèóâãõÚãîâ 
(Waive of Informed Consent)

Informed consent Åøî îñăä

ICH GCP .1.28

ÂäñÛèÚÂóäØöćãøÚãòÚÅèóâëâòÅäĂÉÃîÈ

îóëóëâòÅäĂÚÂóäÖòÕëõÚĂÉÿÃ­óä¬èâĂÚ

āÅäÈÂóäèõÉòã áóãìæòÈÉóÂ ăÕ­äòÛÃ­îâúæ

ÿÂöćãèÂòÛÂóäèõÉòãîã¬óÈæñÿîöãÕ

Process    Voluntary   informed

67
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èòÖ×ùÜäñëÈÅ° (Objective)

ÿßøćîĂì­ĀÚ¬ĂÉè¬ó îóëóëâòÅä ÿÃ­óĂÉĀæñ 

ÖòÕëõÚĂÉîã¬óÈîõëäñĂÚÂóäÿÃ­óä¬èâ

āÅäÈÂóäèõÉòã

Understand 
Making decision Freely  

Informed Consent

70

ÚòÂèõÉòãâöìÚ­óØöćĂì­Ã­îâúæĀÂ¬Ýú­ëÚĂÉÿÃ­óä¬èâÂóäèõÉòãĀæñĂì­āîÂóëßèÂ
ÿÃóăÕ­Ăì­ÅèóâãõÚãîâìäøîÜÐõÿëÙÂóäÿÃ­óä¬èâăÕ­îã¬óÈîõëäñ

ÚòÂèõÉòãÅèäÿÃ­óĂÉè¬ó ÂóäĂì­ÅèóâãõÚãîâÿÜĆÚÂäñÛèÚÂóä Āæñ
Ýú­ÿÃ­óä¬èâèõÉòãâöëõØÙõØöćÉñ×îÚÖòèîîÂÉóÂÂóäèõÉòãÿâøćîĂÕÂĆăÕ­āÕãăâ¬×úÂ
æÈāØêĂÕą

69
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What is informed consent?

71

ÂäñÛèÚÂóä
ÿßøćîĀëÕÈÅèóâÿÅóäßĂÚÖòè
ÛùÅÅæ 
(Respect for person)

ăâ¬ĂË¬
ÿîÂëóäØóÈÂÏìâóã ìäøî
ÿÅäøćîÈâøîÜ­îÈÂòÚÅèóâ
ÿëöćãÈÃîÈÚòÂèõÉòã

ICH GCP (E6R3)

ÂóäÜäñãùÂÖ°ĂË­ Quality by Design (QbD) 
ĂÚÂäñÛèÚÂóäÃîÅèóâãõÚãîâĂÚÈóÚèõÉòãëòÈÅâéóëÖä°
ÂóäîîÂĀÛÛÂäñÛèÚÂóäÃîÅèóâãõÚãîâØöćâöÅùÔáóß
ÿßøćîÜÂÜ­îÈëõØÙõĀæñéòÂÕõċéäöÃîÈÝú­ÿÃ­óä¬èâèõÉòã

71
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ÅèóâìâóãÃîÈ QbD ĂÚÂóäÃîÅèóâãõÚãîâ
ÃîÈÈóÚëòÈÅâéóëÖä°

ĂÚÂóäèõÉòãÕ­óÚëòÈÅâéóëÖä° QbD ìâóã×÷ÈÂóäîîÂĀÛÛÂäñÛèÚÂóäÃîÅèóâ
ãõÚãîâæ¬èÈìÚ­óÿßøćîĂì­Ýú­ÿÃ­óä¬èâăÕ­äòÛÂóäÜÂÜ­îÈîã¬óÈÿÖĆâØöć
ÅÅèóâÿÃ­óĂÉØöćĀØ­ÉäõÈ ÿÃ­óĂÉÉùÕâù¬ÈìâóãĀæñèõÙöÂóäé÷Âêóîã¬óÈËòÕÿÉÚ
ÅÂóäÜÂÜ­îÈÃ­îâúæ ÖäñìÚòÂ×÷ÈÃîÛÿÃÖÅèóâæòÛ Āæñ ÅèóâÿÜĆÚë¬èÚÖòè
ÅÅèóâëâòÅäĂÉ ëóâóä×ÜÐõÿëÙ ìãùÕ ìäøîãõÚãîâăÕ­îã¬óÈÿëäö
QbD ÿÚ­Ú "ÅèóâÿÃ­óĂÉÉäõÈ ÅèóâëâòÅäĂÉ ĀæñÂóäÜÂÜ­îÈÃ­îâúǽ  âóÂÂè¬ó
æóãÿÌĆÚØöć×úÂÖ­îÈëâÛúäÔ°

Critical Quality Factors (CQFs) ëČóìäòÛÂóäÃîÅèóâãõÚãîâ
CQFs ÿÜĆÚìæòÂëČóÅòÎĂÚÂóäîîÂĀÛÛĀæñØÛØèÚÂäñÛèÚÂóäãõÚãîâØöćâöÅùÔáóß
01 ÅèóâÿÃ­óĂÉĂÚÉùÕâù¬Èìâóã ÿÃ­óĂÉÉùÕâù¬ÈìâóãĀæñèõÙöÂóäé÷Âêóîã¬óÈËòÕÿÉÚ
02 ÅèóâÿÃ­óĂÉ×÷ÈÅèóâî¬îÚăìè ÖäñìÚòÂ×÷ÈÅèóâî¬îÚăìèĀæñîòÚÖäóãØöćîóÉÿÂõÕÃ÷ĈÚ
03 ÂóäÜÂÜ­îÈÅèóâÿÜĆÚë¬èÚÖòè ÿÃ­óĂÉÂóäÜÂÜ­îÈÅèóâÿÜĆÚë¬èÚÖòèĀæñÅèóâæòÛ
04 ÅèóâëâòÅäĂÉØöćĀØ­ÉäõÈ ÅèóâëâòÅäĂÉĀâ­âöÅèóâëòâßòÚÙ°ÿËõÈîČóÚóÉ
05ÅèóâãõÚãîâĀÛÛÖ¬îÿÚøćîÈ ëóâóä×ØÛØèÚĀæñÿÜæöćãÚĂÉăÕ­ÖæîÕÿèæó
06ÅèóâÿìâóñëâØóÈèòÓÚÙääâ ÅČóÚ÷È×÷ÈÛäõÛØèòÓÚÙääâĀæñËùâËÚ
07ÂóäÉòÕÂóäÃ­îâúæØöć×úÂÖ­îÈ Åèóâ×úÂÖ­îÈÃîÈÂóäÉòÕÿÂĆÛĀæñĂË­Ã­îâúæ
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Presentation template by

Presentation template by
Presentation template by

Presentation template by

Outline

01 ÅèóâìâóãÃîÈ Informed consent

02 ë¬èÚÜäñÂîÛĀæñÂäñÛèÚÂóäÃîÅèóâãõÚãîâ

ë¬èÚëČóÅòÎÃîÈ Informed Consent

ë¬èÚÜäñÂîÛ

ÂäñÛèÚÂóä

Ã­îâúæÅäÛ×­èÚ (Information)

ÿÃ­óĂÉÈ¬óã (Comprehension)

îõëäñĂÚÂóäÖòÕëõÚĂÉ (Voluntariness)

ĂÅä Who ?

ÿâøćîăä When ?

îã¬óÈăä How  ?

78
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îÈÅ°ÜäñÂîÛÃîÈÂóäãõÚãîâāÕãÂóäÛîÂÂæ¬óè(INFORMED CONSENT)

âö 3 îÈÅ°ÜäñÂîÛ (ELEMENTS) ăÕ­ĀÂ¬

1. INFORMATION Ã­îâúæØöćÛîÂÂæ¬óèâöÅèóâÅäÛ×­èÚ ăâ¬ÜõÕÛòÈÌ¬îÚÿä­Ú

2. COMPREHENSION Ýú­äòÛÃ­îâúæâöÅèóâÿÃ­óĂÉĂÚÃ­îâúæØöćÛîÂÂæ¬óè

3. VOLUNTARINESS ÂóäÖòÕëõÚĂÉÿÜĆÚăÜāÕãîõëäñ ÿÜĆÚÅèóâëâòÅäĂÉîã¬óÈĀØ­ÉäõÈ ăâ¬ăÕ­ÿÂõÕÉóÂÂóä
Ãú¬ÛòÈÅòÛ (COERCION) ÂóäËòÂÉúÈÿÂõÚÿìÖù (UNDUE INDUCEMENT) ĀæñĀäÈÂÕÕòÚØöćăâ¬ëâÅèä 
(UNJUSTIFIABLE PRESSURE)

ÿîÂëóäÜäñÂîÛÂóäÃîÅèóâãõÚãîâ 
(INFORMED CONSENT FORM ìäøî ICF)

ÜäñÂîÛÕ­èã 2 ë¬èÚ ăÕ­ĀÂ¬
1) ÿîÂëóäÃ­îâúæËöĈĀÉÈÝú­ÿÃ­óä¬èâèõÉòã (PARTICIPANT INFORMATION 
SHEET)ÜäñÂîÛÕ­èãÃ­îâúæÃîÈāÅäÈÂóäèõÉòãØöćÅäÛ×­èÚ (INFORMATION) 
ĀæñÿÃöãÚĂÚáóêó ëČóÚèÚØöćÝú­äòÛÃ­îâúæØòćèăÜÿÃ­óĂÉăÕ­ (COMPREHENSION)
ĀæñëâòÅäĂÉîã¬óÈĀØ­ÉäõÈ (VOLUNTARINESS)
2) ÿîÂëóäĀëÕÈÅèóâãõÚãîâÿÃ­óä¬èâÂóäèõÉòã (CONSENT FORM)
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U.S. Department of Health & Human Services. (45 CFR 46.116(a)) 
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html#46.116  

ËøćîāÅäÈÂóäèõÉòã Âóäé÷ÂêóÅèóâËùÂÃîÈÝú­âöäñÕòÛãóÇ¬óĀâæÈĂÚÿæøîÕÿÂõÚäñÕòÛÜæîÕáòã
ËøćîìòèìÚ­óāÅäÈÂóäèõÉòã Úß. ________ _________
ë×óÚØöćèõÉòã ÖČóÛæ ______, îČóÿáî ______, ÉòÈìèòÕ ______
ë×óÚØöćØČóÈóÚĀæñìâóãÿæÃāØäéòßØ°ÃîÈìòèìÚ­óāÅäÈÂóäèõÉòãØöćÖõÕÖ¬îăÕ­ØòĈÈĂÚĀæñÚîÂ
ÿèæóäóËÂóä  äß. _______āØäéòßØ° ______
Ýú­ëÚòÛëÚùÚØùÚèõÉòã ___________ äñãñÿèæóĂÚÂóäèõÉòã ___________
āÅäÈÂóäèõÉòãÚöĈØČóÃ÷ĈÚÿßøćî é÷ÂêóÅèóâËùÂÃîÈÝú­âöäñÕòÛãóÇ¬óĀâæÈĂÚÿæøîÕÿÂõÚäñÕòÛ
ÜæîÕáòãĀæñÜòÉÉòãØöćâöÅèóâëòâßòÚÙ°ÂòÛÂóäâöäñÕòÛãóÇ¬óĀâæÈëúÈÿÂõÚäñÕòÛÜæîÕáòã
ÜäñāãËÚ°ÃîÈÈóÚèõÉòã ÿßøćîé÷ÂêóÅèóâËùÂÃîÈÝú­âöäñÕòÛãóÇ¬óĀâæÈĂÚÿæøîÕÿÂõÚäñÕòÛ
ÜæîÕáòãĀæñÜòÉÉòãØöćâöÅèóâëòâßòÚÙ°ÂòÛÂóäâöäñÕòÛãóÇ¬óĀâæÈëúÈÿÂõÚäñÕòÛÜæîÕáòã ìóÂ
ßÛÅèóâËùÂÃîÈÝú­ØöćâöäñÕòÛãóÇ¬óĀâæÈĂÚÿæøîÕÿÂõÚäñÕòÛÜæîÕáòãëúÈ ĀæñØäóÛÜòÉÉòãØöćâö
ÅèóâëòâßòÚÙ°ÂòÛáóèñÚöĈ ÂĆÉñÿÜĆÚÜäñāãËÚ°ĂÚÂóäÚČóÝæÂóäé÷ÂêóâóĂË­ÿßøćîìóĀÚèØóÈÂóä
æÕÂóäăÕ­äòÛãóÇ¬óĀâæÈÖ¬îăÜ

Example: Participant Information Sheet - Disclosure

Example:
Ø¬óÚăÕ­äòÛÿËõÎĂì­ÿÃ­óä¬èâÂóäèõÉòãÚöĈÿßäóñ Ø¬óÚÿÜĆÚÝú­Øöćâö×õćÚßČóÚòÂĂÚÿÃÖÖČóÛæ __________ îČóÿáî __________ 
ĀæñÜäñÂîÛîóËößÿÂêÖäÂäîã¬óÈÖ¬îÿÚøćîÈâóÿÜĆÚÿèæóÚóÚÿÂõÚ 2 Üö
ÉñâöÝú­ÿÃ­óä¬èâÂóäèõÉòãÚöĈØòĈÈëõĈÚÜäñâóÔ 60 äóã
ìóÂØ¬óÚÖòÕëõÚĂÉÿÃ­óä¬èâÂóäèõÉòãĀæ­è ÉñâöÃòĈÚÖîÚÂóäèõÉòãÕòÈÖ¬îăÜÚöĈÅøî
Ø¬óÚÉñăÕ­äòÛÂóäëòâáóêÔ°ÜäñèòÖõë¬èÚÖòè ÜäñèòÖõÂóäĂË­ãóÇ¬óĀâæÈĂÚÂóäÿÂêÖäĀæñĂÚÛ­óÚÿäøîÚ æòÂêÔñĀæñ
èõÙöÂóäĂË­ãóÇ¬óĀâæÈ ĀæñăÕ­äòÛÂóäÿÉóñÿæøîÕÉóÂÜæóãÚõĈèÿßøćîØÕëîÛäñÕòÛãóÇ¬óĀâæÈ ÂóäÖäèÉÚöĈĂË­ÿæøîÕ
ÜäõâóÔÚ­îãâóÂ ÜäñâóÔ 1 ìãÕ
ÅèóâÿëöćãÈØöćîóÉÉñÿÂõÕÃ÷ĈÚÿâøćîÿÃ­óä¬èâÂóäèõÉòã Ø¬óÚÉñÖ­îÈÿëöãÿèæóĂÚÂóäÿÃ­óä¬èâèõÉòã 1 ÅäòĈÈ ĂË­ÿèæóÜäñâóÔ
Åä÷ćÈËòćèāâÈ ÂóäÿÉóñÿæøîÕÉóÂÜæóãÚõĈèîóÉØČóĂì­Ø¬óÚâöîóÂóäÿÉĆÛÜèÕ âöÛóÕĀÝæàÂËČĈó ìäøîâöÿæøîÕîîÂĂÖ­
ÝõèìÚòÈÛäõÿèÔØöćÿÉóñÿæøîÕ ĀÖ¬ë¬èÚĂìÎ¬ÛóÕĀÝæØöćÿÂõÕÉóÂÂóäÿÉóñÿæøîÕÉñìóãăÕ­ÿîÈáóãĂÚÿèæóÜäñâóÔ 
5-7 èòÚ
ìóÂØ¬óÚăâ¬ÿÃ­óä¬èâĂÚāÅäÈÂóäèõÉòãÚöĈ Ø¬óÚÂĆÉñăÕ­äòÛÂóäÖäèÉÿßøćîÂóäèõÚõÉÊòãĀæñäòÂêóāäÅÃîÈØ¬óÚÖóâèõÙöÂóä
ØöćÿÜĆÚâóÖäÑóÚÅøî Ø¬óÚÉñăÕ­äòÛÂóäÛäõÂóäÉóÂāäÈßãóÛóæ __________ ÖóââóÖäÑóÚÂóäÛäõÂóäØóÈ
ÂóäĀßØã°ÖóâÜÂÖõ

