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��ห/@0  P 0คํ@%@�"@�1> ?&ค/@/Nÿ?P0�  O3>��ห/@0O3>/@!1�@%#@��1>0$11/#?PN�?P0/�Oอ�ÿํ@ห1?& 
�@10@�1@/>�?0#@�/>#0@0@ÿ!1์  '1>/?!>0@ÿ!1์  ห1Aอÿ">!>  Q%'1>N.#ห1Aอ3?�1�>N ?0/�?%ห1AอQ�3ONค?0��?%   
P 0/?ค�>�11/�@1�1>0$11/�@10@�1@/>�?0Q%ค%ห1Aอค�>&Bคค3Q%3?�1�>N ?0/�?%  �@P�อ@�N'็%
ค�>�11/�@1ห1Aอค�>&Bคค3.@0Q%ÿ?��? �อ�(COค/&คB/�Oอ/C3ÿN/%&Bคค3ห1Aอ.@0%อ��OR O  O!N!Oอ�R/N/?
(CO ํ@N%>%�@1Q%�@10@�1@/>�?0#?P�>/?ÿN/%R ONÿ?0Q%�@10@�1@/>�?0N1APอ�%?Q%อ0CN O/0  N'็%(CO*>�@1�@อ%B/?!> 
ห1Aอ1?&1อ��Nอ%N1>P/�@10@�1@/>�?0%?Q%  O3>ค/&คB/O3>�ํ@�?& CO3�@10@�1@/>�?0%?Q%QหON'็%R' 
!@//@!1�@%#@��1>0$11/#?PN�?P0/�Oอ�  #?Q�%?Q  /@!1�@%#@��1>0$11/#?PN�?P0/�Oอ�O3>N'็%#?P0อ/1?&
 ?��3N@/  QหOห/@0ค/@/1//"@�N%AQอห@!@/Nอ�ÿ@1   ?�!NอR'%?Q 

 (�) The  Belmont  Report:   Ethical  Principles  and  Guidelines  for  the  
Protection  of  Human  Subjects  of  Research,  Report  of  the  National  Commission  for  
the  Protection  of  Human  Subjects  of  Biomedical  and  Behavioral  Research  P  0  
Department  of  Health,  Education,  and  Welfare  '1>N#0ÿห1?�อN/1>�@  N/APอ/?%#?P  _f  N/1@0%  
ค.0.  _geg  (*.0.  `c``) 

 (�) Good  Clinical  Practice  ( GCP)   P  0   The  International  Council  for  
Harmonisation  of  Technical  Requirements  for  Pharmaceuticals  for  Human  Use  (ICH)  
�&?&#?P/?�@1'1>�@0Q�O3N@ÿB Q%��>#?P#ํ@�@1N�O&1/&1//�Oอ/C3ÿN/%&Bคค3 

 (ค) International  Ethical  Guidelines  for  Health-related  Research  Involving  
Humans  P  0   Council  for  International  Organizations  of  Medical  Sciences  ( CIOMS)  
1N//�?&อ�ค์�@1อ%@/?0P3�  (World  Health  Organization:  WHO)  �&?&#?P/?�@1'1>�@0Q�O3N@ÿB  
Q%��>#?P#ํ@�@1N�O&1/&1//�Oอ/C3ÿN/%&Bคค3 

