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ÅČóÚČó 
 

 èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ ìäøî Standard Operation Procedures (SOP) ÃîÈÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòã
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âÚùêã° ÿÜĆÚÝú­ßõÉóäÔóØÛØèÚìæòÂÿÂÔÒ° ÃòĈÚÖîÚÖ¬óÈ ą  
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ÂóäßòÓÚóäñÛÛĀæñÂæăÂÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ 
1. ÅèóâëČóÅòÎĀæñØöćâó 
âìóèõØãóæòãÿÚËòćÚ ăÕ­ÿäõćâÂ¬îÖòĈÈÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ÜöÂóäé÷Âêó 2562 ÖóâÅČóëòćÈ

âìóèõØãóæòãÿÚËòćÚ Øöć âÚË. 088/2562āÕãîÙõÂóäÛÕö Ýé. Õä.ÂåêÏó ÖòÚÿÜóè° Ì÷ćÈăÕ­ÿæĆÈÿìĆÚÅèóâëČóÅòÎÃîÈ
ÝæÈóÚèõÉòãØöćÉñÿÜĆÚÜäñāãËÚ°Ö¬îËùâËÚ ëòÈÅâ ĀæñÜäñÿØé āÕãÂóäãÂäñÕòÛÅùÔáóßÈóÚèõÉòãÃîÈâìóèõØãóæòãÿÃ­ó
ëú¬âóÖäÑóÚäñÕòÛËóÖõ ĀæñĂì­ăÕ­äòÛÂóäÖößõâß°ÿÝãĀßä¬îãú¬ĂÚÑóÚèóäëóääñÕòÛËóÖõ TCI ĀæñÿÜĆÚØöćãîâäòÛÃîÈ
ÚóÚóËóÖõ 

āÕãâöìæòÂÂóäĂÚÂóäßòÓÚó Åøî ÂóäÚČóÚāãÛóã ĀÚèÅõÕĀæñÂóäÕČóÿÚõÚÂóäÃîÈâìóèõØãóæòã Āæñ
ĀÚèØóÈÂóäÛäõìóäÉòÕÂóäÈóÚèõÉòãÃîÈÂäñØäèÈÂóäîùÕâé÷Âêó èõØãóéóëÖä° èõÉòãĀæñÚèòÖÂääâ (ä¬óÈ ß.ä.Û. Âóä
èõÉòãĂÚâÚùêã°) âóÜäñãùÂÖ°ĂË­Ăì­ëîÕÅæ­îÈÂòÛÛäõÛØÃîÈâìóèõØãóæòã ÕòÈÚöĈ 

1. ÉòÕØČóÅú¬âøî   èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ (Standard Operation Procedures) ÿßøćîÿÜĆÚÅú¬âøîëČóìäòÛ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° ĀæñÚòÂèõÉòãÃîÈâìóèõØãóæòã ÕòÈÚöĈ 

1.1 ëČóìäòÛÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚÌ÷ćÈÉñÿäöãÂè¬ó èõÙöÕČóÿÚõÚÂóä
âóÖäÑóÚÃîÈÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°âìóèõØãóæòãÿÚËòćÚ (SOP) Ì÷ćÈãÂä¬óÈāÕãÅÔñÂääâÂóä
ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°âìóèõØãóæòãÿÚËòćÚ  

1.2 ÿîÂëóäĀÚèØóÈ/èõÙöÕČóÿÚõÚÂóä ÿßøćîëøćîëóääñìè¬óÈÚòÂèõÉòãÂòÛÅÔñÂääâÂóä Ăì­ÿÃ­óĂÉÖäÈÂòÚ ĂÚ
ìòèÃ­îÕòÈÚöĈ 

(1) ÂóäèõÉòã (ÅèóâìâóãĀæñÜäñÿáØ) 
(2) ìæòÂÉäõãÙääâ (ÅèóâìâóãĀæñÜäñÿáØ) 
(3) ìæòÂÿÂÔÒ° ÃîÛÿÃÖ ĀæñÃòĈÚÖîÚÂóäßõÉóäÔóÕ­óÚÉäõãÙääâÂóäèõÉòãâìóèõØãóæòãÿÚËòćÚ 
(4) ÂóäÿÖäöãâāÅäÈä¬óÈèõÉòãØöćÅäÛ×­èÚëâÛúäÔ°ØòĈÈÕ­óÚäñÿÛöãÛèõÙöĀæñÉäõãÙääâ 
(5) Âóäë¬ÈāÅäÈä¬óÈèõÉòãâóäòÛÂóäßõÉóäÔóÉäõãÙääâÂóäèõÉòãâìóèõØãóæòãÿÚËòćÚ 
(6) ÂóäÉòÕÂóäĀæñßõÉóäÔóāÅäÈä¬óÈèõÉòã 

ÿîÂëóäËùÕÚöĈ É÷ÈÿÜĆÚÅú¬âøîÃîÈÚòÂèõÉòã ÃÔñØöćÅÔñÂääâÂóäĂË­ÿÜĆÚÅú¬âøîÊÛòÛã¬îăÕ­Õ­èã 
2. āÅäÈëä­óÈ 

2.1 ÂóäÉòÕÖòĈÈÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°âìóèõØãóæòãÿÚËòćÚ āÕãÂóäëääìóĀæñ
ÅòÕÿæøîÂÛùÅÅæÉóÂë¬èÚÈóÚÖ¬óÈ ą ÃîÈâìóèõØãóæòã 

2.2 ÉòÕÖòĈÈØöćØČóÂóä āÕãÉòÕÿÖäöãâë×óÚØöć ÅäùáòÔÒ° ÈÛÜäñâóÔÕČóÿÚõÚÂóä ĀæñÛùÅæóÂäÜäñÉČóĂÚ
ÜöÂóäé÷Âêó 2562 
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3. èõëòãØòéÚ°  ĀæñßòÚÙÂõÉ 
èõëòãØòéÚ° 
âù¬ÈâòćÚäòÂêóâóÖäÑóÚÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
Ăì­×úÂÖ­îÈÖóâìæòÂÉäõãÙääâ ĀæñăÕ­âóÖäÑóÚëóÂæ 
ßòÚÙÂõÉ 
Ɨ. ÜÂÜ­îÈ ßõØòÂê°ëõØÙõĀæñÅèóâÜæîÕáòãØòĈÈÂóãĀæñĂÉÃîÈîóëóëâòÅäØöćÿÃ­óä¬èâāÅäÈÂóäèõÉòã  
Ƙ. ÿßøćîë¬ÈÿëäõâĂì­ăÕ­ÈóÚèõÉòãØöćâöÅùÔÅ¬ó Āæñ×úÂÖ­îÈÖóâìæòÂÉäõãÙääâ 

 
4.  ĀÚèØóÈÂóäØČóÈóÚ ĂÚÿÛøĈîÈÖ­ÚÅÔñÂääâÂóäâöÂäîÛÂóäÕČóÿÚõÚÈóÚÖóâ SOP ØöćăÕ­é÷ÂêóÉóÂÿîÂëóä

ĀæñÖòèîã¬óÈÃîÈìÚ¬èãÈóÚîøćÚØòĈÈëóãèõØãóéóëÖä°ëùÃáóß ĀæñëóãëòÈÅâĀæñâÚùêã°éóëÖä°  ÿË¬Ú 
âìóèõØãóæòãÿËöãÈĂìâ¬ âìóèõØãóæòãâìõÕæ âìóèõØãóæòãéäöÚÅäõÚØäèõāäÓ  âìóèõØãóæòãÿèëÿØõä°Ú ĀæñÂäâîÚóâòã 
ÂäñØäèÈëóÙóäÔëùÃ ÿÜĆÚÖ­Ú ä¬èâÂòÛÂóäÿäöãÚäú­ÉóÂÂóäÜÐõÛòÖõÈóÚÉäõÈĀæñé÷ÂêóÕúÈóÚÂóäÕČóÿÚõÚÂóäÃîÈ
ÅÔñÂääâÂóäÃîÈë×óÛòÚĀæñìÚ¬èãÈóÚîøćÚÅøî âìóèõØãóæòãÿèëÿØõä°Ú ØòĈÈÚöĈÅÔñÂääâÂóäăÕ­ÂČóìÚÕä¬óÈ SOP 
ÉČóÚèÚ ƘƝ âóÖäÑóÚ    ĂÚÂóäÜäñËùâÅäòĈÈØöć Ɨ/ƘƛƜƘ èòÚØöć Ƙƛ ÖùæóÅâ ƘƛƜƘ ÕòÈÚöĈ 
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äóãÂóäÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 

ÛØØöć ËøćîÛØ SOPs äìòë ìÚ­ó 
1 Âóäëä­óÈèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ   

Preparation of Standard Operating Procedures (SOPs) 
ÉÙ.Åâ.01 6 

2 āÅäÈëä­óÈ îÈÅ°ÜäñÂîÛ ĀæñÛØÛóØìÚ­óØöć ÅÔñÂääâÂóäÉäõãÙääâÂóä
èõÉòãĂÚâÚùêã°  
Constituting an Ethic Committee 

ÉÙ.Åâ.02 12 

3 ÿîÂëóäÂóääòÂêóÅèóâæòÛ  
Confidentiality Agreement 

ÉÙ.Åâ.03 21 

4 Âóäâöë¬èÚăÕ­ë¬èÚÿëöã   
Conflict of Interest 

ÉÙ.Åâ.04 23 

5 ÂóäîÛäâÅÔñÂääâÂóä ĀæñÛùÅæóÂä   
Training EC Member and Personnel 

ÉÙ.Åâ.05 25 

6 ÂóäÿæøîÂØöćÜä÷Âêóîõëäñ 
Selection of Independent Consultant 

ÉÙ.Åâ.06 28 

7 ÂóäÛäõìóäÉòÕÂóäāÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÿÃ­óâó   
Management of Research Protocol Submission 

ÉÙ.Åâ.07 30 

8 ĀÚèØóÈÂóäØÛØèÚāÅäÈä¬óÈÂóäèõÉòãĀæñÂóäĂË­ĀÛÛÜäñÿâõÚ  
 Review and Use of Assessment Form 

ÉÙ.Åâ.08 33 

9 ÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãÅäòĈÈĀäÂ  
 Initial Review of Research Protocol 

ÉÙ.Åâ.09 38 

10 ÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãĀÛÛÿä¬ÈÕ¬èÚ   
Expedited Review of Research Protocol 

ÉÙ.Åâ.10 44 

11 ÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÂæòÛÿÃ­óâóáóãìæòÈÂóäÜäòÛÜäùÈĀÂ­ăÃ 
Review of Resubmitted Research Protocol 

ÉÙ.Åâ.11 48 

12 ÂóäßõÉóäÔóë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòã   
Review of Research Protocol Amendment 

ÉÙ.Åâ.12 52 

13 ÂóäßõÉóäÔóäóãÈóÚÅèóâÂ­óèìÚ­óāÅäÈÂóäèõÉòã   
Continuing Review of Research Protocol 

ÉÙ.Åâ.13 56 
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14 ÂóäßõÉóäÔóäóãÈóÚÂóäãùÖõāÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕ  
 Review of Study Termination 

ÉÙ.Åâ.14 61 

15 ÂóäßõÉóäÔóäóãÈóÚëäùÜÝæÂóäèõÉòã   
Review of Final Report 

ÉÙ.Åâ.15 64 

16 ÂóäÜäñËùâÂäÔößõÿéê   
Extra Meeting 

ÉÙ.Åâ.16 66 

17 ÂóäÖîÛëÚîÈÂóää­îÈÿäöãÚÃîÈîóëóëâòÅä   
Response to Research Participants³ Requests 

ÉÙ.Åâ.17 68 

18 ÂóäßõÉóäÔóäóãÈóÚÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ°   
Review of Adverse Event Report 

ÉÙ.Åâ.18 70 

19 ÂóäÖõÕÖ¬îëøćîëóä   
Communication Record 

ÉÙ.Åâ.19 73 

20 ÂóäÖäèÉÿãöćãâÿßøćîÂČóÂòÛÕúĀæÂóäèõÉòã   
Site Monitoring Visit 

ÉÙ.Åâ.20 75 

21 Âóäăâ¬ÜÐõÛòÖõÖóâÃ­îÂČóìÚÕ   
Non-Compliance/Protocol Violation 

ÉÙ.Åâ.21 79 

22 ÂóäÛäõìóäÉòÕÂóäÿîÂëóäāÅäÈÂóäèõÉòãØöćÂČóæòÈÕČóÿÚõÚÂóä   
Maintenance of Active Study Files 

ÉÙ.Åâ.22 82 

23 ÂóäÿÂĆÛĀæñÅ­ÚÿîÂëóäāÅäÈÂóäèõÉòã  
Archives and Retrieval of Documents 

ÉÙ.Åâ.23 85 

24 ÂóäÕČóäÈăè­Ì÷ćÈÂóääòÂêóÅèóâæòÛ   
Maintenance of Confidentiality 

ÉÙ.Åâ.24 88 

25 ÂóäÿÖäöãâÅú¬âøîÂóäØČóÈóÚ   
Preparation of Guidelines 

ÉÙ.Åâ.25 91 

26 ÂóäÖäèÉëîÛÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°âìóèõØãóæòãÿÚËòćÚ   
Auditing the Nation University Research Ethics Committee 

ÉÙ.Åâ.26 93 

27 ÂóäÿÖäöãâĀÝÚÂóäÜäñËùâĀæñäóãÈóÚÂóäÜäñËùâ   
Meeting Agenda and Minute Preparation 

ÉÙ.Åâ.27 96 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.01/01 
Âóäëä­óÈèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ 

(Preparation of Standard Operating Procedures ) 
ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
ÿßøćîÿÜĆÚĀÚèØóÈĂÚÂóäëä­óÈ ØÛØèÚ îÚùâòÖõ ĀæñÜäòÛÜäùÈĀÂ­ăÃ èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ (Standard of 

Operating Procedures, SOPs) ĂÚØùÂÃòĈÚÖîÚ èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÚöĈîÙõÛóãÃòĈÚÖîÚÂóäØČóÈóÚĀÂ¬Ýú­èõÉòã 
Ýú­ÿËöćãèËóÎØóÈèõØãóéóëÖä°ĀæñëòÈÅâéóëÖä° ĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚÅÔñÂääâÂóä ÂóäÜÐõÛòÖõÈóÚÃîÈ 
ÅÔñÂääâÂóäÖ­îÈÿÜĆÚăÜÖóâèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚØöćÂČóìÚÕ  
2. ÃîÛÿÃÖ 

 ĀÚèØóÈÂóäëä­óÈèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚĂË­ÂòÛèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ ØòĈÈìâÕÃîÈÅÔñÂääâÂóä 
ÅäîÛÅæùâèõÙöÂóäÿÃöãÚ ÂóäØÛØèÚ ÂóäĀÉÂÉ¬óãĀæñÂóäÜäòÛÜäùÈĀÂ­ăÃ ìæòÂÿÂÔÒ° ëČóìäòÛÅÔñÂääâÂóä Ýú­èõÉòã 
ĀæñÝú­ØöćÿÂöćãèÃ­îÈ 
3. ÅèóâäòÛÝõÕËîÛ 
  ÅÔñÂääâÂóäÖ­îÈÜÐõÛòÖõÖóâĀÚèØóÈÂóäëä­óÈèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚØöćÂČóìÚÕ ÿâøćîâöÂóäëä­óÈ ØÛØèÚ 
îÚùâòÖõ ĀæñÜäòÛÜäùÈĀÂ­ăÃ èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚØùÂÊÛòÛ 
4. ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóä 
 

 
1  
 
 
2       

 
         
3     
 
 
4       
 

äóãÂóäèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ ÅÔñÂääâÂóä 

Âóäëä­óÈāÅäÈä¬óÈ ÅÔñÂääâÂóä 

ÂóäĂì­äìòë 

Âóäëä­óÈèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ   

ÅÔñÂääâÂóä 

ÅÔñÂääâÂóä 
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5 
 
        
6  
        

 
        
7 
 
 

 
8     

  
 

 
9        

 
    
 

10     
 

      
 

11      
  

 
 
 
 
 

ÂóäØÛØèÚèõÙöÕČóÿÚõÚÂóä

âóÖäÑóÚ 

ÂóäîÚùâòÖõèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ   

ÅÔñÂääâÂóä 

îÙõÂóäÛÕö 

ÂóäĀÉÂÉ¬óãèõÙöÕČóÿÚõÚÂóä
âóÖäÑóÚ 

ÂääâÂóäĀæñ
ÿæÃóÚùÂóä 

ÅÔñÂääâÂóä ÂóäÜäòÛÜäùÈĀÂ­ăÃ 

ÂóäîÚùâòÖõÊÛòÛÜäòÛÜäùÈĀÂ­ăÃ îÙõÂóäÛÕö 

ÂóäĀÉÂÉ¬óãÊÛòÛÜäòÛÜäùÈĀÂ­ăÃ ÂääâÂóäĀæñÿæÃóÚùÂóä 

ÂääâÂóäĀæñÿæÃóÚùÂóä ÂóäÿÂĆÛÖ­ÚÊÛòÛèõÙöÕČóÿÚõÚÂóä
âóÖäÑóÚ 
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5. ìæòÂÂóäÜÐõÛòÖõ 
5.1 äóãÂóäèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ 

   5.1.1  ĀÛ¬ÈÛØĀæñÖòĈÈËøćîÛØÖ¬óÈ ą ÃîÈèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ  
   ƛ.Ɨ.Ƙ ëä­óÈÖóäóÈÛØÖ¬óÈ ą ÃîÈèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ äñÛùäìòëÃîÈÛØ  

5.2 Âóäëä­óÈāÅäÈä¬óÈ (Format) 
ƛ.Ƙ.Ɨ āÅäÈä¬óÈÃîÈèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ ĀÛ¬ÈîîÂÿÜĆÚ 3 ë¬èÚ ăÕ­ĀÂ¬ 

     1) ĂÛëäùÜÂóäØČóèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ 
- ëòÎæòÂêÔ°ÃîÈÅÔñÂääâÂóä 
- ÊÛòÛØöć 
- Ëøćî Ýú­ÿÖäöãâ Ýú­ØÛØèÚ ĀæñÝú­îÚùâòÖõèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ ßä­îâØòĈÈèòÚØöćØöćîÚùâòÖõ 

     2) ëóäÛòÎ 
- ÖóäóÈìòèÃ­îÖ¬óÈ ą ÃîÈèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ ØòĈÈìòèÃ­îìæòÂĀæñìòèÃ­îã¬îã 
- ÿæÃìÚ­ó  

     3) ìòèÃ­îìæòÂĂÚèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ 
    ìòèÃ­îìæòÂĂÚèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚĀÖ¬æñÛØ ÜäñÂîÛÕ­èã 8 ë¬èÚ ăÕ­ĀÂ¬ 

- èòÖ×ùÜäñëÈÅ° 
- ÃîÛÿÃÖ 
- Ýú­äòÛÝõÕËîÛ 
- ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóä 
- ìæòÂÂóäÜÐõÛòÖõ 
- ÅČóÚõãóâ 
- áóÅÝÚèÂ 
- ÿîÂëóäî­óÈîõÈ 

  5.3 ÂóäĂì­äìòë (Coding system) 
  5.3.1 ÂóäĂì­äìòëèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ (SOP codes) 
   - ÂóäĂË­ÖòèîòÂêäáóêóăØã 3 Öòè Åøî ÉÙ.Åâ. Ì÷ćÈã¬îâóÉóÂ èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ ÅÔñÂääâÂóä
ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ (Åú¬âøî) 
    - ĂË­ÖòèÿæÃ 2 ÖòèëČóìäòÛìâóãÿæÃÛØ ÿË¬Ú ÛØØöć 1 ĂË­äìòë ÉÙ.Åâ.01 
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5.3.2 ÂóäĂì­äìòëĀÛÛ (Form codes) 
   - ĂË­ÖòèîòÂêäáóêóăØã 4 Öòè Åøî ÉÙ.Åâ.  ÿÜĆÚÿîÂëóäìäøîĀÛÛëČóìäòÛÅÔñÂääâÂóä  
    - ĂË­ÖòèÿæÃ 2 ÖòèëČóìäòÛìâóãÿæÃÛØÃîÈ SOP ÿË¬Ú ÉÙ.Åâ.01 ìâóã×÷È ÿîÂëóäìäøîĀÛÛÃîÈÛØ
Øöć 1 Ì÷ćÈÅÔñÂääâÂóäìäøîë¬èÚÈóÚÿÜĆÚÝú­ĂË­ 
    - ĂË­ÖòèÿæÃ 2 ÖòèëČóìäòÛìâóãÿæÃæČóÕòÛÃîÈĀÛÛÿîÂëóä ÿË¬Ú ÉÙÅ.01-01 ìâóã×÷È ÿîÂëóäìäøî 
ĀÛÛËùÕĀäÂÃîÈÛØØöć 1 Ì÷ćÈÅÔñÂääâÂóäìäøîë¬èÚÈóÚÿÜĆÚÝú­ĂË­ 

5.3.3 ÂóäĂì­äìòëĀÚèØóÈÜÐõÛòÖõ (Guideline codes)  
    - ĂË­ÖòèîòÂêäáóêóăØã 3 Öòè Åøî ÉÙ.ÚÜ. 
   - ĂË­ÖòèÿæÃ 2 ÖòèëČóìäòÛìâóãÿæÃĀÚèØóÈÜÐõÛòÖõ ÿË¬Ú ĀÚèØóÈÜÐõÛòÖõØöć 1 ĂË­äìòë ÉÙ.ÚÜ.01 

5.3.4 ÂóäĂì­äìòëäóãÈóÚÂóäÜäñËùâ (Minute codes) 
    - ĂË­ÖòèîòÂêäáóêóăØã 5 Öòè Åøî ÉÙ.ÜË. 
    - ĂË­ÖòèÿæÃ 3 ÖòèĀäÂ ëČóìäòÛæČóÕòÛÿîÂëóä ÅòćÚÕ­èãÿÅäøćîÈìâóã / ÖóâÕ­èãÖòèÿæÃ 4 Öòè ÿÜĆÚÜö 
ß.é. ÿË¬Ú ÉÙ.ÜË.001/2562 ìâóã×÷È äóãÈóÚÂóäÜäñËùâÊÛòÛĀäÂÃîÈ ß.é. 2562  

5.3.5 ÂóäĂì­äìòëÉÕìâóã (Letter codes) 
    - ĂË­ÖòèîòÂêäáóêóăØã 4 Öòè ĀæñĀÛ¬ÈÜäñÿáØÉÕìâóãÿÜĆÚ 5 ÜäñÿáØ ăÕ­ĀÂ¬ 

- ÉÙ.Éâ.1 ÿÜĆÚÉÕìâóãĀÉ­ÈÝæÂóäßõÉóäÔóÃîÈÅÔñÂääâÂóä 
- ÉÙ.Éâ.2 ÿÜĆÚÉÕìâóãëîÛ×óâìäøîÃîÃ­îâúæÿßõćâÿÖõâÉóÂÝú­èõÉòãìäøîÝú­Ăì­ØùÚèõÉòã 
- ÉÙ.Éâ.3 ÿÜĆÚÉÕìâóãĀÉ­ÈÿÖøîÚÉóÂÅÔñÂääâÂóä 
- ÉÙ.Éâ.4 ÿÜĆÚÉÕìâóãÖîÛäòÛÉóÂÅÔñÂääâÂóä 
- ÉÙ.Éâ.5 ÿÜĆÚÉÕìâóãîøćÚ ą ÃîÈÅÔñÂääâÂóä 

    - ĂË­ÖòèÿæÃ 3 ÖòèëČóìäòÛæČóÕòÛÃîÈÉÕìâóã ÿË¬Ú ÉÙ.Éâ.1-001 Åøî ÉÕìâóãĀÉ­ÈÝæÂóäßõÉóäÔó
ÊÛòÛØöć 1 
   - ÉÕìâóãÃîÈÜö ß.é. 2562 ÿÃöãÚÿÜĆÚ /2562 ăè­ìæòÈìâóãÿæÃÉÕìâóã ÿË¬Ú ÉÕìâóãĀÉ­ÈÝæÂóä
ßõÉóäÔóÊÛòÛĀäÂÃîÈÜö ß.é. 2562 Åøî ÉÙ.Éâ.1-001/2562 
  5.4 Âóäëä­óÈèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ 

   - ĂË­áóêóØöćÂäñËòÛ ĀæñăÕ­ĂÉÅèóâ 
 - äñÛù ÊÛòÛ (Version) ÃîÈèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚāÕãÿäõćâÉóÂÊÛòÛ 1.0 
 - ÂóäĀÂ­ăÃÿæĆÂÚ­îã îóÉÜäòÛìâóãÿæÃÊÛòÛÅäòĈÈæñ 0.1 ÿË¬Ú ÊÛòÛØöć 1.1 
 - ÛääãóãìòèÃ­îìæòÂÃîÈèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ ăÕ­ĀÂ¬ èòÖ×ùÜäñëÈÅ° ÃîÛÿÃÖ ÅèóâäòÛÝõÕËîÛ
ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóä ìæòÂÂóäÜÐõÛòÖõ ÅČóÚõãóâ áóÅÝÚèÂ ĀæñÿîÂëóäî­óÈîõÈ 
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 - ÂóäæČóÕòÛáóÅÝÚèÂ ĂË­ßãòÎËÚñ Â Ã Å ÿË¬Ú ÝÚèÂ Â ĀÛÛÿîÂëóä ÉÙ.Åâ.01-01 
 - ØČóëóäÛòÎìäøîÖóäóÈÃîÈìòèÃ­îÖ¬óÈ ą ÃîÈèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚØòĈÈìòèÃ­îìæòÂĀæñìòèÃ­îã¬îã 
   - ØČóÛØëäùÜÃîÈÂóäÉòÕØČóèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ 
   - ÖäèÉëîÛÅèóâ×úÂÖ­îÈÃîÈāÅäÈä¬óÈ áóêó ÖòèëñÂÕ ĀæñăèãóÂäÔ° 

  5.5 ÂóäØÛØèÚèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ (Review) 
   - ØÛØèÚāÕãÅÔñÂääâÂóä 
   - ĀÉÂÉ¬óãëČóÿÚóÃîÈèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ ÿßøćîĂì­ÂääâÂóäĀÖ¬æñÅÚØÛØèÚĀæñÿëÚîĀÚñ 
   - ÉòÕÂóäÜäñËùâÅÔñÂääâÂóää¬óÈèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ ÿßøćîäèÛäèâÃ­îÿëÚîĀÚñĀæñĀÂ­ăÃ
èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ 
5.6 ÂóäîÚùâòÖõèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ (Approval) 
   - ÖäèÉëîÛÅèóâ×úÂÖ­îÈÃîÈāÅäÈä¬óÈ áóêó ÖòèëñÂÕ ĀæñăèãóÂäÔ° 
   - ÂääâÂóäĀæñÿæÃóÚùÂóä ÿÖäöãâìÚòÈëøîÚČóÿëÚîÃîîÚùâòÖõèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚāÕãÂČóìÚÕ
èòÚØöćÿäõćâĂË­ 1 Â.ß. 2563 èõÙöÂóäâóÖäÑóÚ ĀæñæÈÚóâāÕãÜäñÙóÚ 
   - ÚČóÿëÚîîÙõÂóäÛÕö āÕãÝ¬óÚÅèóâÿìĆÚËîÛÉóÂÅÔñÂääâÂóäÿßøćîÃîîÚùâòÖõĂË­èõÙöÕČóÿÚõÚÂóä
âóÖäÑóÚ 
5.7 ÂóäĀÉÂÉ¬óãëČóÿÚóèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ (Distribution) 
   - ĀÉÂÉ¬óãëČóÿÚóèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚØöćăÕ­äòÛîÚùâòÖõ Ăì­ÂääâÂóäØùÂÅÚ ßä­îâØòĈÈÛòÚØ÷Â
ìæòÂÑóÚÂóääòÛĂÚëâùÕĀÉÂÉ¬óãÿîÂëóä 
   - ÿÝãĀßä¬ëČóÿÚóèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚĀÂ¬ÛùÅæóÂäáóãĂÚâìóèõØãóæòãÿÚËòćÚ  
5.8 ÂóäÜäòÛÜäùÈĀÂ­ăÃèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ (Revision) 
   - ØÛØèÚÿßøćîÜäòÛÜäùÈĀÂ­ăÃèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚîã¬óÈëâČćóÿëâîîã¬óÈÚ­îã 2 Üö/ÅäòĈÈ 
   - ÂääâÂóäîóÉÿëÚîØöćÜäñËùâÅÔñÂääâÂóä ÿßøćîëä­óÈÛØĂìâ¬ÃîÈèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ ìäøî
ÜäòÛÜäùÈĀÂ­ăÃèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÊÛòÛØöćâöîãú¬ÿÕõâ 
   - ÿâøćîÅÔñÂääâÂóäÿìĆÚËîÛÂòÛÂóäĀÂ­ăÃÜäòÛÜäùÈèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ ÜäñÙóÚÉñÿäöãÂ
ÜäñËùâÅÔñÂääâÂóä ÿßøćîÕČóÿÚõÚÂóäĀÂ­ăÃ ÜäòÛÜäùÈ èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÖ¬îăÜ 
   - ÛòÚØ÷ÂÂóäĀÂ­ăÃèõÙöÂóäÕČóÿÚõÚÂóäâóÖäÑóÚĂÚĀÛÛÛòÚØ÷ÂÂóäÃîÿßõćâìäøîĀÂ­ăÃèõÙöÂóä
ÕČóÿÚõÚÂóäâóÖäÑóÚ (ÉÙ.Åâ.01-04) ĀæñĀÛÛÜäñèòÖõÂóäĀÂ­ăÃèõÙöÂóäÕČóÿÚõÚÂóäâóÖäÑóÚ (ÉÙ.Åâ.01-
05) ĀæñÖóâÕ­èãèòÚØöć ÿÕøîÚ Üö ß.é. ØöćØČóÂóäĀÂ­ăÃ/Ãîÿßõćâ 
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5.9 ÂóäîÚùâòÖõèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÊÛòÛÜäòÛÜäùÈĀÂ­ăÃ 
   èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚĀÖ¬æñÊÛòÛØöćä¬óÈÃ÷ĈÚĂìâ¬ìäøîâöÂóäĀÂ­ăÃÜäòÛÜäùÈ ÉñÖ­îÈÝ¬óÚÂóä
ØÛØèÚāÕãÅÔñÂääâÂóä ĀæñăÕ­äòÛÂóäîÚùâòÖõāÕãîÙõÂóäÛÕöāÕãÝ¬óÚÅèóâÿìĆÚËîÛÉóÂÅÔñÂääâÂóä 

5.10 ÂóäĀÉÂÉ¬óãèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÊÛòÛÜäòÛÜäùÈĀÂ­ăÃ 
   ÕČóÿÚõÚÂóäÿË¬ÚÿÕöãèÂòÛÂóäĀÉÂÉ¬óãëČóÿÚóèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚĂÚÃ­î 5.7 

5.11 ÂóäÿÂĆÛÖ­ÚÊÛòÛèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ 
   -ÿÂĆÛÖ­ÚÊÛòÛèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚØùÂÊÛòÛăè­ĂÚì­îÈÃîÈëČóÚòÂÈóÚÅÔñÂääâÂóä ĀæñÉČóÂòÕÝú­
ÿÃ­ó×÷È 
   -ÛòÚØ÷ÂèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚØùÂÊÛòÛĂÚäñÛÛÑóÚÃ­îâúæÅîâßõèÿÖîä° 

6. ÅČóÚõãóâ 
 ÅÔñÂääâÂóä   ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ 
 ÜäñÙóÚ   ÜäñÙóÚÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ 
 ÂääâÂóä   ÂääâÂóäÃîÈÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 

âìóèõØãóæòãÿÚËòćÚ 
 ØöćØČóÂóäÅÔñÂääâÂóä ØöćØČóÂóäÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ 

7. áóÅÝÚèÂ 
  ĀÛÛÿîÂëóä ÉÙ.Åâ.01-01 äóãÂóäèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ 
8. ÿîÂëóäî­óÈîõÈ 

8.1 ÂäâîÚóâòã ÂäñØäèÈëóÙóäÔëùÃ. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãÂäâîÚóâòã ÊÛòÛØöć 1.1 
ß.é. 2562. 
 8.2 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãâìõÕæ. ĀÚèØóÈÂóäÕČóÿÚõÚÈóÚÃîÈ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚËùÕÂæóÈ âìóèõØãóæòãâìõÕæ ß.é. 2561.  

8.3 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚâìóèõØãóæòãÿËöãÈĂìâ¬. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ. 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãÿËöãÈĂìâ¬. ß.é. 2561. 

8.4 âìóèõØãóæòãÿèëÿØõä°Ú. ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°. ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
âìóèõØãóæòãÿèëÿØõä°Ú. ß.é. 2560. 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.02/01 

āÅäÈëä­óÈ îÈÅ°ÜäñÂîÛ ĀæñÛØÛóØìÚ­óØöć 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 

Constituting an Ethic Committee 

ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
   ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ìäøîÿäöãÂã¬îè¬ó ÅÔñÂääâÂóä ÉòÕÖòĈÈÿâøćî
èòÚØöć 16  ÂòÚãóãÚ 2562 āÕãîÙõÂóäÛÕöâìóèõØãóæòãÿÚËòćÚ ÿßøćîßõÉóäÔóä¬óÈìæòÂÿÂÔÒ°ĀæñèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ
ØöćÉòÕØČóÃ÷ĈÚ ÂČóìÚÕÿÜĆÚìæòÂÿÂÔÒ°ĀæñèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÃîÈÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°
âìóèõØãóæòãÿÚËòćÚ Ì÷ćÈĂì­ëîÕÅæ­îÈÂòÛìæòÂÿÂÔÒ°ĀæñèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚëóÂæÿäøćîÈÂóäèõÉòãĂÚâÚùêã° 
   ÅÔñÂääâÂóä ÜäñÂîÛÕ­èãÂääâÂóäìæóãëóÃóèõËóËöß ÿßøćîĂì­âùââîÈÂóäßõÉóäÔóĂì­ÅČóĀÚñÚČóĀæñ
ÖòÕëõÚĂÉÿÜĆÚăÜîã¬óÈîõëäñ ĀæñâöÛùÅæáóãÚîÂâìóèõØãóæòãÿÚËòćÚä¬èâÕ­èã  Ì÷ćÈÜäñÂîÛÕ­èãÚòÂÂÏìâóã Āæñ
Ýú­ĀØÚÜäñËóËÚØòćèăÜ 
2. ÃîÛÿÃÖ 
   - ÅÔñÂääâÂóä ØČóìÚ­óØöćØÛØèÚßõÉóäÔóîÚùâòÖõ ÖõÕÖóâ ĀæñÂČóÂòÛÂóäÕČóÿÚõÚÈóÚÃîÈāÅäÈÂóäèõÉòãÕ­óÚ
Âóäé÷Âêó Âóäë¬ÈÿëäõâëùÃáóßĀæñëõćÈĀèÕæ­îâØöćÿëÚîĂì­ßõÉóäÔóĀæñÕČóÿÚõÚÂóäāÕãÛùÅÅæáóãĂÚâìóèõØãóæòãÿÚ
ËòćÚ ÕòÈÚöĈ 
   - ÅÔñÂääâÂóä âöìÚ­óØöćßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòã ÅèóâÿìâóñëâÃîÈÝú­èõÉòã ĀæñÿîÂëóäÂóäĂì­Åèóâ
ãõÚãîâ āÕãâöÂóäßõÉóäÔóÖòÕëõÚ (1) îÚùâòÖõ (2) ÜäòÛÜäùÈĀÂ­ăÃ ÿßøćîîÚùâòÖõ (3) ÜäòÛÜäùÈĀÂ­ăÃĀæñÚČóÿÃ­óßõÉóäÔó
Ăìâ¬ ìäøî (4) ăâ¬îÚùâòÖõ 
   - ÅÔñÂääâÂóä âöìÚ­óØöćØÛØèÚäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòãØùÂ 6 ÿÕøîÚ ìäøîØùÂÜö ìäøîĂÚË¬èÈ
ÿèæóØöćÿìâóñëâÂòÛÅèóâÿëöćãÈÃîÈîóëóëâòÅä Āæ­èĀÖ¬ÂäÔö 
   - ÅÔñÂääâÂóä ëóâóä×äñÈòÛāÅäÈÂóäèõÉòãËòćèÅäóè (Suspension) ìäøîäñÈòÛÂóäÕČóÿÚõÚÂóäèõÉòãÛóÈë¬èÚ 
(Restriction) ìäøîÂóäãùÖõāÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕ (Termination) ĂÚÂäÔöÕòÈÖ¬îăÜÚöĈ 

- āÅäÈÂóäèõÉòãâöÜòÎìóØöćîóÉØČóĂì­ÿÂõÕÅèóâÿëöćãÈĀÂ¬îóëóëâòÅäîã¬óÈä­óãĀäÈ ìäøî 
- Ýú­èõÉòãăâ¬ÜÐõÛòÖõÖóâìæòÂÂóäÉäõãÙääâ 
- ăâ¬ÜÐõÛòÖõÖóâÃ­îÂČóìÚÕìäøîÃ­îÿëÚîĀÚñÃîÈÅÔñÂääâÂóäîã¬óÈÖ¬îÿÚøćîÈ 

  ØòĈÈÚöĈ ÂóäÖòÕëõÚäñÈòÛāÅäÈÂóäèõÉòãËòćèÅäóèìäøîãùÖõāÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕ ÉñÖ­îÈßõÉóäÔóĂÚÂóä
ÜäñËùâÅÔñÂääâÂóäØöćâöîÈÅ°ÜäñËùâÅäÛ (Full Board) ĀæñâöÂóäÛòÚØ÷ÂÝæÂóäßõÉóäÔóÖòÕëõÚĂÚäóãÈóÚÂóä
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ÜäñËùâ ë¬èÚÂóäÉČóÂòÕìäøîäñÈòÛÂóäÕČóÿÚõÚÂóäāÅäÈÂóäèõÉòãÛóÈë¬èÚÉñëõĈÚëùÕÿâøćîÂóäăâ¬ÜÐõÛòÖõÖóâÕòÈÂæ¬óè 
ăÕ­äòÛÂóäĀÂ­ăÃ 
3. ÅèóâäòÛÝõÕËîÛ 
  ÅÔñÂääâÂóäâöìÚ­óØöćäòÛÝõÕËîÛĂÚÂóäî¬óÚ ØČóÅèóâÿÃ­óĂÉ ĀæñÜÐõÛòÖõÖóâìæòÂÿÂÔÒ°ìäøîĀÚèØóÈØöć
ÅÔñÂääâÂóäÉòÕØČóÃ÷ĈÚ ĀæñâöìÚ­óØöćßõØòÂê°Ì÷ćÈëõØÙõ ÅèóâÜæîÕáòã ĀæñÅèóâÿÜĆÚîãú¬ÃîÈîóëóëâòÅä  
4. ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóä 
 

 
 
1  
 
 
2       

 
 

3     
 
 
4       
 
 
5 
 
        
6  
        
 
       
7 
 

ìæòÂÉäõãÙääâßøĈÚÑóÚ ÅÔñÂääâÂóä 

îÈÅ°ÜäñÂîÛÃîÈÅÔñÂääâÂóä ÅÔñÂääâÂóä 

ÅùÔëâÛòÖõÃîÈÅÔñÂääâÂóä 

ÂóäĀÖ¬ÈÖòĈÈĀæñèóäñÂóäÜÐõÛòÖõÈóÚ 

ÅÔñÂääâÂóä 

îÙõÂóäÛÕö 

 

ÂóäĀÖ¬ÈÖòĈÈÂääâÂóä ÿßøćîØÕĀØÚ îÙõÂóäÛÕö 

ØöćÜä÷Âêóîõëäñ îÙõÂóäÛÕöĀæñÜäñÙóÚ 

ÂóäæóîîÂĀæñÂóäß­ÚÉóÂÖČóĀìÚ¬È îÙõÂóäÛÕö 
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8       
 
 
9 
 
        
10  
        

 
 
11 
 
        
12  
 

 

5. ìæòÂÂóäÜÐõÛòÖõ 
5.1 ìæòÂÉäõãÙääâßøĈÚÑóÚ 

   ÅÔñÂääâÂóä ÖäñìÚòÂè¬óāÅäÈä¬óÈÂóäèõÉòãØöćîÚùâòÖõ îóÉÉñÖ­îÈăÕ­äòÛÂóäîÚùâòÖõÉóÂÅÔñÂääâÂóä
ÉäõãÙääâĂÚìÚ¬èãÈóÚÃîÈÖÚÂ¬îÚØöćÉñæÈăÜé÷ÂêóèõÉòãĂÚßøĈÚØöć 

- ĂÚÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãĀæñÜäñÿÕĆÚØóÈÉäõãÙääâ ÅÔñÂääâÂóä ÖäñìÚòÂ×÷È Åèóâ
ĀÖÂÖ¬óÈÕ­óÚäñÿÛöãÛ ÜäñÿßÔö ĀæñĀÚèØóÈÜÐõÛòÖõÕ­óÚÂóäèõÉòãĀæñÂóäÜÐõÛòÖõĂÚĀÖ¬æñØ­îÈ×õćÚ 
- ÅÔñÂääâÂóäÉñÖ­îÈìóÃ­îâúæÉóÂÅÔñÂääâÂóäÉäõãÙääâĀæñÚòÂèõÉòãĂÚĂÚØ­îÈ×õćÚ (×­óâö)  ×÷È
ÝæÂäñØÛÃîÈāÅäÈä¬óÈÂóäèõÉòãØöćîÚùâòÖõ 

   ÂóäØÛØèÚßõÉóäÔóÕ­óÚÉäõãÙääâÃîÈāÅäÈÂóäèõÉòãã÷ÕìæòÂÉäõãÙääâĂÚ The Belmont Report ăÕ­ĀÂ¬ 
ìæòÂÂóäÿÅóäßĂÚÛùÅÅæ ìæòÂÂóäĂì­ÜäñāãËÚ°ĀæñìæòÂÂóäãùÖõÙääâ ÂóäØÛØèÚÅäîÛÅæùâë¬èÚÿîÂëóäāÅäÈä¬óÈ
ÂóäèõÉòã ÿîÂëóäÂóäĂì­ÅèóâãõÚãîâāÕãăÕ­äòÛÃ­îâúæÜäñāãËÚ°ĀæñÅèóâÿëöćãÈÃîÈîóëóëâòÅä ĀæñÅèóâãùÖõÙääâ
ĂÚÂóäÅòÕÿæøîÂîóëóëâòÅä 