82
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Example:
ìóÂâöÃ­îÃ­îÈĂÉØöćÉñëîÛ×óâÿÂöćãèÃ­îÈÂòÛÂóäèõÉòã  ìäøîìóÂÿÂõÕÝæÃ­óÈÿÅöãÈØöćăâ¬ß÷ÈÜäñëÈÅ°ÉóÂÂóäèõÉòã 
Ø¬óÚëóâóä×ÖõÕÖ¬î Úß./ßÎ.______ _____ìâóãÿæÃāØäéòßØ° _______ÜäñāãËÚ°ØöćÅõÕè¬óÉñăÕ­äòÛÉóÂ
ÂóäèõÉòã Ø¬óÚÉñăâ¬ăÕ­äòÛÜäñāãËÚ°ĂÕą āÕãÖäÈÉóÂÂóäÿÃ­óä¬èâÂóäèõÉòãÚöĈ ĀÖ¬ÝæÂóäèõÉòãØöćăÕ­ÉñÿÜĆÚÃ­îâúæ
ÿßøćîÜäñāãËÚ°ĂÚÂóäìóĀÚèØóÈĀæñèóÈâóÖäÂóäÿßøćîÜ­îÈÂòÚÂóäăÕ­äòÛãóÇ¬óĀâæÈÉÚÿÂõÚäñÕòÛÜæîÕáòã
Å¬óÖîÛĀØÚØöćÝú­ÿÃ­óä¬èâÂóäèõÉòãÉñăÕ­äòÛ Ø¬óÚÉñăâ¬ăÕ­äòÛÅ¬óÖîÛĀØÚĂÕą ÉóÂÂóäÿÃ­óä¬èâèõÉòãÚöĈÅ¬óĂË­É¬óãØöć
Ýú­ÿÃ­óä¬èâÂóäèõÉòãÉñÖ­îÈäòÛÝõÕËîÛÿîÈ ăâ¬âö
ìóÂâöÃ­îâúæÿßõćâÿÖõâØòĈÈÕ­óÚÜäñāãËÚ°ĀæñāØêØöćÿÂöćãèÃ­îÈÂòÛÂóäèõÉòãÚöĈ  Ýú­èõÉòãÉñĀÉ­ÈĂì­ØäóÛāÕãäèÕÿäĆèĀæñ
ăâ¬ÜõÕÛòÈ
Ã­îâúæë¬èÚÖòèÃîÈÝú­ÿÃ­óä¬èâÂóäèõÉòã Éñ×úÂÿÂĆÛäòÂêóăè­āÕãăâ¬ÿÜõÕÿÝãÖ¬îëóÙóäÔñÿÜĆÚäóãÛùÅÅæ ĀÖ¬Éñ
äóãÈóÚÝæÂóäèõÉòãÿÜĆÚÃ­îâúæë¬èÚäèâāÕãăâ¬ëóâóä×äñÛùÃ­îâúæäóãÛùÅÅæăÕ­  Ã­îâúæÃîÈÝú­ÿÃ­óä¬èâÂóäèõÉòã
ÿÜĆÚäóãÛùÅÅæîóÉâöÅÔñÛùÅÅæÛóÈÂæù¬âÿÃ­óâóÖäèÉëîÛăÕ­ ÿË¬Ú Ýú­Ăì­ØùÚèõÉòã ë×óÛòÚ ìäøîîÈÅ°ÂäÃîÈäòÑØöć
âöìÚ­óØöćÖäèÉëîÛ  äèâ×÷ÈÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚÅÚ ÿÜĆÚÖ­Ú

Example:Voluntariness

Ýú­ÿÃ­óä¬èâÂóäèõÉòãâöëõØÙõċ×îÚÖòèîîÂÉóÂāÅäÈÂóäèõÉòãÿâøćîĂÕÂĆăÕ­ āÕãăâ¬Ö­îÈĀÉ­ÈĂì­ØäóÛæ¬èÈìÚ­ó 
ĀæñÂóäăâ¬ÿÃ­óä¬èâÂóäèõÉòãìäøî×îÚÖòèîîÂÉóÂāÅäÈÂóäèõÉòãÚöĈ Éñăâ¬âöÝæÂäñØÛÖ¬îÂóäÛäõÂóä
ĀæñÂóääòÂêóØöćëâÅèäÉñăÕ­äòÛÖóââóÖäÑóÚĀÖ¬ÜäñÂóäĂÕ
ìóÂØ¬óÚăÕ­äòÛÂóäÜÐõÛòÖõØöćăâ¬ÖäÈÖóâØöćăÕ­äñÛùăè­ĂÚÿîÂëóäËöĈĀÉÈÚöĈ Ø¬óÚëóâóä×ĀÉ­ÈĂì­ÜäñÙóÚ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ØäóÛăÕ­Øöć ëČóÚòÂÈóÚÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚ
âÚùêã° âéè

        æÈËøćî................................................... Ýú­ä¬èâèõÉòã/îóëóëâòÅä
 (......................................................) 

èòÚØöć......................................

84

85



3/9/2026

34

Example: Comprehension
Ø¬óÚÉñăÕ­äòÛÂóäÿÉóñÿæøîÕÉóÂìæîÕ
ÿæøîÕÕČóØöćÃ­îßòÛĀÃÚÜäõâóÔÅäòĈÈæñ 10 

ml 3 ÅäòĈÈ

Ø¬óÚÉñăÕ­äòÛÂóäÿÉóñÿæøîÕÉóÂìæîÕÿæøîÕÕČóØöćÃ­î
ßòÛĀÃÚÜäõâóÔÅäòĈÈæñÜäñâóÔ 2 Ë­îÚËó ØòĈÈìâÕ  

3 ÅäòĈÈ ÿÜĆÚÜäõâóÔÿæøîÕäèâØòĈÈìâÕÜäñâóÔ 
6 Ë­îÚËó ìäøî 2 Ë­îÚāÖ®ñÖæîÕÂóäèõÉòã

Ø¬óÚÉñăÕ­äòÛÂóäÖäèÉ FPG, cholesterol, 
triglyceride, HDL, LDL, AST, ALT, BUN, 
creatinine, anti HIV, anti HBs antibody

Ø¬óÚÉñăÕ­äòÛÂóäÖäèÉäñÕòÛÚČĈóÖóæĂÚÿæøîÕ,     
ăÃâòÚāÅÿæëÿÖîäîæ, ăÖäÂæöÿÌîăäÕ°, ăÃâòÚËÚõÕÕö
(ÿîËÕöĀîæ), ăÃâòÚËÚõÕä­óã (ĀîæÕöĀîæ), ÂóäØČóÈóÚ
ÃîÈÖòÛ, ÂóäØČóÈóÚÃîÈăÖ, ÂóäÖõÕÿËøĈîÿîËăîèö,    

áúâõÖ­óÚØóÚÖòÛîòÂÿëÛăèäòëÛö

Ø¬óÚÉñăÕ­äòÛÂóäÿæøîÂĀÛÛëù¬âĂì­ăÕ­äòÛãó 
Paracetamol ìäøîăÕ­äòÛãó Ibuprofen

Ø¬óÚÉñăÕ­äòÛÂóäëù¬â Åæ­óãÂòÛÂóäāãÚÿìäöãÎìòè
Â­îã ÿßøćîÉòÕÂæù¬âĂì­Ø¬óÚăÕ­äòÛãóßóäóÿÌÖóâîæ 
ìäøîăÕ­äòÛãóăîÛúāßäÿàÚ āÕãØ¬óÚâöāîÂóëăÕ­äòÛ
ãóËÚõÕĂÕËÚõÕìÚ÷ćÈÉóÂØòĈÈëîÈËÚõÕÚöĈÿØ¬óą ÂòÚ

86
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Informed consent
WHO
WHEN
HOW

ĔĶŃĭĺĬĔŅĶ

89

Åèóâÿìâóñëâ 

ăâ¬ÿÜĆÚÝú­ØöćÉñâöÝæĂì­ăâ¬ëóâóä×ÖòÕëõÚĂÉăÕ­āÕãîõëäñ

ÅCoercion: ÛöÛÛòÈÅòÛØòĈÈØóÈÖäÈØóÈî­îâ 

ÅUndue influence: âöîõØÙõßæÖ¬îÂóäÖòÕëõÚĂÉĂì­Ö­îÈÿÃ­óä¬èâ

ÅèääñÛùĂì­ËòÕÿÉÚĂÚÿîÂëóäāÅäÈÂóäè¬óÿÜĆÚĂÅä

Ýú­Ãî informed consent

ÅèäÿÜĆÚÝú­ØöćăÕ­äòÛÂóäîÛäâ ĀæñâöÅèóâäú­îã¬óÈÕöÿÂöćãèÂòÛÂóäèõÉòã

ÅèäÿÜĆÚÝú­Øöćăâ¬âöÅèóâëòâßòÚÙ° ÂòÛîóëóëâòÅä (ÿË¬Ú ĀßØã°Ýú­äòÂêó)

Process: Who?

88

89
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90

ÅÖ­îÈØČóÂ¬îÚÿäõćâÃòĈÚÖîÚÂóäé÷Âêó
ÅÿâøćîâöÃ­îâúæĂìâ¬ØöćîóÉë¬ÈÝæÖ¬îÂóäÖòÕëõÚĂÉĂÚÂóäÿÃ­ó
ä¬èâÈóÚèõÉòãÚòĈÚ
ÅâöÂóäĂì­Ã­îâúæØöćÉČóÿÜĆÚÿëâîÖæîÕÿèæóāÅäÈÂóä
ÅĂì­āîÂóëĂÚÂóäÖòÕëõÚĂÉÿÃ­óä¬èâìäøî×îÚÖòèăÕ­
ÖæîÕÿèæó

Process: When and How ?

91

Åë×óÚØöć ÿÈöãÛ ëÈÛ ëÛóã ăâ¬ÿÅäöãÕ ĀæñÿÜĆÚë¬èÚÖòè
ÅĂì­Ã­îâúæÅäÛ×­èÚĂÚäúÜĀÛÛØöćâòćÚĂÉăÕ­è¬óÝú­î¬óÚÿÃ­óĂÉăÕ­ÉäõÈ
ÅĂì­ÿèæóîóëóëâòÅäĂÚÂóäÖòÕëõÚĂÉîã¬óÈ×öć×­èÚÅäîÛÅæùâ
ÅÖîÛØùÂÅČó×óâ îã¬óÈĀÉ¬âĀÉ­È
ÅÖ­îÈăâ¬âöÂóäÛöÛÛòÈÅòÛ (coercion) ìäøîîõØÙõßæāÚ­âÚ­óè (undue 

influence) ĂÕą ìäøîÂóäÿëÚîÜäñāãËÚ°ØöćâóÂÿÂõÚăÜ (undue 
inducement)

Process: When and How ?

90

91
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92

ÅæÈæóãâøîËøćîìäøîÛîÂÜóÂÿÜæ¬ó
ÅÃîîÚùÎóÖîóëóëâòÅä ìäøî Ýú­ÜÂÅäîÈ
ÅîùÜÂäÔ°ÿëäõâ ·èöÕöāî/ÿîÂëóäìäøîĀÝ¬ÚßòÛ/Ã­îâúæØóÈ
îõÚÿÖîä°ÿÚĆÖ

ÅÅèäĂì­ÿîÂëóäĀÂ¬îóëóëâòÅä 1ËùÕ

Process: When and How ?

ÅĀâ­è¬óÂóäæÈÚóâÿÜĆÚëõćÈëČóÅòÎ ĀÖ¬ÂäñÛèÚÂóäÅøî
ìòèĂÉ
ÅîóÉÖ­îÈâö ÂóäÃîÅèóâßä­îâĂÉ (Assent)
ÅÂäÔöîóëóëâòÅäæÈÚóâÕ­èãÖÚÿîÈăâ¬ăÕ­ Ö­îÈâö
ßãóÚæÈÚóâĀØÚÕ­èã

Things to Remember

93

92

93
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Recruitment
ÂóäÿÃ­ó×÷ÈîóëóëâòÅä

94

ÂäñÛèÚÂóäØöćĀÖÂÖ¬óÈÉóÂÂóäÃîÅèóâãõÚãîâ (ÂóääòÛÿÃ­óāÅäÈÂóäÂòÛÂóäÅòÕÂäîÈ)

ìæòÂÉäõãÙääâ : ĂÚÂóäèóÈĀÝÚĀæñÕČóÿÚõÚÂóäëääìóÝú­ÿÃ­óä¬èâ

ÿäöãÂÅèóâëÚĂÉĀæñÕ÷ÈÕúÕÝú­ÿÃ­óä¬èâÂóäèõÉòãØöćâöéòÂãáóß

Recruitment
ÂóäÿÃ­ó×÷ÈîóëóëâòÅä

95

Where
ÿÅóäßĂÚÅèóâÿÜĆÚë¬èÚÖòè (privacy) ĀæñÂóääòÂêóÅèóâæòÛ (confidentiality)

How
âöäóãæñÿîöãÕèõÙöÂóäĂÚÂóäÅ­ÚìóĀæñÿÃ­ó×÷ÈÝú­ØöćÖäÈÂòÛÿÂÔÒ°ÃîÈÈóÚèõÉòã

When
ăâ¬ÿÜĆÚË¬èÈØöćâöáóèñÂÕÕòÚĂÕą âöîõëäñĂÚÂóäÖòÕëõÚĂÉ 

94

95
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Recruitment method
èõÙöÂóäÿÃ­ó×÷ÈîóëóëâòÅä

äñÛùèõÙöÂóäĂì­ËòÕ

Åë¬ÈÖ¬îÿÜĆÚØóÈÂóäìäøîÛîÂÖ¬îąÂòÚ 

ÅÖäèÉÅòÕÂäîÈ

ÅÜäñËóëòâßòÚÙ°ØóÈîõÚÿØîä°ÿÚĆÖ ëøćîāÌÿËöãæ (äóãæñÿîöãÕĀæñË¬îÈØóÈ)

ÅÜäñËóëòâßòÚÙ°ëøćîîøćÚą

ÅÜäñÂóéÖóâÉùÕßÛÜñØöćëČóÅòÎ (ÛäõÿèÔÅæõÚõÂ, ä­óÚÅ­ó, ë×óÚØöćßòÂÝ¬îÚ etc.)

ÅÿæøîÂÉóÂÑóÚÃ­îâúæ ÿèËäñÿÛöãÚ (ÿæøîÂîã¬óÈăä âöëõØÙõÿÃ­ó×÷Èìäøîăâ¬)

96

Recruitment method
ÜäñÿÕĆÚØöćßÛÛ¬îã

Cold Contact/Calling
ÅÂóäÖõÕÖ¬îØóÈāØäéòßØ°ÉóÂÝú­Øöćăâ¬ÅóÕÅõÕ
è¬óÉñÿÃ­ó×÷ÈÃ­îâúæÂóäÖõÕÖ¬î
ÅÂóäÖõÕÖ¬îāÕãÝú­Øöćăâ¬ÿÂöćãèÃ­îÈĂÚÂóä
äòÂêó

97

Åèä

ÅÖõÕÖ¬îÕ­èãèõÙöØöćăâ¬æñÿâõÕ
ÅèóâÿÜĆÚë¬èÚÖòè āÕãÝú­Øöć
ÿìâóñëâ ÿßøćîĂì­Ã­îâúæ

ÅĂì­ÖõÕÖ¬îÂæòÛìóÂëÚĂÉ

X

96
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Recruitment materials
ëøćîëČóìäòÛÂóäÿËõÎËèÚîóëóëâòÅä

ăâ¬Åèä
ÅÿÚ­ÚãČĈóÅ¬óÖîÛĀØÚ
ÅĂì­Ã­îâúæØöćîóÉØČóĂì­
ÿÃ­óĂÉÝõÕ
ÅÂ¬îĂì­ÿÂõÕ/ÿßõćâ stigma

98

Åèä
ÅâöÃ­îâúæÿßöãÈßîØöćÉñÜäñÿâõÚ
ÖÚÿîÈè¬óÿÃ­óÃ¬óãìäøîăâ¬ 
ÅÅùÔëâÛòÖõ ÃòĈÚÖîÚ 
ÅÿèæóØöćĂË­ 
Åë×óÚØöćÕČóÿÚõÚÂóä 

V U

ìóÂØ¬óÚâöîóÂóäÜèÕàòÚ 
ÿËõÎàòÈÃ¬óèÕö!

ÿäóÂČóæòÈÖ­îÈÂóäØÕëîÛãóëöàòÚËÚõÕĂìâ¬
Ø¬óÚÉñăâ¬Ö­îÈÜèÕàòÚîöÂÖ¬îăÜ

ëÚĂÉÖõÕÖ¬î: ØßÎ.ëâëùÃ ĀëÚÕö âøî×øî: 099999999
***âöÅ¬óÖîÛĀØÚ 2000 ÛóØëČóìäòÛØùÂØ¬óÚØöćÿÃ­óÿÂÔÒ°***

àä
ö

! 