Q%�@1 ํ@N%>%�@1!@/  (`)  O3>  (a)  (COค/&คB/�Oอ/C3ÿN/%&Bคค3ค/1*>�@1�@ ํ@N%>%�@1 
#ํ@QหO�Oอ/C3ÿN/%&Bคค3N'็%�Oอ/C3#?PR/Nÿ@/@1"1>&B!?/&Bคค3#?PN'็%N�O@�อ��Oอ/C3ÿN/%&Bคค3R O  ห1Aอ#ํ@�@1
O)��Oอ/C3  (pseudonymization)  N*APอ3 ค/@/Nÿ?P0�Q%�@11>&B!?/&Bคค3#?PN'็%N�O@�อ��Oอ/C3ÿN/%&Bคค3  
ห1Aอ#ํ@�@1N�O@1ห?ÿ�Oอ/C3  (encryption)  ห1AอQ�O/@!1�@1อAP%Q%3?�1�>N ?0/�?%  อ0N@�Nห/@>ÿ/ 
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!@/1> ?&ค/@/Nÿ?P0�  P 0คํ@%@�"@�'ั��?0#@�N#คP%P30?  &1>&#  ÿ.@*O/ 3Oอ/  /@!1�@%#?PN'็% 
#?P0อ/1?&ÿํ@ห1?&ห%N/0�@%ห1Aอ�>��@1Q%'1>N.#ห1Aอ3?�1�>N ?0/�?%ห1AอQ�3ONค?0��?%  3?�1�> 
O3>/?!"B'1>ÿ�ค์�อ��@1N�O&1/&1//  Q�O  O3>N'ิ N(0�Oอ/C3ÿN/%&Bคค3  #1?*0@�1#?P!Oอ�Q�O  O3> 
ค/@/N'็%R'R OQ%�@1 ํ@N%>%�@1'1>�อ&�?%  ห@�ÿ@/@1"#ํ@QหO&113B/?!"B'1>ÿ�ค์#?PN�?P0/�?&�@10@�1@/>�?0
#@�/>#0@0@ÿ!1์  '1>/?!>0@ÿ!1์  ห1Aอÿ">!>  ห1Aอ'1>P0�%์ÿ@$@1�>อAP%R O 

�Oอ d .@0Q!O&?�ค?&�Oอ  b  O3>�Oอ  c  Q%�@1N�O&1/&1//�Oอ/C3ÿN/%&Bคค3N*APอQหO&113B
/?!"B'1>ÿ�ค์#?PN�?P0/�?&�@10@�1@/>�?0ห1Aอÿ">!>  !@//@!1@  `b  (_)  ห1AอN*APอQหO&113B/?!"B'1>ÿ�ค์
N�?P0/�?&�@10@�1@/>�?0#@�/>#0@0@ÿ!1์  '1>/?!>0@ÿ!1์  ห1Aอÿ">!>  !@//@!1@  `d  (c)  (�)   
OหN�*1>1@�&?��?!>คBO/ค1อ��Oอ/C3ÿN/%&Bคค3  *.0.  `cd`  QหO(COค/&คB/�Oอ/C3ÿN/%&Bคค3�? QหO/?
/@!1�@1 ?�!NอR'%?Q O/0 

(_) O/O�@1N�O&1/&1//  Q�O  ห1AอN'ิ N(0�Oอ/C3ÿN/%&Bคค3N*APอQหO&113B/?!"B'1>ÿ�ค์ ?��3N@/  
�>R O1?&0�N/O%R/N!Oอ��อค/@/0>%0อ/�@�N�O@�อ��Oอ/C3ÿN/%&Bคค3  O!N(COค/&คB/�Oอ/C3ÿN/%&Bคค3�>!Oอ�
�ํ@�?& CO3QหO(CO ํ@N%>%�@1Q%�@10@�1@/>�?0ห1Aอÿ">!>!@//@!1@  `b  (_)  ห1Aอ(CO ํ@N%>%�@1Q%�@1
0@�1@/>�?0#@�/>#0@0@ÿ!1์  '1>/?!>0@ÿ!1์  ห1Aอÿ">!>!@//@!1@  `d  (c)  (�)  #ํ@�@1�อค/@/0>%0อ/
Q%�@1N�O@1N//�@10@�1@/>�?0  (informed  consent  for  research  participation)  �@�(CON�O@1N// 
�@10@�1@/>�?0  (research  subject)  N/O%O!N�>N'็%�1�?Q �1�?ห%@P�  !NอR'%?Q 