ÂääâÂóäĀæñÿæÃóÚùÂóä ÜäñÙóÚ 

Ú 

Ýú­Ë¬èãÂääâÂóäĀæñÿæÃóÚùÂóä ÂääâÂóäĀæñÿæÃóÚùÂóä 

îÈÅ°ÜäñÂîÛÃîÈÅÔñÂääâÂóä ÜäñÙóÚĀæñÅÔñÂääâÂóä 

ìÚ­óØöćĀæñÅèóâäòÛÝõÕËîÛÃîÈÂääâÂóä

  

ÂóäßõÉóäÔóÖòÕëõÚÃîÈÅÔñÂääâÂóä

  

ÜäñÙóÚĀæñÅÔñÂääâÂóä 

ÜäñÙóÚĀæñÅÔñÂääâÂóä 
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   ìæòÂÂóäÜÐõÛòÖõÖóâÃ­îÛòÈÅòÛÃîÈëáóèõËóËöß ÿË¬Ú ĀßØãëáó ØòÚÖĀßØãëáó ëáóÂóäßãóÛóæ ëáó
ÿØÅÚõÅÂóäĀßØã° 
   ÚîÂÉóÂÚöĈãòÈî­óÈîõÈìæòÂÉäõãÙääâîøćÚ ą ăÕ­ĀÂ¬ 

- ÜÐõÎÎóÿïæÌõÈÂõ ÃîÈĀßØãëâóÅâāæÂ (Å.é. 2008) ìæòÂÂóäÉäõãÙääâ 
- The National and International Ethical Guidelines for Biomedical Research Involving Human 
Subjects (CIOMS) 

- ĀÚèØóÈÉäõãÙääâÂóäØČóèõÉòãĂÚÅÚĀì¬ÈËóÖõ ÃîÈËâäâÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÜäñÿØé
ăØã  ß.é. 2550 

- ÂÏÚúÿäâÿÛõä°Â 
- äóãÈóÚÿÛæâîÈÖ° 
- ĀÚèØóÈÕČóÿÚõÚÂóäÉòÕÖòĈÈĀæñÂóäØČóìÚ­óØöćÃîÈÅÔñÂääâÂóäÂČóÂòÛÕúĀæÃ­îâúæĀæñÅèóâ
ÜæîÕáòãìäøî DSMB  

5.2 ÅùÔëâÛòÖõÃîÈÅÔñÂääâÂóä 
    ÅÔñÂääâÂóä ÜäñÂîÛÕ­èãÂääâÂóäØöćâöÅèóâäú­ĀæñÜäñëÛÂóäÔ°ÜòÉÉùÛòÚØöćĀÖÂÖ¬óÈÂòÚĂÚ
ìæóãëóÃóèõËóÿßøćîĂì­ëóâóä×ßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãÌ÷ćÈâöÅèóâìæóÂìæóãăÕ­îã¬óÈÂè­óÈÃèóÈ 
    ÂääâÂóäÖ­îÈÝ¬óÚÂóäîÛäâÕ­óÚÉäõãÙääâÂóäèõÉòãîã¬óÈÚ­îãĂÚìòèÃ­îÖ¬îăÜÚöĈ 

- Principle Ethics 
- SOPs training 
- ĀÚèØóÈÂóäèõÉòãÕ­óÚëóÙóäÔëùÃéóëÖä°/ßåÖõÂääâéóëÖä°/ëòÈÅâéóëÖä° ÿßøćîÂóä

ë¬ÈÿëäõâëùÃáóßîÚóâòãĀæñëõćÈĀèÕæ­îâ 
    ÂääâÂóäÖ­îÈÜÐõÛòÖõÖóâìæòÂÂóäÉäõãÙääâÿßøćîßõØòÂê°ëõØÙõ ÅèóâÜæîÕáòãĀæñÅèóâÿÜĆÚîãú¬ØöćÕö
ÃîÈîóëóëâòÅäĀæñËùâËÚ 
    ÂääâÂóäÖ­îÈÿÖĆâĂÉÿÜõÕÿÝã Ëøćî îóËöß îóãù ìÚ¬èãÈóÚØöćëòÈÂòÕ ØöćÿÂöćãèÃ­îÈÂòÛÂóäØČóÈóÚĂÚÑóÚñ
ÂääâÂóä Ö¬îëóÙóäÔñ 
    ÂääâÂóäÖ­îÈæÈÚóâĂÚÿîÂëóäÂóääòÂêóÅèóâæòÛ ÿßøćîÂóääòÂêóÅèóâæòÛÃîÈÃ­îâúæØöćÿÂöćãèÃ­îÈ
ÂòÛÂóäßõÉóäÔóÃîÈÂääâÂóä ÿîÂëóäāÅäÈä¬óÈÂóäèõÉòã Ã­îâúæÿÂöćãèÂòÛîóëóëâòÅä ĀæñÿäøćîÈîøćÚ ą ØöćÿÂöćãèÃ­îÈ 

5.3 Øöćâó ÂóäĀÖ¬ÈÖòĈÈ ĀæñèóäñÂóäÜÐõÛòÖõÈóÚ 
  ØöćâóÃîÈÅÔñÂääâÂóä 

- ÅÔñÂääâÂóäËùÕĀäÂ âóÉóÂÂóäĀÖ¬ÈÖòĈÈÃîÈîÙõÂóäÛÕö 
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- ÅÔñÂääâÂóäËùÕÖ¬îăÜ Ăì­âöÅÔñÂääâÂóäëääìóÂ¬îÚÅÔñÂääâÂóäËùÕÜòÉÉùÛòÚÅäÛèóäñÂóä
ÜÐõÛòÖõÈóÚîã¬óÈÚ­îã 3 ÿÕøîÚ ÅÔñÂääâÂóäëääìóÜäñÂîÛÕ­èãÖòèĀØÚÉóÂìÚ¬èãÈóÚëòÈÂòÕâìóèõØãóæòãÿÚËòćÚ 
ĀæñĀÖ¬ÈÖòĈÈāÕãîÙõÂóäÛÕö ÿßøćîÅòÕÿæøîÂÅÔñÂääâÂóäËùÕÖ¬îăÜ 

- ÜäñÙóÚ ÿÜĆÚÝú­ØöćäòÛÝõÕËîÛäñÛÛÉäõãÙääâÂóäèõÉòã 
    - ÅÔñÂääâÂóä âóÉóÂÂóäĀÖ¬ÈÖòĈÈÃîÈîÙõÂóäÛÕö 
    ÜäñÙóÚĀæñÂääâÂóäâöèóäñÂóäÕČóäÈÖČóĀìÚ¬ÈÅäóèæñ 2 Üö Āæñÿâøćîß­ÚÖČóĀìÚ¬ÈÖóâèóäñâö
ëõØÙõăÕ­äòÛÂóäĀÖ¬ÈÖòĈÈîöÂ 

5.4 ÂóäæóîîÂ ĀæñÂóäß­ÚÉóÂÖČóĀìÚ¬È 
    ÂóäæóîîÂÉóÂÖČóĀìÚ¬ÈÜäñÙóÚÂ¬îÚÅäÛèóäñ Ö­îÈĀÉ­ÈĂì­îÙõÂóäÛÕöĀæñÂääâÂóäîøćÚ ą ØäóÛ
ÿÜĆÚæóãæòÂêÔ°îòÂêäØòĈÈÚöĈÅÔñÂääâÂóäÉñÅòÕÿæøîÂÉóÂÅÔñÂääâÂóäĀæñÿëÚîËøćîÖ¬îîÙõÂóäÛÕöÿßøćîĀÖ¬ÈÖòĈÈÖ¬îăÜ 
    ÂääâÂóäØöćæóîîÂÂ¬îÚÅäÛèóäñÂóäÜÐõÛòÖõÈóÚ Ö­îÈĀÉ­ÈÅèóâÉČóÚÈÖ¬îÜäñÙóÚÿÜĆÚæóãæòÂêÔ°
îòÂêä 
    Âóäß­ÚÖČóĀìÚ¬ÈÚîÂÿìÚøîÉóÂÂóäÅäÛèóäñÂóäÜÐõÛòÖõÈóÚÉñÂäñØČóăÕ­ĂÚÂäÔöĂÕÂäÔöìÚ÷ćÈ
ÕòÈÖ¬îăÜÚöĈ  

- æóîîÂ 
- āîÚã­óãìäøî ăÜÜÐõÛòÖõÈóÚÚîÂëòÈÂòÕâìóèõØãóæòãÿÚËòćÚ ãÂÿè­ÚÂääâÂóäØöćÿÜĆÚÛùÅÅæáóãÚîÂ

âìóèõØãóæòãÿÚËòćÚ 
- Ö­îÈßõßóÂêó×÷ÈØöćëùÕĂì­ÉČóÅùÂ ÿè­ÚĀÖ¬ÿÜĆÚÅèóâÝõÕîòÚăÕ­ÂäñØČóāÕãÜäñâóØìäøî ÅèóâÝõÕæìù

āØê 
- ÿÜĆÚÛùÅÅææ­âæñæóã 
- ÿÜĆÚÛùÅÅæăä­Åèóâëóâóä×ìäøîÿëâøîÚăä­Åèóâëóâóä× 
- âöÿìÖùÛÂßä¬îÈîã¬óÈâóÂÖ¬îìÚ­óØöćìäøîâöÅèóâÜäñßåÖõÿëøćîâÿëöãîã¬óÈä­óãĀäÈĀæñÂääâÂóäÿÂõÚ

Â÷ćÈìÚ÷ćÈ ÿìĆÚëâÅèäĂì­îîÂÉóÂÖČóĀìÚ¬È 
  Âóäß­ÚÖČóĀìÚ¬ÈÉñÿÂõÕÃ÷ĈÚÿâøćîâöÅČóëòćÈÃîÈîÙõÂóäÛÕö āÕãÝ¬óÚÂóäßõÉóäÔóÃîÈÅÔñÂääâÂóä 

  5.5 ÂóäĀÖ¬ÈÖòĈÈÂääâÂóä ÿßõćâÿÖõâ 
   ÜäñÙóÚ ëóâóä×ÚČóÿëÚîËøćîÂääâÂóäÿßõćâÿÖõâ āÕãÝ¬óÚÅèóâÿìĆÚËîÛÉóÂÅÔñÂääâÂóä ÿßøćîĂì­
îÙõÂóäÛÕöĀÖ¬ÈÖòĈÈ āÕãÂääâÂóäÿßõćâÿÖõââöèóäñÂóäÕČóäÈÖČóĀìÚ¬ÈÿË¬ÚÿÕöãèÂòÛÅÔñÂääâÂóä 

5.6 ÂóäĀÖ¬ÈÖòĈÈÂääâÂóä ÿßøćîØÕĀØÚ 
ĂÚÂäÔöØöćâöÂääâÂóä æóîîÂìäøîß­ÚÖČóĀìÚ¬ÈÂ¬îÚÅäÛèóäñÂóäÜÐõÛòÖõÈóÚ ÜäñÙóÚëóâóä×

ÚČóÿëÚîËøćîÂääâÂóäÿßøćîØÕĀØÚ āÕãÝ¬óÚÅèóâÿìĆÚËîÛÉóÂÅÔñÂääâÂóä ÿßøćîĂì­îÙõÂóäÛÕöæÈÚóâĀÖ¬ÈÖòĈÈ
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ØÕĀØÚāÕãâöäñãñÿèæóÕČóäÈÖČóĀìÚ¬ÈÿØ¬óÂòÛèóäñØöćÿìæøîÃîÈÝú­Ì÷ćÈÖÚØÕĀØÚ ÿè­ÚĀÖ¬ĂÚÂäÔöØöćÂääâÂóä âöèóäñØöć
ÿìæøîÚ­îãÂè¬ó 6 ÿÕøîÚ ÅÔñÂääâÂóä îóÉăâ¬ßõÉóäÔóÿëÚîËøćîÿßøćîØÕĀØÚÂĆăÕ­ 

5.7 ÂóäĀÖ¬ÈÖòĈÈØöćÜä÷Âêóîõëäñ 
ÿâøćîÜäñÙóÚìäøîÅÔñÂääâÂóäßõÉóäÔóÿìĆÚè¬óāÅäÈä¬óÈÂóäèõÉòãĂÕÖ­îÈÂóäÃ­îâúæÿßõćâÿÖõâìäøî 

ÅèóâÿìĆÚÃîÈÝú­ÿËöćãèËóÎĂÚëóÃóÌ÷ćÈăâ¬âöĂÚÅÔñÂääâÂóä ëóâóä×ÿËõÎÝú­ÿËöćãèËóÎĂÚëóÃóÚòĈÚ ą ÿßøćîË¬èãØÛØèÚ
āÅäÈä¬óÈÂóäèõÉòã 

5.8 ÛØÛóØĀæñÅèóâäòÛÝõÕËîÛÃîÈÅÔñÂääâÂóä 
   ÜäñÙóÚ âöÛØÛóØìÚ­óØöć ÕòÈÖ¬îăÜÚöĈ 

- ÕČóäÈăè­Ì÷ćÈÂóäØČóÈóÚÃîÈÅÔñÂääâÂóä Ăì­ÿÜĆÚăÜÖóâìæòÂÂóäÉäõãÙääâĀæñâóÖäÑóÚëóÂæ 
- âîÛìâóãáóäÂõÉÖ¬óÈ ą ÿË¬Ú ÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãĀÛÛÿä¬ÈÕ¬èÚ (Expedited review) 

äóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã (Continuing review) äóãÈóÚÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ° (Review of 
adverse event) ÂóäÖäèÉÿãöćãâÿßøćîÂČóÂòÛÕúĀæÂóäèõÉòã (Site monitoring visit) ĀæñÈóÚîøćÚ ą ÃîÈ
ÅÔñÂääâÂóä 

- äóãÈóÚÂóäÜÐõÛòÖõÈóÚÖ¬îîÙõÂóäÛÕö Üöæñ 1 ÅäòĈÈ 
- ÿëÚîäóãËøćîÖ¬îîÙõÂóäÛÕöĂÚÂóäĀÖ¬ÈÖòĈÈÅÔñÂääâÂóäÿßøćîØÕĀØÚĀæñìäøîÂääâÂóäÿßõćâÿÖõâ 
- ÿÜĆÚÖòèĀØÚÅÔñÂääâÂóäìäøîâîÛìâóãĂì­ÂääâÂóäĀæñÿæÃóÚùÂóä ÖõÕÖ¬îÜäñëóÚÈóÚ 

ÿÂöćãèÂòÛÂóäÕČóÿÚõÚÈóÚÃîÈÅÔñÂääâÂóäÖ¬îîÈÅ°ÂäØóÈÉäõãÙääâØöćÿÂöćãèÃ­îÈ 
   ÂääâÂóäĀæñÿæÃóÚùÂóä âöÛØÛóØìÚ­óØöć ÕòÈÖ¬îăÜÚöĈ 

- äòÛÝõÕËîÛÕ­óÚÂóäÛäõìóäÉòÕÂóä ÂóäÕČóÿÚõÚÈóÚÃîÈÅÔñÂääâÂóä Ăì­ÿÜĆÚăÜÕ­èã Åèóâ
ÿäöãÛä­îãÖóâèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ 

- ÕúĀæĀæñÛäõìóäÉòÕÂóäÂóäÕČóÿÚõÚÈóÚ áóãĂÚÅÔñÂääâÂóäĂì­ÿÜĆÚăÜÕ­èãÅèóâÿäöãÛä­îãÖóâ
èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ 

- ä¬èââøîĀæñÜäñëóÚÈóÚÂòÛÜäñÙóÚ ĂÚÂóäÕúĀæĀæñÖäèÉëîÛÂóäÕČóÿÚõÚÈóÚÃîÈ 
ÅÔñÂääâÂóä Ăì­ÿÜĆÚăÜÖóâÚāãÛóãÃîÈâìóèõØãóæòãÿÚËòćÚ 

- ëóâóä×ÚČóÂÏäñÿÛöãÛØóÈÂóäèõÉòãØöćÿÜĆÚëóÂæâóÜäñãùÂÖ°ĂË­ĂÚÂóäÕČóÿÚõÚÈóÚĀæñÂČóìÚÕ 
ÛØÛóØìÚ­óØöćÃîÈÅÔñÂääâÂóä Ăì­ÿÜĆÚăÜÖóâÂÏÿÂÔÒ°äñÿÛöãÛÃîÈâìóèõØãóæòãÿÚËòćÚØöćÖòĈÈăè­ 

- ÜäñëóÚÈóÚäñìè¬óÈÅÔñÂääâÂóä ĀæñÝú­èõÉòã ìäøî Ýú­Ăì­ØùÚèõÉòã 
- ä¬èâÂòÛÜäñÙóÚßòÓÚóÜäòÛÜäùÈÚāãÛóãÂóäÕČóÿÚõÚÈóÚÃîÈÅÔñÂääâÂóä îã¬óÈÖ¬îÿÚøćîÈ 
- ÿëÚîĀÚñĀæñÝæòÂÕòÚÅÔñÂääâÂóä Ăì­âöÛØÛóØĂÚÂóäĂì­ÅČóÜä÷ÂêóĀæñÃ­îÿëÚîĀÚñ 

ÿÂöćãèÂòÛÂóäèõÉòãĀÂ¬îÈÅ°Âä 
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- ÿÜĆÚÖòèĀØÚÅÔñÂääâÂóä ĂÚÂóäÖõÕÖ¬îÜäñëóÚÈóÚÿÂöćãèÂòÛÂóäÕČóÿÚõÚÈóÚÃîÈÅÔñÂääâÂóä
Ö¬îîÈÅ°ÂäØóÈÉäõãÙääâØöćÿÂöćãèÃ­îÈ 

- ÖäèÉëîÛÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãĂì­ÿÜĆÚăÜÖóâèõÙöÕČóÿÚõÚÂóä
âóÖäÑóÚ 

- ÕúĀæĀæñÛäõìóäÉòÕÂóäÂóäÕČóÿÚõÚÈóÚáóãĂÚëČóÚòÂÈóÚ Ăì­ÿÜĆÚăÜÕ­èãÅèóâÿäöãÛä­îã 
- ë¬ÈÿëäõâĀæñßòÓÚóÛùÅæóÂäáóãĂÚëČóÚòÂÈóÚ Ăì­âöÅèóâäú­Åèóâëóâóä×ãõćÈÃ÷ĈÚ 
- äòÛÝõÕËîÛĀæñÛäõìóäÉòÕÂóäÈÛÜäñâóÔÃîÈëČóÚòÂÈóÚ ÖóâìæòÂÿÂÔÒ°ØöćâìóèõØãóæòãÿÚËòćÚ

ÂČóìÚÕ 
- äóãÈóÚĀæñÉòÕØČóÝæÂóäÕČóÿÚõÚÈóÚ ĀæñÿëÚîĀÖ¬ÈÖòĈÈÿÉ­óìÚ­óØöćÙùäÂóäîøćÚ ą ÿßøćîÜÐõÛòÖõÈóÚĂÚ

ëČóÚòÂÈóÚ ÖóâÅèóâÿìâóñëâ 
Ýú­Ë¬èãÿæÃóÚùÂóä 

âöìÚ­óØöćË¬èãÿìæøîÂääâÂóäĀæñÿæÃóÚùÂóä ĂÚÂóäÛäõìóäÉòÕÂóä ÂóäÕČóÿÚõÚÈóÚĂì­ÿÜĆÚăÜÕ­èã
ÅèóâÿäöãÛä­îãÖóâèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ 

   ÂääâÂóä 
- ÿÃ­óä¬èâÂóäÜäñËùâÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ 
- ßõÉóäÔóØÛØèÚāÅäÈä¬óÈÂóäèõÉòãØöćăÕ­äòÛâîÛìâóã Â¬îÚÂóäÜäñËùâ 
- ßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãØöćÿëÚîÿÃ­óäòÛÂóäßõÉóäÔó 
- äóãÈóÚÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ°ËÚõÕä­óãĀäÈ 
- äóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã  
- ÜäñÿâõÚäóãÈóÚÂóäèõÉòã (Final report) ĀæñÝææòßÙ°ÖóâĀÛÛäóãÈóÚ 
- ĀÉ­ÈÂóäÃòÕĀã­ÈØóÈÜäñāãËÚ° (×­óâö) 
- ÿÂĆÛäòÂêóÅèóâæòÛÃîÈÃ­îâúæĂÚāÅäÈä¬óÈÂóäèõÉòãĀæñÃ­îâúæØöćÿÂöćãèÃ­îÈ ÿâøćîëõĈÚëùÕÂóäÜäñËùâ
ÅÔñÂääâÂóäÖ­îÈÚČóëČóÿÚóÿîÂëóäāÅäÈä¬óÈÂóäèõÉòãĀæñÃ­îâúæØöćÿÂöćãèÃ­îÈë¬ÈÅøÚÿÉ­óìÚ­óØöćØöćØČó
ÂóäÅÔñÂääâÂóä 

  5.9 îÈÅ°ÜäñÂîÛÃîÈÅÔñÂääâÂóä 
    îÈÅ°ÜäñÂîÛÃîÈÅÔñÂääâÂóä Ö­îÈÜäñÂîÛÕ­èãÂääâÂóä ØöćâöÅèóâäú­ĀæñÜäñëÛÂóäÔ°âöÅèóâ
ĀÖÂÖ¬óÈÂòÚĂÚìæóãëóÃóèõËó ĀæñÖ­îÈâöØòĈÈìÎõÈĀæñËóã 
    îÈÅ°ÜäñÂîÛÃîÈÅÔñÂääâÂóä Åèäâöăâ¬Ú­îãÂè¬ó 15 ÅÚ ĀÖ¬ăâ¬ÿÂõÚ 20 ÅÚ ĀæñÿÜĆÚ
ÛùÅÅæáóãÚîÂîã¬óÈÚ­îã 1 ÅÚ 
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    ĂÚÅÔñÂääâÂóä Ăì­âöÜäñÙóÚ 1 ÅÚ äîÈÜäñÙóÚ 2 ÅÚ ÂääâÂóäĀæñÿæÃóÚùÂóä 1 ÅÚ
ÂääâÂóäĀæñÝú­Ë¬èãÿæÃóÚùÂóä 1 ÅÚ ĀæñâöÝú­Ë¬èãÿæÃóÚùÂóäð ÉČóÚèÚÖóâÅèóâÿìâóñëâ 

5.10 îÈÅ°ÜäñÂîÛÃîÈÂóäÜäñËùâ 
    ÂóäÜäñËùâÅÔñÂääâÂóä Ö­îÈâöÉČóÚèÚÂääâÂóäÿÃ­óä¬èâÜäñËùâăâ¬Ú­îãÂè¬ó 6 ÅÚÃîÈØòĈÈÅÔñ 
    ÂäÔöØöćÜäñÙóÚăâ¬îãú¬ĂÚØöćÜäñËùâìäøîăâ¬îóÉÜÐõÛòÖõìÚ­óØöćăÕ­Ăì­äîÈÜäñÙóÚÜÐõÛòÖõìÚ­óØöćĀØÚ 
ÿâøćîØòĈÈÜäñÙóÚĀæñäîÈÜäñÙóÚăâ¬îãú¬ĂÚØöćÜäñËùâ Ăì­ÅÔñÂääâÂóäØöćâóÜäñËùâÿæøîÂÂääâÂóäĂÚØöćÜäñËùâØČó
ìÚ­óØöćÜäñÙóÚĂÚÂóäÜäñËùâÅäóèÚòĈÚ 

5.11 ØöćØČóÂóäÅÔñÂääâÂóäĀæñÿæÃóÚùÂóä ð 
    ØöćØČóÂóäÅÔñÂääâÂóäĀæñÿæÃóÚùÂóä ð ÜäñÂîÛÕ­èãÿÉ­óìÚ­óØöćÜäñÉČóîã¬óÈÚ­îã 1 ÅÚ áóãĂÖ­
ÂóäÉòÕÂóäÃîÈÂääâÂóäĀæñÿæÃóÚùÂóä ĀæñÂääâÂóäĀæñÝú­Ë¬èãÿæÃóÚùÂóä 
    ØöćØČóÂóäÅÔñÂääâÂóäĀæñÿæÃóÚùÂóä ð âöìÚ­óØöćÕòÈÖ¬îăÜÚöĈ 

- ÉòÕäñÛÛ èõÙöÂóäëøÛÅ­ÚāÅäÈä¬óÈÂóäèõÉòãØöćăÕ­äòÛîã¬óÈâöÜäñëõØÙõáóß 
- ÿÖäöãâ ÿÂĆÛäòÂêó ĀÉÂÉ¬óãÿîÂëóäāÅäÈä¬óÈÂóäèõÉòã 
- ÉòÕÜäñËùâÅÔñÂääâÂóä îã¬óÈëâČćóÿëâî āÕãÿÖäöãâÉÕìâóãÿËõÎĀæñèóäñÂóäÜäñËùâ 
- ÿÖäöãâĀæñÿÂĆÛäòÂêóäóãÈóÚÂóäÜäñËùâ 
- ÿÂĆÛäòÂêóäñÛÛÿîÂëóäĀæñÿîÂëóäëČóÅòÎÃîÈÅÔñÂääâÂóä 
- ÖõÕÖ¬îÅÔñÂääâÂóä ĀæñÝú­ÿëÚîāÅäÈä¬óÈÂóäèõÉòã 
- ë¬ÈÿëäõâÂóäßòÓÚóÛùÅæóÂäĀæñÅÔñÂääâÂóä ĀæñäèÛäèâÛòÚØ÷ÂäóãÈóÚ 
- ÉòÕĂì­âöÂóäÿÖäöãâ ßõÉóäÔó ØÛØèÚ ĀæñĀÉÂÉ¬óãèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚĀæñìæòÂÿÂÔÒ° 
- Ăì­Ã­îâúæĂìâ¬ ą ĂÚÜäñÿÕĆÚØöćÿÂöćãèÃ­îÈÂòÛÉäõãÙääâÂóäèõÉòãÕ­óÚëùÃáóßĀæñÿîÂëóäØöć

ÿÂöćãèÃ­îÈĀÂ¬ÅÔñÂääâÂóä 
- ÉòÕØČóëäùÜÝæÂóäÕČóÿÚõÚÈóÚÜäñÉČóÜöÿëÚîÖ¬îîÙõÂóäÛÕö ĀæñäóãÈóÚÖ¬îëóÙóäÔñ (public 

report) ĂÚ website âìóèõØãóæòãÿÚËòćÚ 
  5.12 ÂóäßõÉóäÔóÖòÕëõÚÃîÈÅÔñÂääâÂóä 
   ÂóäßõÉóäÔóÖòÕëõÚÃîÈÅÔñÂääâÂóä ã÷ÕìæòÂÊòÚØóâÖõ āÕãÂääâÂóäëóâóä×Ăì­ÛòÚØ÷ÂËøćîĀæñ
ÅèóâÿìĆÚĂÚäóãÈóÚÂóäÜäñËùâăÕ­ 
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6. ÅČóÚõãóâ 
- 

7. áóÅÝÚèÂ 
 - 
8. ÿîÂëóäî­óÈîõÈ 

8.1 ÂäâîÚóâòã ÂäñØäèÈëóÙóäÔëùÃ. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãÂäâîÚóâòã ÊÛòÛØöć 1.1 
ß.é. 2562. 
 8.2 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãâìõÕæ. ĀÚèØóÈÂóäÕČóÿÚõÚÈóÚÃîÈ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚËùÕÂæóÈ âìóèõØãóæòãâìõÕæ ß.é. 2561.  

8.3 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚâìóèõØãóæòãÿËöãÈĂìâ¬. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ. 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãÿËöãÈĂìâ¬. ß.é. 2561. 

8.4 âìóèõØãóæòãÿèëÿØõä°Ú. ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°. ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
âìóèõØãóæòãÿèëÿØõä°Ú. ß.é. 2560. 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.03/01 

ÿîÂëóäÂóääòÂêóÅèóâæòÛ  
Confidentiality Agreement 

ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
  ÿßøćîĂì­Ýú­âöë¬èÚÿÂöćãèÃ­îÈăÕ­î¬óÚ ÿÃ­óĂÉ ãîâäòÛ ĀæñæÈÚóâ ĂÚÿîÂëóäÂóääòÂêóÅèóâæòÛîòÚÿÂöćãèÃ­îÈÂòÛ
Ã­îâúæĂÚāÅäÈä¬óÈÂóäèõÉòã ÂóäßõÉóäÔóÃîÈØöćÜäñËùâÅÔñÂääâÂóä ĀæñÃ­îâúæîøćÚ ą ØöćÿÂöćãèÃ­îÈ 
2. ÃîÛÿÃÖ 
  èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÅäîÛÅæùâ×÷ÈÂóäÉòÕÂóäÂòÛÿîÂëóäØùÂÃòĈÚÖîÚ äèâ×÷ÈÂóäĀÉÂÉ¬óãĀæñÂóäÿÂĆÛ
äòÂêóÿîÂëóäÖ¬óÈ ą ăÕ­ĀÂ¬ āÅäÈä¬óÈÂóäèõÉòã äóãÈóÚÖ¬óÈ ą Øöćë¬ÈÿÃ­óâóĂì­ÅÔñÂääâÂóä äóãÈóÚìäøîÉÕìâóãÖ¬óÈ 
ą ÃîÈÅÔñÂääâÂóä äèâØòĈÈÿîÂëóäîøćÚ ą ØöćÿÂöćãèÃ­îÈ 
3. ÅèóâäòÛÝõÕËîÛ 
  ÂääâÂóäØùÂÅÚÖ­îÈî¬óÚ ÿÃ­óĂÉ ãîâäòÛ ĀæñæÈÚóâĂÚÿîÂëóäÂóääòÂêóÅèóâæòÛÂ¬îÚÿäõćâÜÐõÛòÖõÈóÚ
ßä­îâØòĈÈãîâäòÛĀæñÜÐõÛòÖõÖóâĀÚèØóÈØöćäñÛùĂÚèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ 
 
4. ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóä 
 
 
 

1  
 
 
2       

 
 

3     
 
 
 
 

î¬óÚÿîÂëóäÂóääòÂêóÅèóâæòÛ ÂääâÂóä ĀæñÿÉ­óìÚ­óØöćð 

æÈÚóâĂÚÿîÂëóäÂóääòÂêóÅèóâæòÛ 

ÖäñìÚòÂ×÷ÈÅèóâëČóÅòÎÃîÈÂóääòÂêóÅèóâæòÛ 

ÂääâÂóä ĀæñÿÉ­óìÚ­óØöćð 

ÂääâÂóä ĀæñÿÉ­óìÚ­óØöćð 
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5. ìæòÂÂóäÜÐõÛòÖõ 
5.1 Âóäî¬óÚÿîÂëóäÂóääòÂêóÅèóâæòÛ 

  ÂääâÂóä ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ĀæñÝú­âöë¬èÚÿÂöćãèÃ­îÈÖ­îÈăÕ­äòÛÿîÂëóäÂóääòÂêóÅèóâæòÛĀæñî¬óÚØČó
ÅèóâÿÃ­óĂÉÂ¬îÚÿäõćâÜÐõÛòÖõÈóÚ 
  5.2 ÂóäæÈÚóâĂÚÿîÂëóäÂóääòÂêóÅèóâæòÛ 

ÂääâÂóä ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ĀæñÝú­âöë¬èÚÿÂöćãèÃ­îÈ Ö­îÈæÈÚóâĀæñäñÛùèòÚØöć ØöćæÈÚóâĂÚÿîÂëóääòÂêó
ÅèóâæòÛ Ì÷ćÈÉñÿÂĆÛäòÂêóăè­ØöćØČóÂóäÅÔñÂääâÂóäĀæñÿæÃóÚùÂóä ð 

5.3 ÂóäÖäñìÚòÂ×÷ÈÅèóâëČóÅòÎÃîÈÂóääòÂêóÅèóâæòÛ 
  ÂääâÂóä ĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ĀæñÝú­âöë¬èÚÿÂöćãèÃ­îÈÖ­îÈÖäñìÚòÂ×÷ÈÅèóâëČóÅòÎÃîÈÂóääòÂêó
ÅèóâæòÛîòÚÿÂöćãèÃ­îÈÂòÛÃ­îâúæĂÚāÅäÈä¬óÈÂóäèõÉòã ÂóäßõÉóäÔóÃîÈØöćÜäñËùâÅÔñÂääâÂóäĀæñÃ­îâúæîøćÚ ą Øöć
ÿÂöćãèÃ­îÈ  
 
6. ÅČóÚõãóâ 
  ÂóääòÂêóÅèóâæòÛ ìâóã×÷È Âóäăâ¬ÿÜõÕÿÝãÃ­îâúæîòÚÿÂöćãèÃ­îÈÂòÛÃ­îâúæĂÚāÅäÈä¬óÈÂóäèõÉòã  
(Confidentiality) ÂóäßõÉóäÔóÃîÈØöćÜäñËùâÅÔñÂääâÂóäĀæñÃ­îâúæØöćÿÂöćãèÃ­îÈ 
7. áóÅÝÚèÂ 
  ĀÛÛÿîÂëóä ÉÙ.Åâ.03-01 ÿîÂëóäÂóääòÂêóÅèóâæòÛ 
 
8. ÿîÂëóäî­óÈîõÈ 

8.1 ÂäâîÚóâòã ÂäñØäèÈëóÙóäÔëùÃ. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãÂäâîÚóâòã ÊÛòÛØöć 1.1 
ß.é. 2562. 
 8.2 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãâìõÕæ. ĀÚèØóÈÂóäÕČóÿÚõÚÈóÚÃîÈ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚËùÕÂæóÈ âìóèõØãóæòãâìõÕæ ß.é. 2561.  

8.3 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚâìóèõØãóæòãÿËöãÈĂìâ¬. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ. 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãÿËöãÈĂìâ¬. ß.é. 2561. 

8.4 âìóèõØãóæòãÿèëÿØõä°Ú. ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°. ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
âìóèõØãóæòãÿèëÿØõä°Ú. ß.é. 2560. 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.04/01 

Âóäâöë¬èÚăÕ­ë¬èÚÿëöã 
Conflict of Interest 

ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
  ÿßøćîĂì­ÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãÿÜĆÚăÜÖóâìæòÂÉäõãÙääâ ÅÔñÂääâÂóäăâ¬âöë¬èÚăÕ­ë¬èÚÿëöãÃîÈ
ÂóäèõÉòã 
2. ÃîÛÿÃÖ 
  èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÅäîÛÅæùâ×÷ÈÂóäÜ­îÈÂòÚÂóäâöë¬èÚăÕ­ë¬èÚÿëöãÃîÈÅÔñÂääâÂóäĂÚÂóäßõÉóäÔó
āÅäÈä¬óÈÂóäèõÉòã 
3. ÅèóâäòÛÝõÕËîÛ 
  ÂääâÂóäØùÂÅÚÖ­îÈãîâäòÛĀæñÜÐõÛòÖõÖóâĀÚèØóÈØöćäñÛùĂÚèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÿßøćîÜ­îÈÂòÚÂóäâö
ë¬èÚăÕ­ë¬èÚÿëöãÃîÈÅÔñÂääâÂóä ĂÚÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòã 
4. ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóä 
 

 
 

1  
 
 
2       

 
 

3     
 

 
 
 
 
 

î¬óÚÿîÂëóäÂóäÜ­îÈÂòÚÃòĈÚÖîÚÂóäâöë¬èÚăÕ­ë¬èÚÿëöã 

æÈÚóâĂÚÿîÂëóäÂóäÜ­îÈÂòÚÂóäâöë¬èÚăÕ­ë¬èÚÿëöã 

ÖäñìÚòÂ×÷ÈÅèóâëČóÅòÎÃîÈÂóäÜ­îÈÂòÚ 
Âóäâöë¬èÚăÕ­ë¬èÚÿëöã 

ÂääâÂóä ĀæñÿÉ­óìÚ­óØöćð 

ÂääâÂóä ĀæñÿÉ­óìÚ­óØöćð 

ÂääâÂóä ĀæñÿÉ­óìÚ­óØöćð 
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5. ìæòÂÂóäÜÐõÛòÖõ 
   ÂääâÂóä ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ĀæñÝú­âöë¬èÚÿÂöćãèÃ­îÈ Ö­îÈÖäñìÚòÂ×÷ÈÅèóâëČóÅòÎĂÚÂóäßõÉóäÔóāÅäÈ
ä¬óÈÂóäèõÉòãĂÕ ą ØöćÂääâÂóäÅÚìÚ÷ćÈÅÚĂÕâöë¬èÚăÕ­ë¬èÚÿëöã ÿË¬Ú ĂÚÑóÚñÚòÂèõÉòãĂÚÿäøćîÈÿÕöãèÂòÚìäøîâöë¬èÚ
ä¬èâÂòÛÝú­Ăì­ØùÚÂóäèõÉòã 
   ÜäñÙóÚëîÛ×óâÂääâÂóäØöćÿÃ­óä¬èâÜäñËùâØùÂÅäòĈÈè¬óâöÝú­ĂÕâöë¬èÚăÕ­ë¬èÚÿëöãÂòÛāÅäÈÂóäèõÉòã Øöć
ßõÉóäÔóìäøîăâ¬ ×­óâö ÂääâÂóäÅÚÚòĈÚÖ­îÈÿÜõÕÿÝãÂóäâöë¬èÚăÕ­ë¬èÚÿëöãÂòÛāÅäÈÂóäèõÉòãāÕãëóâóä×Ăì­Ã­îÅõÕÿìĆÚ
ĀÂ¬ÅÔñÂääâÂóäăÕ­ ĀÖ¬Ö­îÈîîÂÚîÂì­îÈÿâøćîØöćÜäñËùâîáõÜäóãĀæñÖòÕëõÚāÅäÈÂóäèõÉòã 
6. ÅČóÚõãóâ 

Âóäâöë¬èÚăÕ­ë¬èÚÿëöã  ìâóã×÷È    ÂóäØöćÛùÅÅæâöÝæÜäñāãËÚ° ìäøîÿÜĆÚÝú­ä¬èâĂÚāÅäÈÂóäèõÉòãÚòĈÚ 
(Conflict of Interest)      Âóäâöë¬èÚăÕ­ë¬èÚÿëöãÃîÈÂääâÂóä Ö­îÈâöÂóäÿÜõÕÿÝãĂÚØöćÜäñËùâ 

         ÅÔñÂääâÂóäĀæñÜÐõÛòÖõÖóâèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚØöćÂČóìÚÕ 
 
7. áóÅÝÚèÂ 
  ĀÛÛÿîÂëóä ÉÙ.Åâ.04-01 ÿîÂëóäÂóäâöë¬èÚăÕ­ë¬èÚÿëöã ĀæñÅèóâØòÛÌ­îÚÂòÚÃîÈÝæÜäñāãËÚ° 
 8. ÿîÂëóäî­óÈîõÈ 

8.1 ÂäâîÚóâòã ÂäñØäèÈëóÙóäÔëùÃ. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãÂäâîÚóâòã ÊÛòÛØöć 1.1 
ß.é. 2562. 
 8.2 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãâìõÕæ. ĀÚèØóÈÂóäÕČóÿÚõÚÈóÚÃîÈ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚËùÕÂæóÈ âìóèõØãóæòãâìõÕæ ß.é. 2561.  

8.3 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚâìóèõØãóæòãÿËöãÈĂìâ¬. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ. 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãÿËöãÈĂìâ¬. ß.é. 2561. 