99
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Âóäé÷ÂêóÿäøćîÈÂóäĂË­ãóëöàòÚ
âöÿÂÔÒ°ÕòÈÚöĈ
îóãù 18-60 Üö
âöîóÂóäÜèÕàòÚâóÂÂè¬ó 3 ÅäòĈÈÖ¬îëòÜÕóì°

ëÚĂÉÖõÕÖ¬î: ØßÎ.ëâëùÃ ĀëÚÕö âøî×øî: 099999999

100

Presentation template by

Presentation template by
Presentation template by

Presentation template by

Outline

01 ÅèóâìâóãÃîÈ Informed consent

02 ë¬èÚÜäñÂîÛĀæñÂäñÛèÚÂóäÃîÅèóâãõÚãîâ

03 ÿîÂëóäËöĈĀÉÈîóëóëâòÅä 
(Participant Information Sheet: PIS)

100

101
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Informed Consent Form
ĀÛÛàîä°âÂóäĂì­ÅèóâãõÚãîâāÕãăÕ­äòÛ

Ã­îâúæ
Participant Information Sheet: ÿîÂëóäËöĈĀÉÈîóëóëâòÅä

ÅèäÖ­îÈâöìòèÃ­îØöćäñÛùĂÚ CIOMS Guidelines-ĂË­ template ÃîÈë×óÛòÚ

102

Consent Form: ÿîÂëóäĀëÕÈÅèóâãõÚãîâ

Participant Information Sheet
ÿîÂëóäËöĈĀÉÈîóëóëâòÅä

ÅáóêóØöćÅÚØòćèăÜÿÃ­óĂÉ ÜäñāãÅëòĈÚ ą ÂñØòÕäòÕ

ÅìæöÂÿæöćãÈéòßØ°ÿØÅÚõÅìäøîÅČóØöćäú­ÿÊßóñèõËóËöß

Åăâ¬ÅòÕæîÂÿÚøĈîìóāÕãÖäÈâóÉóÂÿîÂëóäāÅäÈÂóä

Åăâ¬ÅèäâöáóêóîòÈÂåê Ăì­ÿÃöãÚÿÜĆÚáóêóăØãìäøîĀÜæÕ­èãéòßØ°ØöćÿÃ­óĂÉăÕ­

Åăâ¬âöáóêóÛòÈÅòÛ ËòÂÉúÈ āÚ­âÚ­óè æÕØîÚëõØÙõìäøîÂóäÜòÕÅèóâäòÛÝõÕËîÛ

104

102
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Ã­îÅèääñèòÈëČóìäòÛ information sheet 

ÅÂóäĂË­ëääßÚóâăâ¬×úÂÖ­îÈìäøîĂË­ëääßÚóâìæóãĀÛÛĂÚÿîÂëóäÿÕöãèÂòÚ ÿË¬Ú 
Ã­óßÿÉ­ó/ÚòÂèõÉòã Ø¬óÚ/Ýú­Ü¬èã/îóëóëâòÅä ìÚú/Ú­îÈ/ÚòÂÿäöãÚ
ÅÃÚóÕÖòèîòÂêäØöćăâ¬ÿìâóñëâÂòÛîóëóëâòÅäØöćÿÜĆÚÝú­ëúÈîóãù
ÅÂóäĂì­Ã­îâúæÃòĈÚÖîÚÂóäÜÐõÛòÖõÖÚÃîÈîóëóëâòÅä: ëõćÈØöćÖ­îÈØČóÖóâÃòĈÚÖîÚ äñãñÿèæó
ØöćĂË­ ë×óÚØöć 
ÅÂóääñÛùÅèóâÿëöćãÈ/ÜäñāãËÚ° ØöćËòÕÿÉÚ ÿÃ­óĂÉÈ¬óã
ÅÂóääñÛùÅ¬óËÕÿËãÂóäÿëöãÿèæó Å¬óÿÕõÚØóÈ ìäøîÃîÈØöćäñæ÷Â 

105

Informed consent
Ýú­èõÉòãÅèäìæöÂÿæöćãÈÃ­îÅèóâØöćâöÂóäÛöÛÛòÈÅòÛ (coercion) 
ÂóäÉúÈĂÉ (inducement) ÂóäÂÕÕòÚ ÂóäìæîÂĂì­ÿËøćî (deception)                
ĀæñáóêóØöćĀëÕÈ×÷ÈÂóäÜòÕÅèóâäòÛÝõÕËîÛ (exculpatory language)
Öòèîã¬óÈÿË¬Ú
ÅØ¬óÚÉñÖ­îÈîãú¬ä¬èâāÅäÈÂóäÖæîÕÉÚëõĈÚëùÕ (ÛöÛÛòÈÅòÛ)
ÅÂóäÿÃ­óä¬èâāÅäÈÂóäèõÉòãÅäòĈÈÚöĈØ¬óÚÉñăÕ­äòÛÂóäÕúĀæßõÿéê (ÉúÈĂÉ)
ÅāÅäÈÂóäèõÉòãÿäøćîÈÚöĈâöÅèóâëČóÅòÎîã¬óÈâóÂ äòÑÛóæĂì­ÿÈõÚëÚòÛëÚùÚ(ÂÕÕòÚ)
ÅÂóäÿÃ­óä¬èâāÅäÈÂóäÃîÈØ¬óÚØČóĂì­āÅäÈÂóäÚöĈÜäñëÛÅèóâëČóÿäĆÉîã¬óÈãõćÈ (ìæîÂ
Ăì­ÿËøćî)
ÅØ¬óÚã¬îâäú­Õöè¬óÅÔñÝú­èõÉòãäñâòÕäñèòÈîã¬óÈÕöĀæ­è (ÜòÕÅèóâäòÛÝõÕËîÛ)

105

106
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Assent
ÅÃ­îÖÂæÈãøÚãòÚØöćÉñÿÃ­óä¬èâĂÚÂóäèõÉòãÉóÂÛùÅÅæØöćăâ¬
ëóâóä×Ăì­ÅèóâãõÚãîâÃîÈÖÚÿîÈăÕ­
ÅĂÚÂóäé÷ÂêóĂÚÿÕĆÂìäøî Ýú­ØöćâöÅèóâÛÂßä¬îÈØóÈÂóääòÛäú­
ÅAssent ĂÚÿÕĆÂØöćî¬óÚîîÂĀæ­è ÅèäØČóāÕãĂì­âöÂóäæÈÚóâ

113

114

114

Parent or 
a legally authorized 
representative (LAR)

Child
or

Adolescent

Permission

Agreement
(Assent)

ìæòÈÉóÂÂóäĂì­Ã­îâúæØöćÿìâóñëâÖ¬î
äñÕòÛÅèóâÿÃ­óĂÉÃîÈÿÕĆÂìäøî
îóëóëâòÅäĂÚÂæù¬âÚöĈ

113

114
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Assent & Consent

ÅChildren 1-6 years old: parental consent
ÅChildren 7-12 years old: use assent form for young children with 
parental consent
ÅChildren 13-17 years old: use assent form for older children with 
parental consent
Å >18 years old: use adult consent form

Re-assent and consent at youth and adult milestones

The researcher should consider whether re-assent or assent of children 
is required
ÅAssent of children who reach 7 years old
ÅRe-assent of subjects who turn 12 years old
ÅConsent of children who turn 18 years old

115

116
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ĔŅĶĕŀėĺŅĴĵŇĬĵŀĴȮAssent

ÅÂóäé÷ÂêóÚöĈâöèòÖ×ùÜäñëÈÅ°ÿßøćîÕúè¬ó ÿÕĆÂăØãĂÚÉòÈìèòÕÃîÈ
ìÚúÿÜĆÚāäÅÿæøîÕÂöćÅÚ
ÅìÚúÉñ×úÂÿÉóñÿæøîÕÿßøćîÖäèÉ 1 Ë­îÚËó
ÅìÚúÉñÿÉĆÛÛäõÿèÔØöćÿÉóñÿæøîÕÿæĆÂÚ­îã
ÅÂóäÿÃ­óä¬èâĂÚÂóäèõÉòã Ã÷ĈÚîãú¬ÂòÛÂóäÖòÕëõÚĂÉÃîÈìÚú Āæñ
ìÚúÉñÿÜæöćãÚĂÉăâ¬ÿÃ­óä¬èâÿâøćîăäÂĆăÕ­

09/03/69

ìóÂÿÕĆÂ/ÿãóèËÚÜÐõÿëÙÅèóâßä­îâĂÉìäøîãîâÖóâ (assent)
Ö­îÈÿÅóäßÂóäÖòÕëõÚĂÉÃîÈÿÕĆÂ/ÿãóèËÚ Āæñăâ¬ëóâóä×ÚČóÿÕĆÂ/
ÿãóèËÚÿÃ­óëú¬ÂóäèõÉòãăÕ­ ãÂÿè­Úè¬óÂóääòÂêóĂÚÛäõÛØÂóäèõÉòãÚòĈÚâö
ÜäñāãËÚ° âöÅèóâëČóÅòÎÖ¬îËöèõÖĀæñÅèóâÿÜĆÚîãú¬ØöćÕöÃîÈÿÕĆÂ ìäøî

ÿÕĆÂâöÅèóâëóâóä×ĂÚÂóäÖòÕëõÚĂÉîã¬óÈÉČóÂòÕ 

117

118
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ĔŅĶĕŀėĺŅĴĵŇĬĵŀĴěŅĔĭŇħŅĴŅĶħŅ
äñÕòÛÅèóâÿëöćãÈÂóäæÈÚóâÃîÅèóâãõÚãîâÃîÈÛõÕóâóäÕó

1. ÅèóâÿëöćãÈÚ­îãÛõÕóìäøîâóäÕóÅÚĂÕÅÚìÚ÷ćÈ

2. ÅèóâÿëöćãÈâóÂÂè¬óÅèóâÿëöćãÈÚ­îã ĀÖ¬âö
ÜäñāãËÚ°āÕãÖäÈÖ¬îÿÕĆÂØöćÿÃ­óä¬èâÂóäèõÉòã

ÛõÕóìäøîâóäÕóÅÚĂÕÅÚìÚ÷ćÈ (ÅÔñÂääâÂóäÉäõãÙääâ
ÂóäèõÉòã îóÉßõÉóäÔóè¬ó ÅèäâöÂóäæÈÚóâÅÚÿÕöãèìäøî
ëîÈÅÚ)

3. ÅèóâÿëöćãÈâóÂÂè¬óÅèóâÿëöćãÈÚ­îã ăâ¬âö
ÜäñāãËÚ°āÕãÖäÈÖ¬îÿÕĆÂØöćÿÃ­óä¬èâÂóäèõÉòãĀÖ¬ÿßõćâ
îÈÅ°Åèóâäú­Ö¬îāäÅÃîÈÿÕĆÂÿîÈ

ØòĈÈÛõÕóĀæñâóäÕó

4. ÅèóâÿëöćãÈâóÂÂè¬óÅèóâÿëöćãÈÚ­îã ăâ¬âö
ÜäñāãËÚ°āÕãÖäÈÖ¬îÿÕĆÂØöćÿÃ­óä¬èâÂóäèõÉòãĀÖ¬îóÉ
âöÜäñāãËÚ°Ö¬îëùÃáóßÃîÈÿÕĆÂîøćÚ

ØòĈÈÛõÕóĀæñâóäÕó

ÂóäÃîĂì­ÛùÅÅæÿìæ¬óÚöĈÿÃ­óä¬èâĂÚāÅäÈÂóäèõÉòã Ö­îÈÃîÝú­Øöćëóâóä×Ăì­ÅèóâãõÚãîâĀØÚăÕ­ÖóâÂÏìâóã 
(LAR-LEGALLY AUTHORIZED/LEGALLY ACCEPTABLEREPRESENTATIVES ìäøî LEGAL 
GUARDIAN)

¶ÂäÔöÿÜĆÚÿÕĆÂ Ăì­ÃîÅèóâãõÚãîâÉóÂÛõÕóâóäÕó ìäøîÝú­ÜÂÅäîÈĀæ­èĀÖ¬ÂäÔö ÿëäõâÕ­èãÂóäÃîĂì­ÿÕĆÂ
ãîâÖóâ (ASSENT)

-áóêóØöćÿÃöãÚĂÚÿîÂëóä ASSENT Ö­îÈÿìâóñÂòÛîóãùĀæñäñÕòÛÂóäé÷ÂêóÃîÈÿÕĆÂ

-ÿÕĆÂÿæĆÂîóÉîÙõÛóãāÕãĂË­áóßÂóä°ÖúÚ

¶ĂÚÛùÅÅæØöćăâ¬äú­Öòè ÃîÅèóâãõÚãîâÉóÂÝú­ëóâóä×Ăì­ÅèóâãõÚãîâĀØÚÖóâß.ä.Û. ëùÃáóßÉõÖ

¶ĂÚÛùÅÅæØöćäú­ÖòèÛóÈÃÔñ ìäøîßîäú­Û­óÈ ÂĆÖ­îÈÃî ASSENT ĀæñÿâøćîàøĈÚÉóÂáóèñÚòĈÚÂĆÖ­îÈÃî 
CONSENT

ÂóäÃîÅČóãõÚãîâÉóÂÛùÅÅæØöćßä¬îÈÅèóâëóâóä×ĂÚÂóäØČóÅèóâÿÃ­óĂÉ

119

120
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ÅÝú­ĂìÎ¬ØöćâöÃ­îÉČóÂòÕĂÚÂóäÖòÕëõÚĂÉĂÚÛóÈë¬èÚ ÿË¬Ú Ýú­ØöćÿÜĆÚāäÅÅèóâÉČó
ÿëøćîâĂÚäñãñĀäÂ ìäøîâöîóÂóäìæÈ ą æøâ ą ĀÖ¬ãòÈÅÈâöÅèóâëóâóä×ĂÚ
ÂóääòÛäú­Ö¬îÿìÖùÂóäÔ°äîÛÖòèîãú¬Û­óÈ ìäøî Ýú­Ü¬èãèõÂåÖØöćĂë¬Ø¬îË¬èãìóãĂÉ
ĀÖ¬âöëÖõëòâÜËòÎÎñÕö Ăì­ÃîÅèóâßä­îâĂÉ (assent) ÃîÈÝú­ÿÃ­óä¬èâÂóä
èõÉòã ÅèÛÅú¬ÂòÛ ÂóäÃîÅèóâãõÚãîâÉóÂÝú­ĀØÚāÕãËîÛÙääâ 
ÅÂäÔöØöćÝú­ĂìÎ¬Øöćăâ¬ëóâóä×Ăì­ÅèóâãõÚãîâÕ­èãÖÚÿîÈ Ö­îÈÃîÅèóâ
ãõÚãîâÉóÂÝú­ĀØÚāÕãËîÛÙääâ (consent)
ÅÂäÔöØöćÝú­ëÚĂÉÿÃ­óä¬èâÂóäèõÉòã î¬óÚăâ¬îîÂ ÿÃöãÚăâ¬ăÕ­ ìäøîÖóÛîÕ ăâ¬
ëóâóä×î¬óÚÿîÂëóäÃ­îâúæÂóäèõÉòãăÕ­ Ăì­âößãóÚØöćÿÜĆÚÂæóÈ (impartial 
witness) Øöćăâ¬ăÕ­âöë¬èÚăÕ­ë¬èÚÿëöã îãú¬ĂÚÂäñÛèÚÂóäÃîÅèóâãõÚãîâ

ÂóäÃîÅèóâãõÚãîâÌČĈó (Re-consent)

ìæòÈÿäõćâØČóèõÉòãăÜĀæ­è
ÅÿâøćîâöÃ­îâúæĂìâ¬ØöćëČóÅòÎĀæñîóÉë¬ÈÝæÖ¬îÂóä
ÖòÕëõÚĂÉÃîÈîóëóëâòÅä ÿË¬Ú
ÅÃ­îâúæĂìâ¬ÿÂöćãèÂòÛÅèóâÜæîÕáòãÃîÈãóèõÉòã
ÅÜäòÛÿÜæöćãÚĀÚèØóÈÂóääòÂêó

ÅîóëóëâòÅäÿÕĆÂ ØöćāÖÃ÷ĈÚÉÚîóãù×÷È 7/18 Üö 

122

121
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ÂóäÜõÕÛòÈÃ­îâúæÛóÈë¬èÚ 
(INCOMPLETE DISCLOSURE/ALTERATION OF INFORMED 
CONSENT)
ëóâóä×ÂäñØČóăÕ­ ìóÂÿÃ­óÿÈøćîÚăÃè¬ó
1. āÅäÈÂóäèõÉòãâöÅèóâÿëöćãÈÖČćóĀÖ¬âöÅùÔÅ¬óëúÈ
2. ÂóäÛîÂÂæ¬óèÃ­îâúæÚòĈÚÉñØČóĂì­ÂóäèõÉòãăâ¬ÛääæùèòÖ×ùÜäñëÈÅ°ÿË¬Ú Âóä
ëòÈÿÂÖßåÖõÂääâßãóÛóæĂÚÂóäÕúĀæÝú­Ü¬èã
3. âöĀÝÚÈóÚÛîÂÅèóâÉäõÈÂòÛÛùÅÅæÿâøćîāÅäÈÂóäÿëäĆÉëõĈÚĀæñßä­îâØöćÉñ
ØČóæóãÃ­îâúæØõĈÈìóÂÛùÅÅæÚòĈÚăâ¬ãõÚãîâ
4. ÅÔñÂääâÂóäÉäõãÙääâÿìĆÚËîÛāÅäÈÂóäèõÉòã

-ìæòÈÉóÂÿëäĆÉÂóäèõÉòãÉñÖ­îÈâöÂóäÃîāØêîóëóëâòÅäØöćăÕ­ÜõÕÛòÈÃ­îâúæ 
(Apology)
-Ö­îÈâöÂóäîÙõÛóãÿìÖùÝæÃîÈÂóäØČóèõÉòã (Debrief)
-Ö­îÈÿÅóäßĂÚÂóäÖòÕëõÚĂÉØöćÉñÜÐõÿëÙĂì­ĂË­Ã­îâúæÃîÈîóëóëâòÅäĂÚÂóäèõÉòã
Õ­èã (Respect the right to refuse the use of obtained information)

ÂóäÜõÕÛòÈÃ­îâúæÛóÈë¬èÚ 
(INCOMPLETE DISCLOSURE/ALTERATION OF INFORMED 
CONSENT)

123
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Presentation template by

Presentation template by
Presentation template by

Presentation template by

Outline

01 ÅèóâìâóãÃîÈ Informed consent

02 ë¬èÚÜäñÂîÛĀæñÂäñÛèÚÂóäÃîÅèóâãõÚãîâ

03 ÿîÂëóäËöĈĀÉÈîóëóëâòÅä 
(Participant Information Sheet: PIS)

04 Âóäæñÿè­ÚÂóäÃîÅèóâãõÚãîâ 
(Waive of Informed Consent)

Waiver of consent
ÂóäãÂÿè­ÚÂóäÃîÅèóâãõÚãîâ

ÃîãÂÿè­ÚØòĈÈÂäñÛèÚÂóä (waiver of consent)

126

ÃîãÂÿè­ÚÿÊßóñÂóäæÈÚóâĂÚÿîÂëóäĀëÕÈãõÚãîâ 
(waiver of documentation)

125

126
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Waiver of consent
ÂóäãÂÿè­ÚÂäñÛèÚÂóäÃîÅèóâãõÚãîâ