 (�) �@10@�1@/>�?0ห1Aอÿ">!>!@//@!1@  `b  (_)  ห1Aอ�@10@�1@/>�?0#@�/>#0@0@ÿ!1์  
'1>/?!>0@ÿ!1์  ห1Aอÿ">!>!@//@!1@  `d  (c)  (�)  #?P/?�@1N�O&1/&1//�Oอ/C3ÿN/%&Bคค3�@�Oห3N�อAP% 
#?PR/NQ�NN�O@�อ��Oอ/C3ÿN/%&Bคค3P 0!1�  ห1Aอ#?PQ�O�Oอ/C3ÿN/%&Bคค3#?PN�O&1/&1//!@//?!"B'1>ÿ�ค์อAP%  
O3>(COค/&คB/�Oอ/C3ÿN/%&Bคค3R O ํ@N%>%�@1QหON'็%R'!@//@!1@  `c  O3>/@!1@  `e  OหN�*1>1@�&?��?!> 
คBO/ค1อ��Oอ/C3ÿN/%&Bคค3  *.0.  `cd`  O3O/ 

 (�) �@10@�1@/>�?0ห1Aอÿ">!>!@//@!1@  `b  (_)  ห1Aอ�@10@�1@/>�?0#@�/>#0@0@ÿ!1์  
'1>/?!>0@ÿ!1์  ห1Aอÿ">!>!@//@!1@  `d  (c)  (�)  %?Q%�>R/Nÿ@/@1" ํ@N%>%�@1R Oห@�!Oอ��อค/@/0>%0อ/  
ห1Aอ�@1�อค/@/0>%0อ/ห1Aอ�@1&?%#@��@1QหOค/@/0>%0อ/N'็%ห%?�ÿAอ�>0>P�#ํ@QหON�> ค/@/Nÿ?P0�!Nอÿ>#$>
O3>Nÿ1?.@*�อ�N�O@�อ��Oอ/C3ÿN/%&Bคค3#?PN'็%(CON�O@1N//�@10@�1@/>�?0N�>%ÿ/ค/1  '1>�อ&�?& 
�@10@�1@/>�?0#@�/>#0@0@ÿ!1์  '1>/?!>0@ÿ!1์  ห1Aอÿ">!>%?Q%/?คB�คN@#?Pÿํ@ค?�!Nอÿ?�ค/  O3>/?ค/@/Nÿ?P0�
R/NN�>%ค/@/Nÿ?P0��?Q%!Pํ@  (no  more  than  minimal  risks)  !Nอ(CON�O@1N//�@10@�1@/>�?0 

 (ค) �1�?#?PR O1?&0�N/O%R/N!Oอ��อค/@/0>%0อ/Q%�@1N�O@1N//�@10@�1@/>�?0  (waiver  of  
informed  consent  for  research  participation)  !@//@!1�@%#@��1>0$11/#?PN�?P0/�Oอ�O3>N'็%#?P0อ/1?&  
P 0R/N�? !Nอ��ห/@0  ห1Aอ!@/#?Pค�>�11/�@1�1>0$11/�@10@�1@/>�?0Q%ค%ห1Aอค�>&Bคค3!@/�Oอ  c  (b)  
�ํ@ห%  
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đúŠöǰǰǰĢĥĢ êĂîóĉđýþǰǰǰĨ ǰǰǰǰÜ øćßÖĉÝÝćîčđïÖþć ĩǰǰǰöÖøćÙöǰǰǰģĦħĨ