8.4 âìóèõØãóæòãÿèëÿØõä°Ú. ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°. ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
âìóèõØãóæòãÿèëÿØõä°Ú. ß.é. 2560. 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.05/01 

ÂóäîÛäâÅÔñÂääâÂóä ĀæñÛùÅæóÂä  
Training EC Member and Personnel 

ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
   ÿßøćîĂì­ÂääâÂóäĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ÖäñìÚòÂ×÷ÈÅèóâëČóÅòÎÃîÈÂóäÿßõćâßúÚÅèóâäú­ĀæñâöāîÂóëăÕ­
ÿÃ­óäòÛÂóäîÛäâÕ­óÚÉäõãÙääâÂóäèõÉòã ÿßøćîßòÓÚóÅèóâäú­Åèóâëóâóä×ÃîÈÖÚÿîÈ 
   ÿßøćîĂì­âìóèõØãóæòãÿÚËòćÚÖäñìÚòÂ×÷ÈÅèóâëČóÅòÎĀæñĂì­ÂóäëÚòÛëÚùÚÂóäÞ÷ÂîÛäâÕ­óÚÉäõãÙääâÂóäØČó
èõÉòãĀÂ¬ÅÔñÂääâÂóäĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ 
   ÿßøćîĂì­ÂääâÂóäØùÂÅÚâöÜäñëÛÂóäÔ°Āæñ/ìäøîÝ¬óÚÂóäÞ÷ÂîÛäâÕ­óÚÉäõãÙääâÂóäèõÉòãÂ¬îÚÿäõćâ
ÜÐõÛòÖõÈóÚ 
2. ÃîÛÿÃÖ 

èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚĂÚë¬èÚÂóäÞ÷ÂîÛäâ ÅäîÛÅæùâ×÷ÈÂääâÂóä ĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ 
3. ÅèóâäòÛÝõÕËîÛ 

ÂääâÂóäĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ Ö­îÈĀëèÈìóÅèóâäú­ĀæñÿÃ­óä¬èâÂóäÞ÷ÂîÛäâÕ­óÚÉäõãÙääâÂóäèõÉòã
îã¬óÈëâČćóÿëâî 
4. ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóä 
 

 
 

1  
 
 
2       

 
 

3     
 

 
 
 
 

Åèóâäú­/ØòÂêñ/ÜäñëÛÂóäÔ° ÂääâÂóäĀæñÿÉ­óìÚ­óØöćð 

ÜäñËùâ/îÛäâ/ÕúÈóÚ ÂääâÂóäĀæñÿÉ­óìÚ­óØöćð 

ÂóäÿÂĆÛìæòÂÑóÚ ÂääâÂóäĀæñÿÉ­óìÚ­óØöćð 
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5. ìæòÂÂóäÜÐõÛòÖõ 
  5.1 Åèóâäú­ āÕãÂääâÂóäĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ Ö­îÈâöÅèóâäú­ÿÜĆÚîã¬óÈÕöĂÚÿäøćîÈÖ¬îăÜÚöĈ 

- Åú¬âøîÉäõãÙääâÂóäèõÉòãâìóèõØãóæòãÿÚËòćÚ ÜöÂóäé÷Âêó 2563 
- ÂóäÜÐõÛòÖõÂóäèõÉòãØóÈÅæõÚõÂØöćÕö ìäøî Good Clinical Practice (GCP) 
- ìæòÂÂóäĀì¬ÈÅČóÜäñÂóéÿïæÌõÈÂõ (Declaration of Helsinki) 
- The National and International Ethical Guidelines for Biomedical Research Involving Human 
Subject (ÉóÂ CIOMS) 
- ìæòÂÉäõãÙääâ Belmont Report ß.é. 2551 
- ĀÚèØóÈÉäõãÙääâÂóäØČóèõÉòãĂÚÅÚĀì¬ÈËóÖõ ÃîÈËâäâÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÜäñÿØéăØã 
ß.é. 2550 
- ÉääãóÛääÔÚòÂèõÉòã ëČóÚòÂÈóÚÅÔñÂääâÂóäèõÉòãĀì¬ÈËóÖõ 
- ìæòÂÂóäÜÐõÛòÖõÖóâÃ­îÛòÈÅòÛÃîÈëáóèõËóËöß ÿË¬Ú ĀßØãëáó ØòÚÖĀßØãëáó ëáóßãóÛóæ ëáó
ÿØÅÚõÅÂóäĀßØã° ëáóÂóäëóÙóäÔëùÃ 
- ßäñäóËÛòÎÎòÖõëùÃáóßĀì¬ÈËóÖõ ß.é. 2550 ĀæñÙääâÚúÎëùÃáóßĀì¬ÈËóÖõ ß.é. 2552 
- ßäñäóËÛòÎÎòÖõëùÃáóßÉõÖ ß.é. 2551 
- ÅČóÜäñÂóéëõØÙõÝú­Ü¬èã  

āÕãÞ¬óãÿæÃóÚùÂóäÉòÕÿÖäöãâÿîÂëóäÃ­óÈÖ­ÚĂì­ÂääâÂóäØùÂØ¬óÚé÷ÂêóÜäñÂîÛÂóäßõÉóäÔó ØòĈÈÚöĈ
ÅÔñÂääâÂóäîóÉßõÉóäÔóÜäñÿÕĆÚîøćÚÿßõćâÿÖõâÚîÂÿìÚøîÉóÂØöćäñÛùÃ­óÈÖ­Ú ÖóâØöćÿìĆÚÿìâóñëâ 

5.2 ÂóäÿÃ­óäòÛÂóäÞ÷ÂîÛäâ 
  - ÖõÕÖóâÃ¬óèëóäÂóäÞ÷ÂîÛäâĀæñÂóäÜäñËùâÕ­óÚÉäõãÙääâÂóäèõÉòãØòĈÈĂÚĀæñÖ¬óÈÜäñÿØé 
   - ÜäñÂóéìäøîĀÉ­ÈĂì­ÂääâÂóä ĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ØäóÛāÕãØòćè×÷ÈĂÚäóãæñÿîöãÕÃîÈÂóäÞ÷ÂîÛäâ
ĀæñÂóäÜäñËùâÕ­óÚÉäõãÙääâÂóäèõÉòã 
   - ÅòÕÿæøîÂ/ë¬ÈÂääâÂóäĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ Þ÷ÂîÛäâ/ÜäñËùâÕ­óÚÉäõãÙääâÂóäèõÉòã 
   - âöØùÚëÚòÛëÚùÚĂì­ÂääâÂóäĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ Þ÷ÂîÛäâĀæñÜäñËùâÕ­óÚÉäõãÙääâÂóäèõÉòã 

5.3 Âóäé÷ÂêóÕúÈóÚ 
   - âöÂóäé÷ÂêóÕúÈóÚÕ­óÚÉäõãÙääâÂóäèõÉòã ØòĈÈĂÚÜäñÿØéĀæñÖ¬óÈÜäñÿØé 
   - ÜäñÂóéìäøîĀÉ­ÈĂì­ÂääâÂóäĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ØäóÛāÕãØòćè×÷ÈĂÚäóãæñÿîöãÕÃîÈÂóäé÷ÂêóÕú
ÈóÚÕ­óÚÉäõãÙääâÂóäèõÉòã 
   - ÅòÕÿæøîÂìäøîë¬ÈÂääâÂóäĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ é÷ÂêóÕúÈóÚÕ­óÚÉäõãÙääâÂóäèõÉòã 
   - âöØùÚëÚòÛëÚùÚĂì­ÂääâÂóäĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ é÷ÂêóÕúÈóÚÕ­óÚÉäõãÙääâÂóäèõÉòã 
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5.4 ÂóäÿÂĆÛìæòÂÑóÚÂóäÜäñËùâìäøîÞ÷ÂîÛäâìäøîÕúÈóÚ 
   - ÂääâÂóäĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚØöćÿÃ­óä¬èâÂóäÞ÷ÂîÛäâìäøîÂóäÜäñËùâÕ­óÚÉäõãÙääâÂóäèõÉòãÉóÂ
ìÚ¬èãÈóÚáóãÚîÂ Ö­îÈØČóëäùÜäóãÈóÚÂóäÞ÷ÂîÛäâë¬ÈÜäñÙóÚÂääâÂóä ĀæñÿÂĆÛäòÂêóăè­ĂÚë¬èÚÿîÂëóäÃîÈ
ëČóÚòÂÈóÚ 
   - ìæòÂÑóÚÂóäÿÃ­óä¬èâÂóäÜäñËùâìäøîÂóäÞ÷ÂîÛäâìäøîÕúÈóÚ ÿË¬Ú ëČóÿÚóĂÛäòÛäîÈìäøîÜäñÂóéÚöãÛòÖä 
Ö­îÈÿÂĆÛäòÂêóăè­ĂÚë¬èÚÿîÂëóäÃîÈëČóÚòÂÈóÚ 
6. ÅČóÚõãóâ  

- 
7. áóÅÝÚèÂ 

ĀÛÛÿîÂëóä ÉÙ.Åâ.05-01 äóãÈóÚÂóäé÷Âêó Þ÷ÂîÛäâ ÕúÈóÚ 
8. ÿîÂëóäî­óÈîõÈ 

8.1 ÂäâîÚóâòã ÂäñØäèÈëóÙóäÔëùÃ. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãÂäâîÚóâòã ÊÛòÛØöć 1.1 
ß.é. 2562. 
 8.2 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãâìõÕæ. ĀÚèØóÈÂóäÕČóÿÚõÚÈóÚÃîÈ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚËùÕÂæóÈ âìóèõØãóæòãâìõÕæ ß.é. 2561.  

8.3 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚâìóèõØãóæòãÿËöãÈĂìâ¬. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ. 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãÿËöãÈĂìâ¬. ß.é. 2561. 

8.4 âìóèõØãóæòãÿèëÿØõä°Ú. ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°. ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
âìóèõØãóæòãÿèëÿØõä°Ú. ß.é. 2560. 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.06/01 

ÂóäÿæøîÂØöćÜä÷Âêóîõëäñ 
Selection of Independent Consultant 

ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
  ÿßøćîÿÜĆÚĀÚèØóÈÿæøîÂÝú­ÿËöćãèËóÎÿÜĆÚØöćÜä÷ÂêóîõëäñÃîÈÅÔñÂääâÂóäĂÚÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòã 
2. ÃîÛÿÃÖ 
  ÿâøćîÜäñÙóÚ/ÅÔñÂääâÂóäßõÉóäÔóÿìĆÚè¬óāÅäÈä¬óÈÂóäèõÉòãĂÕ Ö­îÈÂóäÃ­îâúæìäøîÅèóâÅõÕÿìĆÚÉóÂØöć
Üä÷ÂêóîõëäñĂÚëóÃóØöćÅÔñÂääâÂóäăâ¬ÿËöćãèËóÎ ÜäñÙóÚÉñÿËõÎØöćÜä÷ÂêóîõëäñĂÚëóÃóÚòĈÚÿßøćîË¬èãØÛØèÚ
āÅäÈä¬óÈÂóäèõÉòã 
3. ÅèóâäòÛÝõÕËîÛ 
  ÂääâÂóäëóâóä×ÿëÚîËøćîÝú­ÿËöćãèËóÎĂÚëóÃóØöćÖ­îÈÂóäÿÜĆÚØöćÜä÷ÂêóîõëäñëČóìäòÛßõÉóäÔóāÅäÈä¬óÈÂóä
èõÉòã ĀæñÅÔñÂääâÂóäÚČóÿëÚîËøćîÖ¬îÜäñÙóÚ 
4. ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóä 
 

 
 

1  
 
 
2       

 
 

3     
 

 
 
 
 
 

ÂóäÅòÕÿæøîÂØöćÜä÷Âêóîõëäñ ÅÔñÂääâÂóä 

ÂóäÃîÅČóÜä÷Âêó ÂääâÂóäĀæñÿæÃóÚùÂóä 

ÂóäëõĈÚëùÕÂóäÜä÷Âêó ØöćÜä÷Âêó 
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5. ìæòÂÂóäÜÐõÛòÖõ 
 5.1 ÂóäÅòÕÿæøîÂØöćÜä÷Âêóîõëäñ 
   - ÂääâÂóäÿëÚîËøćîØöćÜä÷ÂêóîõëäñĂÚëóÃóØöćÖ­îÈÂóä 
   - ÅÔñÂääâÂóäØÛØèÚÅùÔèùÓõÃîÈÝú­ăÕ­äòÛÂóäÿëÚîËøćîÿÜĆÚØöćÜä÷ÂêóîõëäñĀæñßõÉóäÔóîÚùâòÖõ 
   - ÖõÕÖ¬îÝú­ÿËöćãèËóÎ ÿßøćîÃîĂì­ÿÜĆÚØöćÜä÷Âêóîõëäñ 
 5.2 ÂóäÃîÅČóÜä÷Âêó 
   - ÜäñÙóÚ/ÂääâÂóäĀæñÿæÃóÚùÂóä ÉòÕë¬ÈāÅäÈä¬óÈÂóäèõÉòãĂì­Ýú­ÿËöćãèËóÎ Ì÷ćÈÿÜĆÚØöćÜä÷Âêó ßä­îâÂòÛĀÛÛ
äóãÈóÚÅèóâÿìĆÚÃîÈØöćÜä÷Âêó ĀæñÿîÂëóäÂóääòÂêóÅèóâæòÛ 
   - Ýú­ÿËöćãèËóÎ ëäùÜĀæñĀëÕÈÅèóâÿìĆÚĂÚĀÛÛäóãÈóÚÃîÈØöćÜä÷Âêó ÿßøćîÚČóÿÃ­óßõÉóäÔóĂÚØöćÜäñËùâ
ÅÔñÂääâÂóä 
   - äóãÈóÚÃîÈØöćÜä÷ÂêóÉñÿÂĆÛăè­ÿÜĆÚë¬èÚìÚ÷ćÈÃîÈÿîÂëóäÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòã 
 5.3 ÂóäëõĈÚëùÕÂóäÜä÷Âêó 

ÿâøćîëõĈÚëùÕÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòã ×øîè¬óë×óÚáóßÂóäÿÜĆÚØöćÜä÷ÂêóëõĈÚëùÕæÈ 
6. ÅČóÚõãóâ 

ØöćÜä÷Âêóîõëäñ  Ýú­ÿËöćãèËóÎØöćØÛØèÚèõÿÅäóñì°āÅäÈä¬óÈÂóäèõÉòãĀæñĂì­ĀëÕÈÅèóâÿìĆÚ āÕãăâ¬âöë¬èÚăÕ­ 
    ë¬èÚÿëöãÂòÛë×óÛòÚìäøîÝú­èõÉòãĂÚāÅäÈÂóäèõÉòãÚòĈÚ ą  
7. áóÅÝÚèÂ 

ĀÛÛÿîÂëóä ÉÙ.Åâ.03-01  ÿîÂëóäÂóääòÂêóÅèóâæòÛ 
ĀÛÛÿîÂëóä ÉÙ.Åâ.08-02  ĀÛÛäóãÈóÚÅèóâÿìĆÚÃîÈÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°

âìóèõØãóæòãÿÚËòćÚ 
8. ÿîÂëóäî­óÈîõÈ 

8.1 ÂäâîÚóâòã ÂäñØäèÈëóÙóäÔëùÃ. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãÂäâîÚóâòã ÊÛòÛØöć 1.1 
ß.é. 2562. 
 8.2 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãâìõÕæ. ĀÚèØóÈÂóäÕČóÿÚõÚÈóÚÃîÈ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚËùÕÂæóÈ âìóèõØãóæòãâìõÕæ ß.é. 2561.  

8.3 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚâìóèõØãóæòãÿËöãÈĂìâ¬. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ. 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãÿËöãÈĂìâ¬. ß.é. 2561. 

8.4 âìóèõØãóæòãÿèëÿØõä°Ú. ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°. ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
âìóèõØãóæòãÿèëÿØõä°Ú. ß.é. 2560. 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.07/01 

ÂóäÛäõìóäÉòÕÂóäÂòÛāÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÿÃ­óâó 
Management of Research Protocol Submission 

ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
ÿßøćîÿÜĆÚĀÚèØóÈĂì­ÂääâÂóäĀæñÿæÃóÚùÂóä ĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ÛäõìóäÉòÕÂóäÂòÛāÅäÈä¬óÈÂóäèõÉòã

ĀæñÿîÂëóäØöćÿÂöćãèÃ­îÈØöćë¬ÈÿÃ­óâóĂì­ÅÔñÂääâÂóäßõÉóäÔó 
2. ÃîÛÿÃÖ 

èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÅäîÛÅæùâÂóäÛäõìóäÉòÕÂóäāÅäÈä¬óÈÂóäèõÉòãĀæñÿîÂëóäØöćÿÂöćãèÃ­îÈăÕ­ĀÂ¬ 
   -āÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÿÃ­óßõÉóäÔóÅäòĈÈĀäÂ (Submission for initial review) 
   -āÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÿÃ­óâóĂìâ¬áóãìæòÈÂóäĀÂ­ăÃ (Resubmission of protocol with corrections) 
   - ë¬èÚØöćĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòã (Research Protocol amendment) 
   - äóãÈóÚÅèóâÂ­óèìÚ­óÃîÈāÅäÈÂóäèõÉòã (Continuing review report) 
   - äóãÈóÚÂóäãùÖõāÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕ (Protocol termination report) 
3. ÅèóâäòÛÝõÕËîÛ 

ÂääâÂóäĀæñÿæÃóÚùÂóä/Ýú­Ë¬èãÿæÃóÚùÂóä âöìÚ­óØöćäòÛ ÛòÚØ÷Â ĀÉÂÉ¬óã āÅäÈÂóäèõÉòãĀæñÿîÂëóäØöć
ÿÂöćãèÃ­îÈÿßøćîßõÉóäÔóĂÚØöćÜäñËùâÅÔñÂääâÂóä Āæñë¬ÈÝæÂóäßõÉóäÔóĂì­Ýú­èõÉòãäòÛØäóÛáóãìæòÈÂóäÜäñËùâ 
4. ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóä 
 

 

 
1  
 
 
2       

 
 
 
 

äòÛāÅäÈä¬óÈÂóäèõÉòã/ÿîÂëóäØöćÿÂöćãèÃ­îÈ ÂääâÂóäĀæñÿæÃóÚùÂóä/

Ýú­Ë¬èãÿæÃóÚùÂóä 

ÖäèÉëîÛÅèóâÅäÛ×­èÚÃîÈÃ­îâúæ 

- āÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÿÃ­óßõÉóäÔóÅäòĈÈĀäÂ 
- āÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÿÃ­óâóìæòÈĀÂ­ăÃ 
- ë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòã 
- äóãÈóÚÅèóâÂ­óèìÚ­óÃîÈāÅäÈÂóäèõÉòã 
- äóãÈóÚÂóäãùÖõāÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕ 

ÂääâÂóäĀæñÿæÃóÚùÂóä/

Ýú­Ë¬èãÿæÃóÚùÂóä 
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3     
 
 
 
4       
 

5. ìæòÂÂóäÜÐõÛòÖõ 
 5.1 äòÛāÅäÈä¬óÈÂóäèõÉòã 
   āÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÿÃ­óßõÉóäÔóÅäòĈÈĀäÂ 

- Õú ÉÙ.Åâ.09 ÿäøćîÈÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãÅäòĈÈĀäÂ 
   āÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÿÃ­óâóĂìâ¬ 

- ÚČóāÅäÈä¬óÈÂóäèõÉòãØöćăÕ­äòÛÂóäßõÉóäÔóîÚùâòÖõ äèâÿÃ­óÂòÛāÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÿÃ­ó âóĂìâ¬ 
- Õú ÉÙ.Åâ.11 ÿäøćîÈÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÂæòÛÿÃ­óâóáóãìæòÈÂóäÜäòÛÜäùÈĀÂ­ăÃ 

   ë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòã 
- ÚČóāÅäÈä¬óÈÂóäèõÉòãØöćăÕ­äòÛÂóäßõÉóäÔóîÚùâòÖõ äèâÿÃ­óÂòÛë¬èÚĀÂ­ăÃāÅäÈä¬óÈÂóäèõÉòã 
- Õú ÉÙ.Åâ.12 ÿäøćîÈÂóäßõÉóäÔóë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòã 

   äóãÈóÚÅèóâÂ­óèìÚ­óÃîÈāÅäÈÂóäèõÉòã (Continuing review report) 
- ÚČóäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈāÅäÈÂóäèõÉòã äèâÿÃ­óÂòÛāÅäÈä¬óÈÂóäèõÉòã 
- Õú ÉÙ.Åâ.13 ÿäøćîÈäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈāÅäÈÂóäèõÉòã 

   äóãÈóÚÂóäãùÖõāÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕ (Protocol termination report) 
- ÚČóäóãÈóÚÂóäãùÖõāÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕ äèâÿÃ­óÂòÛāÅäÈä¬óÈÂóäèõÉòã 
- Õú ÉÙ.Åâ.14 ÿäøćîÈäóãÈóÚÂóäãùÖõāÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕ 

5.2 ÖäèÉëîÛÅèóâÅäÛ×­èÚÃîÈÃ­îâúæ 
   *āÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÿÃ­óßõÉóäÔóÅäòĈÈĀäÂ 

- ÕúÅČóĀÚñÚČóĂÚÂóäÿëÚîāÅäÈÂóäèõÉòãÿßøćîäòÛÂóäßõÉóäÔóÉäõãÙääâÂóäèõÉòã (ÉÙ.Åâ.09-01) Āæñ
ÖäèÉëîÛÅèóâÅäÛ×­èÚÃîÈāÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÿÃ­óßõÉóäÔó ÖóâĀÛÛ ÉÙ.Åâ.09-01 ĀæñÉÙ.Åâ.09-02 

   *āÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÂæòÛÿÃ­óâóĂìâ¬áóãìæòÈÂóäĀÂ­ăÃ 

ÿÖäöãâĀÉÂÉ¬óã  

ÛòÚØ÷ÂèòÚØöćäòÛāÅäÈä¬óÈÂóäèõÉòã / ÿîÂëóäØöć

ÿÂöćãèÃ­îÈ     

ÂääâÂóäĀæñÿæÃóÚùÂóä/

Ýú­Ë¬èãÿæÃóÚùÂóä 

ÂääâÂóäĀæñÿæÃóÚùÂóä/

Ýú­Ë¬èãÿæÃóÚùÂóä 
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- ÖäèÉëîÛÅèóâÅäÛ×­èÚÃîÈāÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÿÃ­óßõÉóäÔó (ĀÛÛ ÉÙ.Åâ.09-01) 
   *ë¬èÚĀÂ­ăÃāÅäÈä¬óÈÂóäèõÉòã 

- Ýú­èõÉòãÖ­îÈäóãÈóÚë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòãÖóââÖõÅÔñÂääâÂóä(ĀÛÛÉÙ.Åâ.11-01) 
   *äóãÈóÚÅèóâÂ­óèìÚ­óÃîÈāÅäÈÂóäèõÉòã (Continuing review report) 

- Ýú­èõÉòãÖ­îÈäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈāÅäÈÂóäèõÉòã (ĀÛÛ ÉÙ.Åâ.13-01) 
   *äóãÈóÚÂóäãùÖõāÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕ (Protocol termination report) 

- Ýú­èõÉòãÖ­îÈäóãÈóÚÂóäãùÖõāÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕ (ĀÛÛ ÉÙ.Åâ.14-01) 
5.3 ÛòÚØ÷ÂèòÚØöćäòÛ 

ÛòÚØ÷ÂÂóääòÛāÅäÈä¬óÈÂóäèõÉòãĀæñÿîÂëóäØöćÿÂöćãèÃ­îÈ ĂÚëâùÕÛòÚØ÷ÂÂóääòÛÿîÂëóä ĀæñĂÚÑóÚ
Ã­îâúæÅîâßõèÿÖîä° 
5.4 ÿÖäöãâĀÉÂÉ¬óã 
  ØČóëČóÿÚóÿîÂëóäÿßøćîĀÉÂÉ¬óãĂì­ÂääâÂóä ØöćäòÛÝõÕËîÛØÛØèÚ  
6. ÅČóÚõãóâ 
  - 
7. áóÅÝÚèÂ 
  ĀÛÛ ÉÙ.Åâ.09-01 ĀÛÛÖäèÉëîÛÅèóâÅäÛ×­èÚÃîÈāÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÿÃ­óßõÉóäÔó 
  ĀÛÛ ÉÙ.Åâ.09-02 ĀÛÛë¬ÈāÅäÈÂóäèõÉòãÿßøćîÃîäòÛÂóäßõÉóäÔóÅäòĈÈĀäÂ 

ĀÛÛ ÉÙ.Åâ.11-01 ĀÛÛäóãÈóÚë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòãÖóââÖõÅÔñÂääâÂóä 
ĀÛÛ ÉÙ.Åâ.13-01 ĀÛÛäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã 
ĀÛÛ ÉÙ.Åâ.14-01 ĀÛÛäóãÈóÚÃîãùÖõāÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕ 

8. ÿîÂëóäî­óÈîõÈ 
8.1 ÂäâîÚóâòã ÂäñØäèÈëóÙóäÔëùÃ. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãÂäâîÚóâòã ÊÛòÛØöć 1.1 

ß.é. 2562. 
 8.2 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãâìõÕæ. ĀÚèØóÈÂóäÕČóÿÚõÚÈóÚÃîÈ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚËùÕÂæóÈ âìóèõØãóæòãâìõÕæ ß.é. 2561.  

8.3 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚâìóèõØãóæòãÿËöãÈĂìâ¬. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ. 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãÿËöãÈĂìâ¬. ß.é. 2561. 

8.4 âìóèõØãóæòãÿèëÿØõä°Ú. ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°. ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
âìóèõØãóæòãÿèëÿØõä°Ú. ß.é. 2560. 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.08/01 

ĀÚèØóÈÂóäØÛØèÚāÅäÈä¬óÈÂóäèõÉòãĀæñÂóäĂË­ĀÛÛÜäñÿâõÚ 
Review and Assessing Research Protocol 

ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
ÿßøćîÿÜĆÚĀÚèØóÈĂÚÂóäØÛØèÚĀæñÜäñÿâõÚāÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÿÃ­óâóÿßøćîßõÉóäÔóÅäòĈÈĀäÂ 

2. ÃîÛÿÃÖ 
  èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÅäîÛÅæùâĀÚèØóÈÂóäØÛØèÚĀæñÜäñÿâõÚāÅäÈä¬óÈÂóäèõÉòãØùÂÊÛòÛØöćë¬ÈÿÃ­óâó
ÿßøćîßõÉóäÔóÅäòĈÈĀäÂ 
3. ÅèóâäòÛÝõÕËîÛ 
  ÅÔñÂääâÂóäâöìÚ­óØöćØÛØèÚāÅäÈä¬óÈÂóäèõÉòãāÕãĂË­ĀÚèØóÈÂóäØÛØèÚĀæñÜäñÿâõÚÖóâĀÛÛĀÚè
ØóÈÂóäØÛØèÚĀæñÚČóÿëÚîāÅäÈÂóäèõÉòã 
4. ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóä 
 

 

 

 
1  
 
 
2       

 
         
3     
 
 
4       
 
 
 

ØÛØèÚāÅäÈä¬óÈÂóäèõÉòã  ÅÔñÂääâÂóä 

ØÛØèÚÝú­èõÉòã ÅÔñÂääâÂóä 

ØÛØèÚÂóäÿÃ­óä¬èâÃîÈîóëóëâòÅä 

ØÛØèÚÛØÛóØÃîÈËùâËÚ/ë×óÛòÚ (×­óâö) 

ÅÔñÂääâÂóä 

ÅÔñÂääâÂóä 
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5 
 
        
6  
        

5. ìæòÂÂóäÜÐõÛòÖõ 
  ĀÚèØóÈØÛØèÚĀæñÚČóÿëÚîāÅäÈä¬óÈÂóäèõÉòã âöìæòÂÂóäÜÐõÛòÖõÕòÈÖ¬îăÜÚöĈ 

5.1 ØÛØèÚāÅäÈä¬óÈÂóäèõÉòã 
  ËøćîāÅäÈÂóäèõÉòã (áóêóăØãĀæñáóêóîòÈÂåê) 
  ØöćâóÃîÈāÅäÈÂóäèõÉòã (Background) 
  ìæòÂÂóäĀæñÿìÖùÝæ (Rationale) 
  ÂóäØÛØèÚèääÔÂääâØöćÿÂöćãèÃ­îÈ 
  èòÖ×ùÜäñëÈÅ° 
  äúÜĀÛÛÂóäèõÉòã (Study design) 
  ÜäñËóÂóäØöćé÷ÂêóĀæñÃÚóÕÖòèîã¬óÈ 
  äñãñÿèæóĀæñÉČóÚèÚÅäòĈÈØöćÚòÕîóëóëâòÅä 
  ÂóäÅòÕÿæøîÂîóëóëâòÅäÿÃ­óä¬èâāÅäÈÂóäèõÉòã 
  èõÙöÕČóÿÚõÚÂóäèõÉòã (Study procedure) ÅèÛÅùâÂóäèõÉòã ÿÂĆÛäèÛäèâÃ­îâúæ ĀæñèõÿÅäóñì°Ã­îâúæ  
  Âæù¬âÿÜäöãÛÿØöãÛìäøîÂæù¬âÅèÛÅùâ (×­óâö) 
  ÂóäèòÕÝææòßÙ°ÂóäèõÉòã (Outcome measurement) 
  ë×õÖõØöćĂË­ 

  5.2 ØÛØèÚÝú­èõÉòã/ÅÔñèõÉòã 
   ßøĈÚÑóÚÂóäé÷ÂêóìäøîÜäñëÛÂóäÔ°ØČóÈóÚÃîÈÝú­èõÉòã 
   ÂóäÿÜõÕÿÝãÂóäâöë¬èÚăÕ­ë¬èÚÿëöã (Conflict of interest) ÃîÈÝú­èõÉòã 
5.3 ØÛØèÚÂóäÿÃ­óä¬èâÃîÈîóëóëâòÅä 

   ăâ¬âöÂóäÛòÈÅòÛĂì­ÿÃ­óä¬èâĂÚāÅäÈÂóäèõÉòã (Non-coercive recruitment) 
   ÿÅóäßĂÚÅèóâÿÜĆÚë¬èÚÖòèĀæñÂóääòÂêóÅèóâæòÛ (Privacy and confidentiality) 

ØÛØèÚÿîÂëóäÂóäĂì­ÅèóâãõÚãîâÕ­èãÅèóâÿÃ­óĂÉ×¬îÈĀØ­ 

ëäùÜÅèóâÿìĆÚ  

ÅÔñÂääâÂóä 

ÅÔñÂääâÂóä 
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   ÅèóâÿëöćãÈ ăÕ­ĀÂ¬ îòÚÖäóãØóÈä¬óÈÂóãìäøîÂóäÛóÕÿÉĆÛ ÝæÂäñØÛØóÈÉõÖĂÉ ĀæñÝæÂäñØÛØóÈÕ­óÚ
ÂÏìâóã ëòÈÅâ ĀæñÿéäêÑÂõÉ 
   ÜäñāãËÚ°ØöćÅóÕè¬óîóëóëâòÅä ìÚ¬èãÈóÚ ĀæñëòÈÅâÉñăÕ­äòÛ 
   Âæù¬âÛùÅÅæØöćî¬îÚĀîĀæñÿÜäóñÛóÈ (Vulnerable subjects) ÿìÖùÝæĀæñÅèóâÉČóÿÜĆÚĂÚÂóäé÷ÂêóèõÉòãÂæù¬â
ÛùÅÅæÿìæ¬óÚòĈÚ 
   Âæù¬âÿÜäöãÛÿØöãÛìäøîÂæù¬âÅèÛÅùâ (×­óâö) ÿìÖùÝæĂÚé÷ÂêóèõÉòã äñãñÿèæóĀæñîòÚÖäóãĀæñÝæÂäñØÛÉóÂ
ÂóäèõÉòã 

  ìæòÂÿÂÔÒ°Âóä×îÚîóëóëâòÅäîîÂÉóÂÂóäèõÉòã 
  ÂóäÕúĀæîóëóëâòÅäØòĈÈä¬óÈÂóãĀæñÉõÖĂÉ 
  ÅèóâÿìâóñëâÃîÈÅ¬óÖîÛĀØÚ (Compensation) 
  ÂóääòÂêóßãóÛóæìäøîÂóäÉ¬óãÅ¬óËÕÿËã ÿâøćîâöÅèóâÿëöãìóãìäøîîòÚÖäóãÉóÂÂóäÿÃ­óä¬èâĂÚāÅäÈÂóäèõÉòã 

    ÂóäĂË­ĀæñÿÂĆÛÿÚøĈîÿãøćîìäøîÿæøîÕìäøîËöèèòÖ×ùîøćÚ 
   èõÙöÂóäÜÂÜ­îÈĀæñäòÂêóÅèóâæòÛ äèâØòĈÈÂóäØČóæóãÖòèîã¬óÈÉóÂÅÚØòĈÈëóäÅòÕìæòćÈ ëõćÈÃòÛ×¬óã ĀæñëõćÈë¬È
ÖäèÉ äèâØòĈÈÃ­îâúæÕõÛØòĈÈØöćîãú¬ĂÚäúÜèòÖ×ùÉòÛÖ­îÈăÕ­ĀæñîõÿæÂØäîÚõÂë° 

5.4 ØÛØèÚÛØÛóØÃîÈËùâËÚìäøîë×óÛòÚ 
   ÂóäÜäñëóÚÈóÚÂòÛÝú­ÚČóËùâËÚìäøîë×óÛòÚØöćÿÃ­óä¬èâĂÚāÅäÈÂóäèõÉòã 
   ÝæÜäñāãËÚ°Ö¬îËùâËÚìäøîë×óÛòÚØöćÿÃ­óä¬èâĂÚāÅäÈÂóäèõÉòã 

5.5 ØÛØèÚÿîÂëóäĂì­ÅèóâãõÚãîâÕ­èãÅèóâÿÃ­óĂÉ×¬îÈĀØ­ (Informed Consent) 
   ÿîÂëóäÂóäĂì­ÅèóâãõÚãîâ ĀÛ¬ÈÿÜĆÚ 2 ë¬èÚ ăÕ­ĀÂ¬ 

 1) ÿîÂëóäĀÚñÚČóîóëóëâòÅä (Information Sheet) 
 2) ĂÛãõÚãîâÿÃ­óä¬èâÂóäèõÉòãÕ­èãÅèóâëâòÅäĂÉ (Consent form) 

  ÿîÂëóäÂóäĂì­ÅèóâãõÚãîâ âöÃ­îÂČóìÚÕÕòÈÖ¬îăÜÚöĈ 
- ÅèóâÅäÛ×­èÚÃîÈÃ­îâúæ 
- áóêóØöćĂË­ÿÃ­óĂÉÈ¬óã  

   ë¬èÚÜäñÂîÛÃîÈÿîÂëóäÂóäĂì­ÅèóâãõÚãîâ ÜäñÂîÛÕ­èã 
- ìòèÃ­îÿäøćîÈèõÉòã 
- ÿìÖùÝæØöćîóëóëâòÅäăÕ­äòÛÿËõÎĂì­ÿÃ­óä¬èâāÅäÈÂóäèõÉòã 
- èòÖ×ùÜäñëÈÅ°ĀæñÂäñÛèÚÂóäèõÉòãØöćÝú­èõÉòãĀæñîóëóëâòÅäÉñÖ­îÈÜÐõÛòÖõ 
- äñãñÿèæóÃîÈÂóäèõÉòãØöćîóëóëâòÅäĀÖ¬æñÅÚâöë¬èÚÿÂöćãèÃ­îÈ 
- ÉČóÚèÚîóëóëâòÅäØöćÿÃ­óä¬èâāÅäÈÂóäèõÉòã 
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- ÝæÜäñāãËÚ°ØöćÅóÕè¬óÉñÿÂõÕÉóÂÂóäèõÉòãÌ÷ćÈîóÉÿÜĆÚÜäñāãËÚ°āÕãÖäÈĀÂ¬îóëóëâòÅäÖ¬îËùâËÚìäøî
ëòÈÅâ ìäøîÜäñāãËÚ°Õ­óÚÅèóâäú­ 

- ÅèóâÿëöćãÈ Åèóâăâ¬ëÛóã ìäøîÅèóâăâ¬ëñÕèÂØöćîóÉÿÂõÕĀÂ¬îóëóëâòÅäĂÚÂóäÿÃ­óä¬èâāÅäÈÂóäèõÉòã 
- ØóÈÿæøîÂìäøîÂäñÛèÚÂóäîøćÚ ą ØöćîóÉÿÜĆÚÜäñāãËÚ°ĀÂ¬îóëóëâòÅäĂÚÂäÔöØöćîóëóëâòÅäăâ¬ÿÃ­óä¬èâ

āÅäÈÂóäèõÉòã 
- ÃîÛÿÃÖÂóääòÂêóÅèóâæòÛÃîÈÃ­îâúæÿÂöćãèÂòÛîóëóëâòÅä 
- ÂóäĂì­Å¬óÖîÛĀØÚĀÂ¬îóëóëâòÅä (×­óâö) 
- ÂóäĂì­ÂóääòÂêóßãóÛóæìäøîÅ¬óËÕÿËãÿâøćîÿÂõÕÅèóâÿëöãìóãìäøîîòÚÖäóãÉóÂÂóäèõÉòã (×­óâö) 
- Āìæ¬ÈÿÈõÚØùÚèõÉòã 
- ë×óÛòÚØöćä¬èâĂÚÂóäèõÉòã 
- îóëóëâòÅäâöîõëäñØöćÉñÜÐõÿëÙìäøî×îÚÖòèîîÂÉóÂāÅäÈÂóäèõÉòãÿâøćîĂÕÂĆăÕ­āÕãăâ¬âöÂóäæÈāØê ìäøî

ëúÎÿëöãÝæÜäñāãËÚ°ĂÕ ą  
- ÛùÅÅæØöćÉñÖõÕÖ¬î Øöćîãú¬ĀæñÿÛîä°āØäéòßØ° ĂÚÂäÔöØöćÿÂõÕîòÚÖäóã/ÝæÂäñØÛĀÂ¬îóëóëâòÅäÌ÷ćÈÿÜĆÚÝæÉóÂ

ÂóäèõÉòã 
  5.6 ëäùÜÅèóâÿìĆÚ 
¶ îòÖäóë¬èÚäñìè¬óÈÅèóâÿëöćãÈĀæñÝæÜäñāãËÚ° (Risk / benefit ratio) ÿìâóñëâìäøîăâ¬ 
¶ âöÂæù¬âÛùÅÅæØöćî¬îÚĀîĀæñÿÜäóñÛóÈ (Vulnerable subjects) ÿÃ­óä¬èâĂÚāÅäÈÂóäèõÉòãìäøîăâ¬ 
¶ ÅèóâäùÚĀäÈÃîÈÅèóâÿëöćãÈ (Risk categories) 
¶ ÂóäâöÿîÂëóäĂÛãõÚãîâÃîÈîóëóëâòÅäÿÕĆÂîóãùÖòĈÈĀÖ¬ 7 Üö×÷È 18 Üö ÉóÂÝú­ÜÂÅäîÈÖóâÂÏìâóã 
¶ ÛùÅÅæØöćî¬óÚÿÃöãÚăâ¬ăÕ­ ëóâóä×ÿÃ­óä¬èâĂÚāÅäÈÂóäèõÉòãăÕ­ìäøîăâ¬ 
¶ ëäùÜÅèóâÿìĆÚ ăÕ­ĀÂ¬ (1) îÚùâòÖõ (2) ÜäòÛÜäùÈĀÂ­ăÃÿßøćîîÚùâòÖõ (3) ÜäòÛÜäùÈĀÂ­ăÃĀæñÚČóÿÃ­óßõÉóäÔóĂìâ¬ 

(4) ăâ¬îÚùâòÖõ 
¶ Ã­îÿëÚîĀÚñ 
¶ ÂČóìÚÕÂóäë¬ÈäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã (Continuing report)  

6. ÅČóÚõãóâ 
  ÛùÅÅæØöćÿÜäóñÛóÈĀæñî¬îÚĀî (Vulnerable subjects) ÛùÅÅæÌ÷ćÈîóÉ×úÂËòÂÉúÈĂì­ÿÃ­óä¬èâÂóäèõÉòãăÕ­āÕãÈ¬óã 
Õ­èãÅèóâìèòÈè¬óÉñăÕ­äòÛÜäñāãËÚ°ÉóÂÂóäÿÃ­óä¬èâÂóäèõÉòã ăâ¬è¬óÉñëâÿìÖùëâÝæìäøîăâ¬ÂĆÖóâ ìäøîÿÜĆÚÝú­ØöćÖîÛ
ÖÂæÈÿÃ­óä¬èâÂóäèõÉòãÿßäóñÿÂäÈÂæòèè¬óÉñ×úÂÂæòćÚĀÂæ­ÈÉóÂÝú­âöîČóÚóÉÿìÚøîÂè¬óìóÂÜÐõÿëÙ 
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  ÅèóâäùÚĀäÈÃîÈÅèóâÿëöćãÈ (Risk categories) ÅèóâäùÚĀäÈÃîÈÅèóâÿëöćãÈ îóÉĀÛ¬ÈÿÜĆÚ 3 äñÕòÛ ăÕ­ĀÂ¬ 
  (1) ÅèóâÿëöćãÈÚ­îã (Minimal risk) Åøî ÅèóâÿëöćãÈØöćăâ¬âóÂÂè¬óØöćÿÂõÕÃ÷ĈÚĂÚËöèõÖÜäñÉČóèòÚÃîÈîóëóëâòÅä
ØöćâöëùÃáóßÜÂÖõ 

(2) ÅèóâÿëöćãÈâóÂÂè¬óÅèóâÿëöćãÈÚ­îã ĀÖ¬ÅóÕè¬óÉñâöÜäñāãËÚ°Ö¬îîóëóëâòÅäØöćÿÃ­óä¬èâĂÚāÅäÈÂóäèõÉòã 
(3) ÅèóâÿëöćãÈâóÂÂè¬óÅèóâÿëöćãÈÚ­îã ĀÖ¬ÅóÕè¬óÉñăâ¬âöÜäñāãËÚ°Ö¬îîóëóëâòÅäØöćÿÃ­óä¬èâĂÚāÅäÈÂóäèõÉòã 

ĀÖ¬îóÉÿÜĆÚÜäñāãËÚ°Ö¬îëòÈÅâìäøîë¬èÚäèâ 
7. áóÅÝÚèÂ 
  ĀÛÛÿîÂëóä ÉÙ.Åâ.08-01 ĀÚèØóÈÂóäØÛØèÚĀæñÚČóÿëÚîāÅäÈä¬óÈÂóäèõÉòã 
8. ÿîÂëóäî­óÈîõÈ 

8.1 ÂäâîÚóâòã ÂäñØäèÈëóÙóäÔëùÃ. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãÂäâîÚóâòã ÊÛòÛØöć 1.1 
ß.é. 2562. 
 8.2 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãâìõÕæ. ĀÚèØóÈÂóäÕČóÿÚõÚÈóÚÃîÈ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚËùÕÂæóÈ âìóèõØãóæòãâìõÕæ ß.é. 2561.  

8.3 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚâìóèõØãóæòãÿËöãÈĂìâ¬. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ. 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãÿËöãÈĂìâ¬. ß.é. 2561. 