ÅÅèóâÿëöćãÈăâ¬ÿÂõÚÅèóâÿëöćãÈÿæĆÂÚ­îã (Not Greater Than Minimal 
Risk)
ÅÂóäãÂÿè­Ú ăâ¬ÂäñØÛëèòëÕõáóßÃîÈîóëóëâòÅä
ÅÂóäÃîÅèóâãõÚãîâÿÜĆÚăÜăâ¬ăÕ­ØóÈÜÏõÛòÖõ ÿË¬Ú Âóäé÷Âêóã­îÚìæòÈÉóÂÃ­îâúæ
ÿèËäñÿÛöãÚ ÂóäĂË­Öòèîã¬óÈËöèáóßØöćÿÂĆÛăè­ÚóÚĀæ­è
ÅãòÈÅÈÖ­îÈĂì­Ã­îâúæĀÂ¬ÛùÅÅæÿÉ­óÃîÈÃ­îâúæ ìäøîÖòèîã¬óÈËöèáóßÿâøćî
ÿìâóñëâìäøîÿÜĆÚăÜăÕ­

127

ÂóäãÂÿè­ÚÂóäÃîÅèóâãõÚãîâÉóÂÛõÕóâóäÕóìäøîÝú­ÜÂÅäîÈ 
(Waiver parental permission)

1.ÿÜĆÚÂóäèõÉòãØöćÿÂöćãèÃ­îÈÂòÛ
ëáóßÂóäÔ°ÃîÈÿÕĆÂÌ÷ćÈÂóäÃîÅèóâ
ãõÚãîâăâ¬ÿÜĆÚÂóäÜÂÜ­îÈÿÕĆÂ ÿË¬Ú 
ÂóäèõÉòãÂóäØóäùÔÂääâÿÕĆÂ (child 
abuse)ÂóäØîÕØõĈÈÿÕĆÂ (child 
neglect) ĀæñÅèóâäùÚĀäÈĂÚ
ÅäîÛÅäòè (domestic violence)

ÅāÅäÈÂóäßòÓÚóĀÛÛÅòÕÂäîÈÿßøćî
ÿÞ­óäñèòÈÿÕĆÂØöć×úÂØóäùÔÂääâ
ÅÂóäé÷ÂêóÚČóä¬îÈÅèóâËùÂÃîÈÿÕĆÂ
Øöć×úÂØóäùÔÂääâĂÚËùâËÚ
ÅæîÈÿÖã

127

128
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ÂóäãÂÿè­ÚÂóäÃîÅèóâãõÚãîâÉóÂÛõÕóâóäÕóìäøîÝú­ÜÂÅäîÈ 
(Waiver parental permission)

2. ÿÜĆÚÂóäèõÉòãØöćÂóääòÛäú­ÃîÈÛõÕóĀæñâóäÕóìäøî
Ýú­ÜÂÅäîÈÿÕĆÂ îóÉÚČóăÜëú¬ÂóäæñÿâõÕÅèóâÿÜĆÚë¬èÚÖòè
ÃîÈÿÕĆÂ ÿË¬Ú ÿäøćîÈÃîÈØòéÚÅÖõ ßåÖõÂääâØóÈÿßé
ìäøîÂóäĂË­ëóäÿëßÖõÕ

ÅÂóäèõÉòãÖ­îÈăâ¬ÿÂõÚÅèóâÿëöćãÈÿæĆÂÚ­îã
Åăâ¬ÂäñØÛëõØÙõĀæñÅèóâÿÜĆÚîãú¬ØöćÕöÃîÈîóëóëâòÅä
ÅÿÜĆÚăÜăÕ­ãóÂìóÂÖ­îÈÃîÅèóâãõÚãîâÉóÂÛõÕó
âóäÕó

Waiver of documentation of consent
ÂóäãÂÿè­ÚÂóäÃîÅèóâãõÚãîâÕ­èãÂóäæÈÚóâ

ÅÈóÚèõÉòãØöćâöÅèóâÿëöćãÈÚ­îã
Åăâ¬âöÝæÖ¬îëõØÙõ ĀæñÿëäöáóßÃîÈîóëóëâòÅä
ÅÂóäèõÉòãØöćÿÂöćãèÃ­îÈÂòÛÂóääòÂêóĂÚáóèñÊùÂÿÊõÚ ĀæñîóëóëâòÅäîãú¬ĂÚáóèñèõÂåÖ 
ìäøîăâ¬ëóâóä×Ăì­ÂóäãõÚãîâÕ­èãÖÚÿîÈ
ÅÿîÂëóäÂóäæÈÚóâÿÜĆÚìæòÂÑóÚØöćÿÜõÕÿÝãÖòèÖÚĀæñìóÂäòćèăìæîóÉÚČóăÜëú¬Ýæÿëöã
ä­óãĀäÈ
ÅĂÚÂóäÃîãÂÿè­ÚÂóäÃîÅèóâãõÚãîâÉóÂîóëóëâòÅäăâ¬è¬óÉñÿÜĆÚÂäÔöĂÕą ÂĆÖóâ 
Ýú­èõÉòãÉñÖ­îÈËöĈĀÉÈÿìÖùÝææÈĂÚĀÛÛÿëÚîÃîäòÛÂóäßõÉóäÔó âóĂì­ÅÔñÂääâÂóä
ßõÉóäÔó

130
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Waiver of documentation of consent

ÂóäÃîÅèóâãõÚãîâÕ­èãèóÉóăâ¬Ö­îÈâöìÚòÈëøîĀëÕÈÿÉÖÚóãõÚãîâ
ÿÜĆÚæóãæòÂêÔ°îòÂêä 
ÅÂóäëòâáóêÔ°ëČóäèÉĂÚìòèÃ­îØöćî¬îÚăìè ÿëöćãÈÖ¬îÂóäÿëöãËøćîÿëöãÈ ìäøîăÕ­äòÛāØê
ØóÈÂÏìâóã Āæñ/ìäøîÅèóâÖ­îÈÂóäÃîÈîóëóëâòÅäÝú­ÿÃ­óä¬èâāÅäÈÂóäèõÉòãÿîÈØöć
ăâ¬Ö­îÈÂóäæÈæóãâøîËøćîăè­ÿÜĆÚìæòÂÑóÚ 
ÅÅÔñÂääâÂóäð ÿìĆÚè¬óîóëóëâòÅäÉñăÕ­äòÛÂóäÜÂÜ­îÈëõØÙõċ ĀæñÜæîÕáòã âóÂÂè¬ó 
ìóÂăâ¬âöÂóäæÈæóãâøîËøćîĂÚìÚòÈëøîĀëÕÈÿÉÖÚóãõÚãîâÿÃ­óä¬èâÂóäèõÉòã ÿÚøćîÈÉóÂ
ÂóäæÈÚóâĂÚÿîÂëóäÉñÿÜĆÚìæòÂÑóÚÿßöãÈîã¬óÈÿÕöãèØöćÉñëøÛÅ­ÚăÜ×÷ÈÖòèÛùÅÅæăÕ­ 
ĀÖ¬Ýú­èõÉòããòÈÅÈÖ­îÈĂì­ÅČóîÙõÛóã ĀæñÿîÂëóäËöĈĀÉÈāÅäÈÂóäĀÂ¬îóëóëâòÅäÝú­ÿÃ­óä¬èâ
āÅäÈÂóäèõÉòã

09/03/69 131

Cr: é.ßÎ.ÉòÚØäó ÿìæ¬ó×óèä
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133
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135
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Layer 1: Key Information (Summary for Participants)
Ã­îâúæëČóÅòÎ (1-2 ìÚ­ó)
ÅØ¬óÚÂČóæòÈăÕ­äòÛÿËõÎĂì­ÿÃ­óä¬èâĂÚÂóäé÷ÂêóèõÉòãÚöĈ Â¬îÚØöćØ¬óÚÉñÖòÕëõÚĂÉ āÜäÕî¬óÚëäùÜÃ­îâúæëČóÅòÎÚöĈ Ì÷ćÈ
ÿÜĆÚÃ­îâúæØöćÉČóÿÜĆÚØöćëùÕĂÚÂóäË¬èãĂì­Ø¬óÚÖòÕëõÚĂÉăÕ­îã¬óÈÿìâóñëâ
ÅèòÖ×ùÜäñëÈÅ°ÃîÈÂóäé÷Âêó: [äñÛùèòÖ×ùÜäñëÈÅ°āÕãã¬î]
ÅëõćÈØöćØ¬óÚÖ­îÈØČó: [îÙõÛóãÃòĈÚÖîÚëòĈÚ ą]
ÅäñãñÿèæóØöćĂË­: [äñÛùäñãñÿèæó]
ÅÅèóâÿëöćãÈëČóÅòÎ: [ëäùÜÅèóâÿëöćãÈìæòÂ]
ÅÜäñāãËÚ°ØöćîóÉăÕ­äòÛ: [ÝæÜäñāãËÚ°ìäøîÜäñāãËÚ°ØóÈî­îâ]
ÅÅèóâëâòÅäĂÉĂÚÂóäÿÃ­óä¬èâ:Ø¬óÚëóâóä×ÜÐõÿëÙìäøî×îÚÖòèăÕ­ØùÂÿâøćîāÕãăâ¬ÿëöãëõØÙõĂÕ ą
ÅÃ­îâúæÖõÕÖ¬î:ìóÂâöÃ­îëÈëòã ÖõÕÖ¬î: [ËøćîìòèìÚ­óāÅäÈÂóä + ÿÛîä°āØä/îöÿâæ]
ÅìóÂØ¬óÚÖ­îÈÂóäÃ­îâúæÿßõćâÿÖõâ āÜäÕî¬óÚÖ¬îĂÚ Layer 2

Layer 2: Detailed Informed Consent Form (ICF)
ÜäñâóÔ 5 ìÚ­ó
1. ÛØÚČó
Ø¬óÚÂČóæòÈăÕ­äòÛÿËõÎĂì­ÿÃ­óä¬èâÂóäé÷ÂêóèõÉòãÚöĈ ÿîÂëóäÊÛòÛÚöĈĂì­Ã­îâúæ
äóãæñÿîöãÕÿßøćîË¬èãĂì­Ø¬óÚÖòÕëõÚĂÉăÕ­îã¬óÈÿìâóñëâ
2. èòÖ×ùÜäñëÈÅ°ĀæñßøĈÚÑóÚÃîÈÂóäé÷Âêó
[îÙõÛóãäóãæñÿîöãÕ]
3. ÃòĈÚÖîÚÂóäé÷Âêó
äóãæñÿîöãÕĀÖ¬æñÅäòĈÈØöćÿÃ­óä¬èâ: [äñÛù]
ÉČóÚèÚÅäòĈÈØöćÖ­îÈÿÃ­óä¬èâ: [äñÛù]
äñãñÿèæóäèâ: [äñÛù]
4. ÅèóâÿëöćãÈĀæñÅèóâăâ¬ëÛóãÖòè
[äñÛùÅèóâÿëöćãÈØòĈÈìâÕîã¬óÈæñÿîöãÕ]
5. ÜäñāãËÚ°ØöćîóÉăÕ­äòÛ
[äñÛùÜäñāãËÚ° ìäøîäñÛùè¬óăâ¬âö]
6. ØóÈÿæøîÂîøćÚĀØÚÂóäÿÃ­óä¬èâ
[äñÛùØóÈÿæøîÂ]

7. ÂóäÿÂĆÛäòÂêóÅèóâæòÛĀæñÂóäÅù­âÅäîÈÃ­îâúæë¬èÚÛùÅÅæ
äñÛùèõÙöÂóäÉòÕÿÂĆÛÃ­îâúæ ÂóäÿÃ­ó×÷È ĀæñâóÖäÂóäÅù­âÅäîÈÃ­îâúæ
8. Å¬óĂË­É¬óãĀæñÅ¬óÖîÛĀØÚ
Å¬óÖîÛĀØÚëČóìäòÛÂóäÿÃ­óä¬èâ: [äñÛù]
Å¬óĂË­É¬óãØöćîóÉÿÂõÕÃ÷ĈÚ: [äñÛù]
ÂóäÅù­âÅäîÈĂÚÂäÔöÿÂõÕîòÚÖäóãÉóÂÂóäé÷Âêó: [äñÛù]
9. ÅèóâëâòÅäĂÉĀæñÂóä×îÚÖòè
Ø¬óÚëóâóä×ÜÐõÿëÙìäøî×îÚÖòèăÕ­ØùÂÿâøćîāÕãăâ¬ÿëöãëõØÙõĂÕ ą
10. Ã­îâúæÖõÕÖ¬î
ëČóìäòÛÅČó×óâÿÂöćãèÂòÛÂóäé÷Âêó: [äñÛù]
ëČóìäòÛÅČó×óâÿÂöćãèÂòÛëõØÙõÃîÈÝú­ÿÃ­óä¬èâ: [äñÛù]
11. ÅČóãõÚãîâÿÃ­óä¬èâÂóäé÷Âêó
Ã­óßÿÉ­óăÕ­î¬óÚĀæñÿÃ­óĂÉÃ­îâúæØòĈÈìâÕ ĀæñãõÚãîâÿÃ­óä¬èâÂóäé÷ÂêóÚöĈāÕã
ëâòÅäĂÉ
ÅËøćîÝú­ÿÃ­óä¬èâ: _______________________
ÅæóãÿÌĆÚ: ______________________________
ÅèòÚØöć: _________________________________

137

138



3/9/2026

57

Layer 3: Supplemental Materials / Appendices
ÜäñÂîÛÕ­èãÿîÂëóäÿëäõâØöćĂì­Ã­îâúæÿßõćâÿÖõâëČóìäòÛÝú­ÿÃ­óä¬èâØöćÖ­îÈÂóääóãæñÿîöãÕÿËõÈæ÷ÂìäøîÃ­îâúæØóÈÿØÅÚõÅâóÂÃ÷ĈÚ
Öòèîã¬óÈÿîÂëóä 
ÅáóÅÝÚèÂ Â: ÖóäóÈÂČóìÚÕÂóäÿÃ­óä¬èâÂóäé÷Âêó
ĀëÕÈÂČóìÚÕÂóäÚòÕìâóã ÃòĈÚÖîÚÂóäÖäèÉ ĀæñË¬èÈÿèæóÖ¬óÈ ą
ÅáóÅÝÚèÂ Ã: Ã­îâúæÿßõćâÿÖõâÿÂöćãèÂòÛãó/îùÜÂäÔ°ØöćĂË­ĂÚÂóäé÷Âêó
ÅÅú¬âøîÝú­èõÉòã Investigator³s Brochure (IB)
ÅÅú¬âøî/ÅČóĀÚñÚČóÂóäĂË­ÈóÚ (IFU)
ÅāÜäăàæ°ÅèóâÜæîÕáòã Safety profile summaries

ÅáóÅÝÚèÂ Å: ÜäñÂóéÿÂöćãèÂòÛÅèóâÿÜĆÚë¬èÚÖòèÿßõćâÿÖõâ
îÙõÛóãäóãæñÿîöãÕÿÂöćãèÂòÛÂóäÿÂĆÛ data storage, sharing, transfer ĀæñäñãñÿèæóÂóäÿÂĆÛäòÂêóÃ­îâúæë¬èÚÛùÅÅæ
ÅáóÅÝÚèÂ È: ĀÛÛÛòÚØ÷ÂÜäñÉČóèòÚÃîÈÝú­ÿÃ­óä¬èâ Logbook
ĀÛÛàîä°âëČóìäòÛÛòÚØ÷ÂîóÂóä ÂóäĂË­ãó ìäøîÿìÖùÂóäÔ°ÜäñÉČóèòÚ
ÅáóÅÝÚèÂ É: Ã­îâúæÿÂöćãèÂòÛÂóäÿÂĆÛÖòèîã¬óÈËöèáóß (×­óâö)
ÅèòÖ×ùÜäñëÈÅ°ÃîÈÂóäÿÂĆÛÖòèîã¬óÈ
ÅÚāãÛóãÂóäÿÂĆÛäòÂêó ÂóäÚČóăÜĂË­ĂÚîÚóÅÖ ĀæñÂóäØČóæóãÖòèîã¬óÈ

ÅáóÅÝÚèÂ Ê: ÖóäóÈÅ¬óÖîÛĀØÚĀæñÅ¬óĂË­É¬óã
äóãæñÿîöãÕÅ¬óÖîÛĀØÚ Å¬óÿÕõÚØóÈ ìäøîÅ¬óĂË­É¬óãîøćÚ ą
ÅáóÅÝÚèÂ Ë: Contact List / Emergency Contact Card
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ÂäÔöé÷Âêó IÂóäé÷ÂêóÿãóèËÚëúÛÛùìäöćăàà­óĂÚāäÈÿäöãÚ
CQFs(Critical Quality Factors) ØöćâöÅèóâÿëöćãÈ
ÜòÉÉòãÅùÔáóßØöćëČóÅòÎØöćÖ­îÈßõÉóäÔóĂÚÂóäèõÉòãÂòÛÿãóèËÚ
ÅÅèóâÿëöćãÈÉóÂÂóä×úÂÿÜõÕÿÝãÅèóâæòÛ
ÂóäÿÜõÕÿÝãÅèóâæòÛîóÉÚČóăÜëú¬ÂóäÿæøîÂÜÐõÛòÖõìäøîîòÚÖäóã
ÅÜòÎìóÅèóâÿÜĆÚë¬èÚÖòèĀæñÅèóâãõÚãîâÉóÂÝú­ÜÂÅäîÈ
ÅèóâÌòÛÌ­îÚĂÚÂóäÃîÅèóâãõÚãîâÿâøćîÿãóèËÚãòÈăâ¬ÿÜõÕÿÝãÅèóâæòÛÂòÛÅäîÛÅäòè
ÅĀäÈÂÕÕòÚÉóÂāäÈÿäöãÚ
ëáóßĀèÕæ­îâāäÈÿäöãÚîóÉëä­óÈĀäÈÂÕÕòÚĂÚÂóäÿÃ­óä¬èâìäøîăâ¬ÿÃ­óä¬èâ
ÅÝæÂäñØÛØóÈîóäâÔ°
ÂóäßúÕÅùãÿÂöćãèÂòÛÜäñëÛÂóäÔ°ØöćãóÂæČóÛóÂîóÉë¬ÈÝæÖ¬îëùÃáóßÉõÖ
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QbDControls
ÅÃîãÂÿè­ÚÂóäÃîÅèóâãõÚãîâÉóÂÝú­ÜÂÅäîÈÿâøćîÿìâóñëâ