(`) Q%�@1N�O&1/&1//�Oอ/C3ÿN/%&Bคค3N*APอQหO&113B/?!"B'1>ÿ�ค์#?PN�?P0/�?&�@10@�1@/>�?0ห1Aอ
ÿ">!>!@//@!1@  `b  (_)  ห1AอN*APอQหO&113B/?!"B'1>ÿ�ค์N�?P0/�?&�@10@�1@/>�?0#@�/>#0@0@ÿ!1์  
'1>/?!>0@ÿ!1์  ห1Aอÿ">!>!@//@!1@  `d  (c)  (�)  �@�N�O@�อ��Oอ/C3ÿN/%&Bคค3P 0!1�  (COค/&คB/�Oอ/C3 
ÿN/%&Bคค3�>!Oอ�O�O�QหON�O@�อ��Oอ/C3ÿN/%&Bคค3 ?��3N@/#1@&"@��Oอ/C3N�?P0/�?&/?!"B'1>ÿ�ค์�อ� 
�@10@�1@/>�?0  1@03>Nอ?0 �อ��@10@�1@/>�?0P 0ÿ?�N�'  �Oอ/C3ÿN/%&Bคค3#?P�>N�O&1/&1//Q%�@10@�1@/>�?0   
'1>P0�%์#?P�>R O1?&�@��@10@�1@/>�?0  ค/@/Nÿ?P0�ห1Aอ(3�1>#&#?Pอ@�N�> �@Q%!Nอ(CON�O@1N//�@10@�1@/>�?0
�@��@10@�1@/>�?0%?Q%  O3>ÿ>#$>�อ�(CO%?Q%Q%�@10@�1@/>�?0 ?��3N@/  (ห@�/?)  *1Oอ/#?Q�O�O�QหON�O@�อ�
�Oอ/C3ÿN/%&Bคค3#1@&1@03>Nอ?0 !@//@!1@  `a  OหN�*1>1@�&?��?!>คBO/ค1อ��Oอ/C3ÿN/%&Bคค3   
*.0.  `cd`   O/0  O3>�>!Oอ�R/N/?�@1'�'ิ �Oอ/C3 ?��3N@/  (withholding  information)  O�N(CON�O@1N// 
�@10@�1@/>�?0  ห1Aอ#ํ@�@1ห3อ�3/�(CON�O@1N//�@10@�1@/>�?0  (deception)  N/O%O!N�>N'็%�1�?#?Pÿ@/@1" 
�1>#ํ@R O.@0Q!O�1อ&O3>N�APอ%R�!@//@!1�@%#@��1>0$11/#?PN�?P0/�Oอ�O3>N'็%#?P0อ/1?&  P 0R/N�? !Nอ
��ห/@0  ห1Aอ!@/#?Pค�>�11/�@1�1>0$11/�@10@�1@/>�?0Q%ค%ห1Aอค�>&Bคค3!@/�Oอ  c  (b)  �ํ@ห%  