8.4 âìóèõØãóæòãÿèëÿØõä°Ú. ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°. ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
âìóèõØãóæòãÿèëÿØõä°Ú. ß.é. 2560. 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.09/01 

ÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãÅäòĈÈĀäÂ 
Initial Review of Research Protocol 

ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
ÿßøćîÿÜĆÚĀÚèØóÈĂì­ÅÔñÂääâÂóä ÕČóÿÚõÚÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÿÃ­óßõÉóäÔóÅäòĈÈĀäÂ 

2. ÃîÛÿÃÖ 
èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ ÅäîÛÅæùâÃòĈÚÖîÚÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãØùÂÊÛòÛØöćë¬ÈÿÃ­óâóÿßøćîßõÉóäÔó

ÿÜĆÚÅäòĈÈĀäÂ 
3. ÅèóâäòÛÝõÕËîÛ 
   - ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ âöìÚ­óØöćäòÛāÅäÈä¬óÈÂóäèõÉòãÉóÂÝú­èõÉòã ÿßøćîÖäèÉëîÛÅèóâÅäÛ×­èÚÃîÈāÅäÈä¬óÈ
ÂóäèõÉòã ë¬ÈāÅäÈä¬óÈÂóäèõÉòãĂì­Ýú­ØÛØèÚ (Reviewer) ĀæñÅÔñÂääâÂóä ĀæñÿÂĆÛāÅäÈä¬óÈÂóäèõÉòãÿâøćîëõĈÚëùÕÂóä
ßõÉóäÔóÛòÚØ÷ÂÃ­îâúæÿÂöćãèÂòÛāÅäÈä¬óÈÂóäèõÉòãĂÚäñÛÛÑóÚÃ­îâúæÅîâßõèÿÖîä° Āæñë¬ÈÝæÂóäßõÉóäÔóĂì­Ýú­èõÉòã 
   - ÜäñÙóÚ/ÂääâÂóäĀæñÿæÃóÚùÂóä âîÛìâóãāÅäÈä¬óÈÂóäèõÉòãĂì­Ýú­ØÛØèÚ 
   - ÂääâÂóä/Ýú­ØÛØèÚāÅäÈä¬óÈÂóäèõÉòã (Reviewer) äòÛÝõÕËîÛĂÚÂóäØÛØèÚāÅäÈä¬óÈÂóäèõÉòãîã¬óÈ
æñÿîöãÕ ÿßøćîèõÿÅäóñì°ĀæñÿëÚîÅèóâÅõÕÿìĆÚĂÚØöćÜäñËùâÅÔñÂääâÂóä 
   - Ýú­ØÛØèÚāÅäÈä¬óÈÂóäèõÉòãĀÛÛÿä¬ÈÕ¬èÚ (Expedited Reviewer) âöìÚ­óØöćØÛØèÚĀæñßõÉóäÔóÖòÕëõÚ
āÅäÈä¬óÈÂóäèõÉòãĀÛÛÿä¬ÈÕ¬èÚÿßøćîÿëÚîÝæÂóäßõÉóäÔóÖ¬îÜäñÙóÚÂääâÂóä 
   - ÅÔñÂääâÂóä î¬óÚ ĀëÕÈÅèóâÅõÕÿìĆÚÖ¬îāÅäÈä¬óÈÂóäèõÉòã ĀæñæÈâÖõĂÚØöćÜäñËùâÅÔñÂääâÂóä 
4. ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóä 
 

 
1  
 
 
2       

 
         
3     
 

äòÛāÅäÈä¬óÈÂóäèõÉòãÉóÂÝú­èõÉòã ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ 

ÖäèÉëîÛÅèóâÅäÛ×­èÚÃîÈāÅäÈä¬óÈÂóäèõÉòã ÂääâÂóä/ÿæÃóÚùÂóä/ÿÉ­óìÚ­óØöć 

âîÛìâóãāÅäÈä¬óÈÂóäèõÉòãĂì­Ýú­ØÛØèÚ ÜäñÙóÚ/ ÂääâÂóäĀæñ

ÿæÃóÚùÂóä 



39 
 

 
 
4       
 
 
5 
 
        
6  
        
 
 
7       
 
 
8 
 
        
9  
 

 

5. ìæòÂÂóäÜÐõÛòÖõ 
5.1 ÂóääòÛāÅäÈä¬óÈÂóäèõÉòã 

   - Ýú­èõÉòãë¬ÈāÅäÈä¬óÈÂóäèõÉòãÿßøćîÿÃ­óßõÉóäÔóÅäòĈÈĀäÂÉČóÚèÚ 5 ËùÕ ÖóâØöćÂČóìÚÕĂÚÅČóĀÚñÚČóĂÚÂóäÿÃöãÚ
āÅäÈä¬óÈÂóäèõÉòã (ĀÛÛ ÉÙ.Åâ.09-01) ĀæñÖ­îÈâöĀÛÛÖäèÉëîÛÅèóâÅäÛ×­èÚÃîÈāÅäÈä¬óÈÂóäèõÉòã (ĀÛÛ ÉÙ.
Åâ.09-02) ĀÛÛë¬ÈāÅäÈÂóäèõÉòãÿßøćîÃîäòÛÂóäßõÉóäÔóÅäòĈÈĀäÂ (ĀÛÛ ÉÙ.Åâ.09-03) ĀæñÛòÚØ÷ÂÃ­îÅèóâ×÷È
ÜäñÙóÚÝ¬óÚÅèóâÿìĆÚËîÛÉóÂÝú­ÛòÈÅòÛÛòÎËóìÚ¬èãÈóÚ ìóÂāÅäÈä¬óÈÂóäèõÉòãØöćßõÉóäÔóÿÜĆÚáóêóÖ¬óÈÜäñÿØéĂì­
Ýú­èõÉòãĀÜæÿÜĆÚáóêóăØã ßä­îâÖ­ÚÊÛòÛáóêóÖ¬óÈÜäñÿØé 
   -āÅäÈä¬óÈÂóäèõÉòãØöćâöÃ­îâúæÅäÛ×­èÚÖóâØöćÅÔñÂääâÂóäÂČóìÚÕ Øöćë¬ÈáóãĂÚèòÚØöć 25 ÃîÈÿÕøîÚ ÉñăÕ­äòÛ
ÂóäÛääÉùĂÚèóäñÂóäÜäñËùâÿßøćîÂóäßõÉóäÔóĂÚÿÕøîÚ×òÕăÜ 

ÂóäÉòÕë¬ÈāÅäÈä¬óÈÂóäèõÉòãÅäòĈÈĀäÂ ÂääâÂóäĀæñÿæÃóÚùÂóä 

ÜäñëóÚÂòÛÂääâÂóäØöćëóâóä×ÿÃ­óä¬èâÂóäÜäñËùâ 

ØÛØèÚāÅäÈä¬óÈÂóäèõÉòã  

ÂääâÂóä/ÿæÃóÚùÂóä/   

ÿÉ­óìÚ­óØöćð 

Ýú­ØÛØèÚāÅäÈä¬óÈØöć

ăÕ­äòÛâîÛìâóã 

ÜäñËùâßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòã ÅÔñÂääâÂóä 

ĀÉ­ÈÝæÂóäßõÉóäÔóĂì­Ýú­èõÉòã 

ÿÂĆÛÿîÂëóäØöćÿÂöćãèÃ­îÈÂòÛāÅäÈä¬óÈÂóäèõÉòã  ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚð 

ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚð 
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  5.2 ÂóäÖäèÉëîÛÅèóâÅäÛ×­èÚÃîÈāÅäÈä¬óÈÂóäèõÉòã 
   - ÂääâÂóäĀæñÿæÃóÚùÂóä ÖäèÉëîÛāÅäÈä¬óÈÂóäèõÉòã Ăì­âöÃ­îâúæÅäÛ×­èÚ ÖóâØöćÂČóìÚÕĂÚĀÛÛ
ÖäèÉëîÛÅèóâÅäÛ×­èÚÃîÈāÅäÈä¬óÈÂóäèõÉòã (ĀÛÛ ÉÙ.Åâ.09-02) 
   - ĂÚÂäÔöØöćāÅäÈä¬óÈÂóäèõÉòãâöÃ­îâúæăâ¬ÅäÛ×­èÚ Ăì­ë¬ÈāÅäÈä¬óÈÂóäèõÉòãÅøÚĂì­Ýú­èõÉòãÿßøćîĀÂ­ăÃĂì­ÿÜĆÚăÜ
ÖóâÂČóìÚÕĂÚ ÅČóĀÚñÚČóĂÚÂóäÿÃöãÚāÅäÈä¬óÈÂóäèõÉòã (ÿîÂëóä ÉÙ.Åâ.09-01) 
   -ĂÚÂäÔöØöćāÅäÈä¬óÈÂóäèõÉòã âöÃ­îâúæÅäÛ×­èÚ ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ÛòÚØ÷ÂèòÚØöćØöćăÕ­äòÛĂÚĀÛÛ ÉÙ.Åâ.09-
01 ĂÚëâùÕäòÛÿîÂëóäāÅäÈä¬óÈÂóäèõÉòã ĀæñĂÚÑóÚÃ­îâúæÅîâßõèÿÖîä° 
   - ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ÂČóìÚÕäìòëÃîÈāÅäÈä¬óÈÂóäèõÉòãĀÖ¬æñÊÛòÛØöćÉñÚČóÿÃ­óßõÉóäÔó 

5.3 ÂóäâîÛìâóãāÅäÈä¬óÈÂóäèõÉòãĂì­Ýú­ØÛØèÚāÅäÈä¬óÈÂóäèõÉòã (Reviewer) 
  - ÜäñÙóÚìäøîÂääâÂóäĀæñÿæÃóÚùÂóä âîÛìâóãĂì­ÂääâÂóäîã¬óÈÚ­îã 2 Ø¬óÚ ÿÜĆÚÝú­ØÛØèÚāÅäÈä¬óÈ
ÂóäèõÉòã 
  5.4 ÂóäÉòÕë¬ÈāÅäÈä¬óÈÂóäèõÉòãÅäòĈÈĀäÂ 
   - ÂääâÂóäĀæñÿæÃóÚùÂóäæÈÚóâĂÚìÚòÈëøîÉòÕë¬ÈāÅäÈä¬óÈÂóäèõÉòãÅäòĈÈĀäÂĂì­Ýú­ØÛØèÚāÅäÈä¬óÈÂóäèõÉòã 
(Reviewer) Â¬îÚÂóäÜäñËùâîã¬óÈÚ­îã 14 èòÚØČóÂóä 
   - ÂääâÂóäĀæñÿæÃóÚùÂóäæÈÚóâĂÚìÚòÈëøîÉòÕë¬ÈāÅäÈä¬óÈÂóäèõÉòãÅäòĈÈĀäÂĂì­ÅÔñÂääâÂóäØ¬óÚîøćÚ ą 
Â¬îÚÂóäÜäñËùâîã¬óÈÚ­îã 7 èòÚØČóÂóä 
   - ÂäÔöØöćÿÜĆÚÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãĀÛÛÿä¬ÈÕ¬èÚ (Expedited review) Ăì­ÕČóÿÚõÚÂóäÖóâÛØØöć ÉÙ.
Åâ.10 

5.5 ÂóäÜäñëóÚÂòÛÂääâÂóä ĀæñÝú­ØÛØèÚāÅäÈä¬óÈÂóäèõÉòã 
   - ÂääâÂóäĀæñÿæÃóÚùÂóä ĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ÜäñëóÚÂòÛÂääâÂóäØöćëóâóä×ÿÃ­óä¬èâĂÚÂóäÜäñËùâ
ßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòã 
   - ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ÖõÕÖ¬îÜäñëóÚÈóÚÝú­ăÕ­äòÛâîÛìâóãÿÜĆÚÝú­ØÛØèÚāÅäÈä¬óÈÂóäèõÉòãĂì­î¬óÚĀæñ
ÿëÚîÃ­îÅõÕÿìĆÚÿÜĆÚæóãæòÂêÔ°îòÂêäßä­îâÿìÖùÝæ (ĀÛÛ ÉÙ.Åâ.08-01) Ö¬îÜäñÙóÚ Â¬îÚèòÚÜäñËùâîã¬óÈÚ­îã 2 
èòÚ ĀæñÿÃ­óä¬èâÜäñËùâÿßøćîÿëÚîÝæÂóäßõÉóäÔóĂÚØöćÜäñËùâÖ¬îăÜ 

5.6 ìæòÂÂóäØÛØèÚāÅäÈä¬óÈÂóäèõÉòã 
   - ÂääâÂóä âöìÚ­óØöćØÛØèÚāÅäÈä¬óÈÂóäèõÉòãîã¬óÈæñÿîöãÕ āÕãâöìæòÂÂóäÖóâÛØØöć ÉÙ.Åâ.08 
   -ÂääâÂóäÝú­Øöćăâ¬ëóâóä×ÿÃ­óä¬èâÜäñËùâăÕ­ ëóâóä×ë¬ÈÛòÚØ÷ÂĀëÕÈÅèóâÿìĆÚÖ¬îāÅäÈä¬óÈÂóäèõÉòã ßä­îâ
ÿìÖùÝæÖ¬îÜäñÙóÚ æ¬èÈìÚ­óÂ¬îÚèòÚÜäñËùâîã¬óÈÚ­îã 2 èòÚ ĀÖ¬ÂääâÂóäÝú­ÿÃ­óÜäñËùâÿØ¬óÚòĈÚØöćâöëõØÙõÖòÕëõÚāÅäÈ
ä¬óÈÂóäèõÉòã 
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5.7 ÂóäÜäñËùâÅÔñÂääâÂóä ÿßøćîßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòã 
   - ÜäñÙóÚÚČóÂóäîáõÜäóãä¬èâÂòÛÂääâÂóäĂÚ 3 ë¬èÚÅøî äñÿÛöãÛèõÙöÂóäèõÉòã ÂóäÿÃ­óä¬èâÃîÈîóëóëâòÅä
ĀæñÿîÂëóäĂì­ÅèóâãõÚãîâ ä¬èâÂòÛÂóäÜäñÿâõÚÝú­èõÉòã/ÅÔñèõÉòã 
   - Ýú­ØÛØèÚāÅäÈä¬óÈÂóäèõÉòãÿëÚîÃ­îÅõÕÿìĆÚ ÂóäèõÿÅäóñì°ìäøîÃ­îÿëÚîĀÚñÿÂöćãèÂòÛāÅäÈä¬óÈÂóäèõÉòãÖ¬î
ØöćÜäñËùâÅÔñÂääâÂóä 
   - ĂÚÂäÔöØöćÖ­îÈÂóäÃ­îâúæÿßõćâÿÖõâÉóÂÝú­èõÉòã ÅÔñÂääâÂóäîóÉĂì­Ýú­èõÉòãÚČóÿëÚîÖ¬îØöćÜäñËùâÿßøćîĂì­
ÂääâÂóäĂÚØöćÜäñËùâëîÛ×óâÜòÎìóÖ¬óÈ ą  
   - ÜäñÙóÚÃîÃ­îëäùÜÝæÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòã āÕãÝæÂóäßõÉóäÔóÖ­îÈăÕ­äòÛÊòÚØóâÖõÉóÂØöć
ÜäñËùâ ĀæñÂääâÂóäëóâóä×ÃîĂì­ÛòÚØ÷ÂËøćîĀæñÅèóâÿìĆÚÖ¬óÈĂÚäóãÈóÚ ÂóäÜäñËùâăÕ­ 
   - ĂÚÂäÔöØöćÅÔñÂääâÂóä ßõÉóäÔóÿìĆÚè¬óāÅäÈä¬óÈÂóäèõÉòãĂÕ Ö­îÈÂóäÃ­îâúæÿßõćâÿÖõâìäøîÅèóâÿìĆÚÃîÈ
Ýú­ÿËöćãèËóÎĂÚëóÃóÌ÷ćÈăâ¬âöĂÚÅÔñÂääâÂóä ÅÔñÂääâÂóäëóâóä×ÿËõÎØöćÜä÷Âêóîõëäñ Ì÷ćÈÿÜĆÚÝú­ÿËöćãèËóÎĂÚ
ëóÃóÚòĈÚ ą ÿßøćîØÛØèÚāÅäÈä¬óÈÂóäèõÉòãăÕ­ 
   - ÝæÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòã äñÛùÿÜĆÚÃ­îĂÕÃ­îìÚ÷ćÈ ÕòÈÖ¬îăÜÚöĈ 

¶ îÚùâòÖõ ìâóã×÷È Ýú­èõÉòãëóâóä×ÿäõćâÂóäèõÉòãăÕ­āÕãăâ¬Ö­îÈâöÂóäĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòã 
¶ ÜäòÛÜäùÈĀÂ­ăÃÿßøćîîÚùâòÖõ ìâóã×÷È Ýú­èõÉòãÖ­îÈÕČóÿÚõÚÂóäĀÂ­ăÃāÅäÈä¬óÈÂóäèõÉòã ìäøî

ë¬èÚÜäñÂîÛÃîÈāÅäÈä¬óÈÂóäèõÉòã ÖóâÃ­îÿëÚîĀÚñÉóÂâÖõØöćÜäñËùâÃîÈÅÔñÂääâÂóä ÿâøćîÂääâÂóä
ĀæñÿæÃóÚùÂóäìäøîÂääâÂóäØöćăÕ­äòÛâîÛìâóã ÖäèÉëîÛĀæ­è ÂääâÂóäĀæñÿæÃóÚùÂóäÉ÷ÈÿëÚîĂì­
ÜäñÙóÚîÚùâòÖõ 

¶ ÜäòÛÜäùÈĀÂ­ăÃĀæñÚČóÿÃ­óßõÉóäÔóĂìâ¬ ìâóã×÷È Ýú­èõÉòãÖ­îÈÕČóÿÚõÚÂóäĀÂ­ăÃāÅäÈä¬óÈÂóäèõÉòã
ìäøîë¬èÚÜäñÂîÛÃîÈāÅäÈä¬óÈÂóäèõÉòã ÖóâÃ­îÿëÚîĀÚñÉóÂâÖõØöćÜäñËùâÃîÈÅÔñÂääâÂóä ÿßøćîÚČóÿÃ­ó 
ßõÉóäÔóĂìâ¬ĂÚØöćÜäñËùâÅÔñÂääâÂóä 

¶ ăâ¬îÚùâòÖõ ìâóã×÷È Ýú­èõÉòãăâ¬ăÕ­äòÛîÚùÎóÖĂì­èõÉòãĂÚÿäøćîÈØöćÚČóÿëÚî 
   - ĂÚÂäÔöØöćîÚùâòÖõāÅäÈä¬óÈÂóäèõÉòã 

¶ ÅÔñÂääâÂóä ÉñäñÛùÅèóâ×öćÃîÈÂóäë¬ÈäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòãÖóâÅèóâ
ÿìâóñëâÂòÛÅèóâÿëöćãÈÖ¬îîóëóëâòÅäØöćÿÃ­óä¬èâĂÚāÅäÈÂóäèõÉòã ĀÖ¬ØòĈÈÚöĈÖ­îÈäóãÈóÚÅèóâÂ­óèìÚ­óîã¬óÈ
Ú­îã Üöæñ 1 ÅäòĈÈ 

¶ ĂÛäòÛäîÈÝæÂóäßõÉóäÔóāÅäÈÂóäèõÉòã (ĀÛÛ âÚË.ÉÙ.1) Ö­îÈÜäñÂîÛÕ­èã ÝæÂóäßõÉóäÔó
îÚùâòÖõ èòÚØöćßõÉóäÔóîÚùâòÖõ ĀæñÂČóìÚÕèòÚë¬ÈäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã æÈÚóâāÕãÜäñÙóÚ 
āÕãâöîóãùÂóääòÛäîÈāÅäÈÂóäèõÉòãÉČóÚèÚ 1 Üö ìäøîÖóâäñãñÿèæóÂóäÕČóÿÚõÚÈóÚÃîÈāÅäÈÂóäèõÉòã 



42 
 

ÚòÛÖòĈÈĀÖ¬èòÚØöćăÕ­äòÛÂóäîÚùâòÖõāÅäÈÂóä ßä­îâäñÛùäóãÂóäÿîÂëóäØöćßõÉóäÔóîÚùâòÖõĀæñäóãÚóâ
ÂääâÂóäØöćä¬èâÜäñËùâ āÕãâöìÚòÈëøîÚČóë¬ÈæÈÚóâāÕãÜäñÙóÚÂääâÂóä  

   - ĂÚÂäÔöÝæÂóäßõÉóäÔó Åøî ÜäòÛÜäùÈĀÂ­ăÃ ÿßøćîîÚùâòÖõ 

¶ ÛòÚØ÷ÂĀÉ­ÈÝæÂóäßõÉóäÔóĂì­ÜäòÛÜäùÈĀÂ­ăÃ Ö­îÈÜäñÂîÛÕ­èã ÝæÂóäßõÉóäÔó Ã­îÿëÚîĀÚñ
ÃîÈÅÔñÂääâÂóä ĀæñèòÚØöćßõÉóäÔó æÈÚóâāÕãÜäñÙóÚÂääâÂóä äîÈÜäñÙóÚÂääâÂóä ìäøî
ÂääâÂóäĀæñÿæÃóÚùÂóä 

¶ Ýú­èõÉòãÖ­îÈë¬ÈāÅäÈä¬óÈÂóäèõÉòãØöćĀÂ­ăÃÖóâÃ­îÿëÚîĀÚñĂì­ÂääâÂóäĀæñÿæÃóÚùÂóäáóãĂÚ 14 
èòÚØČóÂóäÚòÛÉóÂèòÚØöćăÕ­äòÛ ÿßøćîÂóäÖäèÉëîÛĀæñÚČóÿëÚîÖ¬îÜäñÙóÚÿßøćîîÚùâòÖõ áóãĂÚ 7 èòÚØČóÂóä  
ĂÚÂäÔöÝæÂóäßõÉóäÔó Åøî ÜäòÛÜäùÈĀÂ­ăÃĀæñÚČóÿÃ­óßõÉóäÔóĂìâ¬ 

¶ ÛòÚØ÷ÂĀÉ­ÈÝæÂóäßõÉóäÔóĂì­ÜäòÛÜäùÈĀÂ­ăÃ Ö­îÈÜäñÂîÛÕ­èã ÝæÂóäßõÉóäÔó Ã­îÿëÚîĀÚñ
ÃîÈÅÔñÂääâÂóäĀæñèòÚØöćßõÉóäÔó æÈÚóâāÕãÜäñÙóÚÂääâÂóä äîÈÜäñÙóÚÂääâÂóä ìäøîÂääâÂóä
ĀæñÿæÃóÚùÂóä 

¶ Ýú­èõÉòãÖ­îÈë¬ÈāÅäÈä¬óÈÂóäèõÉòãØöćĀÂ­ăÃÖóâÃ­îÿëÚîĀÚñ Ăì­ÂääâÂóäĀæñÿæÃóÚùÂóäáóãĂÚ14 
èòÚØČóÂóäÚòÛÉóÂèòÚØöćăÕ­äòÛ ÿßøćîÂóäÖäèÉëîÛĀæñÚČóÿëÚîÿÃ­óßõÉóäÔóĂÚØöćÜäñËùâÅäòĈÈÖ¬îăÜ 
- ĂÚÂäÔöÝæÂóäßõÉóäÔóăâ¬îÚùâòÖõ 

¶ ÛòÚØ÷ÂĀÉ­ÈÝæßõÉóäÔóăâ¬îÚùâòÖõ Ö­îÈÜäñÂîÛÕ­èã ÝæÂóäßõÉóäÔó èòÚØöćßõÉóäÔóäèâØòĈÈ
ÿìÖùÝæÃîÈÂóäăâ¬îÚùâòÖõ ĀæñæÈÚóâāÕãÜäñÙóÚ 

¶ ĂÚÂäÔöÃîÈÂóäßõÉóäÔóăâ¬îÚùâòÖõāÅäÈä¬óÈÂóäèõÉòã ÛòÚØ÷ÂĀÉ­ÈÝæÂóäßõÉóäÔóÖ­îÈâöÃ­îÅèóâ
ÕòÈÚöĈ ́Ø¬óÚëóâóä×ä­îÈÃîÿßøćîØäóÛÿìÖùÝæĀæñäóãæñÿîöãÕĂÚÂóäßõÉóäÔóÃîÈÂääâÂóä āÕãĀÉ­ÈÅèóâ
ÉČóÚÈĀæñÿìÖùÝæĂÚÂóää­îÈÃî Ö¬îÜäñÙóÚÿÜĆÚæóãæòÂêÔ°îòÂêäµ 
5.8 ÂóäĀÉ­ÈÝæÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòã 

 - ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ÿÖäöãâÛòÚØ÷ÂĀÉ­ÈÝæÂóäßõÉóäÔóĀÂ¬Ýú­èõÉòã 
 - ÛòÚØ÷ÂÖ­îÈäñÛùËòÕÿÉÚ×÷ÈÃ­îÿëÚîĀÚñØöćÖ­îÈÂóäĂì­Ýú­èõÉòãÜÐõÛòÖõìäøîĀÂ­ăÃ 
 - âöÂóäÖäèÉëîÛÅèóâ×úÂÖ­îÈÃîÈÃ­îâúæĀæñáóêóĂÚÛòÚØ÷ÂĀÉ­ÈÝæÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòã 
 - ÛòÚØ÷ÂĀÉ­ÈÝæÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòã æÈèòÚØöćØöćăÕ­äòÛÂóäßõÉóäÔó Āæñë¬ÈĂì­Ýú­èõÉòãáóãĂÚ 7 

èòÚØČóÂóä ìæòÈÂóäÜäñËùâ ßä­îâäñÛùäóãÂóäÿîÂëóäØöćßõÉóäÔóîÚùâòÖõĀæñäóãÚóâÂääâÂóäØöćä¬èâÜäñËùâ 
5.9 ÂóäÿÂĆÛÿîÂëóäØöćÿÂöćãèÂòÛāÅäÈä¬óÈÂóäèõÉòã 

   - ÿâøćîëõĈÚëùÕÂóäÜäñËùâ ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ÿÂĆÛäèÛäèâÿîÂëóäāÅäÈä¬óÈÂóäèõÉòãØöćăÕ­äòÛÂóäßõÉóäÔó 
ÉóÂÅÔñÂääâÂóäØùÂØ¬óÚÅøÚØòĈÈìâÕ 
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   - áóãìæòÈÉóÂÂóäÜäñËùâ ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ÉòÕÿÂĆÛÿîÂëóäÖ­ÚÊÛòÛāÅäÈä¬óÈÂóäèõÉòãĂë¬Öú­ÿîÂëóäĂÚ
ì­îÈØöćÜæîÕáòãāÕãÉČóÂòÕÝú­ÿÃ­ó×÷ÈÃ­îâúæ ĀæñØČóæóãëČóÿÚóÿîÂëóä ØòĈÈìâÕáóãĂÚăâ¬ÿÂõÚ 15 èòÚ áóãìæòÈÉóÂ
āÅäÈÂóäèõÉòãăÕ­äòÛîÚùâòÖõ 
6. ÅČóÚõãóâ 

Ýú­ØÛØèÚāÅäÈä¬óÈÂóäèõÉòã  ÂääâÂóäìäøîÂääâÂóäÿëäõâØöćăÕ­äòÛâîÛìâóãĂì­ÿÜĆÚÝú­ØÛØèÚ 
(Reviewer)    āÅäÈä¬óÈÂóäèõÉòã âöìÚ­óØöćØÛØèÚāÅäÈä¬óÈÂóäèõÉòãāÕãæñÿîöãÕ  

ÿßøćîèõÿÅäóñì°ĀæñĂì­Ã­îÿëÚîĀÚñÿÂöćãèÂòÛāÅäÈä¬óÈÂóäèõÉòãÿÜĆÚ 
æóãæòÂêÔ°îòÂêäĀæñÚČóÿëÚîÖ¬îØöć ÜäñËùâÅÔñÂääâÂóä  

7. áóÅÝÚèÂ 
 Åú¬âøîÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ Üöß.é. 2563 
ĀÛÛ ÉÙ.Åâ.08-01 ĀÚèØóÈÂóäØÛØèÚĀæñÚČóÿëÚîāÅäÈä¬óÈÂóäèõÉòã 
ĀÛÛ ÉÙ.Åâ.09-01 ÅČóĀÚñÚČóĂÚÿëÚîāÅäÈÂóäèõÉòãÿßøćîäòÛÂóäßõÉóäÔóÉäõãÙääâÂóäèõÉòã  
ĀÛÛ ÉÙ.Åâ.11-01 ÝæÂóäßõÉóäÔóîÚùâòÖõāÅäÈä¬óÈÂóäèõÉòã 
ĀÛÛ ÉÙ.Åâ.09-02 ĀÛÛÖäèÉëîÛÅèóâÅäÛ×­èÚÃîÈāÅäÈÂóäèõÉòãØöćë¬ÈÿÃ­óâóßõÉóäÔó 
ĀÛÛ ÉÙ.Åâ.09-03 ĀÛÛë¬ÈāÅäÈÂóäèõÉòãÿßøćîÃîäòÛÂóäßõÉóäÔóÅäòĈÈĀäÂ 
ĀÛÛ ÉÙ.Åâ.09-04 ÿîÂëóäĀÚñÚČóîóëóëâòÅä 
ĀÛÛ ÉÙ.Åâ.09-05 ĂÛãõÚãîâÕ­èãÅèóâëâòÅäĂÉ  

8. ÿîÂëóäî­óÈîõÈ 
8.1 ÂäâîÚóâòã ÂäñØäèÈëóÙóäÔëùÃ. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãÂäâîÚóâòã ÊÛòÛØöć 1.1 

ß.é. 2562. 
 8.2 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãâìõÕæ. ĀÚèØóÈÂóäÕČóÿÚõÚÈóÚÃîÈ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚËùÕÂæóÈ âìóèõØãóæòãâìõÕæ ß.é. 2561.  

8.3 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚâìóèõØãóæòãÿËöãÈĂìâ¬. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ. 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãÿËöãÈĂìâ¬. ß.é. 2561. 

8.4 âìóèõØãóæòãÿèëÿØõä°Ú. ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°. ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
âìóèõØãóæòãÿèëÿØõä°Ú. ß.é. 2560. 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.10/01 

ÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãĀÛÛÿä¬ÈÕ¬èÚ 
Expedited Review of Research Protocol 

ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
   ÿßøćîÂČóìÚÕÂäñÛèÚÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãĀÛÛÿä¬ÈÕ¬èÚ (Expedited process)  
   ÿßøćîÂČóìÚÕĀÚèØóÈÂóäØÛØèÚ ÂóäßõÉóäÔóÖòÕëõÚ ĀæñÂóäîÚùâòÖõāÅäÈä¬óÈÂóäèõÉòãĀÛÛÿä¬ÈÕ¬èÚ 
2. ÃîÛÿÃÖ 
  èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÅäîÛÅæùâ×÷ÈÂóäØÛØèÚ ĀæñÂóäßõÉóäÔóÖòÕëõÚîÚùâòÖõāÅäÈä¬óÈÂóäèõÉòã Ì÷ćÈăâ¬âö
ÅèóâÿëöćãÈìäøîâöÅèóâÿëöćãÈÚ­îãÖ¬îîóëóëâòÅäØöćÿÃ­óä¬èâĂÚāÅäÈÂóäèõÉòã 
3. ÅèóâäòÛÝõÕËîÛ 
  ÂääâÂóäØöćăÕ­äòÛâîÛìâóãÉóÂÜäñÙóÚÂääâÂóä ìäøîÂääâÂóäĀæñÿæÃóÚùÂóä âöìÚ­óØöćØÛØèÚĀæñ
ßõÉóäÔóÖòÕëõÚāÅäÈä¬óÈÂóäèõÉòãĀÛÛÿä¬ÈÕ¬èÚ 
4. ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóä 
 

 

 
1  
 
 
2       

 
 

        
3     
 
 
4       
 

  

äòÛāÅäÈä¬óÈÂóäèõÉòã ÂääâÂóäĀæñÿæÃóÚùÂóä 

ÅòÕÿæøîÂāÅäÈä¬óÈÂóäèõÉòãØöćÉñßõÉóäÔó 

ĀÛÛÿä¬ÈÕ¬èÚ 

ÂääâÂóäĀæñ

ÿæÃóÚùÂóä 

âîÛìâóãĂì­ßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòã 

ßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãĀÛÛÿä¬ÈÕ¬èÚ 

ÜäñÙóÚ 

ÅÔñÂääâÂóäØöćăÕ­äòÛâîÛìâóã 
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5       
 
 
6 
 
        
7  
        
 

5. ìæòÂÂóäÜÐõÛòÖõ 
  5.1 ÂóääòÛāÅäÈä¬óÈÂóäèõÉòã 
    - ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ äòÛāÅäÈä¬óÈÂóäèõÉòãÉóÂÝú­èõÉòãĀæñÖäèÉëîÛÅèóâÅäÛ×­èÚ   

- æÈÛòÚØ÷ÂèòÚØöć ØöćăÕ­äòÛāÅäÈä¬óÈÂóäèõÉòãĀæñÛòÚØ÷ÂÚČóë¬È ĂÚëâùÕäòÛāÅäÈä¬óÈÂóäèõÉòãÿßøćî
ßõÉóäÔóÅäòĈÈĀäÂĀæñĂÚäñÛÛÑóÚÃ­îâúæÅîâßõèÿÖîä° 

    - äèÛäèâë¬ÈĂì­ÂääâÂóäĀæñÿæÃóÚùÂóäßõÉóäÔó 
5.2 ÂóäÅòÕÿæøîÂāÅäÈä¬óÈÂóäèõÉòã ßõÉóäÔóĀÛÛÿä¬ÈÕ¬èÚ 

   ÂääâÂóäĀæñÿæÃóÚùÂóäÅòÕÿæøîÂāÅäÈä¬óÈÂóäèõÉòãÿßøćîßõÉóäÔóĀÛÛÿä¬ÈÕ¬èÚ ÖóâìæòÂÿÂÔÒ° 
- ÂóäØÛØèÚßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãØöćÿÜĆÚĀÛÛëîÛ×óâìäøîØČóĂÚÂæù¬âÿÜ­óìâóãÜÂÖõ ìäøî

ÿÜĆÚÜäñÿÕĆÚØòćèăÜ āÅäÈä¬óÈÂóäèõÉòãØöćăâ¬îãú¬ĂÚÿÂÔÒ°ÚöĈăÕ­ĀÂ¬ ÂóäØÕëîÛāÜäĀÂäâëùÃáóß 
(Intervention) ÂóäèõÉòãĂÚÂæù¬âÿÜ­óìâóãÿÜäóñÛóÈØòĈÈØóÈä¬óÈÂóãĀæñÉõÖĂÉ ìäøîÂóäèõÉòãĂÚÜäñÿÕĆÚØöćÖ­îÈ
äñâòÕäñèòÈÝæÂäñØÛÿË¬ÚÅèóâäùÚĀäÈĂÚÅäîÛÅäòè ÅèóâÿËøćîØóÈéóëÚó ßåÖõÂääâØóÈÿßé 

- ÂóäĀÂ­ăÃÿßõćâÿÖõâāÅäÈÂóäèõÉòã (Protocol amendment) ØöćăÕ­äòÛîÚùâòÖõăÜĀæ­è āÕãăâ¬ØČóĂì­
ÅèóâÿëöćãÈÃîÈîóëóëâòÅäÿßõćâÃ÷ĈÚâóÂÂè¬ó minimal risk* 
- ÂóäÖ¬îîóãùÂóäîÚùâòÖõāÅäÈÂóäèõÉòãØöćăÕ­äòÛîÚùâòÖõăÜĀæ­èÕ­èãÿìÖùÝæ ÿË¬Ú ÉČóÚèÚÝú­Ü¬èããòÈăâ¬ÅäÛ āÕã

Ö­îÈăâ¬âöÂóäÿÜæöćãÚĀÜæÈÂóäèõÉòãØöćÕČóÿÚõÚÂóäîãú¬ ìäøîÿÜæöćãÚĀÜæÈ ÿßöãÈÿæĆÂÚ­îã 
- ÂóäèõÉòãØöćÂ¬îáãòÚÖäóãăâ¬ÿÂõÚ minimal risk Ö¬îîóëóëâòÅäìäøîÝú­Ü¬èã 
- ÂóäÿÂĆÛÖòèîã¬óÈÿæøîÕÉóÂÝú­ĂìÎ¬ëùÃáóßÕöĀæñăâ¬ÖòĈÈÅääá° Ö­îÈăâ¬ÿÂõÚ 450 âõææõæõÖäĂÚ 12 ëòÜÕóì°Āæñ

Åèóâ×öćăâ¬ÿÂõÚ 2 ÅäòĈÈÖ¬îëòÜÕóì° 

ĀÉ­ÈÝæÂóäßõÉóäÔóÖ¬îÝú­èõÉòã 

ÚČóÿëÚîÝæÂóäßõÉóäÔóĂÚØöć

ÜäñËùâÅÔñÂääâÂóä 

ÂääâÂóäĀæñÿæÃóÚùÂóä 

ÜäñÙóÚ 

ÂóäÖòÕëõÚ ÅÔñÂääâÂóäØöćăÕ­äòÛâîÛìâóã 
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- ÂóäÿÂĆÛÖòèîã¬óÈËöèáóßëČóìäòÛÂóäèõÉòãāÕãèõÙöăâ¬äùÂæČĈó (Non-invasive method) 
- ÂóäÿÂĆÛäèÛäèâÃ­îâúæāÕãèõÙöăâ¬äùÂæČĈó (Non-invasive method) ØöćĂË­ÜäñÉČóĂÚÿèËÜÐõÛòÖõ Øöćăâ¬âöÂóäÖäèÉ

ØóÈäòÈëö ×­óâöÂóäĂË­îùÜÂäÔ°ÂóäĀßØã° îùÜÂäÔ°ÚòĈÚÖ­îÈÝ¬óÚÂóääòÛäîÈĀæñÜäñÿâõÚÅèóâÜæîÕáòãĀæñ
ÜäñëõØÙõáóßâóĀæ­è 

- ÂóäèõÉòãÿÂöćãèÂòÛèòëÕù (Ã­îâúæ ÿîÂëóä äóãÈóÚ ìäøîÖòèîã¬óÈë¬ÈÖäèÉ) Ì÷ćÈÿÂĆÛäèÛäèâăè­Āæ­è ìäøîÂČóæòÈ
ÉñÿÂĆÛÿßöãÈÿßøćîèòÖ×ùÜäñëÈÅ°îøćÚØöćăâ¬ĂË¬èõÉòã ÿË¬Ú ÂóäèõÚõÉÊòã ÂóääòÂêó 

* Minimal risk ìâóã×÷È āîÂóëĀæñÃÚóÕÃîÈáãòÚÖäóãìäøîÅèóâăâ¬ëÛóãØöćÅóÕìèòÈÉóÂÂóäèõÉòã ăâ¬
ÿÂõÚăÜÉóÂĂÚËöèõÖÜäñÉČóèòÚ ìäøîÂóäÖäèÉìäøîØÕëîÛØóÈä¬óÈÂóã ìäøîÉõÖĂÉÖóâÜÂÖõèõëòã 

5.3 ÃòĈÚÖîÚÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãĀÛÛÿä¬ÈÕ¬èÚ 
   ÂääâÂóäØöćăÕ­äòÛÂóäâîÛìâóãÉóÂÜäñÙóÚìäøîÂääâÂóäĀæñÿæÃóÚùÂóä îã¬óÈÚ­îã 2 ÅÚØöćăâ¬âöë¬èÚăÕ­
ë¬èÚÿëöãÂòÛāÅäÈä¬óÈÂóäèõÉòã ØÛØèÚÖóâĀÚèØóÈÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÿÃ­óßõÉóäÔóÅäòĈÈĀäÂ  
ÂääâÂóä 2 ÅÚ ßõÉóäÔóÖòÕëõÚāÕãë¬ÈÝæÂóäßõÉóäÔóáóãĂÚ 7 èòÚìæòÈăÕ­äòÛÿîÂëóä 
  ÝæÂóäßõÉóäÔó 

- ÂäÔöÂääâÂóäØòĈÈ 2 ÅÚßõÉóäÔóîÚùâòÖõāÅäÈä¬óÈÂóäèõÉòã Ăì­ÂääâÂóäĀæñÿæÃóÚùÂóääèÛäèâÚČóÿëÚî
ÜäñÙóÚÂääâÂóäÿßøćîßõÉóäÔóĀæñæÈÚóâĂÚÿîÂëóäÂóäîÚùâòÖõ Āæñë¬ÈÛòÚØ÷ÂĀÉ­ÈÝæÂóäßõÉóäÔóĀÂ¬Ýú­èõÉòãāÕã
îÙõÂóäÛÕöæÈÚóâĂÚìÚòÈëøîÚČóë¬È 

- ÂäÔöÂääâÂóäâöâÖõĂì­ÜäòÛÜäùÈĀÂ­ăÃ ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ Éñë¬ÈÃ­îÿëÚîĀÚñĂì­Ýú­èõÉòãĀÂ­ăÃĀæñë¬ÈÂæòÛ
áóãĂÚ 14 èòÚØČóÂóä Ì÷ćÈÿÉ­óìÚ­óØöć Éñë¬ÈĂì­ÂääâÂóäÅÚÿÕõâßõÉóäÔó 

- ÂäÔöâöÂääâÂóäìÚ÷ćÈØ¬óÚĂì­ÚČóÿÃ­óßõÉóäÔóĂÚØöćÜäñËùâ Ăì­ÂääâÂóäĀæñÿæÃóÚùÂóäÚČóāÅäÈä¬óÈÂóäèõÉòã
ÚòĈÚÿÃ­óßõÉóäÔóĂÚØöćÜäñËùâÅÔñÂääâÂóä 
   - ÜäñÙóÚÂääâÂóäÚČóāÅäÈä¬óÈÂóäèõÉòãØöćăÕ­äòÛîÚùâòÖõÉóÂÂóäßõÉóäÔóĀÛÛÿä¬ÈÕ¬èÚĀÉ­ÈÖ¬îØöćÜäñËùâ
ÅÔñÂääâÂóä 

- ÂäñÛèÚÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãĀÛÛÿä¬ÈÕ¬èÚăâ¬ÅèäĂË­ÿèæóÚóÚÂè¬ó 4 ëòÜÕóì° ìæòÈäòÛāÅäÈä¬óÈ
ÂóäèõÉòãØöćâöÅèóâÅäÛ×­èÚÖóâØöćÅÔñÂääâÂóäÂČóìÚÕ 
  5.4 ĀÉ­ÈÝæÂóäßõÉóäÔóÖ¬îÝú­èõÉòã 

- ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ë¬ÈÛòÚØ÷ÂĀÉ­ÈÝæÂóäßõÉóäÔóĀÂ¬Ýú­èõÉòã æÈÚóâāÕãÜäñÙóÚ 
6. ÅČóÚõãóâ 
 -   
7. áóÅÝÚèÂ 
 - 
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8. ÿîÂëóäî­óÈîõÈ 
8.1 ÂäâîÚóâòã ÂäñØäèÈëóÙóäÔëùÃ. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãÂäâîÚóâòã ÊÛòÛØöć 1.1 

ß.é. 2562. 
 8.2 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãâìõÕæ. ĀÚèØóÈÂóäÕČóÿÚõÚÈóÚÃîÈ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚËùÕÂæóÈ âìóèõØãóæòãâìõÕæ ß.é. 2561.  

8.3 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚâìóèõØãóæòãÿËöãÈĂìâ¬. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ. 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãÿËöãÈĂìâ¬. ß.é. 2561. 