ÜÂÜ­îÈÿãóèËÚØöćîóÉÿÝËõÎÅèóâÿëöćãÈìóÂÝú­ÜÂÅäîÈØäóÛÂóäÿÃ­óä¬èâ
ÅĂË­ĀÛÛàîä°âØöćÿÜĆÚâõÖäÂòÛÿãóèËÚ

îîÂĀÛÛÿîÂëóä (PIS) ØöćÿÃ­óĂÉÈ¬óãĀæñÿìâóñëâÂòÛèòã
ÅĂË­Ýú­ÿËõÎËèÚîõëäñ
 æÕĀäÈÂÕÕòÚÉóÂāäÈÿäöãÚìäøîÝú­âöîČóÚóÉ
ÅëòâáóêÔ°ÚîÂāäÈÿäöãÚ
 ëä­óÈßøĈÚØöćÜæîÕáòãØöćĀÃÂÉóÂëáóßĀèÕæ­îâāäÈÿäöãÚ
ÅĀÝÚÕúĀæëùÃáóßÉõÖ
 ÿÖäöãâÂóäëÚòÛëÚùÚØóÈÉõÖĂÉĀæñÂóäë¬ÈÖ¬îÛäõÂóä

ÛØÿäöãÚëČóÅòÎ: QbD Ë¬èãÜÂÜ­îÈÝú­ÿÃ­óä¬èâØöćâöÅèóâÿÜäóñÛóÈëúÈ

ÂäÔöé÷Âêó II ÂóäèõÉòãîã¬óÈäèÕÿäĆèĂÚáóèñÊùÂÿÊõÚÕ­óÚëóÙóäÔëùÃ
ÂóäèõÉòãÿÂöćãèÂòÛÿìÖùÂóäÔ°ÚČĈóØ¬èâØöćìóÕĂìÎ¬

CQFs(Critical Quality Factors) ØöćâöÅèóâÿëöćãÈ
ÅÂóäÃîÅèóâãõÚãîâîã¬óÈÿä¬ÈäöÛ
ĀäÈÂÕÕòÚÕ­óÚÿèæóîóÉë¬ÈÝæÖ¬îÅùÔáóßÃîÈÂäñÛèÚÂóäÃîÅèóâãõÚãîâ
ÅÂóääú­ìÚòÈëøîÉČóÂòÕ
Ýú­ÿÃ­óä¬èâÛóÈÅÚîóÉăâ¬ëóâóä×î¬óÚÿîÂëóäÃîÅèóâãõÚãîâăÕ­
ÅÅèóâÿÃ­óĂÉÝõÕè¬óÿÜĆÚÂóäëČóäèÉÃîÈäòÑ
ÅèóâÂæòèìäøîÅèóâăâ¬ăè­èóÈĂÉÖ¬îìÚ¬èãÈóÚäóËÂóä
ÅÃóÕë×óÚØöćë¬èÚÖòè
ÅèóâãóÂæČóÛóÂĂÚÂóäìóßøĈÚØöćÿÜĆÚë¬èÚÖòèĂÚËùâËÚ
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QbDControls
ÅÃîÅèóâãõÚãîâāÕãâöáóßÜäñÂîÛìäøîëøćîîøćÚą

ĂË­èõÙöÂóäØöćÿÃ­ó×÷ÈăÕ­ëČóìäòÛÝú­Øöćî¬óÚìÚòÈëøîăâ¬ăâ¬ăÕ­ìäøîî¬óÚăÕ­ÉČóÂòÕ
ÅÿÚ­ÚÅèóâëâòÅäĂÉ

ëøćîëóäËòÕÿÉÚè¬óÂóäÿÃ­óä¬èâÿÜĆÚăÜāÕãëâòÅäĂÉĀæñăâ¬âöÝæÂäñØÛìóÂÜÐõÿëÙ
ÅÿæøîÂßøĈÚØöćÂ÷ćÈë¬èÚÖòè
 ìóÉùÕëâÕùæäñìè¬óÈÅèóâÿÜĆÚë¬èÚÖòèĀæñÅèóâëñÕèÂĂÚÂóäÿÃ­ó×÷È
ÅĂì­Ã­îâúæĀÛÛëòĈÚĀæñĀÛÛæñÿîöãÕ
 ÿÖäöãâÃ­îâúæëîÈäñÕòÛ: ëäùÜëòĈÚĀæñäóãæñÿîöãÕÿÖĆâ

ÛØÿäöãÚëČóÅòÎ: QbDØČóĂì­ÿÂõÕÅèóâ ăè­èóÈĂÉĀæñÅùÔáóßÃ­îâúæØöćÕöĂÚáóèñÿä¬ÈÕ¬èÚ
ÂóäÜäñãùÂÖ°ĂË­ Quality by design ĂÚÂäñÛèÚÂóäÃîÅèóâãõÚãîâË¬èãĂì­ÚòÂèõÉòãëóâóä×
ÕČóÿÚõÚÂóäèõÉòãØöćâöÅùÔáóß ÜÂÜ­îÈîóëóëâòÅä Āæñëä­óÈÅèóâăè­èóÈĂÉĂÚØùÂë×óÚÂóäÔ°

Informed Consent Process
ÅÖ­îÈâöĂÚØùÂÈóÚèõÉòãØöćÿÂöćãèÃ­îÈÂòÛâÚùêã°
Åë¬èÚÜäñÂîÛëČóÅòÎ 3 Ã­î:Ăì­Ã­îâúæÿÃ­óĂÉăÕ­îã¬óÈ×¬îÈĀØ­ÖòÕëõÚĂÉăÕ­îã¬óÈ
îõëäñ
ÅÿÜĆÚÂäñÛèÚÂóä Ö­îÈäñÛùè¬ó ĂÅäØČó ØČóÿâøćîăìä¬ ØöćăìÚ Āæñîã¬óÈăä
ÅÿÅóäßÅèóâÿÜĆÚë¬èÚÖòè äòÂêóÅèóâæòÛ Ăì­āîÂóëĂÚÂóäÖòÕëõÚĂÉîã¬óÈ
îõëäñâóÂØöćëùÕÖæîÕÿèæó
ÅÖ­îÈÜäòÛĂì­ÿìâóñÂòÛæòÂêÔñÃîÈÈóÚèõÉòã 
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Privacy and Confidentiality
(ÅèóâÿÜĆÚë¬èÚÖòèĀæñÂóääòÂêóÅèóâæòÛ)

Napapa Aimjirakul DDS, PhD
áóÅèõËóØòÚÖÂääâîÚùäòÂê°ĀæñØòÚÖÂääâÜäñÕõêÑ° ÅÔñØòÚÖĀßØãéóëÖä°

ÿæÃóÚùÂóä 
ÅÔñÂääâÂóäÉäõãÙääâëČóìäòÛßõÉóäÔóāÅäÈÂóäèõÉòãØöćØČóĂÚâÚùêã° âéè

Outline
ÅìæòÂÿÂÔÒ°ÉäõãÙääâØöćÿÂöćãèÃ­îÈ
ÅÚõãóâÃîÈÂóäÜÂÜ­îÈÅèóâÿÜĆÚë¬èÚÖòèĀæñÂóääòÂêóÅèóâæòÛ
ÅÃ­îâúæÃ¬óèëóäë¬èÚÛùÅÅæ
ÅÖòèîã¬óÈÂóäæñÿâõÕÅèóâÿÜĆÚë¬èÚÖòèĀæñÂóäÞ¬óÞøÚÂóääòÂêóÅèóâæòÛĀæñ
ĀÚèØóÈÂóäÜ­îÈÂòÚÂóäæñÿâõÕÅèóâÿÜĆÚë¬èÚÖòèĀæñÂóäÞ¬óÞøÚÂóääòÂêó
ÅèóâæòÛ
ÅÂóäÉòÕÂóäĂÚÂóääòÂêóÅèóâæòÛāÕãÂäÔöé÷Âêó
ÅÛØÛóØÃîÈÅÔñÂääâÂóäÉäõãÙääâÂòÛÂóäßõÉóäÔóÜäñÿÕĆÚÂóääòÂêóÅèóâæòÛ
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Outline
ÅìæòÂÿÂÔÒ°ÉäõãÙääâØöćÿÂöćãèÃ­îÈ
ÅÚõãóâÃîÈÂóäÜÂÜ­îÈÅèóâÿÜĆÚë¬èÚÖòèĀæñÂóääòÂêóÅèóâæòÛ
ÅÃ­îâúæÃ¬óèëóäë¬èÚÛùÅÅæ
ÅÖòèîã¬óÈÂóäæñÿâõÕÅèóâÿÜĆÚë¬èÚÖòèĀæñÂóäÞ¬óÞøÚÂóääòÂêóÅèóâæòÛĀæñ
ĀÚèØóÈÂóäÜ­îÈÂòÚÂóäæñÿâõÕÅèóâÿÜĆÚë¬èÚÖòèĀæñÂóäÞ¬óÞøÚÂóääòÂêó
ÅèóâæòÛ
ÅÂóäÉòÕÂóäĂÚÂóääòÂêóÅèóâæòÛāÕãÂäÔöé÷Âêó
ÅÛØÛóØÃîÈÅÔñÂääâÂóäÉäõãÙääâÂòÛÂóäßõÉóäÔóÜäñÿÕĆÚÂóääòÂêóÅèóâæòÛ

International Ethical Standard

ÛØÅèóâ ICH GCP, EU Regulation Āæñ CFR. ëóäËâäâÉäõãÙääâ
ÂóäèõÉòãĂÚÅÚĂÚÜäñÿØéăØã ÜöØöć 21 ÊÛòÛØöć 2 ß.é.2564 (fercit.org)
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Declaration of Helsinki 2024

Privacy and Confidentiality 
24. Every precaution must be taken to protect the privacy of research 
subjects and the confidentiality of their personal information.
Ã­î 24 ́Ýú­èõÉòãÖ­îÈĂË­ÅèóâäñâòÕäñèòÈÿÜĆÚßõÿéêĂÚÂóäÜÂÜ­îÈÅèóâÿÜĆÚë¬èÚÖòèĀæñ
äòÂêóÅèóâæòÛÃ­îâúæÃ¬óèëóäë¬èÚÛùÅÅæÃîÈîóëóëâòÅäµ

THE COMMON RULE (2016)

ÅĤ46.111 Criteria for IRB approval of research
 (7) When appropriate, there are adequate provisions to protect the privacy 
of subjects and to maintain the confidentiality of data.
ÅÿÂÔÒ°ÂóäßõÉóäÔóîÚùâòÖõāÅäÈÂóäèõÉòã 
 Ã­î 7 ́ĂÚë×óÚÂóäÔ°Øöćÿìâóñëâ āÅäÈÂóäèõÉòãÖ­îÈâöâóÖäÂóäÜÂÜ­îÈÅèóâÿÜĆÚ
ë¬èÚÖòè ÃîÈîóëóëâòÅäĀæñäòÂêóÅèóâæòÛÃîÈÃ­îâúæµ
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ìæòÂÂÏìâóãăØãØöćÿÂöćãèÃ­îÈ

ÅßäñäóËÛòÎÎòÖõÃ­îâúæÃ¬óèëóääóËÂóä ß.é.đĔēď 
ÅßäñäóËÛòÎÎòÖõëùÃáóßĀì¬ÈËóÖõ ß.é. đĔĔď
ÅßäñäóËÛòÎÎòÖõÅù­âÅäîÈÃ­îâúæë¬èÚÛùÅÅæ ß.é. đĔĕđ

ßäñäóËÛòÎÎòÖõÃ­îâúæÃ¬óèëóääóËÂóä ß.é.đĔēď 

162

âóÖäó đē ìÚ¬èãÈóÚÃîÈäòÑÉñÿÜõÕÿÝãÃ­îâúæÃ¬óèëóäë¬èÚÛùÅÅæØöćîãú¬ĂÚÅèóâ
ÅèÛÅùâÕúĀæÃîÈÖÚÖ¬îìÚ¬èãÈóÚÃîÈäòÑĀì¬ÈîøćÚìäøîÝú­îøćÚ āÕãÜäóéÉóÂÅèóâ
ãõÚãîâÿÜĆÚìÚòÈëøîÃîÈÿÉ­óÃîÈÃ­îâúæØöćĂì­ăè­æ¬èÈìÚ­óìäøîĂÚÃÔñÚòĈÚâõăÕ­ ÿè­ÚĀÖ¬
ÿÜĆÚÂóäÿÜõÕÿÝãÕòÈÖ¬îăÜÚöĈ
(Đ) Ö¬îÿÉ­óìÚ­óØöćÃîÈäòÑĂÚìÚ¬èãÈóÚÃîÈÖÚ ÿßøćîÂóäÚČóăÜĂË­ÖóâîČóÚóÉìÚ­óØöćÃîÈ
ìÚ¬èãÈóÚÃîÈäòÑĀì¬ÈÚòĈÚ
(đ) ÿÜĆÚÂóäĂË­Ã­îâúæÖóâÜÂÖõáóãĂÚèòÖ×ùÜäñëÈÅ°ÃîÈÂóäÉòÕĂì­âöäñÛÛÃ­îâúæ
Ã¬óèëóäë¬èÚÛùÅÅæÚòĈÚ
(Ē) Ö¬îìÚ¬èãÈóÚÃîÈäòÑØöćØČóÈóÚÕ­èãÂóäèóÈĀÝÚ ìäøîÂóäë×õÖõ ìäøîëČóâñāÚÖ¬óÈą 
Ì÷ćÈâöìÚ­óØöćÖ­îÈäòÂêóÃ­îâúæÃ¬óèëóäë¬èÚÛùÅÅæăè­ăâ¬Ăì­ÿÜõÕÿÝãÖ¬îăÜãòÈÝú­îøćÚ
(ē) ÿÜĆÚÂóäĂì­ÿßøćîÜäñāãËÚ°ĂÚÂóäé÷ÂêóèõÉòã āÕãăâ¬äñÛùËøćîìäøîë¬èÚØöćØČóĂì­äú­è¬ó
ÿÜĆÚÃ­îâúæÃ¬óèëóäë¬èÚÛùÅÅæØöćÿÂöćãèÂòÛÛùÅÅæĂÕ
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ßäñäóËÛòÎÎòÖõëùÃáóßĀì¬ÈËóÖõ ß.é. đĔĔď

ấóÖäó 7 Ã­îâúæÕ­óÚëùÃáóßÃîÈÛùÅÅæÿÜĆÚÅèóâæòÛë¬èÚÛùÅÅæ Ýú­ĂÕÉñ
ÚČóăÜÿÜõÕÿÝãĂÚÜäñÂóäØöćÚ¬óÉñØČóĂì­ÛùÅÅæÚòĈÚÿëöãìóãăâ¬ăÕ­ ÿè­ÚĀÖ¬Âóä
ÿÜõÕÿÝãÚòĈÚÿÜĆÚăÜÖóâÅèóâÜäñëÈÅ°ÃîÈÛùÅÅæÚòĈÚāÕãÖäÈ ìäøîâöÂÏìâóã
ÿÊßóñÛòÎÎòÖõĂì­ Ö­îÈÿÜõÕÿÝã ĀÖ¬ăâ¬è¬óÂäÔöĂÕą Ýú­ĂÕÉñîóéòãîČóÚóÉìäøî
ëõØÙõÖóâÂÏìâóãè¬óÕ­èãÃ­îâúæÃ¬óèëóäÃîÈäóËÂóäìäøîÂÏìâóãîøćÚÿßøćîÃî
ÿîÂëóäÿÂöćãèÂòÛÃ­îâúæÕ­óÚëùÃáóßÃîÈÛùÅÅæØöćăâ¬ĂË¬ÃîÈÖÚăâ¬ăÕ­µ 

ßäñäóËÛòÎÎòÖõëùÃáóßĀì¬ÈËóÖõ ß.é. 2550

ấóÖäó 9 ĂÚÂäÔöØöćÝú­ÜäñÂîÛèõËóËößÕ­óÚëóÙóäÔëùÃÜäñëÈÅ°ÉñĂË­
Ýú­äòÛÛäõÂóä ÿÜĆÚë¬èÚìÚ÷ćÈÃîÈÂóäØÕæîÈĂÚÈóÚèõÉòã Ýú­ÜäñÂîÛèõËóËößÕ­óÚ
ëóÙóäÔëùÃÖ­îÈĀÉ­ÈĂì­Ýú­äòÛÛäõÂóäØäóÛæ¬èÈìÚ­óĀæñÖ­îÈăÕ­äòÛÅèóâ
ãõÚãîâÿÜĆÚìÚòÈëøîÉóÂÝú­äòÛÛäõÂóä Â¬îÚÉ÷ÈÉñÕČóÿÚõÚÂóäăÕ­ ÅèóâãõÚãîâ

ÕòÈÂæ¬óèÝú­äòÛÛäõÂóäÉñÿßõÂ×îÚÿëöãÿâøćîĂÕÂĆăÕ­µ
ấóÖäó 49 Ýú­ĂÕÞ¬óÞøÚâóÖäó 7 ìäøîâóÖäó 9 Ö­îÈäñèóÈāØêÉČóÅùÂăâ¬ÿÂõÚ 
6 ÿÕøîÚìäøîÜäòÛăâ¬ÿÂõÚ 10,000 ÛóØìäøîØòĈÈÉČóØòĈÈÜäòÛ ÅèóâÝõÕÖóâ

âóÖäóÚöĈÿÜĆÚÅèóâÝõÕîòÚãîâÅèóâăÕ­µ
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GDPR (General Data Protection Regulation)

ÅGeneral Data Protection Regulation (GDPR) is the toughest privacy and 
security law in the world passed by the European Union (EU). The 
regulation was put into effect on May 25, 2018.
ÅFines for violating the GDPR are very high which max out at Ɛ20 million or 
4% of global revenue.