(a) Q%�@1N�O&1/&1//�Oอ/C3ÿN/%&Bคค3N*APอQหO&113B/?!"B'1>ÿ�ค์#?PN�?P0/�?&�@10@�1@/>�?0ห1Aอ
ÿ">!>!@//@!1@  `b  (_)  ห1AอN*APอQหO&113B/?!"B'1>ÿ�ค์N�?P0/�?&�@10@�1@/>�?0#@�/>#0@0@ÿ!1์  
'1>/?!>0@ÿ!1์  ห1Aอÿ">!>!@//@!1@  `d  (c)  (�)  �@P��@1Q�Oÿ>#$>�อN�O@"@�ห1Aอ�อ1?&ÿํ@N%@�Oอ/C3ÿN/%&Bคค3 
#?PN�?P0/�?&N�O@�อ��Oอ/C3ÿN/%&Bคค3#?PN'็%(CON�O@1N//�@10@�1@/>�?0อ@�#ํ@QหO�@10@�1@/>�?0 ?��3N@/ 
R/Nÿ@/@1"&113B(3R O  N�N%  �1�?(CO ํ@N%>%�@1Q%�@10@�1@/>�?0�ํ@N'็%!Oอ�#ํ@�@1'�'ิ �@1�? ÿ11
(CON�O@1N//�@10@�1@/>�?0  (allocation  concealment)  ห1Aอ#ํ@�@1'�'ิ �Oอ/C3N�?P0/�?&�@1# 3อ�  
(blinding)  Q%�@1# 3อ�#@�ค3>%>�  (clinical  trials)  N*APอQหO(3�@10@�1@/>�?0/?ค/@/N#?P0�!1�  (valid)  
3 อค!>  (bias)  O3>%N@N�APอ"Aอ  (COค/&คB/�Oอ/C3ÿN/%&Bคค3�>!Oอ��ํ@�?& CO3QหO(CO ํ@N%>%�@1 
Q%�@10@�1@/>�?0O�O�QหON�O@�อ��Oอ/C3ÿN/%&Bคค3#?PN'็%(CON�O@1N//�@10@�1@/>�?0#1@&"@��Oอ�ํ@�? Q%�@1 
�อN�O@"@�ห1Aอ�อ1?&ÿํ@N%@�Oอ/C3ÿN/%&Bคค3 ?��3N@/Q%�@1�อค/@/0>%0อ/Q%�@1N�O@1N//�@10@�1@/>�?0
!@/  (_)  ห1Aอ�@1O�O��Oอ/C3!@/  (`)  (ห@�/?)  ห1Aอ�Nอ%N1>P/�?Q%!อ%�@10@�1@/>�?0#?PN�?P0/�Oอ�   
�%�/N@�@10@�1@/>�?0�>Nÿ1O�ÿ>Q%ห1Aออ0CNQ%�?Q%!อ%#?Pÿ@/@1"QหON�O@�อ��Oอ/C3ÿN/%&Bคค3N�O@"@�ห1Aอ 
1?&ÿํ@N%@�Oอ/C3 ?��3N@/R OP 0R/NNÿ?0/?!"B'1>ÿ�ค์ ?��3N@/  O3>Q%�1�?#?Pค�>�11/�@1�1>0$11/�@1
0@�1@/>�?0Q%ค%ห1Aอค�>&Bคค3!@/�Oอ  c  (b)  �ํ@ห% N'็%อ0N@�อAP%  QหO'�>&?!>!@/#?P�ํ@ห%  

�Oอ e Q%�1�?#?P(COค/&คB/�Oอ/C3ÿN/%&Bคค3/?ห%O@#?P!@/��ห/@0อAP%#?PN�?P0/�?&�@10@�1@/>�?0
ห1Aอÿ">!>!@//@!1@  `b  (_)  ห1Aอ�@10@�1@/>�?0#@�/>#0@0@ÿ!1์  '1>/?!>0@ÿ!1์  ห1Aอÿ">!>  ห1Aอ
'1>P0�%์ÿ@$@1�>อAP%!@//@!1@  `d  (c)  (�)  QหO(COค/&คB/�Oอ/C3ÿN/%&Bคค3 ํ@N%>%�@1!@/��ห/@0%?Q%  
O!N/@!1�@1N*APอคBO/ค1อ�ÿ>#$>  Nÿ1?.@*  O3>'1>P0�%์�อ�N�O@�อ��Oอ/C3ÿN/%&Bคค3#?PN'็%(CON�O@1N// 
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�@10@�1@/>�?0ห1Aอÿ">!>  ห1Aอ�@10@�1@/>�?0#@�/>#0@0@ÿ!1์  '1>/?!>0@ÿ!1์  ห1Aอÿ">!>  ห1Aอ'1>P0�%์
ÿ@$@1�>อAP% ?��3N@/  �>!Oอ�N'็%R'!@/#?P�ํ@ห% Q%'1>�@0%?Q O/0 

�Oอ f QหO'1>$@%�11/�@1คBO/ค1อ��Oอ/C3ÿN/%&Bคค3N'็%(CO1?�1@�@1!@/'1>�@0%?Q 
 

'1>�@0  �  /?%#?P  28  $?%/@ค/  *.0.  `cdd 
N$?01�?0  � %ค1 

'1>$@%�11/�@1คBO/ค1อ��Oอ/C3ÿN/%&Bคค3 

ĀîšćǰǰģĨ
đúŠöǰǰǰĢĥĢ êĂîóĉđýþǰǰǰĨ ǰǰǰǰÜ øćßÖĉÝÝćîčđïÖþć ĩǰǰǰöÖøćÙöǰǰǰģĦħĨ

Powered by TCPDF (www.tcpdf.org)