8.4 âìóèõØãóæòãÿèëÿØõä°Ú. ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°. ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
âìóèõØãóæòãÿèëÿØõä°Ú. ß.é. 2560. 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.11/01 

ÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÂæòÛÿÃ­óâóáóãìæòÈÂóäÜäòÛÜäùÈĀÂ­ăÃ 
Review of Resubmitted Research Protocol 

ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
  ÿßøćîÿÜĆÚĀÚèØóÈÜÐõÛòÖõĂÚÂóäØÛØèÚĀæñßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÂæòÛÿÃ­óâó áóãìæòÈÉóÂ
ÜäòÛÜäùÈĀÂ­ăÃÖóâÃ­îÿëÚîĀÚñÃîÈÅÔñÂääâÂóä 
2. ÃîÛÿÃÖ 
  èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÅäîÛÅæùâÂóäØÛØèÚāÅäÈä¬óÈÂóäèõÉòãØöćÅÔñÂääâÂóäÿÅãßõÉóäÔóĀæñâöâÖõ (1) 
Ăì­ÜäòÛÜäùÈĀÂ­ăÃÿßøćîîÚùâòÖõ ìäøî (2) ÜäòÛÜäùÈĀÂ­ăÃĀæñÚČóÿÃ­óßõÉóäÔóĂìâ¬ 
3. ÅèóâäòÛÝõÕËîÛ 
  ÜäñÙóÚ/ÂääâÂóäĀæñÿæÃóÚùÂóä âöìÚ­óØöćÖäèÉëîÛÅèóâÅäÛ×­èÚÃîÈāÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÂæòÛÿÃ­óâó
ĀæñĀÉ­ÈĂì­ÅÔñÂääâÂóäØäóÛè¬ó ÿÜĆÚāÅäÈä¬óÈÂóäèõÉòãØöćÿÅãăÕ­äòÛÂóäßõÉóäÔóĀæñÅÔñÂääâÂóäâöâÖõ (1) Ăì­
ÜäòÛÜäùÈĀÂ­ăÃÿßøćîîÚùâòÖõ ìäøî (2) ÜäòÛÜäùÈĀÂ­ăÃĀæñÚČóÿÃ­óßõÉóäÔóĂìâ¬ ßä­îâØòĈÈĀÚÛâÖõØöćÜäñËùâĂÚÂóä
ßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãÅäòĈÈĀäÂ 
4. ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóäÂóäÜÐõÛòÖõ 
 

 

 
1  
 
 
2       

 
         
3     
 
 
4       
 

ÖäèÉëîÛÂóäĀÂ­ăÃāÅäÈä¬óÈÂóä

èõÉòãÖóââÖõØöćÜäñËùâÅäòĈÈĀäÂ 

ÂääâÂóäØöćăÕ­äòÛâîÛìâóã 

ØÛØèÚāÅäÈä¬óÈÂóäèõÉòã  
Ýú­ØÛØèÚØöćăÕ­äòÛâîÛìâóã 

äòÛ/ÖäèÉëîÛÅèóâÅäÛ×­èÚ

ÿîÂëóäāÅäÈä¬óÈÂóäèõÉòãÊÛòÛ

ĀÂ­ăÃ 

ÂääâÂóä/ÿæÃóÚùÂóä/ ÿÉ­óìÚ­óØöć 

âîÛìâóãāÅäÈä¬óÈÂóäèõÉòãĂì­

ÂääâÂóäìäøîÝú­ÿËöćãèËóÎØÛØèÚ 

ÜäñÙóÚ/ÂääâÂóäĀæñ

ÿæÃóÚùÂóä 
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5 
 
        
6  
        
        
7 
 

 
5. ìæòÂÂóäÜÐõÛòÖõ 

5.1 ÂóääòÛĀæñÖäèÉëîÛÅèóâÅäÛ×­èÚÃîÈāÅäÈä¬óÈÂóäèõÉòã 
   - ëČóìäòÛāÅäÈä¬óÈÂóäèõÉòãØöćÜäòÛÜäùÈĀÂ­ăÃÿßøćîîÚùâòÖõ Ăì­Ýú­èõÉòãë¬ÈāÅäÈä¬óÈÂóäèõÉòãØöćÜäòÛÜäùÈ ĀÂ­ăÃĀæ­è 
ÉČóÚèÚ 3 ËùÕ ßä­îâäñÛùë¬èÚØöćĀÂ­ăÃĂì­ËòÕÿÉÚ 
  - ëČóìäòÛāÅäÈä¬óÈÂóäèõÉòãØöćÜäòÛÜäùÈĀÂ­ăÃĀæñÚČóÿÃ­óßõÉóäÔóĂìâ¬ Ăì­Ýú­èõÉòãë¬ÈāÅäÈä¬óÈÂóäèõÉòãØöć
ÜäòÛÜäùÈĀÂ­ăÃĀæ­è ÉČóÚèÚ 9 ËùÕ 
   - ÂääâÂóäĀæñÿæÃóÚùÂóäÖäèÉëîÛāÅäÈä¬óÈÂóäèõÉòã āÕãĂË­ĀÛÛÂóäÖäèÉëîÛÅèóâÅäÛ×­èÚÃîÈāÅäÈ
ä¬óÈÂóäèõÉòã (ĀÛÛ ÉÙ.Åâ.09-01) 
   - ÂäÔöāÅäÈä¬óÈÂóäèõÉòãâöÃ­îâúæìäøîÿîÂëóäăâ¬ÅäÛ×­èÚ ÂääâÂóäĀæñÿæÃóÚùÂóäë¬ÈāÅäÈä¬óÈÂóäèõÉòãÅøÚ
Ăì­ĀÂ¬Ýú­èõÉòãÿßøćîĀÂ­ăÃÿßõćâÿÖõâĂì­ÅäÛ×­èÚ 
   - ÂäÔöāÅäÈä¬óÈÂóäèõÉòãâöÃ­îâúæìäøîÿîÂëóäÅäÛ×­èÚ ÂääâÂóäĀæñÿæÃóÚùÂóäæÈèòÚØöćØöćăÕ­äòÛāÅäÈä¬óÈ
ÂóäèõÉòãĂÚëâùÕäòÛÿîÂëóäāÅäÈä¬óÈÂóäèõÉòã ĀæñÛòÚØ÷ÂÃ­îâúæĂÚäñÛÛÑóÚÃ­îâúæÅîâßõèÿÖîä° 

5.2 ÂóäâîÛìâóãāÅäÈä¬óÈÂóäèõÉòãĂì­ÂääâÂóä ìäøîÝú­ÿËöćãèËóÎØÛØèÚ 
   - āÅäÈä¬óÈÂóäèõÉòãØöćÜäòÛÜäùÈĀÂ­ăÃÿßøćîîÚùâòÖõ ÜäñÙóÚĀæñÂääâÂóäĀæñÿæÃóÚùÂóäÉòÕë¬ÈāÅäÈä¬óÈÂóä
èõÉòãĂì­ÂääâÂóäØöćăÕ­äòÛâîÛìâóãÉóÂÜäñÙóÚÂääâÂóä ÿÜĆÚØöćÜä÷ÂêóÃîÈāÅäÈä¬óÈÂóäèõÉòãÚòĈÚ ØÛØèÚĂì­
ÅèóâÿìĆÚ 
   - āÅäÈä¬óÈÂóäèõÉòãØöćÜäòÛÜäùÈĀÂ­ăÃĀæñÚČóÿÃ­óßõÉóäÔóĂìâ¬ ÜäñÙóÚĀæñÂääâÂóäĀæñÿæÃóÚùÂóä
âîÛìâóãāÅäÈä¬óÈÂóäèõÉòãĂì­ÂääâÂóä ĂÚØČóÚîÈÿÕöãèÂòÛāÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÿÃ­óâóßõÉóäÔóÅäòĈÈĀäÂ (Õú      
ÉÙ.Åâ.09-01 ÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãÅäòĈÈĀäÂ) 

ÜäñËùâÅÔñÂääâÂóä ÿßøćî

ßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòã 

ÅÔñÂääâÂóäØöćăÕ­äòÛ

âîÛìâóã 

ĀÉ­ÈÝæÂóäßõÉóäÔóĀÂ¬Ýú­èõÉòã ÜäñÙóÚ/ÂääâÂóäĀæñ

ÿæÃóÚùÂóä 

ÿÂĆÛÿîÂëóäØöćÿÂöćãèÂòÛāÅäÈä¬óÈÂóäèõÉòã

  

ÂääâÂóäĀæñÿæÃóÚùÂóä 
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5.3 ÂóäØÛØèÚāÅäÈä¬óÈÂóäèõÉòã 
   āÅäÈä¬óÈÂóäèõÉòãØöćÜäòÛÜäùÈĀÂ­ăÃÿßøćîîÚùâòÖõ 

- ÂäÔöØöćÜäòÛÜäùÈĀÂ­ăÃāÅäÈä¬óÈÂóäèõÉòãĀæ­è ÂääâÂóäØöćÜä÷ÂêóÃîÈāÅäÈä¬óÈÂóäèõÉòãî¬óÚØÛØèÚĀæñ
ÚČóÿëÚîÜäñÙóÚ ÿßøćîæÈÚóâîÚùâòÖõ 

- ÂäÔöØöćÅèäÜäòÛÜäùÈĀÂ­ăÃāÅäÈä¬óÈÂóäèõÉòãÿßõćâÿÖõâ ÂääâÂóäØöćÜä÷ÂêóÃîÈāÅäÈä¬óÈÂóäèõÉòãĂì­
ÅČóĀÚñÚČóÖóâÅèóâÿìâóñëâ 
   āÅäÈä¬óÈÂóäèõÉòãØöćÜäòÛÜäùÈĀÂ­ăÃĀæñÚČóÿÃ­óßõÉóäÔóĂìâ¬ ÂääâÂóä ìäøîÝú­ÿËöćãèËóÎØöćăÕ­äòÛâîÛìâóã
ØÛØèÚāÅäÈä¬óÈÂóäèõÉòã èõÿÅäóñì° ĀæñëäùÜÿßøćîÿÖäöãâÚČóÿëÚîÃ­îÅõÕÿìĆÚĂÚØöćÜäñËùâÅÔñÂääâÂóäĂÚØČóÚîÈ
ÿÕöãèÂòÛāÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÿÃ­óâóßõÉóäÔóÅäòĈÈĀäÂ (Õú ÉÙ.Åâ.09-01 ÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãÅäòĈÈĀäÂ) 

5.4 ÂóäÜäñËùâÅÔñÂääâÂóä ÿßøćîßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòã 
   āÅäÈä¬óÈÂóäèõÉòãØöćÜäòÛÜäùÈĀÂ­ăÃÿßøćîîÚùâòÖõ 

- ÜäñÙóÚĀÉ­ÈËøćîāÅäÈä¬óÈÂóäèõÉòãĂì­ÅÔñÂääâÂóäØäóÛ 
   āÅäÈä¬óÈÂóäèõÉòãØöćÜäòÛÜäùÈĀÂ­ăÃĀæñÚČóÿÃ­óßõÉóäÔóĂìâ¬ 

- ÕČóÿÚõÚÂóäĂÚØČóÚîÈÿÕöãèÂòÛÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÿÃ­óâóßõÉóäÔóÅäòĈÈĀäÂ(Õú ÉÙ.
Åâ.09-01 ÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãÅäòĈÈĀäÂ) 
5.5 ÂóäĀÉ­ÈÝæÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòã 

   - ÂääâÂóäĀæñÿæÃóÚùÂóäÿÖäöãâÉÕìâóãĀÉ­ÈÝæÂóäßõÉóäÔóĀÂ¬Ýú­èõÉòã āÕãÖäèÉëîÛÅèóâ×úÂÖ­îÈÃîÈ
Ã­îâúæĀæñáóêóÂ¬îÚĂì­ÜäñÙóÚÂääâÂóäæÈÚóâ 
   - ë¬ÈÉÕìâóãĀÉ­ÈÝæÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãĂì­Ýú­èõÉòãáóãĂÚ 7 èòÚØČóÂóä ìæòÈÂóäÜäñËùâāÕãæÈ
èòÚØöćØöćăÕ­äòÛÂóäßõÉóäÔóæÈÚóâāÕãÅÔñÂääâÂóä 
   - ÕČóÿÚõÚÂóäĂÚØČóÚîÈÿÕöãèÂòÛÂóäĀÉ­ÈÝæÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÿÃ­óâóßõÉóäÔóÅäòĈÈĀäÂ (Õú 
ÉÙ.Åâ.09-01 ÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãÅäòĈÈĀäÂ) 

5.6 ÂóäÿÂĆÛÿîÂëóäÿÂöćãèÂòÛāÅäÈä¬óÈÂóäèõÉòã 
   -ÿâøćîëõĈÚëùÕÂóäÜäñËùâ ÂääâÂóäĀæñÿæÃóÚùÂóäÿÂĆÛäèÛäèâÿîÂëóäāÅäÈä¬óÈÂóäèõÉòãÊÛòÛĀÂ­ăÃØöćë¬ÈÿÃ­ó
âóĂìâ¬ÿÃ­óĀà­âāÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÿÃ­óßõÉóäÔóÅäòĈÈĀäÂ 
   -ÿÂĆÛāÅäÈä¬óÈÂóäèõÉòãØöćăÕ­äòÛÂóäßõÉóäÔóĂÚÖú­ÿîÂëóäĂÚì­îÈØöćÜæîÕáòãĀæñÉČóÂòÕÝú­ÿÃ­ó×÷ÈÃ­îâúæ 
 
6. ÅČóÚõãóâ 
 - 
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7. áóÅÝÚèÂ 
 ÉÙ.Åâ.09-01 ĀÛÛÖäèÉëîÛÅèóâÅäÛ×­èÚÃîÈāÅäÈÂóäèõÉòãØöćë¬ÈÿÃ­óâóßõÉóäÔó 
 ÉÙ.Åâ.11-01 ĀÛÛäóãÈóÚë¬èÚĀÂ­ăÃÿßõćâÿÖõâÖóââÖõÅÔñÂääâÂóä 

8. ÿîÂëóäî­óÈîõÈ 
8.1 ÂäâîÚóâòã ÂäñØäèÈëóÙóäÔëùÃ. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãÂäâîÚóâòã ÊÛòÛØöć 1.1 

ß.é. 2562. 
 8.2 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãâìõÕæ. ĀÚèØóÈÂóäÕČóÿÚõÚÈóÚÃîÈ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚËùÕÂæóÈ âìóèõØãóæòãâìõÕæ ß.é. 2561.  

8.3 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚâìóèõØãóæòãÿËöãÈĂìâ¬. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ. 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãÿËöãÈĂìâ¬. ß.é. 2561. 

8.4 âìóèõØãóæòãÿèëÿØõä°Ú. ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°. ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
âìóèõØãóæòãÿèëÿØõä°Ú. ß.é. 2560. 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.12/01 

ÂóäßõÉóäÔóë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòã 
Review of Research Protocol Amendment 

ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
  ÿßøćîÂČóìÚÕè¬ó ÅÔñÂääâÂóäÅèäØÛØèÚÂóäĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòã (Protocol amendment) Āæñ
ÅèäÕČóÿÚõÚÂóäîã¬óÈăä 
2. ÃîÛÿÃÖ 
  èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÅäîÛÅæùâÂóäØÛØèÚāÅäÈä¬óÈÂóäèõÉòãØöćăÕ­äòÛÂóäßõÉóäÔóîÚùâòÖõÉóÂ
ÅÔñÂääâÂóä ĀÖ¬âöÂóäĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòãĂÚÿèæóÖ¬îâó ĀæñÝú­èõÉòãë¬ÈäóãÈóÚÿßøćîÿëÚîĂì­
ÅÔñÂääâÂóäßõÉóäÔóîÚùâòÖõ Â¬îÚÕČóÿÚõÚÂóäÖóâØöćăÕ­ĀÂ­ăÃÿßõćâÿÖõâ 
3. ÅèóâäòÛÝõÕËîÛ 
  ÂääâÂóäĀæñÿæÃóÚùÂóäâöìÚ­óØöćÛäõìóäÉòÕÂóäÿßøćîĂì­âöÂóäØÛØèÚāÅäÈä¬óÈÂóäèõÉòãāÕãÂääâÂóä ìäøî
Ýú­ÿËöćãèËóÎÝú­ØÛØèÚāÅäÈä¬óÈÂóäèõÉòãÅäòĈÈĀäÂ 
4. ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóäÂóäÜÐõÛòÖõ 
 

 

 
1  
 
 
2       

 
 

         
3     
 
 
 

  

ÂóääòÛë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòã ÿÉ­óìÚ­óØöć 

ÂóäâîÛìâóãĂì­ÂääâÂóä/Ýú­ÿËöćãèËóÎ 

ØÛØèÚ 

ÜäñÙóÚ/ÂääâÂóäĀæñ

ÿæÃóÚùÂóä 

ÂóäØÛØèÚë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòã ÂääâÂóä/Ýú­ÿËöćãèËóÎØöć

ăÕ­äòÛâîÛìâóã 
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4       
 
 
5 
 
        
6  
  
       
 

5. ìæòÂÂóäÜÐõÛòÖõ 
  5.1 ÂóääòÛë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòã 

ÿâøćîâöÂóäĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòãÝú­èõÉòãÖ­îÈë¬ÈäóãÈóÚÿßøćîÿëÚîĂì­ÅÔñÂääâÂóäßõÉóäÔóîÚùâòÖõ
Â¬îÚÕČóÿÚõÚÂóäÖóâØöćăÕ­ĀÂ­ăÃÿßõćâÿÖõâ āÕãë¬ÈäóãÈóÚë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòãÖóâĀÛÛäóãÈóÚÂóä
ĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòã (ĀÛÛ ÉÙ.Åâ.12-01) 
  5.2 ÂóäâîÛìâóãĂì­ÂääâÂóäìäøîÝú­ÿËöćãèËóÎ ØÛØèÚë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòã 

ÜäñÙóÚÂääâÂóäâîÛìâóãĂì­ÂääâÂóäìäøîÝú­ÿËöćãèËóÎØöćÿÅãØÛØèÚĂÚÅäòĈÈĀäÂ ÿÜĆÚÝú­ØÛØèÚ 
5.3 ÂóäØÛØèÚë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòã 

   - ÂóäØÛØèÚë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòãâöìæòÂÂóäÿË¬ÚÿÕöãèÂòÛÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãØöć
ë¬ÈÿÃ­óßõÉóäÔóÅäòĈÈĀäÂ 
   - ë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòãØöćĀÂ­ăÃÿæĆÂÚ­îãìäøîăâ¬âöÂóäÿßõćâÅèóâÿëöćãÈÖ¬îîóëóëâòÅäØöćÿÃ­óä¬èâ
āÅäÈÂóäèõÉòã îóÉßõÉóäÔóĀÛÛÿä¬ÈäòÕ 
   - ë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòãØöćâöÂóäÿÜæöćãÚĀÜæÈäñÿÛöãÛèõÙöÂóäèõÉòã ĀæñìäøîâöÂóäÿÜæöćãÚĀÜæÈ
ØöćîóÉÿßõćâÅèóâÿëöćãÈÖ¬îîóëóëâòÅäØöćÿÃ­óä¬èâāÅäÈÂóäèõÉòã Ö­îÈßõÉóäÔóāÕãØöćÜäñËùâÅÔñÂääâÂóä 
   - ë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòãØöćÿëÚîÖ¬îÜäñÙóÚÂääâÂóäĀæñîÚùâòÖõāÕãăâ¬Ö­îÈÝ¬óÚÂóäßõÉóäÔó
ĂÚØöćÜäñËùâÅÔñÂääâÂóä Ö­îÈĀÉ­ÈĂì­ÅÔñÂääâÂóäĂÚØöćÜäñËùâØäóÛ 

5.4 ÂóäßõÉóäÔóë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòãāÕãÅÔñÂääâÂóä 

ÂóäßõÉóäÔóāÕãÅÔñÂääâÂóä ÅÔñÂääâÂóä 

ÂóäĀÉ­ÈÝæßõÉóäÔóĀÂ¬Ýú­èõÉòã 

ÂóäÉòÕÿÂĆÛāÅäÈä¬óÈèõÉòãØöćâöÂóä

ĀÂ­ăÃÿßõćâÿÖõâ 

ÜäñÙóÚ/ÂääâÂóäĀæñ

ÿæÃóÚùÂóä 

ÜäñÙóÚ/ÂääâÂóäĀæñ

ÿæÃóÚùÂóä 
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   - ÜäñÙóÚÂääâÂóä âîÛìâóãĂì­ÂääâÂóä ìäøîÝú­ÿËöćãèËóÎØöćÿÅãØÛØèÚāÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÿÃ­ó
ßõÉóäÔóÅäòĈÈĀäÂ ÿÜĆÚÝú­ØÛØèÚ 
   - ÂóäÜäñËùâÅÔñÂääâÂóäÿßøćîßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòã ÿÜĆÚăÜĂÚØČóÚîÈÿÕöãèÂòÛāÅäÈä¬óÈÂóäèõÉòãØöćë¬È
ÿÃ­óßõÉóäÔóÅäòĈÈĀäÂ (Õú ÉÙ.Åâ.09-01 ÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãÅäòĈÈĀäÂ) 
   ÝæÂóäßõÉóäÔóë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòã äñÛùÿÜĆÚÃ­îĂÕÃ­îìÚ÷ćÈ ÕòÈÖ¬îăÜÚöĈ 

- îÚùâòÖõ ìâóã×÷È Ýú­èõÉòãëóâóä×ÕČóÿÚõÚÂóäèõÉòãÖóâāÅäÈä¬óÈÂóäèõÉòãØöćâöÂóäĀÂ­ăÃÿßõćâÿÖõâ 
- ÜäòÛÜäùÈĀÂ­ăÃ ÿßøćîîÚùâòÖõ ìâóã×÷È Ýú­èõÉòãÖ­îÈÕČóÿÚõÚÂóäÿÜæöćãÚĀÜæÈāÅäÈä¬óÈÂóäèõÉòãØöć

äóãÈóÚÂóäĀÂ­ăÃÿßõćâÿÖõâÖóâÃ­îĀÚñÚČóÃîÈÅÔñÂääâÂóä ìäøîĂì­Ã­îâúæÿßõćâÿÖõâÖóâØöćä­îÈÃîÿßøćîÚČóÿÃ­ó
ßõÉóäÔóĂìâ¬ĂÚØöćÜäñËùâÅÔñÂääâÂóä 

- ăâ¬îÚùâòÖõ ìâóã×÷È Ýú­èõÉòãăâ¬ăÕ­äòÛîÚùÎóÖĂì­ĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòã ĀÖ¬ëóâóä×
ÕČóÿÚõÚÂóäèõÉòãÖ¬îăÜ ÖóâāÅäÈä¬óÈÂóäèõÉòãØöćăÕ­äòÛÂóäßõÉóäÔóîÚùâòÖõÂ¬îÚìÚ­óÚöĈ  
5.5 ÂóäĀÉ­ÈÝæÂóäßõÉóäÔóÖ¬îÝú­èõÉòã 

   - ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ÿÖäöãâÉÕìâóãĀÉ­ÈÝæÂóäßõÉóäÔóĀÂ¬Ýú­èõÉòã (ĀÛÛ ÉÙ.Åâ.11-01) āÕãÖäèÉëîÛ
Åèóâ×úÂÖ­îÈÃîÈÃ­îâúæĀæñáóêóÂ¬îÚ 
   - ĂÚÂäÔö ́îÚùâòÖõµ ÉÕìâóãĀÉ­ÈÝæÖ­îÈÜäñÂîÛÕ­èã ÝæÂóäßõÉóäÔóîÚùâòÖõ èòÚØöćßõÉóäÔóîÚùâòÖõĀæñæÈ
ÚóâāÕãÜäñÙóÚ ÅÔñÂääâÂóä 
   - ĂÚÂäÔö ́Ăì­ÜäòÛÜäùÈĀÂ­ăÃÿßøćîÚČóÿÃ­óßõÉóäÔóĂìâ¬µ ÉÕìâóãĀÉ­ÈÝæÖ­îÈÜäñÂîÛÕ­èã ÝæÂóäßõÉóäÔó 
èòÚØöćßõÉóäÔóîÚùâòÖõ Ã­îÿëÚîĀÚñÃîÈÅÔñÂääâÂóä/Ýú­ÿËöćãèËóÎ ĀæñæÈÚóâāÕãÜäñÙóÚÂääâÂóä 
   - ĂÚÂäÔöẮì­ÜäòÛÜäùÈĀÂ­ăÃÿßøćîîÚùâòÖõµ Ýú­èõÉòãÖ­îÈë¬ÈāÅäÈä¬óÈÂóäèõÉòãØöćĀÂ­ăÃÖóâÃ­îĀÚñÚČóáóãĂÚ14 
èòÚØČóÂóäÚòÛÉóÂèòÚØöćăÕ­äòÛ ÿßøćîÂóäÖäèÉëîÛĀæñÚČóÿëÚîÖ¬îÜäñÙóÚÂääâÂóäÿßøćîîÚùâòÖõ 
   - ĂÚÂäÔö ́ăâ¬îÚùâòÖõµ ÉÕìâóãĀÉ­ÈÝæÖ­îÈÜäñÂîÛÕ­èã ÝæÂóäßõÉóäÔó èòÚØöćßõÉóäÔóîÚùâòÖõ ÿìÖùÝæÃîÈ
Âóäăâ¬îÚùâòÖõ ĀæñæÈÚóâāÕãÜäñÙóÚÂääâÂóä ØòĈÈÚöĈÖ­îÈâöÃ­îÅèóâè¬ó ́Ø¬óÚëóâóä×ä­îÈÃîÿßøćîØäóÛÿìÖùÝæĀæñ
äóãæñÿîöãÕĂÚÂóäßõÉóäÔóÃîÈÅÔñÂääâÂóä āÕãĀÉ­ÈÅèóâÉČóÚÈĀæñÿìÖùÝæĂÚÂóää­îÈÃîÖ¬îÜäñÙóÚÂääâÂóä 
ÿÜĆÚæóãæòÂêÔ°îòÂêäµ 
  5.6 ÂóäÿÂĆÛÿîÂëóäÿÂöćãèÂòÛāÅäÈä¬óÈÂóäèõÉòã 

- ÿâøćîëõĈÚëùÕÂóäÜäñËùâ ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚÅÔñÂääâÂóäÿÂĆÛäèÛäèâäóãÈóÚë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈ
ä¬óÈÂóäèõÉòã ÿÃ­óÂòÛāÅäÈä¬óÈÂóäèõÉòãØöćăÕ­äòÛÂóäßõÉóäÔóîÚùâòÖõĂÚÅäòĈÈĀäÂ ĀæñÛòÚØ÷ÂÃ­îâúæĂÚäñÛÛÑóÚ
Ã­îâúæÅîâßõèÿÖîä° 
6. ÅČóÚõãóâ 
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ë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòã ÂóäÿÜæöćãÚĀÜæÈĀæñîÙõÛóãäóãæñÿîöãÕÿßõćâÿÖõâÿÜĆÚØóÈÂóä 
(Protocol amendments) ÃîÈāÅäÈä¬óÈÂóäèõÉòã āÕãØČóÿÜĆÚæóãæòÂêÔ°îòÂêä 

 
7. áóÅÝÚèÂ 

 ĀÛÛ ÉÙ.Åâ.12-01 ĀÛÛäóãÈóÚë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòã 
 ĀÛÛ ÉÙ.Åâ.11-01 ÝæÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòã 

8. ÿîÂëóäî­óÈîõÈ 
8.1 ÂäâîÚóâòã ÂäñØäèÈëóÙóäÔëùÃ. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãÂäâîÚóâòã ÊÛòÛØöć 1.1 

ß.é. 2562. 
 8.2 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãâìõÕæ. ĀÚèØóÈÂóäÕČóÿÚõÚÈóÚÃîÈ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚËùÕÂæóÈ âìóèõØãóæòãâìõÕæ ß.é. 2561.  

8.3 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚâìóèõØãóæòãÿËöãÈĂìâ¬. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ. 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãÿËöãÈĂìâ¬. ß.é. 2561. 

8.4 âìóèõØãóæòãÿèëÿØõä°Ú. ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°. ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
âìóèõØãóæòãÿèëÿØõä°Ú. ß.é. 2560. 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.13/01 

ÂóäßõÉóäÔóäóãÈóÚÅèóâÂ­óèìÚ­óāÅäÈÂóäèõÉòã 
Continuing Review of Research Protocol 

ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
   - ÿßøćîÂČóìÚÕèõÙöÂóäßõÉóäÔóäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòãØöćăÕ­äòÛîÚùâòÖõÉóÂÅÔñÂääâÂóä 
   - ÿßøćîßõØòÂê°ëõØÙõĀæñÅèóâÿÜĆÚîãú¬ØöćÕöÃîÈîóëóëâòÅäØöćÿÃ­óä¬èâāÅäÈÂóäèõÉòãîã¬óÈÖ¬îÿÚøćîÈ ĂÚÂóäØÛØèÚ
äóãÈóÚÅèóâÂ­óèìÚ­óāÅäÈÂóäèõÉòã 
2. ÃîÛÿÃÖ 
  èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÅäîÛÅæùâÂóäØÛØèÚäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòãĂÚË¬èÈÿèæóØöćÿìâóñëâ
ÂòÛÅèóâÿëöćãÈØöćîóÉÿÂõÕÃ÷ĈÚĀÂ¬îóëóëâòÅä ÅèóâÿÜäóñÛóÈìäøîî¬îÚĀîÃîÈîóëóëâòÅä äúÜĀÛÛÃîÈÂóäèõÉòã Āæñ
äñãñÿèæóØöćØČóèõÉòã 
3. ÅèóâäòÛÝõÕËîÛ 
   - ÂääâÂóäĀæñÿæÃóÚùÂóäâöìÚ­óØöćĀÉ­ÈÿÖøîÚÅÔñÂääâÂóäĀæñÝú­èõÉòã×÷ÈÂČóìÚÕÂóääóãÈóÚÅèóâÂ­óèìÚ­ó
ÃîÈÂóäèõÉòã 
   - ÅÔñÂääâÂóäâöìÚ­óØöćÂČóìÚÕÅèóâ×öćÃîÈäóãÈóÚÅèóâÂ­óèìÚ­óāÅäÈÂóäèõÉòã 
   - ÂääâÂóäØöćăÕ­äòÛâîÛìâóãÉóÂÜäñÙóÚÅÔñÂäâÂóäâöìÚ­óØöćØÛØèÚĀæñëäùÜäóãÈóÚÅèóâÂ­óèìÚ­ó
ÃîÈÂóäèõÉòã ÂóäÿÜæöćãÚĀÜæÈĀìæ¬ÈØùÚ ÂóäĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòã ÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ°ä­óãĀäÈĀæñ
ăâ¬ä­óãĀäÈ Ã­îâúæĂìâ¬ÿÂöćãèÃ­îÈÂòÛÝæÜäñāãËÚ°ìäøîÅèóâÿëöćãÈÃîÈîóëóëâòÅä ĀæñÜòÎìóìäøîÅèóâÿìĆÚÿËõÈæÛ
ÃîÈËùâËÚìäøîîóëóëâòÅä (ĀÛÛ ÉÙ.Åâ.13-01) 
4. ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóäÂóäÜÐõÛòÖõ 
 

 

 

 
1  
 
 
2       

 

ÂČóìÚÕèòÚë¬ÈäóãÈóÚ

ÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã 
ÜäñÙóÚ/ÂääâÂóäĀæñ

ÿæÃóÚùÂóä 

ĀÉ­ÈÿÖøîÚĂì­ë¬ÈäóãÈóÚÅèóâÂ­óèìÚ­ó

ÃîÈÂóäèõÉòã 

ÜäñÙóÚ/ÂääâÂóäĀæñ

ÿæÃóÚùÂóä 
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3     
 
 
4       
 
 
 
 
5 
 
        
6  
        
 
 
7 
 
        
8  
 

 
5. ìæòÂÂóäÜÐõÛòÖõ 

5.1 ÂóäÂČóìÚÕèòÚë¬ÈäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã 
   - ÂČóìÚÕèòÚë¬ÈäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã Ã÷ĈÚÂòÛÅèóâ×öćĂÚÂóääóãÈóÚÖóââÖõÅÔñÂääâÂóäÚòÛ
ÉóÂèòÚØöćîÚùâòÖõāÅäÈä¬óÈÂóäèõÉòãÅäòĈÈĀäÂ ÿË¬Ú ×­óÅèóâ×öć 1 Üö/ÅäòĈÈ ÂČóìÚÕë¬ÈäóãÈóÚÅøî 30 èòÚÂ¬îÚÅäÛìÚ÷ćÈÜöÚòÛ
ÉóÂèòÚØöćîÚùâòÖõ 
   - ÂäÔöäñãñÿèæóÕČóÿÚõÚÂóäèõÉòãâóÂÂè¬ó 1 Üö ĀæñãòÈăâ¬ăÕ­äòÛÅČóîÚùâòÖõĂì­ÕČóÿÚõÚÂóäĂÚÜöÖ¬îăÜÖ­îÈìãùÕ
ÕČóÿÚõÚÂóäÉÚÂè¬óÉñăÕ­äòÛÂóäîÚùâòÖõĂìâ¬ 

ÂóäØÛØèÚĀæñëäùÜäóãÈóÚ

ÅèóâÂ­óèìÚ­ó 

ÂóäßõÉóäÔóĂÚØöćÜäñËùâÅÔñÂääâÂóä 

äòÛäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã 

äèÛäèâäóãÈóÚÅèóâÂ­óèìÚ­óĀæñ

ÿîÂëóäāÅäÈä¬óÈÂóäèõÉòãë¬ÈĂì­

ÂääâÂóäØöćäòÛÝõÕËîÛ 

ÅÔñÂääâÂóä 

ÂóäÿÂĆÛäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã 

ÜäñÙóÚ/ÂääâÂóäĀæñ

ÿæÃóÚùÂóä 

ÜäñÙóÚ/ÂääâÂóäĀæñ

ÿæÃóÚùÂóä

 

ÂóäĀÉ­ÈÝæÂóäßõÉóäÔóĀÂ¬Ýú­èõÉòã 

ÜäñÙóÚ/ÂääâÂóäĀæñ

ÿæÃóÚùÂóä 

ÜäñÙóÚ/ÂääâÂóäĀæñ

ÿæÃóÚùÂóä 

ÜäñÙóÚ/ÂääâÂóäĀæñ

ÿæÃóÚùÂóä
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   - Âóäë¬ÈäóãÈóÚÅèóâÂ­óèìÚ­óāÅäÈÂóäèõÉòãæ¬óË­ó ìâóã×÷È Ýú­èõÉòãăâ¬ë¬ÈÝæäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóä
èõÉòãáóãĂÚ 2 ÿÕøîÚÚòÛÉóÂèòÚÂČóìÚÕë¬ÈäóãÈóÚ 
   - ÂäÔöØöćÝú­èõÉòãë¬ÈäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòãË­óÂè¬óèòÚØöćÂČóìÚÕ ÂČóìÚÕë¬ÈäóãÈóÚÅäòĈÈÖ¬îăÜãòÈÅÈ
ÿÜĆÚăÜÖóâÂČóìÚÕÿÕõâ 

5.2 ÂóäĀÉ­ÈÿÖøîÚÝú­èõÉòãĂì­ë¬ÈäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã 
   - ÜäñÙóÚìäøîÂääâÂóäĀæñÿæÃóÚùÂóä Ö­îÈë¬ÈÉÕìâóãĀÉ­ÈÿÖøîÚßä­îâØòĈÈĀÛÛäóãÈóÚÅèóâÂ­óèìÚ­ó
ÃîÈÂóäèõÉòã (ĀÛÛÿîÂëóä ÉÙ.Åâ.13-01) Ăì­Ýú­èõÉòãØäóÛîã¬óÈÚ­îã 1 ÿÕøîÚÂ¬îÚÂČóìÚÕèòÚë¬ÈäóãÈóÚ āÕãÿÂĆÛ
ëČóÿÚó 1 ÊÛòÛăè­ØöćëČóÚòÂÈóÚÅÔñÂääâÂóä 
   - ÂäÔöØöćÝú­èõÉòãăâ¬ë¬ÈäóãÈóÚÅèóâÂ­óèìÚ­óāÅäÈÂóäèõÉòãÖóâÿèæóØöćÂČóìÚÕ Ăì­ÜäñÙóÚÂääâÂóäìäøî
ÂääâÂóäĀæñÿæÃóÚùÂóäë¬ÈÉÕìâóãĀÉ­ÈÿÖøîÚÅäòĈÈØöć 2 āÕãäñÛùĂì­Ýú­èõÉòãë¬ÈäóãÈóÚáóãĂÚ 2 ÿÕøîÚÚòÛÉóÂÂČóìÚÕ
èòÚë¬ÈÿÕõâ 

5.3 ÂóääòÛäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã 
ÿâøćîăÕ­äòÛäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ÛòÚØ÷ÂèòÚØöćăÕ­äòÛäóãÈóÚĂÚëâùÕäòÛ

äóãÈóÚÅèóâÂ­óèìÚ­ó 
5.4 ÂóääèÛäèâäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã 
ÜäñÙóÚìäøîÂääâÂóäĀæñÿæÃóÚùÂóä äèÛäèâāÅäÈä¬óÈÂóäèõÉòãØöćăÕ­äòÛÂóäßõÉóäÔóÅäòĈÈĀäÂ äóãÈóÚÂóä

ĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòã ĀæñäóãÈóÚÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ° äèâÂòÛäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòãØöć
ăÕ­äòÛ ë¬ÈĂì­ÂääâÂóäØöćäòÛÝõÕËîÛ ØÛØèÚĀæñëäùÜÿßøćîÚČóÿÃ­óØöćÜäñËùâÅÔñÂääâÂóäßõÉóäÔóÖ¬îăÜ 

5.5 ÂóäØÛØèÚĀæñëäùÜäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã 
ÂääâÂóäØöćăÕ­äòÛâîÛìâóã ØÛØèÚĀÛÛäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã ăÕ­ĀÂ¬ ÉČóÚèÚîóëóëâòÅäØöć

ÿÃ­óä¬èâĂÚāÅäÈÂóäèõÉòã ÉČóÚèÚîóëóëâòÅäØöćãòÈÅÈîãú¬ĂÚäñìè¬óÈ/ëõĈÚëùÕÂóäé÷Âêó ÉČóÚèÚîóëóëâòÅäØöć×îÚÖòè
îîÂÉóÂÂóäé÷Âêó ÂóäÿÜæöćãÚĀÜæÈĀìæ¬ÈØùÚ ë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòã ÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ°Øöć
ä­óãĀäÈĀæñăâ¬ä­óãĀäÈ Ã­îâúæĂìâ¬ØöćÿÂöćãèÃ­îÈÂòÛÝæÜäñāãËÚ°ìäøîÅèóâÿëöćãÈÃîÈîóëóëâòÅä ĀæñÜòÎìóìäøî
ÅèóâÿìĆÚÿËõÈæÛÃîÈËùâËÚìäøîîóëóëâòÅä  

5.6 ÂóäßõÉóäÔóĂÚØöćÜäñËùâÅÔñÂääâÂóä 
   - ÂääâÂóäØöćăÕ­äòÛâîÛìâóã ÚČóÿëÚîëäùÜäóãÈóÚÅèóâÂ­óèìÚ­óÂóäèõÉòãë¬ÈÿÃ­óâóĂÚĀÖ¬æñÿÕøîÚĀæñĀÉ­È
Ăì­ØöćÜäñËùâÅÔñÂääâÂóäØäóÛ×÷ÈāÅäÈä¬óÈÂóäèõÉòãØöćÝú­èõÉòãăâ¬ë¬ÈäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòãáóãĂÚ 2 
ÿÕøîÚ ÚòÛÉóÂèòÚÂČóìÚÕèòÚë¬ÈäóãÈóÚ 



59 
 

  -  ÝæÂóäßõÉóäÔóäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòãāÕãÅÔñÂääâÂóä ÿÜĆÚÃ­îĂÕÃ­îìÚ÷ćÈÕòÈÚöĈ (1) îÚùâòÖõ
Ö¬îÿÚøćîÈ (2) ĀÂ­ăÃìäøîÃîÃ­îâúæÿßõćâÿÖõâÿßøćîîÚùâòÖõÖ¬îÿÚøćîÈ (3) ĀÂ­ăÃìäøîÃîÃ­îâúæ ÿßõćâÿÖõâÿßøćîÚČóÿÃ­óßõÉóäÔó
Ăìâ¬ Āæñ (4) ăâ¬îÚùâòÖõÖ¬îÿÚøćîÈ 
   - ÂäÔöØöćÝú­èõÉòãăâ¬ë¬ÈäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòãáóãĂÚ 2 ÿÕøîÚÚòÛÉóÂÂČóìÚÕèòÚë¬ÈäóãÈóÚ Ăì­
ÅÔñÂääâÂóäßõÉóäÔóÕČóÿÚõÚÂóäÖóâÃ­îĂÕÃ­îìÚ÷ćÈìäøîØòĈÈëîÈÃ­î ÕòÈÖ¬îăÜÚöĈ 

¶ ë¬ÈÂääâÂóäăÜÖäèÉÿãöćãâ (Site monitoring visit) 
¶ äñÈòÛāÅäÈÂóäèõÉòãËòćèÅäóè (Suspension) 

   - ÛòÚØ÷ÂÝæÂóäßõÉóäÔóäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòãĂÚäóãÈóÚÂóäÜäñËùâ 
5.7 ĀÉ­ÈÝæÂóäßõÉóäÔóĀÂ¬Ýú­èõÉòã 

   - ÜäñÙóÚĀæñÂääâÂóäĀæñÿæÃóÚùÂóä ÿÖäöãâÉÕìâóãĀÉ­ÈÝæÂóäßõÉóäÔóĀÂ¬Ýú­èõÉòãāÕãâöÂóäÖäèÉëîÛ
Åèóâ×úÂÖ­îÈÃîÈÃ­îâúæĀæñáóêó ÿßøćîĂì­ÜäñÙóÚÂääâÂóäæÈÚóâ (ĀÛÛ ÉÙ.11-01) 
   - ÉÕìâóãĀÉ­ÈÝæÂóäßõÉóäÔó ÜäñÂîÛÕ­èã 
¶ ÝæÂóäßõÉóäÔóäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã ĀæñèòÚØöćØöćßõÉóäÔó 
¶ ÂäÔöØöćÝæÂóäßõÉóäÔó ́îÚùâòÖõÖ¬îÿÚøćîÈµ Ö­îÈäñÛù èòÚØöćë¬ÈäóãÈóÚÅèóâÂ­óèìÚ­óÅäòĈÈÖ¬îăÜĂÚÂäÔöØöćÂóä
èõÉòããòÈăâ¬ëõĈÚëùÕ ìäøîÃîĂì­Ýú­èõÉòãë¬ÈäóãÈóÚëäùÜÂóäèõÉòã (Final report) ÂäÔöØöćÂóäèõÉòãëõĈÚëùÕĀæ­è 

¶ ÂäÔöØöćÝæÂóäßõÉóäÔó ́ĀÂ­ăÃìäøîÃîÃ­îâúæÿßõćâÿÖõâÿßøćîîÚùâòÖõÖ¬îÿÚøćîÈìäøîÿßøćîÚČóÿÃ­óßõÉóäÔóĂìâ¬µ Ö­îÈ
äñÛù Ã­îâúæØöćÖ­îÈĀÂ­ăÃìäøîÃ­îâúæØöćÃîÿßõćâÿÖõâ 

¶ ÂäÔöØöćÝæÂóäßõÉóäÔó ́ăâ¬îÚùâòÖõÖ¬îÿÚøćîÈµ Ö­îÈĀÉ­ÈÿìÖùÝæÃîÈÂóäăâ¬îÚùâòÖõ ßä­îâÃ­îÅèóâÕòÈÚöĈ ́Ø¬óÚ
ëóâóä×ä­îÈÃîÿßøćîØäóÛÿìÖùÝæĀæñäóãæñÿîöãÕĂÚÂóäßõÉóäÔóÃîÈÅÔñÂääâÂóä āÕãĀÉ­ÈÅèóâÉČóÚÈ
ĀæñÿìÖùÝæĂÚÂóää­îÈÃîÖ¬îÜäñÙóÚÂääâÂóäÿÜĆÚæóãæòÂêÔ°îòÂêäµ 

5.8 ÂóäÿÂĆÛÿîÂëóääóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã 
  -ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ÿÂĆÛÿîÂëóääóãÈóÚÅèóâÂ­óèìÚ­óāÅäÈÂóäèõÉòãØöćăÕ­äòÛÉóÂÝú­èõÉòãĀæñÝ¬óÚÂóä
ßõÉóäÔóāÕãÅÔñÂääâÂóä æÈÚóâāÕãÜäñÙóÚÂääâÂóä ĀæñëČóÿÚóÉÕìâóãĀÉ­ÈÝæÂóäßõÉóäÔó āÕãÿÂĆÛăè­ÿÜĆÚ
ë¬èÚìÚ÷ćÈÃîÈāÅäÈä¬óÈÂóäèõÉòãÚòĈÚ ą äèâØòĈÈÛòÚØ÷ÂÃ­îâúæĂÚäñÛÛÑóÚÃ­îâúæÅîâßõèÿÖîä° 
6. Úõãóâ 
- 
7. áóÅÝÚèÂ 

 ĀÛÛ ÉÙ.Åâ.13-01 ĀÛÛäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã 
 ĀÛÛ ÉÙ.Åâ.11-01 ÝæÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòã 
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8. ÿîÂëóäî­óÈîõÈ 
8.1 ÂäâîÚóâòã ÂäñØäèÈëóÙóäÔëùÃ. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãÂäâîÚóâòã ÊÛòÛØöć 1.1 

ß.é. 2562. 
 8.2 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãâìõÕæ. ĀÚèØóÈÂóäÕČóÿÚõÚÈóÚÃîÈ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚËùÕÂæóÈ âìóèõØãóæòãâìõÕæ ß.é. 2561.  