Consent

ÅConsent must be f́reely given, specific, informed and unambiguous.µ
ÅRequests for consent must be ćlearly distinguishable from the other 
mattersµ and presented in ćlear and plain language.µ
ÅData subjects can withdraw previously given consent whenever they want, 
and you have to honor their decision. 
ÅChildren under 16 can only give consent with permission from their 
parent.
ÅYou need to keep documentary evidence of consent.

ÂóäÃîÅèóâãõÚãîâÖ­îÈâöÅèóâËòÕÿÉÚ ĂË­áóêóØöćÿÃ­óĂÉÈ¬óã ÂóäãÂÿæõÂÂóäĂì­ÅèóâãõÚãîâÂĆÖ­îÈÕČóÿÚõÚÂóäăÕ­āÕãëñÕèÂ
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Outline
ÅìæòÂÿÂÔÒ°ÉäõãÙääâØöćÿÂöćãèÃ­îÈ
ÅÚõãóâÃîÈÂóäÜÂÜ­îÈÅèóâÿÜĆÚë¬èÚÖòèĀæñÂóääòÂêóÅèóâæòÛ
ÅÃ­îâúæÃ¬óèëóäë¬èÚÛùÅÅæ
ÅÖòèîã¬óÈÂóäæñÿâõÕÅèóâÿÜĆÚë¬èÚÖòèĀæñÂóäÞ¬óÞøÚÂóääòÂêóÅèóâæòÛĀæñ
ĀÚèØóÈÂóäÜ­îÈÂòÚÂóäæñÿâõÕÅèóâÿÜĆÚë¬èÚÖòèĀæñÂóäÞ¬óÞøÚÂóääòÂêó
ÅèóâæòÛ
ÅÂóäÉòÕÂóäĂÚÂóääòÂêóÅèóâæòÛāÕãÂäÔöé÷Âêó
ÅÛØÛóØÃîÈÅÔñÂääâÂóäÉäõãÙääâÂòÛÂóäßõÉóäÔóÜäñÿÕĆÚÂóääòÂêóÅèóâæòÛ

ÅèóâÿÜĆÚë¬èÚÖòè (PRIVACY)= Person³s 
right

ÅPRIVACY (ÅèóâÿÜĆÚë¬èÚÖòè) ìâóã×÷È ëõØÙõë¬èÚÛùÅÅæØöćăâ¬ÅèäÉñ×úÂäÛÂèÚìäøî
ĀØäÂĀÌÈāÕãÝú­îøćÚ ìâóãäèâ×÷ÈëõØÙõØöćÿÂöćãèÃ­îÈÂòÛä¬óÈÂóã Ã­îâúæÃ¬óèëóäë¬èÚ
ÛùÅÅæ ÅèóââöîõëäñĂÚÂóäĀëÕÈÅèóâÅõÕÿìĆÚ ĀæñÂóäëøćîëóä 
ÅÂóäĀëÕÈîîÂè¬óÝú­èõÉòãÿÅóäßÖ¬î PRIVACY ăÕ­ĀÂ¬ ÂóäÃîÅèóâãõÚãîâÉóÂ
îóëóëâòÅä ÂóäÿÜõÕāîÂóëĂì­îóëóëâòÅäëóâóä××îÚÖòèîîÂÉóÂāÅäÈÂóäèõÉòã ìäøî
ëóâóä×ãÂÿæõÂÅèóâãõÚãîâĂì­ÿÂĆÛÃ­îâúæìäøîëõćÈë¬ÈÖäèÉØöćîóëóëâòÅäÿÅãĂì­Åèóâ
ãõÚãîâăè­ĂÚîÕöÖ ÿÜĆÚÖ­Ú 
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ÂóääòÂêóÅèóâæòÛ (CONFIDENTIALITY) = Data protection

ìâóã×÷È Ã­îâúæÃ¬óèëóäë¬èÚÛùÅÅæÌ÷ćÈÖ­îÈÜÂÜ­îÈÃ­îâúæØöćăÕ­ÉóÂÂóäèõÉòã
ăâ¬Ăì­Ýú­Øöćăâ¬ÿÂöćãèÃ­îÈëóâóä×ÿÃ­ó×÷ÈÃ­îâúæÕòÈÂæ¬óè îòÚÉñÂæóãÿÜĆÚÂóä
ÿÜõÕÿÝãÅèóâæòÛÃîÈîóëóëâòÅä
üÃ­îâúæÛóÈîã¬óÈØöćâöÅèóâî¬îÚăìèâóÂ ÿË¬Ú ëùÃáóß Åèóâ ÿËøćî 
ÅèóâëòâßòÚÙ°ĂÚÿËõÈËú­ëóè Ýú­èõÉòãÖ­îÈØČóĂì­îóëóëâòÅäĀæñÛùÅÅæØöćĂÂæ­ËõÕÂòÛ
îóëóëâòÅä ÿËøćîâòćÚâóÂÿÜĆÚßõÿéêè¬óÃ­îâúæÉñ×úÂÜÂÜõÕÿÜĆÚÅèóâæòÛ

Confidentiality ÂóääòÂêóÅèóâæòÛÃîÈÃ­îâúæ

ÅÿÜĆÚèõÙöÂóä äòÂêóÅèóâæòÛĀæñÿÜõÕÿÝãÃ­îâúæ ÖóâØöćÝú­èõÉòãĀæñîóëóëâòÅäÖÂæÈÂòÚ
áóãĂÖ­ìæòÂÉäõãÙääâĀæñÂÏÃ­îÛòÈÅòÛ
ÅÂóääòÂêóÅèóâæòÛã¬îââö Ã­îÉČóÂòÕ Ì÷ćÈÖ­îÈÛîÂĂì­îóëóëâòÅäØäóÛ 
-ÿâøćîÖ­îÈĀÉ­ÈĂì­îÈÅ°ÂäØöćäòÛÝõÕËîÛØäóÛ ÿË¬Ú âöāäÅÖõÕÖ¬î
-ÿâøćîâöìäøîîóÉâöîòÚÖäóãä­óãĀäÈÿÂõÕÃ÷ĈÚĀÂ¬îóëóëâòÅäìäøîÛùÅÅæîøćÚ
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Confidentiality =Data Protection

-âóÖäÂóääòÂêóÅèóâæòÛÃîÈÃ­îâúæÃ÷ĈÚÂòÛ
ÅËÚõÕÃîÈÃ­îâúæ (sensitive data)
ÅîòÚÖäóãØöćîóÉÿÂõÕÃ÷ĈÚìóÂÃ­îâúæÿÜõÕÿÝã
ÅÅèóâÅù­âÅ¬ó Ã­îÕö Ã­îÕ­îãÃîÈäñÛÛÂóääòÂêóÅèóâæòÛ

-ÉČóÿÜĆÚÖ­îÈăÕ­äòÛÂóäÜ­îÈÂòÚÉóÂ
ÅÂóäæòÂÃāâã
ÅÂóäÿÜõÕÿÝã
ÅÂóäĂË­ÈóÚØöćăâ¬ÿìâóñëâ

·ÿÝãĀßä¬ÿÊßóñ
ÅÛùÅÅæØöćăÕ­äòÛîÚùÎóÖ
ÅìÚ¬èãÈóÚØöćÉČóÿÜĆÚÖ­îÈäú­

Breach of Confidentiality

-ÂóäÿÜõÕÿÝãÃ­îâúæāÕãăâ¬ăÕ­ÖòĈÈĂÉ
ÅÂóäÂäñØČóØöćăâ¬ÖòĈÈĂÉ
ÅÅèóâÝõÕßæóÕāÕãăâ¬ÿÉÖÚó

·ÅèóâîãóÂäú­îãóÂÿìĆÚÉóÂèÈĂÚ
ÅèÈĂÚÿÃ­ó×÷ÈÃ­îâúæÅÚÕòÈìäøîÃ­îâúæÿßøćîÚ

·: ÂóäĂË­ÈóÚäîÈØöćăâ¬âöÂóäÅèÛÅùâ
ÅÿßøćîèòÖ×ùÜäñëÈÅ°îøćÚÚîÂÿìÚøîÉóÂØöćÖòĈÈĂÉăè­āÕãăâ¬ăÕ­
äòÛîÚùÎóÖÉóÂÿÉ­óÃîÈÃ­îâúæ

·ÂóäÿÃ­ó×÷ÈāÕãăâ¬ăÕ­äòÛîÚùÎóÖ
ÅÂóäĀïĆÅÃ­îâúæ
ÅÂóäĂË­äìòëÝ¬óÚÃîÈÛùÅÅæîøćÚ

ÂóäæñÿâõÕÂóääòÂêóÅèóâæòÛ
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Confidentiality

ÂóäÿÂĆÛäòÂêóÃ­îâúæë¬èÚÖòèØöć
äèÛäèâăè­ăâ¬Ăì­äòćèăìæ×÷ÈÝú­îøćÚ

Privacy

Person³s Right

Outline
ÅìæòÂÿÂÔÒ°ÉäõãÙääâØöćÿÂöćãèÃ­îÈ
ÅÚõãóâÃîÈÂóäÜÂÜ­îÈÅèóâÿÜĆÚë¬èÚÖòèĀæñÂóääòÂêóÅèóâæòÛ
ÅÃ­îâúæÃ¬óèëóäë¬èÚÛùÅÅæ
ÅÖòèîã¬óÈÂóäæñÿâõÕÅèóâÿÜĆÚë¬èÚÖòèĀæñÂóäÞ¬óÞøÚÂóääòÂêóÅèóâæòÛĀæñ
ĀÚèØóÈÂóäÜ­îÈÂòÚÂóäæñÿâõÕÅèóâÿÜĆÚë¬èÚÖòèĀæñÂóäÞ¬óÞøÚÂóääòÂêó
ÅèóâæòÛ
ÅÂóäÉòÕÂóäĂÚÂóääòÂêóÅèóâæòÛāÕãÂäÔöé÷Âêó
ÅÛØÛóØÃîÈÅÔñÂääâÂóäÉäõãÙääâÂòÛÂóäßõÉóäÔóÜäñÿÕĆÚÂóääòÂêóÅèóâæòÛ
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Ã­îâúæÃ¬óèëóäë¬èÚÛùÅÅæ (PRIVATE INFORMATION)

ìâóã×÷È Ã­îâúæÃ¬óèëóäÿÂöćãèÂòÛëõćÈÿÊßóñÖòèÃîÈÛùÅÅæ 
ÿË¬Ú Âóäé÷Âêó ÑóÚñÂóäÿÈõÚ ÜäñèòÖõëùÃáóß ÜäñèòÖõ
îóËÎóÂääâ ìäøîÜäñèòÖõÂóäØČóÈóÚ ÛääÕóØöćâöËøćîÃîÈÝú­
ÚòĈÚìäøîâöÿæÃìâóã äìòë ìäøîëõćÈÛîÂæòÂêÔñîøćÚØöćØČóĂì­
äú­ÖòèÝú­ÚòĈÚăÕ­ ÿË¬Ú æóãßõâß°ÚõĈèâøî ĀÝ¬ÚÛòÚØ÷ÂæòÂêÔñ
ÿëöãÈÃîÈÅÚìäøîäúÜ×¬óã ĀæñĂì­ìâóãÅèóâäèâ×÷ÈÃ­îâúæ
Ã¬óèëóäÿÂöćãèÂòÛëõćÈÿÊßóñÖòèÃîÈÝú­Øöć×÷ÈĀÂ¬ÂääâĀæ­èÕ­èã 
(ß.ä.Û.Ã­îâúæÃ¬óèëóääóËÂóä ß.é.2540)

ÜäñÿáØÃ­îâúæĂÚÂóäèõÉòã

¶Ã­îâúæØöćëóâóä×Û¬ÈËöĈÖòèÛùÅÅæ (DIRECTLY IDENTIFYING INFORMATION) ăÕ­ĀÂ¬ ËøćîëÂùæ ÿæÃÛòÖäÜäñËóËÚ ÿæÃÛòÖä
āäÈßãóÛóæ ÿÜĆÚÖ­Ú

¶Ã­îâúæØöćëóâóä×Û¬ÈËöĈÖòèÛùÅÅæăÕ­ØóÈî­îâāÕãÂóääèÛäèâÃ­îâúæìæóãîã¬óÈÜäñÂîÛÂòÚ (INDIRECTLY IDENTIFYING 
INFORMATION) ăÕ­ĀÂ¬ èòÚÿÕøîÚÜöÿÂõÕä¬èâÂòÛØöćîãú¬ ìäøîæòÂêÔñÿÊßóñÃîÈĀÖ¬æñÛùÅÅæ

¶Ã­îâúæØöćĂË­äìòëĀØÚÃ­îâúæØöćëóâóä×Û¬ÈËöĈÖòè (CODED INFORMATION) ăÕ­ĀÂ¬ âöÂóäÿÂĆÛÃ­îâúæë¬èÚÛùÅÅæĀæñäìòëĂÚëâùÕØöćĀãÂ
ÉóÂÿîÂëóäÿÂĆÛÃ­îâúæ (CASE RECORD FORM) ÿÜĆÚÖ­Ú 

¶Ã­îâúæØöćëóâóä×Û¬ÈËöĈÖòèÛùÅÅæÿÅãâöîãú¬ĀÖ¬ăÕ­×úÂØČóæóãăÜ (ANONYMIZED INFORMATION) ÿË¬ÚĂÚÂäÔöØöćÂ¬îÚØČóÂóäèõÉòãâöËøćî
ëÂùæÜõÕìæîÕÿæøîÕ ĀÖ¬ÿâøćîØČóÂóäèõÉòãÝú­èõÉòãăÕ­ØČóæóãëÖõĉÂÿÂîä°ÜõÕìæîÕÿæøîÕ ĀæñØČóæóãÃ­îâúæØöćëóâóä×ÿËøćîâāãÈè¬óìæîÕÿæøîÕÚöĈ
ÿÜĆÚÃîÈĂÅä ÿÜĆÚÖ­Ú

¶Ã­îâúæØöćăâ¬ëóâóä×Û¬ÈËöĈÖòèÛùÅÅæăÕ­ÿæã (ANONYMOUS INFORMATION) ÿÚøćîÈÉóÂăâ¬âöÂóäÿËøćîâāãÈ×÷ÈÖòèîóëóëâòÅäÖòĈÈĀÖ¬
ĀäÂ ăÕ­ĀÂ¬ ĀÛÛëČóäèÉØöćăâ¬äñÛùËøćîÝú­ÖîÛ (ANONYMOUS SURVEY) ÿÜĆÚÖ­Ú îÚ÷ćÈ Ã­îâúæØöćÿÂĆÛÉóÂÂóäëòâáóêÔ° ÂóäÛòÚØ÷Â
èõÕöØòéÚ° ăâ¬ÉòÕè¬óÿÜĆÚ ANONYMOUS
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Pseudonymization (ÂóäĀÞÈÃ­îâúæ) Ö¬óÈÂòÛ Anonymization 
(èõÙöÉòÕØČóÃ­îâúæÚõäÚóâ)

ÅPseudonymization (ÂóäĀÞÈÃ­îâúæ) ÅøîÂóäÿÂĆÛÃ­îâúæāÕãâöÂóäĀØÚØöćÜõÕÛòÈ
Ã­îâúæØöćëóâóä×äñÛùÖòèÛùÅÅæāÕããòÈëóâóä×ëøÛã­îÚÂæòÛăÕ­ ÂóäÿÃ­óäìòëÃ­îâúæ 
ÂóäĀØÚØöćÕ­èãìâóãÿæÃëù¬â ãòÈîãú¬ĂÚÃîÛÿÃÖÃîÈÂÏìâóã PDPA
ÅAnonymization (èõÙöÉòÕØČóÃ­îâúæÚõäÚóâ) ÅøîÂóäÿÂĆÛÃ­îâúæāÕãæÛìäøîØČóæóã
Ã­îâúæØöćëóâóä×äñÛùÖòèÛùÅÅæāÕãăâ¬ëóâóä×ëøÛã­îÚÂæòÛăÕ­Õ­èãèõÙöÂóäĂÕą 
äèâ×÷ÈāÕãÛäõÛØÕ­èã Ì÷ćÈÃ­îâúæØöćÿÂĆÛæòÂêÔñÚöĈăâ¬îãú¬ĂÚÃîÛÿÃÖÃîÈÂÏìâóã 
PDPA

isc2
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dataprivacymanager.net
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Ã­îâúæËöèáóß
ÅÃ­îâúæë¬èÚÛùÅÅæØöćÿÂõÕÉóÂÂóäĂË­ÿØÅÚõÅìäøîÿØÅāÚāæãöØöćÿÂöćãèÃ­îÈÂòÛÂóä
ÚČóæòÂêÔñÿÕ¬ÚØóÈÂóãáóßìäøîØóÈßåÖõÂääâÃîÈÛùÅÅæâóĂË­
ÅØČóĂì­ëóâóä×ãøÚãòÚÖòèÖÚ ÃîÈÛùÅÅæÚòĈÚØöćăâ¬ÿìâøîÚÂòÛÛùÅÅæîøćÚăÕ­
ÅÿË¬ÚÃ­îâúæáóßÉČóæîÈĂÛìÚ­óÃ­îâúæÉČóæîÈâ¬óÚÖóìäøî Ã­îâúæÉČóæîÈ
æóãÚõĈèâøî
ÅWhole genome sequencing 

Outline
ÅìæòÂÿÂÔÒ°ÉäõãÙääâØöćÿÂöćãèÃ­îÈ
ÅÚõãóâÃîÈÂóäÜÂÜ­îÈÅèóâÿÜĆÚë¬èÚÖòèĀæñÂóääòÂêóÅèóâæòÛ
ÅÃ­îâúæÃ¬óèëóäë¬èÚÛùÅÅæ
ÅÖòèîã¬óÈÂóäæñÿâõÕÅèóâÿÜĆÚë¬èÚÖòèĀæñÂóäÞ¬óÞøÚÂóääòÂêóÅèóâæòÛĀæñ
ĀÚèØóÈÂóäÜ­îÈÂòÚÂóäæñÿâõÕÅèóâÿÜĆÚë¬èÚÖòèĀæñÂóäÞ¬óÞøÚÂóääòÂêó
ÅèóâæòÛ
ÅÂóäÉòÕÂóäĂÚÂóääòÂêóÅèóâæòÛāÕãÂäÔöé÷Âêó
ÅÛØÛóØÃîÈÅÔñÂääâÂóäÉäõãÙääâÂòÛÂóäßõÉóäÔóÜäñÿÕĆÚÂóääòÂêóÅèóâæòÛ
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Privacy invasion

ÅInvasion of privacy is the unjustifiable intrusion into the personal life of 
another without consent.

ÂóääùÂæČĈóÅèóâÿÜĆÚë¬èÚÖòèÿÜĆÚÂóääùÂæČĈóËöèõÖë¬èÚÖòèÃîÈÝú­îøćÚîã¬óÈăâ¬ãùÖõÙääâāÕã
ăâ¬ăÕ­äòÛÅèóâãõÚãîâ îóÉÉñÂ¬îĂì­ÿÂõÕÅèóâÿëöćãÈØóÈÕ­óÚä¬óÈÂóã äú­ë÷Âî÷ÕîòÕ āÂäÙ 
ăâ¬ëÛóãĂÉ ÛòćÚØîÚÅèóâăè­èóÈĂÉ

Breach of confidentiality

ÅA breach of confidentiality is when data or private information is disclosed 
to a third party without the data owner³s consent.

ÂóäæñÿâõÕÂóääòÂêóÅèóâæòÛÅøîÿâøćîâöÂóäÿÜõÕÿÝãÃ­îâúæìäøîÃ­îâúæë¬èÚÖòèĀÂ¬ÛùÅÅæ
ØöćëóâāÕãăâ¬ăÕ­äòÛÅèóâãõÚãîâÉóÂÿÉ­óÃîÈÃ­îâúæ
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Breach of confidentiality

ÅÂóäÿÜõÕÿÝãÅèóâæòÛîóÉÉñÂ¬îĂì­ÿÂõÕÅèóâÿëöćãÈØóÈÕ­óÚÉõÖĂÉÉóÂÂóäØöćÝú­îøćÚ
äòÛØäóÛÃ­îâúæØöćîóÉÉñÿÜĆÚßåÖõÂääâØöćÿÛöćãÈÿÛÚÉóÂÜÂÖõ ÿÂõÕÅèóâîòÛîóã ìäøî
Â¬îĂì­ÿÂõÕÅèóâÿëöćãÈØóÈÕ­óÚëòÈÅâÅøî ÿÂõÕÅèóâäú­ë÷Â×úÂĀÛ¬ÈĀãÂ ×úÂÖöÖäóÉóÂ
ÛùÅÅæîøćÚ
Å×­óÿÜĆÚÿÕĆÂîóÉÉñØČóĂì­×úÂÿßøćîÚæ­îÿæöãÚ
Å×­óÿÜĆÚÃ­îâúæÿÂöćãèÂòÛëùÃáóß îóÉØČóĂì­ëúÎÿëöãÈóÚ ëúÎÿëöãäóãăÕ­
Å×­óÿÜĆÚÂóäèõÉòãØöćÿÂöćãèÃ­îÈÂòÛëõćÈØöćÝõÕÂÏìâóã ìóÂÅèóâæòÛ×úÂÿÜõÕÿÝãÉñØČóĂì­
ÿÂõÕÅèóâÿëöćãÈØóÈÕ­óÚÂÏìâóã ×úÂÉòÛăÕ­

ÂäÔöé÷Âêó Tearoom trade

ÅÜö ß.é. 2503 Laud Humphreys ÚòÂé÷ÂêóÜäõÎÎóÿîÂèõËóëòÈÅâèõØãóăÕ­é÷Âêó
ËóãäòÂä¬èâÿßé (homosexual) ØöćâöÿßéëòâßòÚÙ°ĂÚì­îÈÚČĈóÃîÈëèÚëóÙóäÔñ ì­îÈ
ëùÃóÚöĈ×úÂÿäöãÂè¬ó ì́­îÈÚČĈóËóµ
ÅÂóäÂäñØČóÕòÈÂæ¬óèÿÜĆÚÂóäìæîÂæèÈ æñÿâõÕĂÚëõØÙõë¬èÚÛùÅÅæĀæñÂóääòÂêó
ÅèóâæòÛÿÚøćîÈÉóÂÝú­ËóãØöć×úÂÿÂĆÛÃ­îâúæë¬èÚĂìÎ¬ĀÖ¬ÈÈóÚÂòÛÝú­ìÎõÈĀæñâöÛùÖäÙõÕó 
ìóÂÃ­îâúæë¬èÚÖòèÚöĈ×úÂÿÜõÕÿÝãîîÂăÜîóÉÿÂõÕÖäóÛóÜâöÝæÂäñØÛÖ¬îÅäîÛÅäòè 
îóÉëúÎÿëöãÈóÚĀæñ×úÂÉòÛÂùâÂòÂÃòÈÿÚøćîÈÉóÂ ĂÚëâòãÚòĈÚÂóääòÂä¬èâÿßé×øîÿÜĆÚ
îóËÎóÂääâBehavior stigmatized and illegal
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Outline
ÅìæòÂÿÂÔÒ°ÉäõãÙääâØöćÿÂöćãèÃ­îÈ
ÅÚõãóâÃîÈÂóäÜÂÜ­îÈÅèóâÿÜĆÚë¬èÚÖòèĀæñÂóääòÂêóÅèóâæòÛ
ÅÃ­îâúæÃ¬óèëóäë¬èÚÛùÅÅæ
ÅÖòèîã¬óÈÂóäæñÿâõÕÅèóâÿÜĆÚë¬èÚÖòèĀæñÂóäÞ¬óÞøÚÂóääòÂêóÅèóâæòÛĀæñ
ĀÚèØóÈÂóäÜ­îÈÂòÚÂóäæñÿâõÕÅèóâÿÜĆÚë¬èÚÖòèĀæñÂóäÞ¬óÞøÚÂóääòÂêó
ÅèóâæòÛ
ÅÂóäÉòÕÂóäĂÚÂóääòÂêóÅèóâæòÛāÕãÂäÔöé÷Âêó
ÅÛØÛóØÃîÈÅÔñÂääâÂóäÉäõãÙääâÂòÛÂóäßõÉóäÔóÜäñÿÕĆÚÂóääòÂêóÅèóâæòÛ

ÂóääùÂæČĈó PRIVACY Āæñ ÂóäÞ¬óÞøÚ CONFIDENTIALITY îóÉßÛ
ăÕ­ĂÚÂóäèõÉòã ÕòÈÚöĈ 

ÂóäÅòÕÿæøîÂîóëóëâòÅä 
¶ÂóäÅ­ÚÿèËäñÿÛöãÚìäøîäñÿÛöãÚÛùÅÅæÖ­îÈÃîîÚùÎóÖÉóÂÝú­âöîČóÚóÉ ÿË¬Ú Ýú­îČóÚèãÂóä
āäÈßãóÛóæ ÉóÂÚòĈÚÃîĂì­Ýú­ÕúĀæäòÂêóÖõÕÖ¬îĂì­ ÂóäæñÿâõÕÅèóâÿÜĆÚë¬èÚÖòèÿÂõÕÉóÂ
ÚòÂèõÉòãÝú­Øöćăâ¬ĂË¬ĀßØã°Ýú­äòÂêóìäøîÝú­ØöćÿÅãĂì­ÂóäÕúĀæäòÂêóÝú­Ü¬èãÅ­ÚäóãËøćîĀæñØöćîãú¬Ýú­Ü¬èã
ĂÚÑóÚÃ­îâúæÃîÈāäÈßãóÛóæĀæñÖõÕÖ¬îÝú­Ü¬èãāÕãÖäÈØóÈāØäéòßØ° (cold calling) 
ÉÕìâóã ăÜäêÔöãÛòÖä Ýú­Ü¬èãÿÂõÕÅèóâÂòÈèæĂÉè¬óÃ­îâúæÃ¬óèëóäë¬èÚÛùÅÅæăâ¬ÿÜĆÚ
ÅèóâæòÛĀæñ×øîè¬óÿÜĆÚÂóäæñÿâõÕëõØÙõ 

    èõÙöØöćÿìâóñëâÅøîĂì­Ýú­ÕúĀæäòÂêóÖõÕÖ¬îÃîîÚùÎóÖĂì­
ÿÛøĈîÈÖ­Ú
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ÂóääùÂæČĈó PRIVACY Āæñ ÂóäÞ¬óÞøÚ CONFIDENTIALITY îóÉßÛ
ăÕ­ĂÚÂóäèõÉòã ÕòÈÚöĈ 

ÂóäÅòÕÿæøîÂîóëóëâòÅä 
¶ÂóäæñÿâõÕÅèóâÿÜĆÚë¬èÚÖòèÿÂõÕÉóÂÂóäÿËõÎËèÚÿÃ­óāÅäÈÂóäèõÉòãĂÚ
ÿäøćîÈØöćî¬îÚăìèĀÖ¬ĂË­ì­îÈØöćăâ¬ÿÜĆÚë¬èÚÖòèØČóĂì­ÅÚäîÛÃ­óÈÖöÖäóÅÚØöćÿÃ­ó
ăÜì­îÈÚòĈÚăÕ­ ÿË¬Ú èòãäù¬ÚìÎõÈØ­îÈĂÚèòãÿäöãÚ âóëòâáóêÔ°Øöćì­îÈÜäñËùâ
ÃîÈāäÈÿäöãÚØöćâöÚòÂÿäöãÚÿÕõÚÝ¬óÚăÜâóăÕ­ 

   èõÙöØöćÿìâóñëâÅøî ÉòÕØöćÚòÕßÛĂì­ÿÜĆÚÿîÂÿØéĀæñ 
  ăâ¬Ăì­ÅÚØöćÝ¬óÚăÜâóÝõÕëòÈÿÂÖ

ÂóääùÂæČĈó PRIVACY Āæñ ÂóäÞ¬óÞøÚ CONFIDENTIALITY îóÉßÛ
ăÕ­ĂÚÂóäèõÉòã ÕòÈÚöĈ 

ÂóäÅòÕÿæøîÂîóëóëâòÅä 
¶ÂóäăÜßÛîóëóëâòÅäØöćÛ­óÚ ìäøîØöćØČóÈóÚ ØöćîóÉÿÜĆÚÂóäÿÜõÕÿÝã
ÖòèÖÚÃîÈîóëóëâòÅäĂì­Ýú­îøćÚØäóÛ îóÉØČóĂì­ÿÂõÕÃ¬óèæøîÖóâÕ­èã
ÂóäÖöÖäóÉóÂÝú­îøćÚ 

èõÙöØöćÿìâóñëâÅøîÂóäÚòÕßÛîóëóëâòÅäĂÚë×óÚØöćÿÜĆÚ 
ë¬èÚÖòè ìóÂâöÂóäÖõÕÖóâÿãöćãâÛ­óÚ ÅèääñÛùè¬óÉñ   

 ëòÈÿÂÖÂõÉÂääâîñăäĂì­ËòÕÿÉÚ
  

202

203



3/9/2026

82

äñìè¬óÈÂóäÕČóÿÚõÚÂóäèõÉòã
¶ãõćÈÃ­îâúæî¬îÚăìèâóÂÿØ¬óăä âóÖäÂóääòÂêóÅèóâæòÛãõćÈÖ­îÈÿÃ­âÃ­ÚÖóâÚòĈÚ 
ÿË¬Ú Âóäé÷ÂêóÕ­óÚßòÚÙùéóëÖä°ÿÂöćãèÂòÛāäÅØöćâöÂóä×¬óãØîÕØóÈßòÚÙùÂääâ 
Âóäé÷ÂêóāäÅØöćëòÈÅâäòÈÿÂöãÉ ÂóäÅîä°äòÜËòÚ ÂóäÅ­óÝõÕÂÏìâóã ÿÜĆÚÖ­Ú

¶ÂóäÿÂĆÛÖòèîã¬óÈËöèáóßĂÚÅæòÈØöćâöäñÛÛäòÂêóÅèóâÜæîÕáòã ÿË¬Ú æĆîÅÂùÎĀÉ 
ĀÖ¬ÈÖòĈÈÝú­ÕúĀæÂóäÿÃ­ó×÷ÈÃ­îâúæÃ¬óèëóäë¬èÚÛùÅÅæĀæñÖòèîã¬óÈËöèáóßĀæñÂóä
ÿÛõÂÉ¬óã

äñìè¬óÈÂóäÕČóÿÚõÚÂóäèõÉòã
¶Öòèîã¬óÈâóÖäÂóäßõØòÂê°Ã­îâúæÃ¬óèëóäë¬èÚÛùÅÅæăâ¬Ăì­äòćèăìæ ĀæñÜæîÕáòã ăÕ­ĀÂ¬
1.ÛòÚØ÷ÂÃ­îâúæĀÛÛÚõäÚóâ (ANONYMOUS) ìäøîĂË­äìòëÿÜĆÚÖòèÿËøćîâāãÈ (CODE-
LINKED INFORMATION)
2.ÿÂĆÛÿîÂëóäÛòÚØ÷ÂÃ­îâúæăè­ĂÚÖú­ÿîÂëóäæĆîÂÂùÎĀÉ âöÿßöãÈÚòÂèõÉòãØöćăÕ­äòÛâîÛìâóã
ÿØ¬óÚòĈÚØöćëóâóä×ÿÜõÕÖú­ăÕ­
3.ÂóäÛòÚØ÷ÂÃ­îâúæĂÚÅîâßõèÿÖîä° ìäøî CLOUD âöÂóäĂë¬äìòëÜ­îÈÂòÚÛùÅÅæîøćÚÿÃ­ó×÷È
Ã­îâúæ Āà­âÃ­îâúæîõÿæĆÂØäîÚõÂë°âöÂóäÿÃ­óäìòë (ENCRYPT)
4.Ã­îâúæîõÿæĆÂØäîÚõÂë°âöÂóä BACK UP ĀæñÿÂĆÛăè­ĂÚë×óÚØöćÜæîÕáòã
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¶ÂóäÖõÕÖ¬îÂòÛîóëóëâòÅäØóÈăæÚ° āØäéòßØ° èöÕöāîÅîæ Āæ­èâöÝú­îøćÚÿÜĆÚÝú­äòÛëóãìäøî
ëóâóä×î¬óÚÃ­îÅèóâăÕ­
  P Ö­îÈâòćÚĂÉè¬óÝú­äòÛăâ¬ĂË¬ÛùÅÅæîøćÚāÕãÂóäÿÝîÿäîÃîÈîóëóëâòÅäìäøî
ÚòÂèõÉòã îóÉÚòÕìâóãĂÚÂóäÖõÕÖ¬îØöćËòÕÿÉÚè¬ó ÉñâöÂóäÖõÕÖ¬îĂÚèòÚĀæñÿèæóĂÕ Āæñ
ÂóäßúÕÅùãÝ¬óÚØóÈèöÕöāîÅîæ ÅèäâöÂóäÕČóÿÚõÚÂóäĂÚë×óÚØöćØöćÿÜĆÚë¬èÚÖòè

¶ÈóÚèõÉòãØöćÿÂöćãèÃ­îÈÂòÛßåÖõÂääâØóÈÿßé Ã­îâúæÂóäĂË­ËöèõÖëâäë ìäøî Ã­îâúæ
ÿÂöćãèÂòÛÅèóâäùÚĀäÈØóÈÿßé Ì÷ćÈ×øîÿÜĆÚÈóÚèõÉòãØöćâöÅèóâæñÿîöãÕî¬îÚĂÚÿËõÈ
ÉäõãÙääâ 
          P ÚòÂèõÉòãÿßéËóãăâ¬Åèä×óâÿäøćîÈÿìæ¬óÚöĈìóÂîóëóëâòÅäÿÜĆÚÝú­ìÎõÈ 