8.3 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚâìóèõØãóæòãÿËöãÈĂìâ¬. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ. 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãÿËöãÈĂìâ¬. ß.é. 2561. 

8.4 âìóèõØãóæòãÿèëÿØõä°Ú. ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°. ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
âìóèõØãóæòãÿèëÿØõä°Ú. ß.é. 2560. 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.14/01 

ÂóäßõÉóäÔóäóãÈóÚÂóäãùÖõāÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕ 
Review of Study Termination 

ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
   -ÿßøćîÿÜĆÚĀÚèØóÈëČóìäòÛÅÔñÂääâÂóäĂÚÂóäÕČóÿÚõÚÂóäãùÖõāÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕ 
   -ÂóäãùÖõāÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕ ÂäñØČóāÕãâÖõÃîÈØöćÜäñËùâÅÔñÂääâÂóä 
2. ÃîÛÿÃÖ 
  èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÅäîÛÅæùâāÅäÈÂóäèõÉòãØöćăÕ­äòÛßõÉóäÔóîÚùâòÖõÉóÂÅÔñÂääâÂóä ĀæñÖ¬îâó
ÅÔñÂääâÂóäâöâÖõĂì­ãùÖõāÅäÈÂóäÂ¬îÚÂČóìÚÕ 
3. ÅèóâäòÛÝõÕËîÛ 
  -ÅÔñÂääâÂóäâöîČóÚóÉîÚùâòÖõĂì­ãùÖõāÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕ ÿâøćîăÕ­äòÛÂóäĀÚñÚČóÉóÂÅÔñÂääâÂóä
ÂČóÂòÛÕúĀæÃ­îâúæĀæñÅèóâÜæîÕáòã (Data Safety Monitoring Committee: DSMC) ìäøîāÕãÝú­Ăì­ØùÚèõÉòã(Sponsor) 
ìäøîÿâøćîâöÃ­îâúæØöćäñÛùìäøîëÈëòãè¬óÂóäÕČóÿÚõÚāÅäÈÂóäèõÉòãÚòĈÚÖ¬îăÜîóÉÂ¬îĂì­ÿÂõÕÜòÎìóÅèóâÜæîÕáòãìäøî
ÜäñāãËÚ°ÃîÈîóëóëâòÅäØöćÿÃ­óä¬èâāÅäÈÂóäèõÉòã 
4 . ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóä 
 

 
 
1  
 
 
 
2       

 
         
3     
 
 
4       

ÂóäăÕ­äòÛÅČóĀÚñÚČóĂì­ãùÖõ

āÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕ 

ÂääâÂóäĀæñÿæÃóÚùÂóä 

ÂóäØÛØèÚĀæñßõÉóäÔó  ÜäñÙóÚ/ÅÔñÂääâÂóä 

ÂóäĀÉ­ÈÝú­èõÉòã 

ÂóäÿÂĆÛÿîÂëóä  

ÜäñÙóÚ/ÂääâÂóäĀæñÿæÃóÚùÂóä 

ÿÉ­óìÚ­óØöć 
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5. ìæòÂÂóäÜÐõÛòÖõ 
5.1 ÂóäãùÖõāÅäÈÂóäèõÉòã 

   - îóÉÿÂõÕÉóÂâÖõÃîÈØöćÜäñËùâÅÔñÂääâÂóä ìäøîÅÔñÂääâÂóäÂČóÂòÛÕúĀæÃ­îâúæĀæñÅèóâÜæîÕáòã
(DSMC) ìäøîÝú­Ăì­ØùÚèõÉòã (Sponsor) ìäøîÿâøćîÅÔñÂääâÂóäâöÃ­îâúæØöćäñÛùìäøîëÈëòãè¬óÂóäÕČóÿÚõÚāÅäÈÂóäèõÉòã
ÚòĈÚÖ¬îăÜ îóÉÂ¬îĂì­ÿÂõÕÜòÎìóÅèóâÜæîÕáòãìäøîÜäñāãËÚ°ÃîÈîóëóëâòÅäØöćÿÃ­óä¬èâāÅäÈÂóäèõÉòã 
   - ÂääâÂóäĀæñÿæÃóÚùÂóäÜäñëóÚĂì­Ýú­èõÉòãë¬ÈĀÛÛÃîãùÖõāÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕ (ĀÛÛ ÉÙ.Åâ.14-01) 
ĀæñĀÛÛäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã (ĀÛÛ ÉÙ.Åâ.13-01) Ăì­ÂääâÂóäĀæñÿæÃóÚùÂóä  

5.2 ÂóäØÛØèÚĀæñßõÉóäÔó 
   - ÂääâÂóäĀæñÿæÃóÚùÂóäĀÉ­ÈÜäñÙóÚØäóÛ×÷ÈÅČóĀÚñÚČóĂì­ãùÖõāÅäÈÂóäèõÉòãßä­îâĀÚÛäóãÈóÚÿßøćîãùÖõ
āÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕĀæñäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã ìæòÈÉóÂăÕ­äòÛäóãÈóÚ 
   - ÜäñÙóÚØÛØèÚäóãÈóÚÿßøćîãùÖõāÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕ ĀæñäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã      
ÂóäßõÉóäÔóäóãÈóÚÂóäãùÖõāÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕ Ö­îÈØČóĂÚØöćÜäñËùâÅÔñÂääâÂóä ĀæñÝæÂóäßõÉóäÔóÖ­îÈ
ÛòÚØ÷Âăè­ĂÚäóãÈóÚÂóäÜäñËùâ Ì÷ćÈĂÚÛóÈÂäÔö ÜäñÙóÚîóÉÜäñËùâÅÔñÂääâÂóäÿÜĆÚÂäÔößõÿéê (Extra meeting) 
   - ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ÿÖäöãâÛòÚØ÷ÂîÚùâòÖõÂóäãùÖõāÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕ 
   - ÜäñÙóÚìäøîÂääâÂóäĀæñÿæÃóÚùÂóäæÈÚóâĀæñæÈèòÚØöćĂÚÛòÚØ÷ÂîÚùâòÖõÂóäãùÖõāÅäÈÂóäèõÉòãÂ¬îÚ
ÂČóìÚÕ 

5.3 ÂóäĀÉ­ÈÝú­èõÉòã 
  ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚÅÔñÂääâÂóäÉòÕØČóÛòÚØ÷ÂîÚùâòÖõÂóäãùÖõāÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕØöćæÈÚóâāÕã
ÜäñÙóÚìäøîÂääâÂóäĀæñÿæÃóÚùÂóä ë¬ÈĂì­Ýú­èõÉòã 

5.4 ÂóäÿÂĆÛÿîÂëóä 
   - ÿÂĆÛĀÛÛÃîãùÖõāÅäÈÂóäèõÉòãĀæñäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã ăè­ÂòÛāÅäÈä¬óÈÂóäèõÉòã 
   - æÈÛòÚØ÷ÂÂóäãùÖõāÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕ ĂÚäñÛÛÑóÚÃ­îâúæÅîâßõèÿÖîä° 
6. ÅČóÚõãóâ 

- 
7. áóÅÝÚèÂ 

ĀÛÛ ÉÙ.Åâ.13-01 ĀÛÛäóãÈóÚÅèóâÂ­óèìÚ­óÂóäèõÉòã 
ĀÛÛ ÉÙ.Åâ.14-01 ĀÛÛäóãÈóÚÃîãùÖõāÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕ 
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8. ÿîÂëóäî­óÈîõÈ 
8.1 ÂäâîÚóâòã ÂäñØäèÈëóÙóäÔëùÃ. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãÂäâîÚóâòã ÊÛòÛØöć 1.1 

ß.é. 2562. 
 8.2 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãâìõÕæ. ĀÚèØóÈÂóäÕČóÿÚõÚÈóÚÃîÈ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚËùÕÂæóÈ âìóèõØãóæòãâìõÕæ ß.é. 2561.  

8.3 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚâìóèõØãóæòãÿËöãÈĂìâ¬. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ. 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãÿËöãÈĂìâ¬. ß.é. 2561. 

8.4 âìóèõØãóæòãÿèëÿØõä°Ú. ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°. ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
âìóèõØãóæòãÿèëÿØõä°Ú. ß.é. 2560. 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.15/01 

ÂóäßõÉóäÔóäóãÈóÚëäùÜÝæÂóäèõÉòã 
Review of Final Report 

ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
ÿßøćîÿÜĆÚĀÚèØóÈĂÚÂóäØÛØèÚäóãÈóÚÂóäëäùÜÝæÂóäèõÉòãÃîÈāÅäÈÂóäèõÉòãØöćăÕ­äòÛÂóäßõÉóäÔóîÚùâòÖõ

ÉóÂÅÔñÂääâÂóä 
2. ÃîÛÿÃÖ 
  èõÙöÂóäÕČóÿÚõÚÂóäâóÖäÑóÚÅäîÛÅæùâÂóäØÛØèÚäóãÈóÚëäùÜÝæÂóäèõÉòãØöćÂČóìÚÕĂì­Ýú­èõÉòãë¬È
ÅÔñÂääâÂóä ÿâøćîëõĈÚëùÕāÅäÈÂóäèõÉòã 
3. ÅèóâäòÛÝõÕËîÛ 
   - Ýú­èõÉòãâöìÚ­óØöćë¬ÈäóãÈóÚÝæÂóäèõÉòãĂì­ÅÔñÂääâÂóä ĂÚĀÛÛäóãÈóÚëäùÜÝæÿâøćîèõÉòãÿëäĆÉ  
(ĀÛÛ ÉÙ.Åâ.15-01) 
   - ÅÔñÂääâÂóäâöìÚ­óØöćßõÉóäÔóäóãÈóÚëäùÜÝæÂóäèõÉòã 
4. ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóä 
 

 

 
 
1  
 
 
2       

 
         
3     
 
 
4       
 

ÂóäßõÉóäÔóäóãÈóÚëäùÜÝæÂóäèõÉòã ÅÔñÂääâÂóä 

ÂóäĀÉ­ÈÝæÂóäßõÉóäÔóäóãÈóÚëäùÜ

ÝæÂóäèõÉòã 

ÂóäÿÂĆÛÿîÂëóääóãÈóÚëäùÜÝæÂóäèõÉòã

  

ÂääâÂóäĀæñÿæÃóÚùÂóä 

ÿÉ­óìÚ­óØöć/ÅÔñÂääâÂóä 

ÂóääòÛäóãÈóÚëäùÜÝæÂóäèõÉòã ÂääâÂóäĀæñÿæÃóÚùÂóä 
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5. ìæòÂÂóäÜÐõÛòÖõ 
5.1 ÂóääòÛäóãÈóÚëäùÜÝæÂóäèõÉòã 
ÂääâÂóäĀæñÿæÃóÚùÂóääòÛäóãÈóÚÂóäëäùÜÝæÂóäèõÉòã ĀæñÛääÉùÿÃ­óèóäñÂóäÜäñËùâÿßøćîßõÉóäÔó 
5.2 ÂóäßõÉóäÔóäóãÈóÚëäùÜÝæÂóäèõÉòã 

   - ÂääâÂóäßõÉóäÔóäóãÈóÚÂóäëäùÜÝæÂóäèõÉòãĂÚØöćÜäñËùâÅÔñÂääâÂóä 
   - ÅÔñÂääâÂóäæÈâÖõäòÛØäóÛÂóäëõĈÚëùÕÂóäèõÉòãĀæñäóãÈóÚëäùÜÝæÂóäèõÉòã ìäøîâöâÖõĂì­ÃîÃ­îâúæ
ÿßõćâÿÖõâ 

5.3 ÂóäĀÉ­ÈÝæÂóäßõÉóäÔóäóãÈóÚëäùÜÝæÂóäèõÉòã 
   - ë¬ÈÛòÚØ÷ÂØöćæÈÚóâāÕãÜäñÙóÚ äòÛØäóÛÂóäëõĈÚëùÕÂóäèõÉòãĀæñäóãÈóÚëäùÜÝæÂóäèõÉòãìäøîÃîÃ­îâúæ
ÿßõćâÿÖõâ Ăì­ĀÂ¬Ýú­èõÉòã 
   -ÂäÔöØöćâöÂóäÃîÃ­îâúæÿßõćâÿÖõâ Ăì­ØČóÛòÚØ÷Â×÷ÈÝú­èõÉòãĂì­ë¬ÈÃ­îâúæâóáóãĂÚ 14 èòÚØČóÂóä 
  5.4 ÂóäÿÂĆÛÿîÂëóääóãÈóÚëäùÜÝæÂóäèõÉòã 

ÿÂĆÛäóãÈóÚëäùÜÝæÂóäèõÉòãăè­ÂòÛāÅäÈä¬óÈèõÉòã ĀæñÛòÚØ÷ÂĂÚäñÛÛÑóÚÃ­îâúæÅîâßõèÿÖîä° 
6. ÅČóÚõãóâ 
 - 
7. áóÅÝÚèÂ 
  ĀÛÛ ÉÙ.Åâ.15-01 ĀÛÛäóãÈóÚëäùÜÿâøćîèõÉòãÿëäĆÉ 
8. ÿîÂëóäî­óÈîõÈ 

8.1 ÂäâîÚóâòã ÂäñØäèÈëóÙóäÔëùÃ. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãÂäâîÚóâòã ÊÛòÛØöć 1.1 
ß.é. 2562. 
 8.2 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãâìõÕæ. ĀÚèØóÈÂóäÕČóÿÚõÚÈóÚÃîÈ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚËùÕÂæóÈ âìóèõØãóæòãâìõÕæ ß.é. 2561.  

8.3 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚâìóèõØãóæòãÿËöãÈĂìâ¬. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ. 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãÿËöãÈĂìâ¬. ß.é. 2561. 

8.4 âìóèõØãóæòãÿèëÿØõä°Ú. ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°. ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
âìóèõØãóæòãÿèëÿØõä°Ú. ß.é. 2560. 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.16/01 

ÂóäÜäñËùâÂäÔößõÿéê 
Extra Meeting 

ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
   -ÿßøćîÿÜĆÚĀÚèØóÈĂÚÂóäÕČóÿÚõÚÂóäĂÚÂóäÜäñËùâÂäÔößõÿéê 
   -ÿßøćîÿÜĆÚĀÚèØóÈĂÚÂóäØÛØèÚ ßõÉóäÔó ĀæñæÈâÖõ ĂÚÿäøćîÈÖ¬óÈ ą ÃîÈÂóäÜäñËùâÂäÔößõÿéê 
2. ÃîÛÿÃÖ 
  ÕČóÿÚõÚÂóäÖóââóÖäÑóÚÅäîÛÅæùâÂóäÜäñËùâÂäÔößõÿéêÿßøćîĂì­ÅÔñÂääâÂóäßõÉóäÔóÿäøćîÈÖ¬óÈ ą 
ÚîÂÿìÚøîÉóÂÂóäÜäñËùâÖóâÂČóìÚÕÜÂÖõ 
3. ÅèóâäòÛÝõÕËîÛ 

ÜäñÙóÚÿÜĆÚÝú­ÿäöãÂÜäñËùâÂäÔößõÿéê 
4. ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóä 
 

 

 

 
1  
 
 
2       

 
         
3     
 

 
5. ìæòÂÂóäÜÐõÛòÖõ 
  5.1 ÂóäßõÉóäÔóÿäöãÂÜäñËùâÅÔñÂääâÂóäĂÚÂäÔößõÿéê 
   - ÂóäÜäñËùâÂäÔößõÿéê ÂäñØČóĂÚÂäÔöÕòÈÖ¬îăÜÚöĈ 

¶ âöîóëóëâòÅäØöćÿÃ­óä¬èâāÅäÈÂóäèõÉòãÿëöãËöèõÖĂÚë×óÛòÚØöćÅÔñÂääâÂóääòÛÝõÕËîÛ 

ÂóäßõÉóäÔóÿäöãÂÜäñËùâÅÔñÂääâÂóä

ÂäÔößõÿéê 

ÜäñÙóÚ 

ÂóäÜäñËùâÅÔñÂääâÂóäÂäÔößõÿéê ÅÔñÂääâÂóä 

ÝæÂóäÜäñËùâÅÔñÂääâÂóäÂäÔößõÿéê ÂääâÂóäĀæñÿæÃóÚùÂóä 
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¶ âöÿìÖùÂóäÔ°ØöćÖ­îÈßõÉóäÔóÿä¬ÈÕ¬èÚÌ÷ćÈîóÉâöÝæÂäñØÛÖ¬îËùâËÚìäøîÿéäêÑÂõÉÃîÈËóÖõ 
¶ ÿäøćîÈîøćÚ ą ØöćÜäñÙóÚÿìĆÚÅèäØöćÉñÜäñËùâÂäÔößõÿéê 

   - ÂääâÂóäĀæñÿæÃóÚùÂóäĀÉ­ÈĂì­ÂääâÂóäØäóÛ×÷ÈÂóäÿäöãÂÜäñËùâĂÚÂäÔößõÿéê 
   - ÂääâÂóäĀæñÿæÃóÚùÂóäÉòÕë¬ÈÿîÂëóäÜäñÂîÛÂóäßõÉóäÔóĂì­ÅÔñÂääâÂóäØöćÿÃ­óä¬èâÜäñËùâ 
  5.2 ÂóäÜäñËùâÅÔñÂääâÂóäĂÚÂäÔößõÿéê 
   - Ö­îÈÜäñÂîÛÕ­èãîÈÅ°ÜäñËùâÿË¬ÚÿÕöãèÂòÛÂóäÜäñËùâÅÔñÂääâÂóäÖóâèóäñÜÂÖõ 
   - ÜÐõÛòÖõÖóâèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚĂÚÿäøćîÈÖ¬óÈ ą ØöćÿÂöćãèÃ­îÈ 

5.3 ÝæÂóäÜäñËùâÅÔñÂääâÂóäÂäÔößõÿéê 
  ÂóäÜäñËùâÂäÔößõÿéê ÜÐõÛòÖõÖóâèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚĂÚÿäøćîÈÖ¬óÈ ą ØöćÿÂöćãèÃ­îÈ  
6. ÅČóÚõãóâ 
  ÂóäÜäñËùâÂäÔößõÿéê  ÂóäÜäñËùâÅÔñÂääâÂóä ÚîÂÿìÚøîÉóÂÂóäÜäñËùâÖóâÂČóìÚÕÜÂÖõ  Extra 
meeting ÃòĈÚÖîÚĀæñìæòÂÂóäÜÐõÛòÖõÿÜĆÚăÜÖóâĀÚèØóÈØöćèóÈăè­ĂÚèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ 
7. áóÅÝÚèÂ 
- 
8. ÿîÂëóäî­óÈîõÈ 

 8.1 ÂäâîÚóâòã ÂäñØäèÈëóÙóäÔëùÃ. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãÂäâîÚóâòã ÊÛòÛØöć 1.1 
ß.é. 2562. 
 8.2 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãâìõÕæ. ĀÚèØóÈÂóäÕČóÿÚõÚÈóÚÃîÈ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚËùÕÂæóÈ âìóèõØãóæòãâìõÕæ ß.é. 2561.  

8.3 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚâìóèõØãóæòãÿËöãÈĂìâ¬. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ. 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãÿËöãÈĂìâ¬. ß.é. 2561. 

8.4 âìóèõØãóæòãÿèëÿØõä°Ú. ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°. ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
âìóèõØãóæòãÿèëÿØõä°Ú. ß.é. 2560. 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.17/01 

ÂóäÖîÛëÚîÈÂóää­îÈÿäöãÚÃîÈîóëóëâòÅä 
Response to Research Participants’ Requests 

ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
  ÿßøćîÿÜĆÚĀÚèØóÈÉòÕÂóäÂóää­îÈÿäöãÚÃîÈîóëóëâòÅäØöćÿÃ­óä¬èâĂÚāÅäÈÂóäèõÉòã ÿÚøćîÈÉóÂÅÔñÂääâÂóä âö
ìÚ­óØöćĂÚÂóäßõØòÂê°Ì÷ćÈëõØÙõ ÅèóâÜæîÕáòã ĀæñÅèóâÿÜĆÚîãú¬ØöćÕöÃîÈîóëóëâòÅäĂÚāÅäÈÂóäèõÉòãØöćÅÔñÂääâÂóä
ßõÉóäÔóîÚùâòÖõ 
2. ÃîÛÿÃÖ 
  èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÅäîÛÅæùâÂóäÉòÕÂóäÂóää­îÈÿäöãÚØöćÿÂöćãèÃ­îÈÂòÛëõØÙõ ÅèóâÜæîÕáòãĀæñÅèóâ
ÿÜĆÚîãú¬ØöćÕöÃîÈîóëóëâòÅäĂÚāÅäÈÂóäèõÉòãØöćÅÔñÂääâÂóäßõÉóäÔóîÚùâòÖõ ìäøîÜäñÿÕĆÚÉäõãÙääâîøćÚ ą  
3. ÅèóâäòÛÝõÕËîÛ 
  ÅÔñÂääâÂóäĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ âöìÚ­óØöćÖîÛëÚîÈÖ¬îÂóää­îÈÿäöãÚØöćÿÂöćãèÃ­îÈÂòÛëõØÙõ Åèóâ
ÜæîÕáòã ĀæñÅèóâÿÜĆÚîãú¬ØöćÕöÃîÈîóëóëâòÅäĂÚāÅäÈÂóäèõÉòãØöćÅÔñÂääâÂóäßõÉóäÔóîÚùâòÖõ 
4. ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóä 
 

 

 
 
1  
 
 
2       

 
         
3     
 
 
 
 

ăÕ­äòÛÂóää­îÈÿäöãÚ ÂääâÂóäĀæñÿæÃóÚùÂóä 

ÂóäÖîÛëÚîÈ ÜäñÙóÚ/ÅÔñÂääâÂóä 

ÂóäÿÂĆÛÿîÂëóä ÿÉ­óìÚ­óØöćÅÔñÂääâÂóä 
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5. ìæòÂÂóäÜÐõÛòÖõ 
5.1 äòÛÂóää­îÈÿäöãÚ 

   ÿâøćîăÕ­äòÛÂóää­îÈÿäöãÚÉóÂîóëóëâòÅäìäøîÝú­ÜÂÅäîÈìäøîÝú­ĀØÚāÕãËîÛÙääâ ìäøîËùâËÚ/ë×óÛòÚØöćÿÃ­ó
ä¬èâāÅäÈä¬óÈÂóäèõÉòã Ăì­ÂääâÂóäĀæñÿæÃóÚùÂóäÛòÚØ÷ÂÂóää­îÈÿäöãÚæÈĂÚĀÛÛÛòÚØ÷Â (ĀÛÛ ÉÙ.Åâ.17-01) 
ßä­îâĀÚÛÖ­ÚÿäøćîÈÂóää­îÈÿäöãÚ ÿëÚîÖ¬îÜäñÙóÚ 

5.2 ÂóäÖîÛëÚîÈ 
   -ÜäñÙóÚîóÉÖîÛëÚîÈāÕãÂóäĂì­ÅČóĀÚñÚČóĀÂ¬îóëóëâòÅäØöćä­îÈÿäöãÚ ìäøîÚČóÿÃ­óØöćÜäñËùâÂääâÂóä 
ÿßøćîîáõÜäóãĀæñìóÃ­îëäùÜÿßøćîÂóäÖîÛëÚîÈÖ¬îăÜ 
   -ÛòÚØ÷ÂÃ­îÿØĆÉÉäõÈ ÂóäÖîÛëÚîÈ ĀæñÂóäÖõÕÖóâÝæ ĂÚĀÛÛÛòÚØ÷ÂÂóää­îÈÿäöãÚ 
   -ĂÚÛóÈÂäÔö ÜäñÙóÚāÕãâÖõØöćÜäñËùâÅÔñÂääâÂóä îóÉÚČóÿëÚîÿäøćîÈÂóää­îÈÿäöãÚÖ¬îÝú­ÛòÈÅòÛÛòÎËó 
ÿßøćîĀÉ­ÈĂì­ØäóÛĀæñìóÃ­îëäùÜĂÚÂóäÕČóÿÚõÚÂóäÖîÛëÚîÈÖ¬îăÜ 
  5.3 ÂóäÿÂĆÛÿîÂëóä 
   -ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ÉòÕÿÂĆÛÛòÚØ÷ÂÂóää­îÈÿäöãÚĂÚĀà­â ́Âóää­îÈÿäöãÚµ 
   -ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ÿÂĆÛëČóÿÚóÛòÚØ÷ÂÂóää­îÈÿäöãÚ äèâăè­ÂòÛāÅäÈä¬óÈÂóäèõÉòã 
6. ÅČóÚõãóâ 
 - 
7. áóÅÝÚèÂ 

ĀÛÛ ÉÙ.Åâ.17-01 ĀÛÛÛòÚØ÷ÂÂóää­îÈÿäöãÚÃîÈîóëóëâòÅä/ë×óÛòÚ 
8. ÿîÂëóäî­óÈîõÈ 

8.1 ÂäâîÚóâòã ÂäñØäèÈëóÙóäÔëùÃ. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãÂäâîÚóâòã ÊÛòÛØöć 1.1 
ß.é. 2562. 
 8.2 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãâìõÕæ. ĀÚèØóÈÂóäÕČóÿÚõÚÈóÚÃîÈ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚËùÕÂæóÈ âìóèõØãóæòãâìõÕæ ß.é. 2561.  

8.3 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚâìóèõØãóæòãÿËöãÈĂìâ¬. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ. 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãÿËöãÈĂìâ¬. ß.é. 2561. 

8.4 âìóèõØãóæòãÿèëÿØõä°Ú. ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°. ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
âìóèõØãóæòãÿèëÿØõä°Ú. ß.é. 2560. 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.18/01 

ÂóäßõÉóäÔóäóãÈóÚÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ° 
Review of Adverse Event Report 

ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
ÿßøćîÿÜĆÚĀÚèØóÈĂÚÂóäßõÉóäÔóĀæñÖõÕÖóâÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ°ØöćÿÂõÕÃ÷ĈÚĂÚāÅäÈÂóäèõÉòãØöć

ÅÔñÂääâÂóäîÚùâòÖõ 
2. ÃîÛÿÃÖ 

èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÅäîÛÅæùâÂóäßõÉóäÔóÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ°ØöćäóãÈóÚāÕãÝú­èõÉòã Ýú­Ăì­ØùÚèõÉòã
ÅÔñÂääâÂóäÂČóÂòÛÕúĀæÃ­îâúæĀæñÅèóâÜæîÕáòã (Data Safety Monitoring Committee: DSMC) ìäøîÂääâÂóä 
3. ÅèóâäòÛÝõÕËîÛ 
   - ÅÔñÂääâÂóä ĀÉ­ÈĂì­Ýú­èõÉòãØäóÛÃ­îÂČóìÚÕĂÚÂóääóãÈóÚÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ° (ĀÛÛ ÉÙ.Åâ.18-
01) ìóÂÿÂõÕÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ°ä­óãĀäÈ Ăì­Ýú­èõÉòãĀÉ­ÈÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ°áóãĂÚäñãñÿèæó 7 èòÚÜÐõØõÚ
ìæòÈÿÂõÕÿìÖù (ĀÛÛ ÉÙ.Åâ.18-02) 
   - ÂääâÂóäĀæñÿæÃóÚùÂóäâîÛìâóãĂì­Ýú­ÿÅãØÛØèÚÿâøćîÅäòĈÈë¬ÈāÅäÈä¬óÈÂóäèõÉòãßõÉóäÔóÅäòĈÈĀäÂ ÿÜĆÚ   
Ýú­ØÛØèÚäóãÈóÚÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ° ìóÂăâ¬âö ÜäñÙóÚÿÜĆÚÝú­ĀÖ¬ÈÖòĈÈÝú­ØÛØèÚ 
4. ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóä 
 

 
1  
 
 
2       

 
 
       

3     
 
 
4       

âîÛìâóãäóãÈóÚÿìÖùÂóäÔ°ăâ¬ß÷È
ÜäñëÈÅ°Ăì­Ýú­ØÛØèÚāÅäÈä¬óÈÂóä

èõÉòãÿÜĆÚÝú­ßõÉóäÔó 

ÂääâÂóäĀæñÿæÃóÚùÂóä 

ĀÉ­ÈÝæÂóäßõÉóäÔóĀÂ¬Ýú­èõÉòã 

äòÛäóãÈóÚÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ°ÉóÂÝú­èõÉòã ÿÉ­óìÚ­óØöć 

 

ÂóäÉòÕÿÂĆÛÿîÂëóä  

ÂääâÂóäĀæñÿæÃóÚùÂóä 

ÿÉ­óìÚ­óØöć 
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5. ìæòÂÂóäÜÐõÛòÖõ 
5.1 ÂóääòÛäóãÈóÚÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ°ÉóÂÝú­èõÉòã 

   - ìæòÂÂóäÅòÕÿæøîÂäóãÈóÚÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ° ÚČóÿëÚîĂÚØöćÜäñËùâÅÔñÂääâÂóäăÕ­ĀÂ¬ 
¶ ÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ°ËÚõÕä­óãĀäÈ ăÕ­ĀÂ¬ Öóã äùÚĀäÈĀæñîóÉØČóĂì­ÿëöãËöèõÖÖ­îÈäòÂêóĂÚ 

āäÈßãóÛóæ ßõÂóäìäøîØùßßæáóß ìäøîØóäÂßõÂóäĀÖ¬ÂČóÿÚõÕ ØöćîóÉÿÂöćãèÃ­îÈ (Possibly related) ìäøîÚ¬óÉñ
ÿÂöćãèÃ­îÈ (Probably related) ìäøîÿÂöćãèÃ­îÈĀÚ¬ÚîÚ (Definitely related) ìäøîăâ¬ØäóÛè¬óÿÂöćãèÃ­îÈìäøîăâ¬ 
(Unknown) ÂòÛÂóäèõÉòã 

¶ ÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ°Øöćăâ¬ÅóÕÅõÕâóÂ¬îÚ (Unexpected)  
5.2 ÂóäâîÛìâóãäóãÈóÚÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ°Ăì­Ýú­ØÛØèÚāÅäÈä¬óÈÂóäèõÉòã 

   - ÂääâÂóäĀæñÿæÃóÚùÂóäßõÉóäÔóâîÛìâóãĂì­Ýú­ÿÅãÿÜĆÚÝú­ØÛØèÚāÅäÈä¬óÈÂóäèõÉòã (Reviewer) ÉČóÚèÚ 
1 Ø¬óÚ ØÛØèÚäóãÈóÚÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ° 
   - Ýú­ØöćăÕ­äòÛâîÛìâóãĂì­ØÛØèÚäóãÈóÚ ßõÉóäÔóäóãÈóÚÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ°ĀæñÚČóÿëÚîĂÚØöć
ÜäñËùâ āÕãÜäñÙóÚÚČóÂóäîáõÜäóãÿßøćîÃîâÖõØöćÜäñËùâĂÚÂóäëäùÜÝæÂóäßõÉóäÔó 
   - ÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ°îøćÚ ą Ăì­ÂääâÂóäĀæñÿæÃóÚùÂóäÿëÚîÜäñÙóÚßõÉóäÔó 

5.3 ÂóäßõÉóäÔóäóãÈóÚÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ° 
   ÝæÂóäßõÉóäÔóäóãÈóÚÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ° îóÉÿÜĆÚÃ­îĂÕÃ­îìÚ÷ćÈ ÕòÈÖ¬îăÜÚöĈ 

¶ äòÛØäóÛ 
¶ ÃîĂì­âöÂóäĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòãìäøîÿîÂëóäÂóäĂì­ÅèóâãõÚãîâ 
¶ ÃîÃ­îâúæÿßõćâÿÖõâĀæñ/ìäøîë¬ÈÅÔñÂääâÂóäØöćăÕ­äòÛâîÛìâóãăÜÖäèÉÿãöćãâ (Site monitoring visit) 
¶ äñÈòÛāÅäÈÂóäèõÉòãËòćèÅäóè (Suspension) ìäøîãùÖõāÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕ (Termination) 
5.4 ÂóäĀÉ­ÈÝæÂóäßõÉóäÔóĀÂ¬Ýú­èõÉòã 
ÜäñÙóÚæÈÚóâĂÚÛòÚØ÷ÂĀÉ­ÈÝæÂóäßõÉóäÔóßä­îâèòÚØöćßõÉóäÔó ĀæñÂääâÂóäĀæñÿæÃóÚùÂóäë¬ÈÝú­èõÉòã 
5.5 ÂóäÉòÕÿÂĆÛÿîÂëóä 
ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ÉòÕÿÂĆÛëČóÿÚóÛòÚØ÷ÂĀÉ­ÈÝæÂóäßõÉóäÔó ßä­îâÿîÂëóääóãÈóÚÿìÖùÂóäÔ°ăâ¬ß÷È

ÜäñëÈÅ° ÿÃ­óĀà­âāÕãÉòÕÿÂĆÛăè­ÂòÛĀà­âāÅäÈä¬óÈÂóäèõÉòã 
6. ÅČóÚõãóâ 
 - 
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7. áóÅÝÚèÂ 
ĀÛÛ ÉÙ.Åâ.18-01 ĀÛÛäóãÈóÚÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ° 
ĀÛÛ ÉÙ.Åâ.18-02 ĀÛÛäóãÈóÚÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ°ËÚõÕä­óãĀäÈ 
ĀÛÛ ÉÙ.Åâ.20-01 ĀÛÛÛòÚØ÷ÂäóãÈóÚÂóäÖäèÉÿãöćãâÿßøćîÂČóÂòÛÕúĀæÂóäèõÉòã 

8. ÿîÂëóäî­óÈîõÈ 
8.1 ÂäâîÚóâòã ÂäñØäèÈëóÙóäÔëùÃ. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãÂäâîÚóâòã ÊÛòÛØöć 1.1 

ß.é. 2562. 
 8.2 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãâìõÕæ. ĀÚèØóÈÂóäÕČóÿÚõÚÈóÚÃîÈ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚËùÕÂæóÈ âìóèõØãóæòãâìõÕæ ß.é. 2561.  

8.3 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚâìóèõØãóæòãÿËöãÈĂìâ¬. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ. 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãÿËöãÈĂìâ¬. ß.é. 2561. 

8.4 âìóèõØãóæòãÿèëÿØõä°Ú. ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°. ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
âìóèõØãóæòãÿèëÿØõä°Ú. ß.é. 2560. 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.19/01 

ÂóäÖõÕÖ¬îëøćîëóä 
Communication Record 

ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
ÿßøćîÿÜĆÚĀÚèØóÈĂÚÂóäÖõÕÖ¬îëøćîëóääñìè¬óÈÅÔñÂääâÂóäĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ÂòÛÝú­èõÉòã Ýú­Ăì­ØùÚ

èõÉòã îóëóëâòÅäØöćÿÃ­óä¬èâĂÚāÅäÈÂóäèõÉòã Āæñë×óÛòÚîøćÚ ą  
2. ÃîÛÿÃÖ 

èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÅäîÛÅæùâÂóäÖõÕÖ¬îëøćîëóäØùÂÜäñÿáØØöćÿÂöćãèÃ­îÈÂòÛāÅäÈÂóäèõÉòãØöć
ÅÔñÂääâÂóäßõÉóäÔó 
3. ÃîÛÿÃÖ 

ÂóäÖõÕÖ¬îëøćîëóäĂÚäúÜÿîÂëóäìäøîìÚòÈëøî ØöćÿÂöćãèÃ­îÈÂòÛāÅäÈÂóäèõÉòãØöćÅÔñÂääâÂóäßõÉóäÔó 
4. ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóä 
 

 

 

 
1  
 
 
2       

 
         
3     
 

 
 
 
 
 

ÿîÂëóäÂóäÖõÕÖ¬îëøćîëóä 

Ã­îÅèóâĂÚÿîÂëóä/ìÚòÈëøî 

ÂóäĀÉÂÉ¬óãÿîÂëóä/ìÚòÈëøî ÜäñÙóÚ/ÂääâÂóä/ÿÉ­óìÚ­óØöć 

ÜäñÙóÚ/ÂääâÂóä/ÿÉ­óìÚ­óØöć 

ÜäñÙóÚ/ÂääâÂóä/ÿÉ­óìÚ­óØöć 
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5. ìæòÂÂóäÜÐõÛòÖõ 
5.1 ÿîÂëóäÂóäÖõÕÖ¬îëøćîëóä (ĀÛÛ ÉÙ.Åâ.19-01) îóÉĂË­ÂóäÿÃöãÚìäøîßõâß°Õ­èãÅîâßõèÿÖîä° 
 5.2 Ã­îÅèóâĂÚÿîÂëóä/ìÚòÈëøî ÅèäÜäñÂîÛÕ­èãÃ­îâúæÕòÈÖ¬îăÜÚöĈ 

- èòÚØöćÖõÕÖ¬îëøćîëóä 
- Ã­îâúæÿÂöćãèÃ­îÈÂòÛāÅäÈÂóäèõÉòã ÿË¬Ú äìòëāÅäÈÂóäèõÉòã Ýú­èõÉòã Ýú­Ăì­ØùÚèõÉòã 
- ËøćîÝú­ØöćÖõÕÖ¬îÕ­èã Øöćîãú¬ ÿÛîä°āØäéòßØ° ìäøîîöÿâæ°ĀîÕÿÕäë 
- ëäùÜÃ­îâúæØöćÖ­îÈÂóäÖõÕÖ¬îëøćîëóä 
- ĀÝÚÂóäÖõÕÖóâÝæ (×­óâö) 
- æÈÚóâÝú­ÛòÚØ÷ÂÿîÂëóä/ìÚòÈëøî 

5.3 ÂóäĀÉÂÉ¬óãÿîÂëóä/ìÚòÈëøî Ăì­ØČóëČóÿÚóÿîÂëóäĀÉÂÉ¬óãÝú­ØöćÖõÕÖ¬îìäøîÿÂĆÛăè­ÂòÛāÅäÈÂóäèõÉòãÚòĈÚ  
 

6. ÅČóÚõãóâ 
 - 
7. áóÅÝÚèÂ 

ĀÛÛ ÉÙ.Åâ.19-01 ĀÛÛÂóäÖõÕÖ¬îëøćîëóä 
8. ÿîÂëóäî­óÈîõÈ 

8.1 ÂäâîÚóâòã ÂäñØäèÈëóÙóäÔëùÃ. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãÂäâîÚóâòã ÊÛòÛØöć 1.1 
ß.é. 2562. 
 8.2 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãâìõÕæ. ĀÚèØóÈÂóäÕČóÿÚõÚÈóÚÃîÈ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚËùÕÂæóÈ âìóèõØãóæòãâìõÕæ ß.é. 2561.  

8.3 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚâìóèõØãóæòãÿËöãÈĂìâ¬. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ. 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãÿËöãÈĂìâ¬. ß.é. 2561. 

8.4 âìóèõØãóæòãÿèëÿØõä°Ú. ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°. ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
âìóèõØãóæòãÿèëÿØõä°Ú. ß.é. 2560. 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.20/01 

ÂóäÖäèÉÿãöćãâÿßøćîÂČóÂòÛÕúĀæÂóäèõÉòã 
Site Monitoring Visit 

ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
   - ÿßøćîßõØòÂê°ëõØÙõ ÅèóâÜæîÕáòã ĀæñÅèóâÿÜĆÚîãú¬ØöćÕöÃîÈîóëóëâòÅäĀæñËùâËÚØöćÿÃ­óä¬èâāÅäÈÂóäèõÉòã 
   - ÿßøćîĂì­ÂóäèõÉòãÿÜĆÚăÜÖóâĀÝÚÂóäèõÉòãØöćèóÈăè­ ĀæñÿÜĆÚăÜÖóâìæòÂÂóäÜÐõÛòÖõÂóäèõÉòãØóÈÅæõÚõÂØöćÕö
ÃîÈ International Conference on Harmonization (ICH) Good Clinical Practice (GCP) Ăì­ăÕ­ÝæÂóäèõÉòãØöćâöÅèóâ
×úÂÖ­îÈÚ¬óÿËøćî×øî 
2. ÃîÛÿÃÖ 
  èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÅäîÛÅæùâÂóäÖäèÉÿãöćãâÿßøćîÂČóÂòÛÕúĀæë×óÛòÚìäøîë×óÚØöćØöćÕČóÿÚõÚÂóäèõÉòã 
ÖóâØöćäñÛùăè­ĂÚāÅäÈä¬óÈÂóäèõÉòãØöćÅÔñÂääâÂóäßõÉóäÔóîÚùâòÖõ 
3. ÅèóâäòÛÝõÕËîÛ 
  ÅÔñÂääâÂóäÂČóÂòÛÕúĀæÂóäèõÉòãØöćăÕ­äòÛâîÛìâóãÉóÂÜäñÙóÚâöìÚ­óØöćĂÚÂóäÖäèÉÿãöćãâÿßøćîÂČóÂòÛÕúĀæ
ë×óÛòÚ ìäøîë×óÚØöćØöćÕČóÿÚõÚÂóäèõÉòã ÖóâØöćäñÛùăè­ĂÚāÅäÈä¬óÈÂóäèõÉòãØöćÅÔñÂääâÂóäßõÉóäÔóîÚùâòÖõ 
4. ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóä 
 

 

 
 

1  
 
 
2       

 
         
3     
 
 

ÂóäÅòÕÿæøîÂāÅäÈÂóäèõÉòãØöćÉñÖäèÉÿãöćãâ 

Â¬îÚÂóäÖäèÉÿãöćãâ 

ÂóäÖäèÉÿãöćãâ 

ÅÔñÂääâÂóä 

ÅÔñÂääâÂóäÂČóÂòÛ 

ÅÔñÂääâÂóäÂČóÂòÛ 
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4       
 
 
5 
 
        
6  
        
 

5. ìæòÂÂóäÜÐõÛòÖõ 
  5.1 ÂóäÅòÕÿæøîÂāÅäÈÂóäèõÉòãØöćÉñÖäèÉÿãöćãâ āÕãÅÔñÂääâÂóä ÿÜĆÚÕòÈÃ­îĂÕÃ­îìÚ÷ćÈÖ¬îăÜÚöĈ 

- âöäóãÈóÚÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ°ËÚõÕä­óãĀäÈØöćăâ¬ÅóÕÅõÕâóÂ¬îÚ Āæñ/ìäøîÿÂöćãèÃ­îÈĀÚ¬ÚîÚÂòÛ
āÅäÈÂóäèõÉòã 
- èõÙöÕČóÿÚõÚÂóäèõÉòãÿÛöćãÈÿÛÚìäøîëÈëòãè¬óÿÛöćãÈÿÛÚÉóÂāÅäÈä¬óÈÂóäèõÉòãØöćăÕ­äòÛÂóäîÚùâòÖõÊÛòÛæ¬óëùÕ 
- âöÃ­îâúæØöćäñÛùìäøîëÈëòãè¬óèõÙöÕČóÿÚõÚÂóäèõÉòãăâ¬ÿÜĆÚăÜÖóâìæòÂÂóäÜÐõÛòÖõÂóäèõÉòãØóÈÅæõÚõÂØöćÕöÃîÈ 

ICH GCP 
- ÅÔñÂääâÂóäßõÉóäÔóĀæ­èÿìĆÚè¬óâöÅèóâÉČóÿÜĆÚÖ­îÈâöÂóäÖäèÉÿãöćãâÿßøćîÂČóÂòÛÕúĀæÂóäèõÉòã 

  5.2 Â¬îÚÂóäÖäèÉÿãöćãâ Ăì­ÅÔñÂääâÂóäÂČóÂòÛÕúĀæÂóäèõÉòãÕČóÿÚõÚÂóäÖóâÃòĈÚÖîÚÕòÈÚöĈ 
- ë¬ÈÛòÚØ÷ÂĀÉ­ÈĂì­Ýú­èõÉòãØäóÛè¬óÉñâöÂóäÖäèÉÿãöćãâÿßøćîÂČóÂòÛÕúĀæÂóäèõÉòãāÕãäñÛùèòÚØöćĀæñÿèæóÖäèÉ

ÿãöćãâÂ¬îÚèòÚÖäèÉÿãöćãâîã¬óÈÚ­îã 1 ÿÕøîÚ ÿßøćîĂì­Ýú­èõÉòãÿÖäöãâÃ­îâúæÿîÂëóäØöćÿÂöćãèÃ­îÈ 
- ØÛØèÚāÅäÈä¬óÈÂóäèõÉòãĀæñÿîÂëóäØöćÿÂöćãèÃ­îÈÂòÛÃîÈāÅäÈÂóäèõÉòãÚòĈÚ 
- ÿÖäöãâÿîÂëóäØöćÉñĂË­ĂÚÂóäÜäñÿâõÚĂÚäñìè¬óÈÂóäÖäèÉÿãöćãâ ĀæñĀÛÛäóãÈóÚÂóäÖäèÉÿãöćãâÿßøćî

ÂČóÂòÛÕúĀæÂóäèõÉòã (ĀÛÛ ÉÙ.Åâ.20-01) 
5.3 ÂóäÖäèÉÿãöćãâ āÕãÅÔñÂääâÂóäÂČóÂòÛÕúĀæÂóäèõÉòã ÖäèÉëîÛìäøîëòÈÿÂÖÖóâĀÝÚÂóäÖäèÉÿãöćãâ 

ÕòÈÚöĈ 
   āÅäÈä¬óÈÂóäèõÉòã 

- âöāÅäÈä¬óÈÂóäèõÉòãÊÛòÛĀäÂĀæñÊÛòÛĀÂ­ăÃÿßõćâÿÖõâØöćÅÔñÂääâÂóäîÚùâòÖõ ßä­îâÿîÂëóäîÚùâòÖõ  
Ã­îâúæÿîÂëóä 

áóãìæòÈÂóäÖäèÉÿãöćãâ  ÅÔñÂääâÂóäÂČóÂòÛ 

äóãÈóÚÝæÂóäÖäèÉÿãöćãâ 

ÂóäÿÂĆÛäóãÈóÚÂóäÖäèÉÿãöćãâ  

ÜäñÙóÚ/ÅÔñÂääâÂóäÂČóÂòÛ 

ÂääâÂóäĀæñÿæÃóÚùÂóä 
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- ĀÛÛÛòÚØ÷ÂÃ­îâúæ (Case Record Form) âöÅèóâ×úÂÖ­îÈ ëâÛúäÔ° Āæñî¬óÚăÕ­ËòÕÿÉÚ 
- Ã­îâúæØöćÛòÚØ÷ÂĂÚĀÛÛÛòÚØ÷ÂÃ­îâúæÖäÈÂòÛĂÚÿîÂëóäÖ­ÚÊÛòÛ (Source data) 
- âöÿîÂëóäëČóÅòÎÅäÛ×­èÚ ăÕ­ĀÂ¬  

  äóãËøćîÝú­èõÉòãĀæñÝú­Ë¬èãÝú­èõÉòã ßä­îâØòĈÈÈóÚØöćäòÛÝõÕËîÛ 
Ýú­èõÉòãĀæñÝú­Ë¬èãÝú­èõÉòã 

- âöÅèóâäú­ÅèóâÿÃ­óĂÉĀæñÜÐõÛòÖõÖóâèõÙöÕČóÿÚõÚÂóäèõÉòãØöćäñÛùĂÚāÅäÈä¬óÈÂóäèõÉòãîã¬óÈÿÅä¬ÈÅäòÕ 
- ÜäõâóÔÈóÚĂÚāÅäÈÂóäèõÉòã ăâ¬âóÂÿÂõÚăÜ ÿâøćîßõÉóäÔó×÷ÈÉČóÚèÚÝú­èõÉòãĀæñÝú­Ë¬èãèõÉòã  

ë×óÛòÚØöćØČóÂóäèõÉòã 
- âöÂóäëÚòÛëÚùÚÂóäèõÉòãîã¬óÈÿìâóñëâ 
- ë×óÚØöćâöÅèóâÿìâóñëâĀæñÿîøĈîîČóÚèãÖ¬îÂóäØČóāÅäÈÂóäèõÉòã 

   ÝæõÖáòÔÒ°ØöćĂË­ĂÚÂóäèõÉòã âöÂóäĂË­ĀæñÂóäÅèÛÅùâÕúĀæÖóâØöćäñÛùăè­ĂÚāÅäÈä¬óÈÂóäèõÉòãØöćÅÔñÂääâÂóä
îÚùâòÖõ 
   ì­îÈÜÐõÛòÖõÂóäØöćĂË­ĂÚÂóäèõÉòã (Laboratory) âöÂóäÖäèÉØóÈì­îÈÜÐõÛòÖõÂóäÖóâèõÙöØöćäñÛùĂÚāÅäÈä¬óÈÂóä
èõÉòãØöćÅÔñÂääâÂóäîÚùâòÖõ 
   ÂóäĂì­ÅèóâãõÚãîâ 

- ëù¬âÖäèÉÿîÂëóäÂóäĂì­ÅèóâãõÚãîâè¬ó îóëóëâòÅäæÈÚóâĂÚÿîÂëóäÊÛòÛØöćÅÔñÂääâÂóä
îÚùâòÖõ 

- ĂÚÛóÈÂäÔö îóÉëòÈÿÂÖÃÛèÚÂóäÃîÅèóâãõÚãîâ 
   îóëóëâòÅäØöćÿÃ­óä¬èâĂÚāÅäÈÂóäèõÉòã 

- ăÕ­äòÛÂóäßõØòÂê°ëõØÙõĀæñÅèóâÿÜĆÚîãú¬ØöćÕöîã¬óÈÿìâóñëâ 
- ĂÚÛóÈÂäÔö îóÉëòâáóêÔ°îóëóëâòÅäØöćÿÃ­óä¬èâĂÚāÅäÈÂóäèõÉòã 

   ÂóääòÂêóÅèóâæòÛÃîÈÃ­îâúæ âöÂóäÿÂĆÛÿîÂëóäÃ­îâúæÃîÈîóëóëâòÅäØöćÿÃ­óä¬èâĂÚāÅäÈÂóäèõÉòãîã¬óÈ
ÿìâóñëâĀæñÉČóÂòÕÝú­Øöćëóâóä×ÿÃ­ó×÷ÈÃ­îâúæ 
   äóãÈóÚÿìÖùÂóäÔ°ăâ¬×÷ÈÜäñëÈÅ° (×­óâö) âöÂóäÖäèÉëîÛäóãÈóÚÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ° ÿÜäöãÛÿØöãÛÂòÛ
äóãÈóÚØöćë¬ÈĂì­ÅÔñÂääâÂóä 
   ÂóäëäùÜÝæÂóäÖäèÉÿãöćãâĀæñÃ­îÿëÚîĀÚñÿâøćîëõĈÚëùÕÂóäÖäèÉÿãöćãâ ÅÔñÂääâÂóäÂČóÂòÛÕúĀæÂóäèõÉòã
ëäùÜÝæÂóäÖäèÉÿãöćãâĀæñÃ­îÿëÚîĀÚñĀÂ¬Ýú­èõÉòã ßä­îâØòĈÈÿÜõÕāîÂóëĂì­Ýú­èõÉòãÌòÂ×óâìäøîĂì­Ã­îâúæÿßõćâÿÖõâ 

5.4 áóãìæòÈÂóäÖäèÉÿãöćãâ 
   -ëäùÜÝæÂóäÖäèÉÿãöćãâĂÚĀÛÛäóãÈóÚÂóäÖäèÉÿãöćãâÿßøćîÂČóÂòÛÕúĀæÂóäèõÉòã (ĀÛÛ ÉÙ.Åâ.20-01) Āæñ
ÚČóÿëÚîÖ¬îÜäñÙóÚáóãĂÚ 14 èòÚØČóÂóä 
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   -ë¬ÈëČóÿÚóäóãÈóÚ 1 ÊÛòÛ Ăì­Ýú­èõÉòã 
  5.5 äóãÈóÚÝæÂóäÖäèÉÿãöćãâ 
   -ÜäñÙóÚÚČóÿëÚîäóãÈóÚÂóäÖäèÉÿãöćãâÿßøćîÂČóÂòÛÕúĀæÂóäèõÉòãĂÚØöćÜäñËùâÅÔñÂääâÂóäÿßøćîßõÉóäÔóæÈ
âÖõ 
   -ÛòÚØ÷ÂÂóääóãÈóÚÂóäÖäèÉÿãöćãâÿßøćîÂČóÂòÛÕúĀæÂóäèõÉòãĀæñâÖõÃîÈÅÔñÂääâÂóä ĂÚäóãÈóÚÂóäÜäñËùâ 
  5.6 ÂóäÿÂĆÛäóãÈóÚÂóäÖäèÉÿãöćãâ ÿÂĆÛăè­ÿÜĆÚë¬èÚìÚ÷ćÈÃîÈāÅäÈä¬óÈÂóäèõÉòãÚòĈÚĀæñÿÂĆÛĂÚĀà­âÃîÈ
ÅÔñÂääâÂóäÂČóÂòÛÕúĀæÂóäèõÉòã äèâØòĈÈÛòÚØ÷ÂÃ­îâúæĂÚäñÛÛÑóÚÃ­îâúæÅîâßõèÿÖîä°  
6. ÅČóÚõãóâ 
 ÅÔñÂääâÂóäÂČóÂòÛ  ÂääâÂóäĀæñ/ìäøîÛùÅÅæáóãÚîÂØöćăÕ­äòÛâîÛìâóãÉóÂÅÔñÂääâÂóä 
     Ăì­ÿÜĆÚÖòèĀØÚ ÖäèÉÿãöćãâÿßøćîÂČóÂòÛÕúĀæÂóäèõÉòãăâ¬Ú­îãÂè¬ó 2 ÅÚ 
     āÕãîã¬óÈÚ­îã 1 ÅÚÖ­îÈâóÉóÂÅÔñÂääâÂóä 
     ÂóäÖäèÉÿãöćãâÿßøćîÅèÛÅùâÕúĀæÂóäèõÉòã 
ÂóäÜÐõÛòÖõÈóÚÃîÈÅÔñÂääâÂóäÂČóÂòÛ ÿÜĆÚÂóäÜäñÿâõÚÂóäßõØòÂê°ëõØÙõĀæñÅèóâÿÜĆÚîãú¬ØöćÕöÃîÈ 

îóëóëâòÅäØöćÿÃ­óä¬èâĂÚāÅäÈÂóäèõÉòã ÃîÈÝú­èõÉòãìäøî 
ë×óÛòÚèõÉòã āÕãÖäèÉëîÛÿîÂëóäìäøîëòÈÿÂÖÃòĈÚÖîÚÂóäØČóèõÉòã 

7. áóÅÝÚèÂ 
  ĀÛÛ ÉÙ.Åâ.20-01 ĀÛÛäóãÈóÚÂóäÖäèÉÿãöćãâÿßøćîÂČóÂòÛÕúĀæÂóäèõÉòã 
8. ÿîÂëóäî­óÈîõÈ 

8.1 ÂäâîÚóâòã ÂäñØäèÈëóÙóäÔëùÃ. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãÂäâîÚóâòã ÊÛòÛØöć 1.1 
ß.é. 2562. 
 8.2 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãâìõÕæ. ĀÚèØóÈÂóäÕČóÿÚõÚÈóÚÃîÈ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚËùÕÂæóÈ âìóèõØãóæòãâìõÕæ ß.é. 2561.  

8.3 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚâìóèõØãóæòãÿËöãÈĂìâ¬. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ. 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãÿËöãÈĂìâ¬. ß.é. 2561. 

8.4 âìóèõØãóæòãÿèëÿØõä°Ú. ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°. ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
âìóèõØãóæòãÿèëÿØõä°Ú. ß.é. 2560. 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.21/01 

Âóäăâ¬ÜÐõÛòÖõÖóâÃ­îÂČóìÚÕ 
Non-Compliance/ Protocol Violation 

ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
  ÿßøćîÿÜĆÚĀÚèØóÈĂÚÂóäÕČóÿÚõÚÂóäÿâøćîÝú­èõÉòãìäøîë×óÛòÚØöćØČóèõÉòãăâ¬ÜÐõÛòÖõÖóâìæòÂÉäõãÙääâÂóäèõÉòãĂÚ
âÚùêã° ìäøîăâ¬ÜÐõÛòÖõÖóâÃ­îÂČóìÚÕÃîÈÅÔñÂääâÂóä 
2. ÃîÛÿÃÖ 
  èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÅäîÛÅæùâØùÂāÅäÈÂóäèõÉòãĂÚâÚùêã°ØöćÅÔñÂääâÂóäîÚùâòÖõ 
3. ÅèóâäòÛÝõÕËîÛ 
  ÂääâÂóäĀæñÿæÃóÚùÂóäâöìÚ­óØöćäèÛäèâĀæñÛòÚØ÷ÂĂÚĀÛÛÛòÚØ÷ÂäóãÂóäÝú­ăâ¬ÜÐõÛòÖõÖóâÃ­îÂČóìÚÕ 
(ĀÛÛ ÉÙ.Åâ.21-01) ÖóââÖõÅÔñÂääâÂóä 
4. ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóä 
 

 

 

 
1  
 
 
2       

 
         
3     
 
 
4       
 
 

äóãÈóÚÂóäăâ¬ÜÐõÛòÖõÖóâÃ­îÂČóìÚÕ ÂääâÂóäĀæñÿæÃóÚùÂóä 

ÂóäÖòÕëõÚÃîÈÅÔñÂääâÂóä ÅÔñÂääâÂóä 

ÂóäĀÉ­ÈÝú­èõÉòã 

ÂóäÿÂĆÛÿîÂëóä  

ÂääâÂóäĀæñÿæÃóÚùÂóä 

ÿÉ­óìÚ­óØöć 
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5. ìæòÂÂóäÜÐõÛòÖõ 
  5.1 äóãÈóÚÝæÂóäăâ¬ÜÐõÛòÖõÖóâÃ­îÂČóìÚÕ 

ÂääâÂóäĀæñÿæÃóÚùÂóäÚČóÜòÎìóÂóäăâ¬ÜÐõÛòÖõÖóâÃ­îÂČóìÚÕÃîÈÝú­èõÉòã Āæñ/ìäøîëäùÜäóãÈóÚÃîÈ
ÅÔñÂääâÂóäÂČóÂòÛÕúĀæÂóäèõÉòã ÛääÉùĂÚèóäñÂóäÜäñËùâÿßøćîßõÉóäÔóĂÚØöćÜäñËùâÅÔñÂääâÂóä 

5.2 ÝæÂóäÖòÕëõÚÃîÈÅÔñÂääâÂóä 
   - ÝæÂóäßõÉóäÔóÖ­îÈÛòÚØ÷ÂÝæÂóäÖòÕëõÚÃîÈÅÔñÂääâÂóä ÿÜĆÚæóãæòÂêÔ°îòÂêä ĂÚÂäÔöÖ¬îăÜÚöĈ 

- ĀÉ­ÈÝú­èõÉòãÿÜĆÚæóãæòÂêÔ°îòÂêäĂì­ÜÐõÛòÖõÖóâÃ­îÿëÚîĀÚñÃîÈÅÔñÂääâÂóä 
- äñÈòÛāÅäÈÂóäèõÉòãËòćèÅäóè (Suspension) ëČóìäòÛāÅäÈÂóäèõÉòãØöćÂČóæòÈÕČóÿÚõÚÂóä 
- ãùÖõāÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕ (Termination) ëČóìäòÛāÅäÈÂóäèõÉòãØöćÂČóæòÈÕČóÿÚõÚÂóä 

   -ÛòÚØ÷ÂËøćîÝú­èõÉòãØöćăâ¬ÜÐõÛòÖõÖóâÃ­îÂČóìÚÕ æÈĂÚĀÛÛÛòÚØ÷ÂäóãÂóäÝú­ăâ¬ÜÐõÛòÖõÖóâÃ­îÂČóìÚÕ (ĀÛÛ   
ÉÙ.Åâ.21-01)  

5.3 ÂóäĀÉ­ÈÝú­èõÉòã 
   - ÂääâÂóäĀæñÿæÃóÚùÂóä ä¬óÈÛòÚØ÷ÂĀÉ­ÈÝæÂóäÖòÕëõÚÃîÈÅÔñÂääâÂóäð ÖäèÉëîÛÅèóâ×úÂÖ­îÈÃîÈ
Ã­îâúæĀæñáóêó ĀæñÿëÚîÜäñÙóÚÂääâÂóä æÈÚóâßä­îâèòÚØöćØöćßõÉóäÔó 
   - ØČóëČóÿÚóÛòÚØ÷Â 4 ËùÕ ë¬ÈÖ­ÚÊÛòÛÛòÚØ÷ÂĂì­Ýú­èõÉòã ë¬ÈëČóÿÚóÛòÚØ÷ÂĂì­Āìæ¬ÈØùÚèõÉòã 1 ËùÕ Āæñ/ìäøî
Ýú­ÛäõìóäìÚ¬èãÈóÚÖ­ÚëòÈÂòÕÃîÈÝú­èõÉòãîöÂ 1 ËùÕ 
  5.4 ÂóäÿÂĆÛÿîÂëóäĀæñÂóäÖõÕÖóâÝæ 
   -ÿÂĆÛëČóÿÚóÛòÚØ÷Â 2 ËùÕ ăè­ØöćëČóÚòÂÈóÚ āÕãÿÂĆÛĂÚØñÿÛöãÚÝú­èõÉòãØöćăâ¬ÜÐõÛòÖõÖóâÃ­îÂČóìÚÕ 1 ËùÕ Āæñ
ĀÚÛÂòÛāÅäÈä¬óÈÂóäèõÉòãÚòĈÚ 1 ËùÕ 
   -ÛòÚØ÷ÂËøćîÝú­èõÉòãØöćăâ¬ÜÐõÛòÖõÖóâÃ­îÂČóìÚÕĂÚäñÛÛÑóÚÃ­îâúæÅîâßõèÿÖîä° 
   -ÖõÕÖóâÝæÂóäÜÐõÛòÖõÃîÈÝú­èõÉòãĂÚË¬èÈÿèæóØöćÿìâóñëâ 
6. ÅČóÚõãóâ 

Âóäăâ¬ÜÐõÛòÖõÖóâÃ­îÂČóìÚÕ  Âóäăâ¬ÜÐõÛòÖõÖóâĀÚèØóÈÂóäÜÐõÛòÖõÂóäèõÉòãØóÈÅæõÚõÂØöćÕöÃîÈ 
  (Non-compliance)   ìäøîăâ¬ÜÐõÛòÖõÖóâÃ­îÂČóìÚÕÃîÈÅÔñÂääâÂóä 
  (Protocol violation)   ÂóäÿÛöćãÈÿÛÚèõÙöÕČóÿÚõÚÂóäèõÉòãÉóÂØöćäñÛùĂÚāÅäÈä¬óÈÂóäèõÉòãØöć 
      ÅÔñÂääâÂóäîÚùâòÖõ 
  ÅÔñÂääâÂóäÂČóÂòÛ   ÅÔñÂääâÂóäÂČóÂòÛÕúĀæÂóäèõÉòãØöćăÕ­äòÛâîÛìâóãÉóÂ  
     ÅÔñÂääâÂóä Ăì­ÖäèÉÿãöćãâÿßøćîÂČóÂòÛÕúĀæÂóäèõÉòã 
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7. áóÅÝÚèÂ 

ĀÛÛ ÉÙ.Åâ.21-01 ĀÛÛÛòÚØ÷ÂäóãÂóäÝú­ăâ¬ÜÐõÛòÖõÖóâÃ­îÂČóìÚÕ 
8. ÿîÂëóäî­óÈîõÈ 

8.1 ÂäâîÚóâòã ÂäñØäèÈëóÙóäÔëùÃ. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãÂäâîÚóâòã ÊÛòÛØöć 1.1 
ß.é. 2562. 
 8.2 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãâìõÕæ. ĀÚèØóÈÂóäÂČóÿÚõÚÈóÚÃîÈ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚËùÕÂæóÈ âìóèõØãóæòãâìõÕæ ß.é. 2561.  

8.3 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚâìóèõØãóæòãÿËöãÈĂìâ¬. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ. 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãÿËöãÈĂìâ¬. ß.é. 2561. 

8.4 âìóèõØãóæòãÿèëÿØõä°Ú. ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°. ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
âìóèõØãóæòãÿèëÿØõä°Ú. ß.é. 2560. 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.22/01 

ÂóäÛäõìóäÉòÕÂóäÿîÂëóäāÅäÈÂóäèõÉòãØöćÂČóæòÈÕČóÿÚõÚÂóä 
Maintenance of Active Study Files 

ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
  ÿßøćîÿÜĆÚĀÚèØóÈĂÚÂóäÿÖäöãâ äèÛäèâ ĀæñÿÂĆÛäòÂêóÿîÂëóäØöćÿÂöćãèÃ­îÈÂòÛāÅäÈÂóäèõÉòãØöćăÕ­äòÛÂóä
ßõÉóäÔóîÚùâòÖõÉóÂÅÔñÂääâÂóä ĀæñāÅäÈÂóäèõÉòãÂČóæòÈÕČóÿÚõÚÂóäîãú¬ ØòĈÈÚöĈ ÿßøćîÅèóâëñÕèÂĂÚÂóäÅ­Úìó Āæñ
ÅÈăè­Ì÷ćÈÂóääòÂêóÅèóâæòÛÃîÈÃ­îâúæ 
2. ÃîÛÿÃÖ 
  èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÅäîÛÅæùâāÅäÈä¬óÈÂóäèõÉòãĀæñÿîÂëóäØöćÿÂöćãèÃ­îÈØùÂāÅäÈÂóäØöćăÕ­äòÛÂóä
ßõÉóäÔóîÚùâòÖõÉóÂÅÔñÂääâÂóä ĀæñāÅäÈÂóäèõÉòãØöćÂČóæòÈÕČóÿÚõÚÂóäîãú¬ 
3. ÅèóâäòÛÝõÕËîÛ 
  ÂääâÂóäĀæñÿæÃóÚùÂóä ĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ âöìÚ­óØöćÛäõìóäÉòÕÂóä āÕãÿÖäöãâäèÛäèâĀæñÿÂĆÛ
äòÂêóÿîÂëóäØöćÿÂöćãèÃ­îÈÂòÛāÅäÈÂóäèõÉòã ÖóâäñãñÿèæóØöćÂČóìÚÕ ØòĈÈÚöĈÿßøćîÅèóâëñÕèÂĂÚÂóäÅ­Úìó ĀæñÅÈăè­Ì÷ćÈ
ÂóääòÂêóÅèóâæòÛÃîÈÃ­îâúæ 
4. ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóä 
 
 

 

 

 
1  
 
 
 
 
2       
 

 
 

ÂóääèÛäèâÿîÂëóäØöćÿÂöćãèÃ­îÈÂòÛ

āÅäÈÂóäèõÉòã 

ÂääâÂóäĀæñÿæÃóÚùÂóä/

ÿÉ­óìÚ­óØöć 

ÂóäÛäõìóäÉòÕÂóäĀà­âÿîÂëóä

āÅäÈÂóäèõÉòã 

ÂääâÂóäĀæñÿæÃóÚùÂóä/

ÿÉ­óìÚ­óØöć 
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5. ìæòÂÂóäÜÐõÛòÖõ 
  5.1 ÂóääèÛäèâÿîÂëóäØöćÿÂöćãèÃ­îÈÂòÛāÅäÈÂóäèõÉòã 
   - ÿÂĆÛÿîÂëóäØöćÿÂöćãèÃ­îÈÂòÛāÅäÈÂóäèõÉòã 
   - ÉòÕìâèÕìâú¬ÃîÈÿîÂëóä 
   - Āà­âÿîÂëóäāÅäÈÂóäèõÉòã ÜäñÂîÛÕ­èã 

¶ ĀÛÛäóãÈóÚÂóäë¬ÈāÅäÈä¬óÈÂóäèõÉòãÿßøćîßõÉóäÔóÅäòĈÈĀäÂ (Initial review submission form) 
¶ ÿîÂëóäØöćăÕ­äòÛÂóäßõÉóäÔóîÚùâòÖõ ăÕ­ĀÂ¬ āÅäÈä¬óÈÂóäèõÉòã ë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòã 
ÿîÂëóäÂóäĂì­ÅèóâãõÚãîâāÕãăÕ­äòÛÃ­îâúæ ĂÛāÇêÔó ÿÜĆÚÖ­Ú 

¶ ìÚòÈëøîîÚùâòÖõ ĀæñÿîÂëóäîøćÚ ą ØöćÿÂöćãèÃ­îÈ ÃîÈÅÔñÂääâÂóäð Øöćë¬ÈĂì­Ýú­èõÉòã 
¶ äóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã  

  - ØČóÜÂĂÛëäùÜĀà­âÿîÂëóäāÅäÈÂóäèõÉòã ÜäñÂîÛÕ­èã 
¶ äìòëāÅäÈÂóäèõÉòã 
¶ ËøćîÝú­èõÉòã 
¶ ËøćîÝú­Ăì­ØùÚèõÉòã 
¶ ëóäÛòÎĀà­âÿîÂëóäāÅäÈÂóäèõÉòã ăÕ­ĀÂ¬ 

o ËøćîÝú­èõÉòã ÖČóĀìÚ¬È ëòÈÂòÕ Øöćîãú¬ ÿÛîä°āØäéòßØ° ÿÛîä°āØäëóä îöÿâæ° 
o Ýú­Ăì­ØùÚèõÉòã ßä­îâØòĈÈËøćîÝú­ØöćÉñÖõÕÖ¬îăÕ­ Øöćîãú¬ ÿÛîä°āØäéòßØ° ÿÛîä°āØäëóä îöÿâæ° 
o ÿîÂëóäāÅäÈä¬óÈÂóäèõÉòãØöćăÕ­äòÛÂóäßõÉóäÔóîÚùâòÖõ ĀæñÿîÂëóäÂóäĂì­ÅèóâãõÚãîâ 
o ìÚòÈëøîĀÉ­ÈÝæÂóäßõÉóäÔó 
o ÉÕìâóãìäøîÿîÂëóäÖõÕÖ¬îäñìè¬óÈÅÔñÂääâÂóäÂòÛÝú­èõÉòã 
o ë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòã 
o äóãÈóÚÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ° 
o äóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã 
o äóãÈóÚëäùÜÝæÂóäèõÉòã 
o äóãÈóÚÂóäÖäèÉÿãöćãâĀæñÝæÂóäÖòÕëõÚ (×­óâö) 

  5.2 ÂóäÛäõìóäÉòÕÂóäĀà­âÿîÂëóäāÅäÈÂóäèõÉòã 
   - äèÛäèâĀæñÉòÕìâèÕìâú¬ÿîÂëóäÖ­ÚÊÛòÛØöćÿÂöćãèÃ­îÈÂòÛāÅäÈÂóäèõÉòã 
   - ØČóÜÂĂÛëäùÜĀà­âÿîÂëóäāÅäÈÂóäèõÉòã 
   - æÈÃ­îâúæĂÚäñÛÛÑóÚÃ­îâúæÅîâßõèÿÖîä° 
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   - ÿÂĆÛĀà­âÿîÂëóäāÅäÈÂóäèõÉòãĂÚì­îÈØöćÜæîÕáòã ĀæñÉČóÂòÕÝú­ÿÃ­ó×÷È 
   - ÂóäÿÂĆÛäòÂêóĀà­âÿîÂëóäāÅäÈÂóäèõÉòã Ö­îÈÿÂĆÛîã¬óÈÚ­îã 3 ÜöìæòÈÉóÂÂóäèõÉòãÿëäĆÉëõĈÚ 
6. ÅČóÚõãóâ 

āÅäÈÂóäèõÉòãØöćÂČóæòÈÕČóÿÚõÚÂóä  āÅäÈÂóäèõÉòãØöćÂČóæòÈÕČóÿÚõÚÂóäÅòÕÿæøîÂìäøîÖõÕÖóâîóëóëâòÅä 
  (Active file)    ÖóâØöćäñÛùĂÚāÅäÈä¬óÈÂóäèõÉòãØöćăÕ­äòÛÂóäßõÉóäÔóîÚùâòÖõ 
7. áóÅÝÚèÂ 
 - 
8. ÿîÂëóäî­óÈîõÈ 

8.1 ÂäâîÚóâòã ÂäñØäèÈëóÙóäÔëùÃ. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãÂäâîÚóâòã ÊÛòÛØöć 1.1 
ß.é. 2562. 
 8.2 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãâìõÕæ. ĀÚèØóÈÂóäÕČóÿÚõÚÈóÚÃîÈ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚËùÕÂæóÈ âìóèõØãóæòãâìõÕæ ß.é. 2561.  

8.3 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚâìóèõØãóæòãÿËöãÈĂìâ¬. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ. 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãÿËöãÈĂìâ¬. ß.é. 2561. 

8.4 âìóèõØãóæòãÿèëÿØõä°Ú. ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°. ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
âìóèõØãóæòãÿèëÿØõä°Ú. ß.é. 2560. 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.23/01 

ÂóäÿÂĆÛĀæñÂóäÅ­ÚÿîÂëóäĂÚāÅäÈÂóäèõÉòã 
Archives and Retrieval of Documents 

ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
  ÿßøćîÿÜĆÚĀÚèØóÈĂÚÿÂĆÛäòÂêóĀæñÅ­ÚìóÿîÂëóäØöćÿÂöćãèÃ­îÈÂòÛāÅäÈÂóäèõÉòãØöćăÕ­äòÛÂóäßõÉóäÔóîÚùâòÖõ
ÉóÂÅÔñÂääâÂóä ÿßøćîëñÕèÂÖ¬îÂóäØÛØèÚĀæñÖäèÉëîÛ 
2. ÃîÛÿÃÖ 
   - èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÅäîÛÅæùâÂóäÛäõìóäÉòÕÂóäāÅäÈä¬óÈÂóäèõÉòãĀæñÿîÂëóäØöćÿÂöćãèÃ­îÈØùÂ
āÅäÈÂóäØöćăÕ­äòÛÂóäßõÉóäÔóîÚùâòÖõÉóÂÅÔñÂääâÂóä ăÕ­ĀÂ¬ ÂóäÿÂĆÛäòÂêóĀæñÅ­ÚìóÿßøćîØÛØèÚĀæñÖäèÉëîÛ 
   - ÂóäØČóëČóÿÚóÿîÂëóäØöćÖ­îÈäòÂêóÅèóâæòÛāÕãÛùÅÅæîøćÚÚîÂÿìÚøîÉóÂÂääâÂóäìäøîÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ 
Ö­îÈăÕ­äòÛîÚùÎóÖÉóÂÜäñÙóÚ ĀæñÝú­ä­îÈÃîÖ­îÈæÈÚóâĂÚÿîÂëóäÂóääòÂêóÅèóâæòÛ 
   - ÂóäØČóëČóÿÚóÿîÂëóäØöćÖ­îÈäòÂêóÅèóâæòÛāÕãÛùÅÅæîøćÚ Ö­îÈâöÂóäÛòÚØ÷ÂĂÚëâùÕÛòÚØ÷ÂìæòÂÑóÚÂóäØČó
ëČóÿÚóÿîÂëóä ĀæñĀÛÛÛòÚØ÷ÂÂóäØČóëČóÿÚóÿîÂëóä (ĀÛÛ ÉÙ.Åâ.23-02) Ì÷ćÈÿÂĆÛăè­ÂòÛÿîÂëóäÖ­ÚÊÛòÛ 
3. ÅèóâäòÛÝõÕËîÛ 

ÂääâÂóäĀæñÿæÃóÚùÂóäâöìÚ­óØöćÛäõìóäÉòÕÂóä Åøî ÿÂĆÛäòÂêó ĀæñÅ­ÚìóÿîÂëóäØöćÿÂöćãèÃ­îÈÂòÛ
āÅäÈÂóäèõÉòã ÿßøćîëñÕèÂÖ¬îÂóäØÛØèÚĀæñÖäèÉëîÛ ĀæñÅÈăè­Ì÷ćÈÂóääòÂêóÅèóâæòÛÃîÈÃ­îâúæ 
4. ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóä 
 

 

 
 

1  
 
 
 
2       

 
         
3     

 

áóãìæòÈÉóÂăÕ­äòÛÿîÂëóäÿÂöćãèÂòÛ

āÅäÈÂóäèõÉòã   

ÂääâÂóäĀæñÿæÃóÚùÂóä Āæñ

ÿÉ­óìÚ­óØöć 

ÂóäÿÂĆÛäòÂêóÿîÂëóäāÅäÈÂóäèõÉòã 

ÂóäÅ­ÚìóÿîÂëóäāÅäÈÂóäèõÉòã 

ÂääâÂóäĀæñÿæÃóÚùÂóä Āæñ

ÿÉ­óìÚ­óØöć 

ÂääâÂóäĀæñÿæÃóÚùÂóä Āæñ

ÿÉ­óìÚ­óØöć 
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5. ìæòÂÂóäÜÐõÛòÖõ 
  5.1 áóãìæòÈÉóÂăÕ­äòÛÿîÂëóäÿÂöćãèÂòÛāÅäÈÂóäèõÉòã 
  ÖäèÉëîÛÅèóâÅäÛ×­èÚÃîÈĀà­âÿîÂëóäāÅäÈÂóäèõÉòã (ÕúĂÚÂóäÛäõìóäÉòÕÂóäÿîÂëóäāÅäÈÂóäèõÉòãØöć
ÂČóæòÈÕČóÿÚõÚÂóä) 
  5.2 ÂóäÿÂĆÛäòÂêóÿîÂëóäāÅäÈÂóäèõÉòã 
   - ÿÂĆÛĀà­âÿîÂëóäāÅäÈÂóäèõÉòãĂÚë¬èÚÿÂĆÛØöćĀãÂÿÜĆÚëòÕë¬èÚĀæñÈ¬óãÖ¬îÂóäÅ­ÚìóÿßøćîØÛØèÚìäøî
ÖäèÉëîÛ ĂÚì­îÈØöćÜæîÕáòã ĀæñÉČóÂòÕÝú­ÿÃ­ó×÷ÈÃ­îâúæ 
   - ÂóäÿÂĆÛäòÂêóĀà­âÿîÂëóäāÅäÈÂóäèõÉòã Ö­îÈÿÂĆÛăè­îã¬óÈÚ­îã 3 Üö ìæòÈÂóäèõÉòãÿëäĆÉëõĈÚ 

- æÈÃ­îâúæāÅäÈÂóäèõÉòã ĂÚäñÛÛÑóÚÃ­îâúæÅîâßõèÿÖîä° 
5.3 ÂóäÅ­ÚÿîÂëóäāÅäÈÂóäèõÉòã 

   - ÖäñìÚòÂè¬óÿîÂëóäāÅäÈÂóäèõÉòãÿÜĆÚÿîÂëóäØöćÖ­îÈäòÂêóÅèóâæòÛ 
   - ÂóäÃîÅ­ÚÿîÂëóäāÅäÈÂóäèõÉòãāÕãÛùÅÅæîøćÚ ÚîÂÿìÚøîÉóÂÂääâÂóäìäøîÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ Ö­îÈâö
Âóää­îÈÃîÿÜĆÚæóãæòÂêÔ°îòÂêäāÕãĂË­ĀÛÛäóãÈóÚÃîÅ­ÚÿîÂëóäāÅäÈÂóäèõÉòã (ĀÛÛ ÉÙ.Åâ.23-01) ßä­îâØòĈÈæÈ
ÚóâĀæñèòÚØöćĂÚĀÛÛĀæñĂÚÿîÂëóäÂóääòÂêóÅèóâæòÛ (ÉÙ.Åâ.03-01) ĀæñâöÂóäæÈÚóâîÚùâòÖõÉóÂÜäñÙóÚ 
   - ÿâøćîÿëäĆÉëõĈÚÂóäØÛØèÚìäøîÖäèÉëîÛÿîÂëóäāÅäÈÂóäèõÉòãÖ­îÈë¬ÈÅøÚÿîÂëóäāÅäÈÂóäèõÉòãĂì­
ÂääâÂóäĀæñÿæÃóÚùÂóäÚČóăÜÿÂĆÛäòÂêóăè­ĂÚØöćÿÕõâ 
   - ÛòÚØ÷ÂËøćîĀæñæÈÚóâÝú­ÃîÅ­ÚÿîÂëóäāÅäÈÂóäèõÉòãßä­îâØòĈÈèòÚØöćäòÛĀæñë¬ÈÅøÚ ĀæñÿÂĆÛÿîÂëóä 
6. ÅČóÚõãóâ  

- 
7. áóÅÝÚèÂ 

 ĀÛÛ ÉÙ.Åâ.03-01 ÿîÂëóäÂóääòÂêóÅèóâæòÛ 
 ĀÛÛ ÉÙ.Åâ.23-01 ĀÛÛäóãÈóÚÃîÅ­ÚÿîÂëóäāÅäÈÂóäèõÉòã 
 ĀÛÛ ÉÙ.Åâ.23-02 ĀÛÛÛòÚØ÷ÂÂóäØČóëČóÿÚóÿîÂëóä 

8. ÿîÂëóäî­óÈîõÈ 
8.1 ÂäâîÚóâòã ÂäñØäèÈëóÙóäÔëùÃ. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãÂäâîÚóâòã ÊÛòÛØöć 1.1 

ß.é. 2562. 
 8.2 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãâìõÕæ. ĀÚèØóÈÂóäÕČóÿÚõÚÈóÚÃîÈ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚËùÕÂæóÈ âìóèõØãóæòãâìõÕæ ß.é. 2561.  