¶ÂóäßÛÿìĆÚßåÖõÂääâìäøîăÕ­Ã­îâúæØöćËöĈè¬óâöÂóäÂäñØČóØöćÝõÕÂÏìâóã ÿË¬Ú ÂóäÅ­ó
ãóÿëßÖõÕ ÂóäØùÉäõÖÅîä°äòÜËòÚ ÂóäÅ­óâÚùêã° ìäøî ÅèóâäùÚĀäÈĂÚÅäîÛÅäòè 
ÚòÂèõÉòãîóÉĀÉ­ÈìÚ¬èãÈóÚØöćÿÂöćãèÃ­îÈ 
¶ÂóäëČóäèÉÅèóâÅõÕÿìĆÚÝ¬óÚäñÛÛîõÚÿÖîä°ÿÚĆÖ ÅèäßõÉóäÔóÚāãÛóãÅèóâÿÜĆÚ
ë¬èÚÖòèĀæñÂóääòÂêóÅèóâæòÛÃîÈîóëóëâòÅä ìóÂâöÂóäÂäîÂÃ­îâúæë¬èÚÖòèÝ¬óÚ 
IP ADDRESS ĀæñâòćÚĂÉăÕ­è¬óÑóÚÃ­îâúæÚòĈÚ×úÂÿÂĆÛāÕãĂÅä Ýú­ĂÕëóâóä×ÿÃ­ó×÷È
Ã­îâúæÚòĈÚăÕ­Û­óÈ Ã­îâúæÚòĈÚÉñ×úÂÿÂĆÛăè­Øöćë¬èÚĂÕ āîÂóëØöćÉñ×úÂÚČóăÜÿÝãĀßä¬āÕã
ØöćÚòÂèõÉòãĀæñîóëóëâòÅäăâ¬âöāîÂóëäòÛäú­ìäøîăâ¬ ĀæñÂóäæÛÑóÚÃ­îâúæØČóăÕ­
îã¬óÈăä (ÅèäìæöÂÿæöćãÈÂóäĂì­ÂäîÂÃ­îâúæØöćãøÚãòÚÖòèÖÚÃîÈÝú­Ăì­Ã­îâúæ 
ÿË¬Ú îöÿâæ° ÿÛîä°āØäéòßØ° ÿæÃÛòÖäÜäñËóËÚ)
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ìæòÈÿëäĆÉëõĈÚÂóäèõÉòã
ÂóäÖõÕÖ¬îĂìâ¬ÿßøćîÖõÕÖóâìäøîÿËõÎËèÚîóëóëâòÅäÿÃ­óāÅäÈÂóäĂìâ¬Åèä
ÃîîÚùÎóÖÂ¬îÚÿëäĆÉëõĈÚāÅäÈÂóä

Âóäë¬ÈÉÕìâóãĀëÕÈÅèóâÃîÛÅùÔ ìäøîĂì­ÃîÈØöćäñæ÷ÂØöćâö LOGO Ö­îÈ
äñâòÕäñèòÈÂóäØöćÛùÅÅæîøćÚÅóÕÿÕóë×óÚáóßÃîÈîóëóëâòÅäăÕ­ îóÉ
Â¬îĂì­ÿÂõÕÅèóâÿëöćãÈØóÈÕ­óÚÉõÖĂÉ ÿÂõÕÅèóâîòÛîóã ìäøîÂóäÖöÖäó 

P ÚòÂèõÉòãÅèäìæöÂÿæöćãÈÂóäÂäñØČóĂÚæòÂêÔñÕòÈÂæ¬óè

ÂóääóãÈóÚÝú­Ü¬èã/äóãÈóÚÂóäèõÉòã
¶Ö­îÈăâ¬äñÛùÃ­îâúæÃ¬óèëóäë¬èÚÛùÅÅæØöćØČóĂì­Ýú­î¬óÚØäóÛè¬óîóëóëâòÅäÅøîĂÅä 
ÿË¬Ú Ëøćî-ÚóâëÂùæ ìâóãÿæÃāäÈßãóÛóæ ÛóÈÂäÔöĀâ­Éñăâ¬äñÛù ĀÖ¬×­óâöÃ­îâúæ
îøćÚØöćäèâÂòÚĀæ­èëóâóä×äñÛùÖòèîóëóëâòÅäăÕ­È¬óãÂĆÖ­îÈäñâòÕäñèòÈ
¶ÂóäÖößõâß°áóß×¬óãÃîÈîóëóëâòÅäÖ­îÈÃîîÚùÎóÖÉóÂîóëóëâòÅäĀæñâö
âóÖäÂóäÜõÕÛòÈĂÛìÚ­óØöćÿìâóñëâÿßøćîăâ¬Ăì­Ýú­î¬óÚëóâóä×äñÛùÖòèîóëóëâòÅäăÕ­
¶ÂóäØöćÝú­î¬óÚëóâóä×äñÛùÖòèîóëóëâòÅäăÕ­ îóÉÚČóăÜëú¬ÝæÿëöãÖ¬îîóëóëâòÅä 
ÿË¬Ú ËøćîÿëöãÈ Âóä×úÂëòÈÅâäòÈÿÂöãÉ Âóä×úÂÿæõÂÉ­óÈÈóÚ ăâ¬äòÛÜäñÂòÚËöèõÖ 
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¶ÚòÂèõÉòãÖ­îÈâöĀÝÚÂóäØČóæóãÃ­îâúæè¬óØČóāÕãèõÙöĂÕ ÿâøćîăä ÖóâĀëÕÈĂÚÿîÂëóä
ÃîÅèóâãõÚãîâ

¶ÂóäÿÝãĀßä¬ÝæÈóÚĂÚèóäëóäèõËóÂóä ìäøîëøćîëóÙóäÔñîøćÚ ą ÿË¬Ú ìÚòÈëøîßõâß° 
ÅèääñèòÈÝæÂäñØÛĀæñÙČóäÈîòÖæòÂêÔ°ÃîÈËùâËÚØöćÿÜĆÚĀìæ¬ÈăÕ­âóÌ÷ćÈîóëóëâòÅä

¶ĂË­ËøćîëââÖõĀØÚËøćîÉäõÈÃîÈßøĈÚØöćØöćĂË­ĂÚÂóäØČóèõÉòã ÿË¬Ú .́..ÅèóâËùÂÃîÈßãóÙõ
ĂÛăâ­ÖòÛĂÚÖČóÛæ...ÉòÈìèòÕ....µ ĂÚÂäÔöĂË­ËøćîëââÖõÃîÈËùâËÚ ÿßäóñßÛè¬óÖõÕāäÅ
ßãóÙõĂÛăâ­ÖòÛ×÷Èä­îãæñ 95ìóÂÿÝãĀßä¬ËøćîÖČóÛæÉñØČóĂì­×úÂÖöÖäóè¬óËîÛÂõÚ
ÜæóÕõÛ 
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Outline
ÅìæòÂÿÂÔÒ°ÉäõãÙääâØöćÿÂöćãèÃ­îÈ
ÅÚõãóâÃîÈÂóäÜÂÜ­îÈÅèóâÿÜĆÚë¬èÚÖòèĀæñÂóääòÂêóÅèóâæòÛ
ÅÃ­îâúæÃ¬óèëóäë¬èÚÛùÅÅæ
ÅÖòèîã¬óÈÂóäæñÿâõÕÅèóâÿÜĆÚë¬èÚÖòèĀæñÂóäÞ¬óÞøÚÂóääòÂêóÅèóâæòÛĀæñ
ĀÚèØóÈÂóäÜ­îÈÂòÚÂóäæñÿâõÕÅèóâÿÜĆÚë¬èÚÖòèĀæñÂóäÞ¬óÞøÚÂóääòÂêó
ÅèóâæòÛ
ÅÂóäÉòÕÂóäĂÚÂóääòÂêóÅèóâæòÛāÕãÂäÔöé÷Âêó
ÅÛØÛóØÃîÈÅÔñÂääâÂóäÉäõãÙääâÂòÛÂóäßõÉóäÔóÜäñÿÕĆÚÂóääòÂêóÅèóâæòÛ

EC/IRB review of protocol and documents
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Privacy & Confidentiality

EC/IRB review
ÅæÈÚóâÃ­îÖÂæÈäòÂêóÅèóâæòÛ
Åî¬óÚ ÜäñÿâõÚ Āæñë¬ÈÅøÚāÅäÈä¬óÈÂóäèõÉòã ĀæñÿîÂëóäØöćÿÂöćãèÃ­îÈÖóâÂČóìÚÕ
Åăâ¬ßúÕ×÷ÈÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòã ÚîÂì­îÈÜäñËùâ

ÿÅóäßĂÚÅèóâÿÜĆÚë¬èÚÖòèÃîÈîóëóëâòÅä (Respect for 
privacy)

Privacy ÅøîÖòèÛùÅÅæ (person) ÅèóâÿÜĆÚë¬èÚÖòè ëõØÙõë¬èÚÛùÅÅæ ßåÖõÂääâ
ë¬èÚÖòè ßåÖõÂääâÜÂÜõÕ

ÂóäÿÅóäßĂÚÅèóâÿÜĆÚë¬èÚÖòèÃîÈîóëóëâòÅä 
ÅØČóāÕãÉòÕë×óÚØöćĂÚÂóäÃîÅèóâãõÚãîâĀæñÂóäÌòÂÜäñèòÖõÖäèÉä¬óÈÂóãĂÚì­îÈ
ÿÊßóñăâ¬âöÜ­óãäñÛùËøćîÅæõÚõÂ ÿË¬Ú "ÅæõÚõÂāäÅÿîÕë°" "ÅæõÚõÂãóÿëßÖõÕ´
Åëä­óÈëòâßòÚÙáóßÂ¬îÚÃîÅèóâãõÚãîâÉóÂîóëóëâòÅä
ÅÿæøîÂË¬èÈÿèæóØöćÿìâóñëâĂÚÂóäÿÃ­óìóîóëóëâòÅä
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ÿÅóäßĂÚÂóäÿÂĆÛäòÂêóÅèóâæòÛÃîÈÃ­îâúæë¬èÚÖòèÃîÈ
îóëóëâòÅä (Respect forconfidentiality)

Confidentiality ÅøîÃ­îâúæ (data) ÿÜĆÚèõÙöÂóääòÂêóÅèóâæòÛÃîÈÃ­îâúæë¬èÚÖòè
ÃîÈîóëóëâòÅä Ã­îâúæÿìæ¬óÚòĈÚăÕ­ĀÂ¬ 
-ĀÛÛÛòÚØ÷ÂÃ­îâúæ (case report form)
-ĂÛĀëÕÈÅèóâãõÚãîâØöćîóëóëâòÅäæÈÚóâ (consent form) 
-ÂóäÛòÚØ÷ÂÿëöãÈìäøîáóß ÿØÜ èöÕöāîØöćÛòÚØ÷ÂÿìÖùÂóäÔ° (tape, video and 
photo) 

âóÖäÂóääòÂêóÅèóâæòÛ

ÅÂóäĂË­äìòëìäøîÚóâëââÖõĀØÚËøćîîóëóëâòÅä ĀæñØČóäìòëÌ­îÚăè­îöÂĀì¬ÈìÚ÷ćÈ ìäøîĂË­èõÙö
ØóÈë×õÖõÉÚăâ¬ëóâóä×ÛîÂăÕ­è¬ó ÅČóÖîÛÚòĈÚÿÜĆÚÃîÈÝú­ĂÕ (De-identification)
ÅÂóäĂË­ÚóâëââÖõĀØÚËøćîìâú¬Û­óÚ ßøĈÚØöćèõÉòã îÈÅ°Âä ìäøî ë×óÛòÚ ĂÚÂäÔöØöćÈóÚèõÉòã
ÿÂöćãèÂòÛÜäñÿÕĆÚî¬îÚăìè
āäÈßãóÛóæÃîÈäòÑĀì¬ÈìÚ÷ćÈĂÚÂäùÈÿØßâìóÚÅä
ìâú¬Û­óÚäèâĂÉ

ÅĂË­äìòë ÿÂĆÛĂÚÖú­âöÂùÎĀÉæĆîÅ (locked cabinet) ÿÂĆÛĂÚÅîâßõèÿÖîä° (computer) Øöćâö
äìòëÝ¬óÚ (password)
ÅÃ­îâúæë¬ÈØóÈÿâæ°îõÿæĆÅāØäÚõÂë° (e-mail) âöÂóäØČóĂì­ÿÜĆÚäìòë (encrypted)
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üÂóäÛòÚØ÷ÂÃ­îâúæĂÚäúÜĀÛÛÖ¬óÈą ÿË¬Ú ÂóäÉÕ
ÛòÚØ÷ÂÃ­îâúæÉóÂÂóäëòâáóêÔ° ÂóäØČóĀÝÚáúâõ
ÅäîÛÅäòè Âóä×¬óãèöÕõØòéÚ°  ÂóäÛòÚØ÷ÂÿëöãÈ    
ĀæñÂóä×¬óãáóß îóÉÚČóăÜëú¬ÜäñÿÕĆÚÉäõãÙääâ
ÂóäèõÉòã ăâ¬è¬óÉñÿÜĆÚĂÚÿäøćîÈÃîÈ  privacy, 
confidentiality, informed consent, risk

×Âóä×¬óãáóßìäøîèöÕõØòéÚ° 

ÅĂÚÂóäÜÂÜ­îÈÅèóâÿÜĆÚë¬èÚÖòèÃîÈîóëóëâòÅäĀæñÜ­îÈÂòÚÝæÂäñØÛØöć
îóÉ ÿÂõÕÃ÷ĈÚ ÃîĂì­Ýú­èõÉòãäñÛùè¬óÉñăâ¬âöÂóäÚČóÿëÚîáóßØöćÿìĆÚĂÛìÚ­óÃîÈ 
îóëóëâòÅäìóÂăâ¬ăÕ­äòÛÂóäãõÚãîâĂì­ÿÝãĀßä¬ëú¬ëóÙóäÔñ

ÅÃîîÚùÎóÖîóëóëâòÅäÂ¬îÚÛòÚØ÷Â
ÅìæöÂÿæöćãÈÂóäÛòÚØ÷Â Ã­îâúæØöćâöÅèóâÿëöćãÈ
ÅÛîÂĂì­îóëóëâòÅäØäóÛ×÷ÈäóãæñÿîöãÕ ÂóäÛòÚØ÷Â ÂóäÿÂĆÛÂóäÿÝãĀßä¬
ÅîóëóëâòÅäâöëõØÙõØöćÉñÃîĂì­ æÛÃ­îâúæ ÛóÈë¬èÚìäøîØòĈÈìâÕ ÿâøćîăâ¬
Ö­îÈÂóäĂì­ÛòÚØ÷Âë¬èÚÚòĈÚą
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Breach of Confidentiality 
ÿâøćîâöÂóäØČóæóãÂóääòÂêóÅèóâæòÛÃîÈÃ­îâúæ

ÅÝú­èõÉòãäóãÈóÚĂì­ EC/IRB ØäóÛØòÚØö
-èòÚØöćÿÂõÕÿìÖù
-äóãæñÿîöãÕÃîÈÿìÖùÂóäÔ°
-äñÕòÛÅèóâÿëöćãÈØöćîóÉÿÂõÕÃ÷ĈÚÂòÛîóëóëâòÅä
-ËÚõÕÃîÈÃ­îâúæ ĀæñÉČóÚèÚÃ­îâúæØöć×úÂÿÜõÕÿÝã
-ÂóäĀÂ­ÜòÎìóØòÚØö ĀæñĀÝÚÂóäÜ­îÈÂòÚÜòÎìóĂÚîÚóÅÖ

Breach of Confidentiality 
ÿâøćîâöÂóäØČóæóãÂóääòÂêóÅèóâæòÛÃîÈÃ­îâúæ
ÅEC/IRB ÉñÜäñÿâõÚ

-ÝæÂäñØÛØöćîóÉÿÂõÕÃ÷ĈÚÖ¬îîóëóëâòÅä / ËùâËÚ
-ÅèóâäùÚĀäÈÃîÈÝæÂäñØÛ
-èóÈĀÚèÂóäÜÐõÛòÖõ (action plan) ÿË¬Ú 
üĀÉ­È sponsor ìÚ¬èãÈóÚ/îÈÅ°ÂäØöćÕúĀæÈóÚèõÉòã
üĀÉ­ÈîóëóëâòÅä
üĀÚñÚČóĂì­ÜäòÛāÅäÈÂóäèõÉòã
üÂóäĀÂ­ÜòÎìóØòÚØö ĀæñĀÝÚÂóäÜ­îÈÂòÚÜòÎìóĂÚîÚóÅÖ
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ëäùÜ

ÅĂÚÂóäèõÉòãÖ­îÈÅČóÚ÷Èè¬óÂóäÿÂĆÛÃ­îâúæßåÖõÂääâìäøîÃ­îâúæÃ¬óèëóäë¬èÚÛùÅÅæ
Ö­îÈÃîÅèóâãõÚãîâÉóÂÿÉ­óÖòè ÿè­ÚĀÖ¬Ã­îâúæÃ¬óèëóäÚòĈÚÿÜĆÚĀÛÛÚõäÚóâÌ÷ćÈăâ¬
ëóâóä×äñÛùÖòèÛùÅÅæăÕ­ 
ÅÃ­îâúæÃ¬óèëóäë¬èÚÛùÅÅæØöćÛòÚØ÷Âăè­Ö­îÈâöâóÖäÂóäÜ­îÈÂòÚ
ăâ¬Ăì­Ýú­ăâ¬âöëõØÙõċÿÃ­ó×÷ÈăÕ­ ìäøîäòćèăìæîîÂëú¬ÛùÅÅæáóãÚîÂăÕ­
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