8.3 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚâìóèõØãóæòãÿËöãÈĂìâ¬. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ. 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãÿËöãÈĂìâ¬. ß.é. 2561. 
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8.4 âìóèõØãóæòãÿèëÿØõä°Ú. ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°. ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
âìóèõØãóæòãÿèëÿØõä°Ú. ß.é. 2560. 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.24/01 

ÂóäÕČóäÈăè­Ì÷ćÈÂóääòÂêóÅèóâæòÛ 
Maintenance of Confidentiality 

ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
ÿßøćîÿÜĆÚĀÚèØóÈĂÚÂóääòÂêóÅèóâæòÛÃîÈÖ­ÚÊÛòÛĀæñëČóÿÚóāÅäÈä¬óÈÂóäèõÉòãìäøîÿîÂëóäîøćÚ Øöć

ÿÂöćãèÃ­îÈ 
2. ÃîÛÿÃÖ 
  èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÅäîÛÅæùâÂóäÉòÕÂóäÂòÛÿîÂëóäØùÂÃòĈÚÖîÚ äèâ×÷ÈÂóäĀÉÂÉ¬óãĀæñÂóäÿÂĆÛäòÂêó
ÿîÂëóä ăÕ­ĀÂ¬ āÅäÈä¬óÈÂóäèõÉòã äóãÈóÚØöćë¬ÈÿÃ­óâó×÷ÈÅÔñÂääâÂóä äóãÈóÚìäøîÛòÚØ÷ÂÃîÈÅÔñÂääâÂóäĀæñ
ÿîÂëóäØöćÿÂöćãèÃ­îÈ 
3. ÅèóâäòÛÝõÕËîÛ 

- ÂóääòÂêóÅèóâæòÛÃîÈāÅäÈä¬óÈÂóäèõÉòã ÿîÂëóäÃîÈÅÔñÂääâÂóä ĀæñÿîÂëóäØöćÿÂöćãèÃ­îÈ ÿÜĆÚëõćÈØöć 
- ÂääâÂóäĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚÂääâÂóäØùÂÅÚÖ­îÈÖäñìÚòÂĀæñÿÅä¬ÈÅäòÕĂÚÂóäÜÐõÛòÖõÖóâÅČó

ëòÎÎóĂÚÿîÂëóäÿßøćîÂóääòÂêóÅèóâæòÛ 
4. ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóä 
 

 

 
 
1  
 
 
2       

 
         
3     
 
 
4       

ÂóäÿÃ­ó×÷ÈÿîÂëóä ÅÔñÂääâÂóä ĀæñÿÉ­óìÚ­óØöć 

ÂóäÉòÕĀÛ¬ÈÜäñÿáØÃîÈÿîÂëóä 

ÂóäØČóëČóÿÚóÿîÂëóä 

ĀÛÛÛòÚØ÷ÂÂóäØČóëČóÿÚóÿîÂëóä  

ÅÔñÂääâÂóä ĀæñÿÉ­óìÚ­óØöć 

ÅÔñÂääâÂóä ĀæñÿÉ­óìÚ­óØöć 

ÅÔñÂääâÂóä ĀæñÿÉ­óìÚ­óØöć 
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5. ìæòÂÂóäÜÐõÛòÖõ 
  5.1 ÂóäÿÃ­ó×÷ÈÿîÂëóä 
   ÂääâÂóäĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚÅÔñÂääâÂóäÖ­îÈî¬óÚ ÿÃ­óĂÉ ĀæñãîâäòÛĂÚÃ­îÜÐõÛòÖõÖ¬îăÜÚöĈ 

- æÈÚóâĂÚÿîÂëóäÂóääòÂêóÅèóâæòÛ (ĀÛÛ ÉÙ.Åâ.03-01) Â¬îÚÿäõćâÂóäÜÐõÛòÖõÈóÚ 
- ëóâóä×ÿÃ­ó×÷ÈÿîÂëóäØùÂËÚõÕÃîÈëČóÚòÂÈóÚÅÔñÂääâÂóä 
- ëóâóä×ä­îÈÃîÿßøćîÚČóÖ­ÚÊÛòÛĀæñëČóÿÚóÃîÈÿîÂëóäÃîÈëČóÚòÂÈóÚÅÔñÂääâÂóäăÜĂË­ ÿßøćîÈóÚ
ÃîÈÅÔñÂääâÂóä 

5.2 ÂóäÉòÕĀÛ¬ÈÜäñÿáØÃîÈÿîÂëóäØöćÖ­îÈÂóääòÂêóÅèóâæòÛ ĀÛ¬ÈăÕ­ÕòÈÚöĈ 
   - āÅäÈä¬óÈÂóäèõÉòãĀæñÿîÂëóäØöćÿÂöćãèÃ­îÈ ăÕ­ĀÂ¬ ĀÛÛÛòÚØ÷ÂÃ­îâúæ ÿîÂëóäĂì­ÅèóâãõÚãîâ ÅèóâÿìĆÚ
ÃîÈØöćÜä÷Âêó 
   - ÿîÂëóäÃîÈÅÔñÂääâÂóä ăÕ­ĀÂ¬ äóãÈóÚÜäñËùâ ÝæÂóäßõÉóäÔó ÅČóĀÚñÚČóÃîÈÅÔñÂääâÂóä 
   - ÛòÚØ÷ÂĀæñÿîÂëóäÖõÕÖ¬î ăÕ­ĀÂ¬ ÛòÚØ÷ÂÃîÈÅÔñÂääâÂóäØöćÖõÕÖ¬îÂòÛÝú­èõÉòã Ýú­ëÚòÛëÚùÚ Āìæ¬ÈØùÚ 
îóëóëâòÅä ØöćÜä÷Âêó Ýú­ÖäèÉÿãöćãâ  

5.3 ÂóäëČóÿÚóÿîÂëóäØöćÖ­îÈäòÂêóÅèóâæòÛ 
5.3.1 ÂóäÃîëČóÿÚóÿîÂëóäāÕãÅÔñÂääâÂóä 

    -ÂóäëČóÿÚóÿîÂëóäØöćÖ­îÈäòÂêóÅèóâæòÛØùÂÜäñÿáØÉñëČóăÕ­ÿâøćîÚČóăÜĂË­ĂÚÈóÚÃîÈ
ÅÔñÂääâÂóäÿØ¬óÚòĈÚ 
    -ÂääâÂóäÿØ¬óÚòĈÚØöćëóâóä×ä­îÈÃîÿßøćîëČóÿÚóÿîÂëóäØöćÖ­îÈäòÂêóÅèóâæòÛ 
    -ÿÊßóñÿÉ­óìÚ­óØöćØöćëóâóä×ÕČóÿÚõÚÂóäëČóÿÚóÿîÂëóäÿâøćîÂääâÂóää­îÈÃî 
    -ÂóäÃîëČóÿÚóÿîÂëóäØöćÖ­îÈÂóääòÂêóÅèóâæòÛāÕãÅÔñÂääâÂóäÖ­îÈÛòÚØ÷ÂĂÚëâùÕÛòÚØ÷Â 
ìæòÂÑóÚÂóäëČóÿÚóÿîÂëóä ĀæñĀÛÛÛòÚØ÷ÂÂóäØČóëČóÿÚóÿîÂëóä (ĀÛÛ ÉÙ.Åâ.23-02) Ì÷ćÈÿÂĆÛăè­ÂòÛÿîÂëóä
Ö­ÚÊÛòÛ 

5.3.2 ÂóäÃîëČóÿÚóÿîÂëóäāÕãÛùÅÅæîøćÚ 
    -ÂóäÃîëČóÿÚóÿîÂëóäØöćÖ­îÈäòÂêóÅèóâæòÛāÕãÛùÅÅæîøćÚ ÚîÂÉóÂÂääâÂóäìäøîÿÉ­óìÚ­óØöć Ö­îÈ
ăÕ­äòÛîÚùÎóÖÉóÂÜäñÙóÚ ĀæñÝú­ä­îÈÃîÖ­îÈæÈÚóâĂÚÿîÂëóäÂóääòÂêóÅèóâæòÛ 
    -ÂóäÃîëČóÿÚóÿîÂëóäØöćÖ­îÈÂóääòÂêóÅèóâæòÛāÕãÛùÅÅæîøćÚ Ö­îÈÛòÚØ÷ÂĂÚëâùÕÛòÚØ÷ÂìæòÂÑóÚ
ÂóäØČóëČóÿÚóÿîÂëóäĀæñĀÛÛÛòÚØ÷ÂÂóäØČóëČóÿÚóÿîÂëóä (ĀÛÛ ÉÙ.Åâ.23-02) Ì÷ćÈÿÂĆÛăè­ÂòÛÿîÂëóäÖ­ÚÊÛòÛ 

5.3.3 ëâùÕÛòÚØ÷ÂìæòÂÑóÚÂóäëČóÿÚóÿîÂëóä 
    -Ö­îÈÿÂĆÛăè­ØöćØöćØČóÂóäÅÔñÂääâÂóä 
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    -Ö­îÈÜäñÂîÛÕ­èãËøćîĀæñÂóäæÈÚóâÃîÈÝú­äòÛëČóÿÚóÿîÂëóä ËøćîÝú­ØČóëČóÿÚóÿîÂëóä ÉČóÚèÚëČóÿÚó
ÿîÂëóä èòÚØöć ØöćØČóëČóÿÚóÿîÂëóä ĀæñèòÖ×ùÜäñëÈÅ°ĂÚÂóäÃîëČóÿÚó 
  5.4 ĀÛÛÛòÚØ÷ÂÂóäØČóëČóÿÚóÿîÂëóä 
   -Ö­îÈÿÂĆÛăè­ÂòÛÿîÂëóäÖ­ÚÊÛòÛ 
   -ĀÛÛÛòÚØ÷ÂÂóäØČóëČóÿÚóÿîÂëóä ăâ¬ĂË¬ÿîÂëóäØöćÖ­îÈäòÂêóÅèóâæòÛ Āæñëóâóä×ÃîÖäèÉëîÛăÕ­ 
 
6. ÅČóÚõãóâ 
  ÿîÂëóä   ÿîÂëóäØöćâöÃ­îâúæÛòÚØ÷ÂĂÚÂäñÕóê āØäëóä Ã­îâúæîõÿæĆÂØäîÚõÂë°  

(ÿË¬Ú îöÿâæ° ÿØÜ èöÕöāî ÌöÕö) 
7. áóÅÝÚèÂ 

ĀÛÛ ÉÙ.Åâ.03-01 ÿîÂëóäÂóääòÂêóÅèóâæòÛ 
ĀÛÛ ÉÙ.Åâ.23-01 ĀÛÛäóãÈóÚÃîÅ­ÚÿîÂëóäāÅäÈÂóäèõÉòã 
ĀÛÛ ÉÙ.Åâ.23-02 ĀÛÛÛòÚØ÷ÂÂóäØČóëČóÿÚóÿîÂëóä 

8. ÿîÂëóäî­óÈîõÈ 
8.1 ÂäâîÚóâòã ÂäñØäèÈëóÙóäÔëùÃ. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãÂäâîÚóâòã ÊÛòÛØöć 1.1 

ß.é. 2562. 
 8.2 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãâìõÕæ. ĀÚèØóÈÂóäÕČóÿÚõÚÈóÚÃîÈ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚËùÕÂæóÈ âìóèõØãóæòãâìõÕæ ß.é. 2561.  

8.3 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚâìóèõØãóæòãÿËöãÈĂìâ¬. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ. 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãÿËöãÈĂìâ¬. ß.é. 2561. 

8.4 âìóèõØãóæòãÿèëÿØõä°Ú. ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°. ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
âìóèõØãóæòãÿèëÿØõä°Ú. ß.é. 2560. 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.25/01 

ÂóäÿÖäöãâÅú¬âøîÂóäØČóÈóÚ 
Preparation of Guidelines 

ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
ÿßøćîÿÜĆÚĀÚèØóÈĂÚÂóäÿÖäöãâÅú¬âøîÂóäØČóÈóÚëČóìäòÛÅÔñÂääâÂóä ĀæñÿÉ­óìÚ­óØöć 

2. ÃîÛÿÃÖ 
   - èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÅäîÛÅæùâÂóäØČóÅú¬âøîÂóäØČóÈóÚÃîÈëČóÚòÂÈóÚ ÅÔñÂääâÂóäßõÉóäÔóÂóäèõÉòã
ĂÚâÚùêã° 
   - ÂóäØČóÈóÚÃîÈÅÔñÂääâÂóäÖ­îÈÿÜĆÚăÜÖóâĀÚèØóÈØöćÂČóìÚÕăè­ĂÚèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ ĀÖ¬
ÿÚøćîÈÉóÂìæòÂÂóäÜÐõÛòÖõĂÚèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÿÜĆÚÿßöãÈÂäîÛÃîÈĀÚèØóÈÜÐõÛòÖõ É÷ÈÉČóÿÜĆÚÖ­îÈâöÂóäëä­óÈ
Åú¬âøîÂóäØČóÈóÚÌ÷ćÈÜäñÂîÛÕ­èãÃòĈÚÖîÚÂóäØČóÈóÚîã¬óÈæñÿîöãÕ ÚîÂÉóÂÚöĈ ÂóäĀÂ­ăÃÿßõćâÿÖõâèõÙöÕČóÿÚõÚÂóä
âóÖäÑóÚÖ­îÈÝ¬óÚÃòĈÚÖîÚÖ¬óÈ ą ìæóãÃòĈÚÖîÚ äèâØòĈÈÖ­îÈÃîîÚùâòÖõÉóÂÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚ
âÚùêã° (ÕúĂÚÛØØöć 1 Âóäëä­óÈèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ) ÂóäĀÂ­ăÃÿßõćâÿÖõâÅú¬âøîÂóäØČóÈóÚëóâóä×ØČóăÕ­È¬óãĀæñ
ëñÕèÂÂè¬ó ĀÖ¬Ö­îÈăâ¬ÃòÕÖ¬îĀÚèØóÈØöćÂČóìÚÕĂÚèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ 
3. ÅèóâäòÛÝõÕËîÛ 
  ÂääâÂóäĀæñÿæÃóÚùÂóäâöìÚ­óØöćâîÛìâóãĂì­ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ëä­óÈÅú¬âøîÂóäØČóÈóÚ 
4. ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóä 
 

 
1  
 
 
2       

 
         
3     
 
 
4       

ÉČóÚèÚìòèÃ­îÃîÈÅú¬âøîÂóäØČóÈóÚ ÂääâÂóäĀæñÿæÃóÚùÂóä 

āÅäÈëä­óÈÃîÈÅú¬âøîÂóäØČóÈóÚ ÂääâÂóäĀæñÿæÃóÚùÂóä 

ßõÉóäÔóÿßøćîÃîîÚùâòÖõ 

ÂóäĂË­Åú¬âøîÂóäØČóÈóÚ 

ÅÔñÂääâÂóä 

ÅÔñÂääâÂóä ĀæñÿÉ­óìÚ­óØöć 
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5 

 
5. ìæòÂÂóäÜÐõÛòÖõ 
  5.1 ÉČóÚèÚìòèÃ­îÃîÈÅú¬âøîÂóäØČóÈóÚ 

o ìòèÃ­îÅú¬âøîÂóäØČóÈóÚ Ö­îÈî­óÈîõÈÉóÂèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ 
o æČóÕòÛìâóãÿæÃÃîÈÅú¬âøîÂóäØČóÈóÚ Ăì­ĂË­äìòë ÉÙ.Åâ.01 ×÷È ÉÙ.Åâ.99 
o äñÛùÜöÃ­óÈìæòÈäìòë ÿË¬Ú Åú¬âøîÂóäØČóÈóÚÊÛòÛØöć 1 ÃîÈÜö 2563 Ăì­ĂË­ìâóãÿæÃ ÊÛòÛØöć 1.0/2563 
o æČóÕòÛÊÛòÛÃîÈÅú¬âøîÂóäØČóÈóÚ Ăì­ĂË­ìâóãÿæÃ ÿË¬Ú ÊÛòÛØöć 1.0 
o ÂóäÿÜæöćãÚĀÜæÈÅú¬âøîÂóäØČóÈóÚÿßöãÈÿæĆÂÚ­îã Ăì­ÿÜæöćãÚìâóãÿæÃÊÛòÛØöć 0.1 ÿÜĆÚÊÛòÛØöć 1.1 
o ÂóäÿÜæöćãÚĀÜæÈÅú¬âøîÂóäØČóÈóÚĂÚë¬èÚëČóÅòÎĂì­ÿÜæöćãÚìâóãÿæÃÊÛòÛ ÿË¬Ú ÿÜæöćãÚÉóÂ 1.0 
ÿÜĆÚ 2.0 

  5.2 āÅäÈëä­óÈÃîÈÅú¬âøîÂóäØČóÈóÚ âöë¬èÚÜäñÂîÛîã¬óÈÚ­îã 3 ë¬èÚ ăÕ­ĀÂ¬ ËøćîìòèÃ­î ÊÛòÛØöć ÿÚøĈîìó îóÉâö 
ÿîÂëóäî­óÈîõÈìäøîáóÅÝÚèÂ 
  5.3 ÂóäßõÉóäÔóÿßøćîîÚùâòÖõ 
  ÅÔñÂääâÂóää¬èâÂòÚßõÉóäÔóĀæñĀÂ­ăÃÜäòÛÜäùÈÿßøćîîÚùâòÖõ 
  5.4 ÂóäĂË­Åú¬âøîÂóäØČóÈóÚ 

ÅÔñÂääâÂóäĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ Ö­îÈî¬óÚĀæñÿÃ­óĂÉĂÚÅú¬âøîÂóäØČóÈóÚ 
  5.5 ÂóäĀÉÂÉ¬óãÅú¬âøîÂóäØČóÈóÚ 

Åú¬âøîÂóäØČóÈóÚăâ¬ĂË¬ÿîÂëóäØöćÖ­îÈäòÂêóÅèóâæòÛëóâóä×ĀÉÂÉ¬óãëČóÿÚóĂì­Ýú­èõÉòãìäøîÛùÅÅæîøćÚăÕ­ 
6. ÅČóÚõãóâ 
  Åú¬âøîÂóäØČóÈóÚ èõÙöÂóäØČóÈóÚØöćëîÕÅæ­îÈÂòÛèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ ëóâóä×ÚČóăÜÜÐõÛòÖõÉäõÈ 
(Guideline) ĀæñÂ¬îĂì­ÿÂõÕÜäñāãËÚ°ĂÚÂóäÜÐõÛòÖõÈóÚ 
7. áóÅÝÚèÂ 

Åú¬âøîÉäõãÙääâÂóäèõÉòãâìóèõØãóæòãÿÚËòćÚ ÜöÂóäé÷Âêó 2563 
8. ÿîÂëóäî­óÈîõÈ 

- 
  

ĀÉÂÉ¬óãÅú¬âøîÂóäØČóÈóÚ ÂääâÂóäĀæñÿæÃóÚùÂóä 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.26/01 

ÂóäÖäèÉëîÛÅÔñÂääâÂóä 
ßõÉóäÔóÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°âìóèõØãóæòãÿÚËòćÚ 

Auditing the Nation University Research Ethics Committee 

ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
ÿßøćîÿÜĆÚĀÚèØóÈĂÚÂóäÿÖäöãâäòÛÂóäÖäèÉëîÛÂóäØČóÈóÚÃîÈÅÔñÂääâÂóä 

2. ÃîÛÿÃÖ 
èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÅäîÛÅæùâÂóäÿÖäöãâÖòèÃîÈÅÔñÂääâÂóäĀæñÿÉ­óìÚ­óØöćØùÂÅÚÃîÈëČóÚòÂÈóÚ

ÅÔñÂääâÂóä ÿßøćîäòÛÂóäÖäèÉëîÛ 
3. ÅèóâäòÛÝõÕËîÛ 

ÅÔñÂääâÂóä ĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ Ö­îÈÜÐõÛòÖõÈóÚÖóâĀÚèØóÈØöćäñÛùĂÚèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ Āæñ
ÿÖäöãâßä­îâĂÚÂóäÖîÛÅČó×óâÃîÈÅÔñÂääâÂóäÖäèÉëîÛ 
4. ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóä 
 

 

 
1  
 
 
2       

 
         
3     
 
 
4       
 
 
5 

äòÛĀÉ­ÈÿäøćîÈÂóäÖäèÉëîÛ ÜäñÙóÚ 

ÿÖäöãâäòÛÂóäÖäèÉëîÛ   ÅÔñÂääâÂóäĀæñÿÉ­óìÚ­óØöć 

Ö­îÚäòÛÅÔñÂääâÂóäÖäèÉëîÛ 

ÜäòÛÜäùÈĀÂ­ăÃÃ­îÛÂßä¬îÈ 

ÂóäÿÂĆÛäòÂêóäóãÈóÚëäùÜÝæÂóäèõÉòã ÂääâÂóäĀæñÿæÃóÚùÂóä 

ÅÔñÂääâÂóäĀæñÿÉ­óìÚ­óØöć 

ÅÔñÂääâÂóäĀæñÿÉ­óìÚ­óØöć 
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5. ìæòÂÂóäÜÐõÛòÖõ 
  5.1 äòÛĀÉ­ÈÂóäÖäèÉëîÛ 

 - ÜäñÙóÚäòÛØäóÛÂČóìÚÕÂóäÖäèÉëîÛÉóÂÅÔñÂääâÂóäÖäèÉëîÛ 
 - ØČóìÚòÈëøîĀÉ­ÈîÙõÂóäÛÕöÝ¬óÚÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°âìóèõØãóæòãÿÚËòćÚÿßøćîÃî
îÚùâòÖõäòÛÂóäÖäèÉëîÛ 

 - ÜäñÙóÚĀÉ­ÈĂì­ÂääâÂóäĀæñÿæÃóÚùÂóäØäóÛ 
 - ÜäñÙóÚâîÛìâóãĂì­ÂääâÂóä ĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ  ÿÖäöãâßä­îâäòÛÂóäÖäèÉëîÛ  

5.2 ÿÖäöãâäòÛÂóäÖäèÉëîÛ 
  - é÷ÂêóäóãÂóäÿÖäöãâäòÛÂóäÖäèÉëîÛ (ĀÛÛ ÉÙ. 26-01) 
  - ÕČóÿÚõÚÂóäÖóâäóãÂóäÿÖäöãâäòÛÂóäÖäèÉëîÛ 
  - î¬óÚØÛØèÚèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ 
  - ÖäèÉëîÛè¬óÿîÂëóäÖ¬óÈ ą ăÕ­äòÛÂóäÿÂĆÛäòÂêóĂÚØöćØöćÿìâóñëâ 
 - ÖäèÉëîÛÅèóâÅäÛ×­èÚÃîÈĀà­âÿîÂëóäāÅäÈÂóäèõÉòã 
 - ÿÖäöãâì­îÈÜäñËùâĀæñëõćÈîùÜÂäÔ°ØöćÖ­îÈĂË­ 
 - ĀÉ­ÈèòÚÿèæóÃîÈÂóäÖäèÉëîÛ ßä­îâØòĈÈÚòÕìâóãÂääâÂóäĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ Ăì­ÿÃ­óä¬èâĂÚ
ÂóäÖäèÉëîÛ 
5.3 Ö­îÚäòÛÅÔñÂääâÂóäÖäèÉëîÛ 

  - ÜäñÙóÚ Ö­îÚäòÛĀæñÚČóÅÔñÂääâÂóäÖäèÉëîÛâóãòÈì­îÈÜäñËùâØöćÿÖäöãâăè­ 
  - ÂääâÂóä ĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ÿÃ­óä¬èâĂÚÂóäÜäñËùâ 
  - ÿäõćâÂóäÜäñËùâ āÕãÅÔñÂääâÂóäÖäèÉëîÛĀÉ­ÈèòÖ×ùÜäñëÈÅ° ĀæñäñÛùëõćÈØöćÖ­îÈÂóäÖäèÉëîÛ 
  - ÜäñÙóÚ ÂääâÂóä ÂääâÂóäĀæñÿæÃóÚùÂóä ĀæñÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ÖîÛÅČó×óâÃîÈ
ÅÔñÂääâÂóäÖäèÉëîÛ Õ­èãÅèóâëùáóßËòÕÿÉÚĀæñÖäÈÖóâØöćÜÐõÛòÖõÉäõÈ 

  - Å­ÚìóĀæñÉòÕÿÖäöãâÃ­îâúæìäøîÿîÂëóäØöćÂääâÂóäÖäèÉëîÛä­îÈÃî 
  - ÂääâÂóäĀæñÿæÃóÚùÂóäÉÕÛòÚØ÷ÂÅČóèõÉóäÔ°ĀæñÃ­îÿëÚîĀÚñÃîÈÅÔñÂääâÂóäÖäèÉëîÛ 

  5.4 ÂóäÜäòÛÜäùÈĀÂ­ăÃÃ­îÛÂßä¬îÈ 
   - ÂääâÂóäĀæñÿæÃóÚùÂóä ÚČóÿëÚîäóãÈóÚëäùÜÝæÂóäÖäèÉëîÛĂÚØöćÜäñËùâÅÔñÂääâÂóä 
   - ÜäñÙóÚÕČóÿÚõÚÂóäîáõÜäóãÿßøćîìóĀÚèØóÈÂóäÜäòÛÜäùÈĀÂ­ăÃÃ­îÛÂßä¬îÈ 
   - ÕČóÿÚõÚÂóäÜäòÛÜäùÈĀÂ­ăÃÃ­îÛÂßä¬îÈáóãĂÚäñãñÿèæóØöćÿìâóñëâ 
   - ëäùÜÝæÂóäÜäòÛÜäùÈĀÂ­ăÃÃ­îÛÂßä¬îÈ ÚČóÿëÚîÖ¬îîÙõÂóäÛÕöāÕãÝ¬óÚÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòã
ĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ 
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5.5 ÂóäÿÂĆÛäòÂêóäóãÈóÚëäùÜÝæÂóäÖäèÉëîÛ 
   ÿÂĆÛäòÂêóäóãÈóÚëäùÜÝæÂóäÖäèÉëîÛÃîÈÅÔñÂääâÂóäÖäèÉëîÛĂÚĀà­â ́ÂóäÖäèÉëîÛµ 
6. ÅČóÚõãóâ 
  ÂóäÖäèÉëîÛ   ÂóäÜäñÿâõÚÂóäØČóÈóÚÃîÈÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
  (Audit)    îã¬óÈÿÜĆÚäñÛÛÿßøćîÖäèÉëîÛè¬óÂóäßõÉóäÔóîÚùâòÖõāÅäÈä¬óÈÂóäèõÉòãÿÜĆÚăÜ 

îã¬óÈ×úÂÖ­îÈÖäÈÖóâèõÙöÕČóÿÚõÚÂóäâóÖäÑóÚØöćÂČóìÚÕ ĀæñÿÜĆÚăÜÖóâìæòÂ
ÉäõãÙääâ  

  ÅÔñÂääâÂóäÖäèÉëîÛ   ÅÔñÂääâÂóäØöćâöëõØÙõĀæñîČóÚóÉìÚ­óØöćĂÚÂóäÖäèÉëîÛÂóäßõÉóäÔó 
      Õ­óÚÉäõãÙääâÿÂöćãèÂòÛāÅäÈÂóäèõÉòã ăÕ­ĀÂ¬ ÅÔñÂääâÂóäÝú­Ăì­ØùÚèõÉòã  

ìäøîîÈÅ°ÂäØöć âöìÚ­óØöćÂČóÂòÛÕúĀæ 
 
7. áóÅÝÚèÂ 

ĀÛÛ ÉÙ.Åâ.26-01 äóãÂóäÂóäÿÖäöãâäòÛÂóäÖäèÉëîÛ 
8. ÿîÂëóäî­óÈîõÈ 

8.1 ÂäâîÚóâòã ÂäñØäèÈëóÙóäÔëùÃ. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãÂäâîÚóâòã ÊÛòÛØöć 1.1 
ß.é. 2562. 
 8.2 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãâìõÕæ. ĀÚèØóÈÂóäÕČóÿÚõÚÈóÚÃîÈ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚËùÕÂæóÈ âìóèõØãóæòãâìõÕæ ß.é. 2561.  

8.3 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚâìóèõØãóæòãÿËöãÈĂìâ¬. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ. 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãÿËöãÈĂìâ¬. ß.é. 2561. 

8.4 âìóèõØãóæòãÿèëÿØõä°Ú. ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°. ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
âìóèõØãóæòãÿèëÿØõä°Ú. ß.é. 2560. 
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ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÉÙ.Åâ.27/01 

ÂóäÿÖäöãâĀÝÚÂóäÜäñËùâĀæñäóãÈóÚÂóäÜäñËùâ 
Meeting Agenda and Minute Preparation 

ÜäñÂóéĂË­ 
ÂùâáóßòÚÙ°  2563 

 

1. èòÖ×ùÜäñëÈÅ° 
  ÿßøćîË¬èãÂóäÛäõìóäÉòÕÂóäĀÝÚÂóäÜäñËùâ (Meeting agenda) ĀæñäóãÈóÚÂóäÜäñËùâ (Minutes) ÖòĈÈĀÖ¬
ÂóäÿÖäöãâ ĀÉÂÉ¬óã ÛòÚØ÷Â ÖäèÉëîÛ ĀæñÿÖäöãâÛòÚØ÷ÂÖ¬óÈ ą ÃîÈÅÔñÂääâÂóä 
2. ÃîÛÿÃÖ 

èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÅäîÛÅæùâØùÂÃòĈÚÖîÚÃîÈÂóäÛäõìóäÉòÕÂóäÿîÂëóäØöćÿÂöćãèÃ­îÈÂòÛÂóäÜäñËùâ
ÅÔñÂääâÂóä Ì÷ćÈĀÛ¬ÈîîÂÿÜĆÚ 3 ÃòĈÚÖîÚ Åøî Â¬îÚÂóäÜäñËùâ äñìè¬óÈÂóäÜäñËùâ ĀæñìæòÈÂóäÜäñËùâ 
3. ÅèóâäòÛÝõÕËîÛ 
   ÂääâÂóäĀæñÿæÃóÚùÂóäâöìÚ­óØöćÅèÛÅùâÅùÔáóßĀæñÅèóâ×úÂÖ­îÈÃîÈäóãÈóÚÂóäÜäñËùâÿâøćîÂóäÜäñËùâ
ÅÔñÂääâÂóäëõĈÚëùÕæÈ 
   äóãÈóÚÂóäÜäñËùâÖ­îÈÝ¬óÚÂóäØÛØèÚÃîÈÂääâÂóäĀæñÿæÃóÚùÂóä 
4. ĀÝÚáúâõÃòĈÚÖîÚÂóäÕČóÿÚõÚÂóä 
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2       

 
         
3     
 
 
4       
 

Â¬îÚÂóäÜäñËùâ ÿÉ­óìÚ­óØöć 

äñìè¬óÈÂóäÜäñËùâ ÅÔñÂääâÂóäĀæñÜäñÙóÚ 

áóãìæòÈÂóäÜäñËùâ 

ÂóäÿÖäöãâäóãÈóÚÂóäÜäñËùâ  

ÂääâÂóäĀæñÿæÃóÚùÂóä 

ÿÉ­óìÚ­óØöćĀæñ 
ÂääâÂóäĀæñÿæÃóÚùÂóä 
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5. ìæòÂÂóäÜÐõÛòÖõ 
  5.1 Â¬îÚÂóäÜäñËùâ 

5.1.1 ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ĀæñÂääâÂóäĀæñÿæÃóÚùÂóäÖäèÉëîÛÅèóâÅäÛ×­èÚÃîÈāÅäÈä¬óÈÂóäèõÉòãØöć
ë¬ÈÿÃ­óßõÉóäÔóÅäòĈÈĀäÂ ĀæñÜäñëóÚÂòÛÝú­èõÉòãÿßøćîÃîÃ­îâúæÿßõćâÿÖõâìóÂâöÃ­îâúæăâ¬ÅäÛ×­èÚ 
5.1.2 ÂääâÂóäĀæñÿæÃóÚùÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãĀæñÉòÕÿîÂëóäØöćÉñÚČóÿÃ­óØöćÜäñËùâ ăÕ­ĀÂ¬ 

o āÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÿÃ­óßõÉóäÔóÅäòĈÈĀäÂ (Initial review) 
o āÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÿÃ­óßõÉóäÔóĂìâ¬ (Resubmission after initial review) 
o āÅäÈä¬óÈÂóäèõÉòãØöćăÕ­äòÛÂóäßõÉóäÔóĀÛÛÿä¬ÈÕ¬èÚ (Expedited review) 
o ë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòã (Protocol amendment) 
o äóãÈóÚÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ° (Adverse event) 
o äóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã (Continuing review report) 
o äóãÈóÚëäùÜÝæÂóäèõÉòã (Final report) 
o äóãÈóÚÂóäăâ¬ÜÐõÛòÖõÖóâÃ­îÂČóìÚÕÃîÈÝú­èõÉòã (Non-Compliance/protocol violation) 
o äóãÈóÚÂóäÖäèÉÿãöćãâÿßøćîÂČóÂòÛÕúĀæÂóäèõÉòã (Report of site monitoring visit) 
o äóãÈóÚÂóääñÈòÛāÅäÈÂóäèõÉòãËòćèÅäóè (Suspension) ìäøîãùÖõÂ¬îÚÂČóìÚÕ(Termination) 
o ÿîÂëóäîøćÚØöćÿÂöćãèÃ­îÈ  

5.1.3 ÂóäâîÛìâóãĂì­ÂääâÂóä ÿßøćîØÛØèÚ 
  ÜäñÙóÚìäøîÂääâÂóäĀæñÿæÃóÚùÂóäâîÛìâóãĂì­ÂääâÂóäØÛØèÚāÅäÈä¬óÈÂóäèõÉòã āÕãĂì­ÿÜĆÚăÜ
ÖóâÃ­îÂČóìÚÕÃîÈÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòã 

5.1.4 ÂóäÿÖäöãâÿîÂëóäÿßøćîÂóäÜäñËùâ 
o ÿÖäöãâĀÝÚÂóäÜäñËùâ (ĀÛÛ ÉÙ.Åâ.27-02) 
o ÿÖäöãâāÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈÿÃ­óâóÿßøćîÂóäßõÉóäÔóÅäòĈÈĀäÂ āÕãāÅäÈä¬óÈÂóäèõÉòãØöćë¬ÈáóãĂÚ
èòÚØöć 25 ÃîÈÿÕøîÚĀæñÝ¬óÚÂóäÖäèÉëîÛÅèóâÅäÛ×­èÚÃîÈÃ­îâúæ ÉñăÕ­äòÛÂóäÛääÉùĂÚ
äñÿÛöãÛèóäñÂóäÜäñËùâ ĂÚÿÕøîÚ×òÕăÜ 

o ÿÖäöãâāÅäÈä¬óÈÂóäèõÉòãØöćÉñÚČóÿÃ­óßõÉóäÔó 
o ÿÖäöãâÛòÚØ÷ÂÿËõÎÂääâÂóä 
o ÉòÕë¬ÈÛòÚØ÷Â/ìÚòÈëøîÿËõÎÜäñËùâ äñÿÛöãÛèóäñÂóäÜäñËùâ āÅäÈä¬óÈÂóäèõÉòã ĀÚèØóÈÂóä
ØÛØèÚĀæñÚČóÿëÚîāÅäÈä¬óÈÂóäèõÉòã Ăì­ÂääâÂóäÂ¬îÚÂóäÜäñËùâîã¬óÈÚ­îã 7 èòÚÜÐõØõÚ 
ÂääâÂóäØöćăâ¬ëóâóä×ÿÃ­óä¬èâÜäñËùâăÕ­ Ö­îÈĀÉ­ÈÂääâÂóäĀæñÿæÃóÚùÂóä ßä­îâë¬ÈÿîÂëóä
ØòĈÈìâÕÂæòÛâóØöćëČóÚòÂÈóÚÅÔñÂääâÂóä 
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o ÿîÂëóäØùÂÊÛòÛØöćÖ­îÈäòÂêóÅèóâæòÛ (Õú ÉÙ.Åâ.03-01 ÿäøćîÈ ÂóäÕČóäÈăè­Ì÷ćÈÂóääòÂêóÅèóâæòÛ) Øöć
ë¬ÈĂì­ÅÔñÂääâÂóäìäøîØöćÜä÷Âêó Ö­îÈÿÜĆÚÿîÂëóä ́æòÛµ 

o ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ÿÖäöãâßõâß°āÅäÈä¬óÈäóãÈóÚÂóäÜäñËùâÖóâæČóÕòÛØöćÂČóìÚÕĂÚĀÝÚÂóä
ÜäñËùâ 

5.1.5 ÂóäÿÖäöãâÂóäÜäñËùâ 
ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚ ÉòÕÿÖäöãâì­îÈÜäñËùâĀæñîùÜÂäÔ°Ö¬óÈ ą Ăì­ßä­îâĂË­ĂÚèòÚÜäñËùâ

ÅÔñÂääâÂóä 
  5.2 äñìè¬óÈÂóäÜäñËùâ 
   - ÿâøćîÿäõćâÂóäÜäñËùâ ÜäñÙóÚëîÛ×óâØöćÜäñËùâè¬ó âöÂääâÂóäØ¬óÚĂÕâöë¬èÚăÕ­ë¬èÚÿëöãÂòÛāÅäÈä¬óÈÂóä
èõÉòãØöćÿÃ­óäòÛÂóäßõÉóäÔóĂÚÅäòĈÈÚöĈÛ­óÈ 
   - ÜäñÙóÚÕČóÿÚõÚÂóäÜäñËùâÖóâæČóÕòÛÃîÈĀÝÚÂóäÜäñËùâĀÖ¬îóÉëæòÛÿäøćîÈìäøîìòèÃ­îÂóäÜäñËùâăÕ­Öóâ
Åèóâÿìâóñëâ 
   - ÅÔñÂääâÂóää¬èâØÛØèÚ ĀÂ­ăÃ ĀæñäòÛäîÈäóãÈóÚÂóäÜäñËùâÅÔñÂääâÂóäÅäòĈÈØöćÝ¬óÚâó 
   - ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚÅÔñÂääâÂóäÛòÚØ÷ÂÂóäîáõÜäóãĀæñÝæÂóäÖòÕëõÚÃîÈÅÔñÂääâÂóäæÈĂÚāÅäÈ
ä¬óÈäóãÈóÚÂóäÜäñËùâÃîÈÿÕøîÚÚòĈÚ ą  
  5.3 áóãìæòÈÂóäÜäñËùâ 
   - áóãìæòÈÂóäÜäñËùâ ÂääâÂóäĀæñÿæÃóÚùÂóäÖäèÉëîÛÅùÔáóßĀæñÅèóâ×úÂÖ­îÈÃîÈäóãÈóÚÂóä
ÜäñËùâ 
   - ÿÉ­óìÚ­óØöćëČóÚòÂÈóÚÅÔñÂääâÂóäÿÖäöãâëČóÿÚóäóãÈóÚÂóäÜäñËùâÿßøćîĀÉÂÉ¬óãÅÔñÂääâÂóäĂÚÂóä
ÜäñËùâÅäòĈÈÖ¬îăÜ  

5.4 ÂóäÿÖäöãâäóãÈóÚÂóäÜäñËùâ 
  5.4.1 ìæòÂÂóäÿÃöãÚäóãÈóÚÂóäÜäñËùâ 

o ĂË­ĀÛÛäóãÈóÚÂóäÜäñËùâ (ĀÛÛ ÉÙ.27-03) 
o ÛòÚØ÷ÂÂóäîáõÜäóãìäøîÝæÂóäßõÉóäÔóÃîÈÅÔñÂääâÂóäîã¬óÈ×úÂÖ­îÈ ÅäÛ×­èÚÕ­èãáóêóÿÃöãÚ
Øöćî¬óÚÿÃ­óĂÉÈ¬óã 

o âöÂóäÖäèÉëîÛÅèóâ×úÂÖ­îÈÃîÈÖòèëñÂÕĀæñăèãóÂäÔ°ĂÚäóãÈóÚÂóäÜäñËùâ 
  5.4.2 ë¬èÚÜäñÂîÛÃîÈäóãÈóÚÂóäÜäñËùâ 
   ÛòÚØ÷ÂäóãÈóÚÂóäÜäñËùâ ÅèäÜäñÂîÛÕ­èã 

- èòÚØöć ÿèæó ë×óÚØöć ÃîÈÂóäÜäñËùâ 
- ËøćîÜäñÙóÚÃîÈÂóäÜäñËùâ 
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- ËøćîÂääâÂóäðØöćÿÃ­óä¬èâÂóäÜäñËùâ 
- ËøćîÂääâÂóäðØöćæóÂóäÜäñËùâ 
- ËøćîÝú­ÿÃ­óä¬èâÜäñËùâ 
- ìòèÃ­îÖóâĀÝÚÂóäÜäñËùâ 
- ËøćîÝú­ÛòÚØ÷ÂäóãÈóÚÂóäÜäñËùâ ĀæñÝú­ÖäèÉäóãÈóÚÂóäÜäñËùâ 

   ë¬èÚÜäñÂîÛÃîÈÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãÅäòĈÈĀäÂìäøîØöćë¬ÈÿÃ­óßõÉóäÔóĂìâ¬ 
- äìòëÃîÈāÅäÈä¬óÈÂóäèõÉòã (Protocol number) ĀæñËøćîāÅäÈÂóäèõÉòã 
- ËøćîÝú­èõÉòã 
- Ýú­Ăì­ØùÚèõÉòã (Sponsor) 
- Ã­îÿëÚîĀÚñÃîÈÅÔñÂääâÂóäðĀæñÝú­ØÛØèÚāÅäÈä¬óÈÂóäèõÉòãĂÚ 2 ë¬èÚ Åøî āÅäÈä¬óÈ 

ÂóäèõÉòã ĀæñÿîÂëóäÂóäĂì­ÅèóâãõÚãîâ 
- ÝæÂóäßõÉóäÔó ĀæñÂČóìÚÕÂóäë¬ÈäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòãÂäÔöâöâÖõîÚùâòÖõ 

   ë¬èÚÜäñÂîÛÃîÈÂóäßõÉóäÔóāÅäÈä¬óÈÂóäèõÉòãĀÛÛã¬î (Expedited review) 
- äìòëÃîÈāÅäÈä¬óÈÂóäèõÉòã (Protocol number) ĀæñËøćîāÅäÈÂóäèõÉòã 
- ËøćîÝú­èõÉòã 
- Ýú­Ăì­ØùÚèõÉòã (Sponsor) 
- ÝæÂóäßõÉóäÔó 

   ë¬èÚÜäñÂîÛÃîÈÂóäßõÉóäÔóë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòã (Amendment) 
- äìòëÃîÈāÅäÈä¬óÈÂóäèõÉòã (Protocol number) ĀæñËøćîāÅäÈÂóäèõÉòã 
- ËøćîÝú­èõÉòã 
- ëäùÜë¬èÚĀÂ­ăÃÿßõćâÿÖõâāÅäÈä¬óÈÂóäèõÉòã 
- ÝæÂóäßõÉóäÔó  

   ë¬èÚÜäñÂîÛÃîÈÂóäßõÉóäÔóäóãÈóÚÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ° (Adverse event) 
- äìòëÃîÈāÅäÈä¬óÈÂóäèõÉòã (Protocol number) ĀæñËøćîāÅäÈÂóäèõÉòã 
- ËøćîÝú­èõÉòã 
- ëäùÜäóãÈóÚÿìÖùÂóäÔ°ăâ¬ß÷ÈÜäñëÈÅ°ËÚõÕä­óãĀäÈØöćîóÉÿÂöćãèÃ­îÈ Ú¬óÉñÿÂöćãèÃ­îÈ ìäøîÿÂöćãèÃ­îÈ
ĀÚ¬ÚîÚ ÂòÛāÅäÈÂóäèõÉòã ìäøîØöćăâ¬ÅóÕÅõÕâóÂ¬îÚ) 
- ÝæÂóäÖòÕëõÚÃîÈÅÔñÂääâÂóä ÿßøćîÕČóÿÚõÚÂóäÖ¬îăÜ 

   ë¬èÚÜäñÂîÛÃîÈÂóäßõÉóäÔóäóãÈóÚÅèóâÂ­óèìÚ­óÃîÈÂóäèõÉòã (Continuing review) 
- äìòëÃîÈāÅäÈä¬óÈÂóäèõÉòã (Protocol number) ĀæñËøćîāÅäÈÂóäèõÉòã 
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- ËøćîÝú­èõÉòã 
- ÝæÂóäßõÉóäÔó 
- ĂÚÂäÔöØöćîÚùâòÖõÖ¬îÿÚøćîÈ Ö­îÈäñÛùäñãñÿèæóÃîÈÂóäîÚùâòÖõ 
- Ã­îÿëÚîĀÚñ (×­óâö) 
- ë¬èÚÜäñÂîÛÃîÈÂóäßõÉóäÔóäóãÈóÚÿâøćîèõÉòãÿëäĆÉ (Final report) 
- ÝæÂóäßõÉóäÔóÃîÈÅÔñÂääâÂóä Åøî äòÛØäóÛ ìäøîÃîÃ­îâúæÿßõćâÿÖõâ (×­óâö) 

   ë¬èÚÜäñÂîÛÃîÈÂóäăâ¬ÜÐõÛòÖõÖóâÃ­îÂČóìÚÕ (Non-compliance, protocol violation) 
- äìòëÃîÈāÅäÈä¬óÈÂóäèõÉòã (Protocol number) ĀæñËøćîāÅäÈÂóäèõÉòã 
- ËøćîÝú­èõÉòã 
- Ýú­Ăì­ØùÚèõÉòã (Sponsor) 
- ÝæÂóäÖòÕëõÚÃîÈÅÔñÂääâÂóä ÿßøćîÕČóÿÚõÚÂóäÖ¬îăÜ 

   ë¬èÚÜäñÂîÛÃîÈäóãÈóÚÝæÂóäÖäèÉÿãöćãâÿßøćîÂČóÂòÛÕúĀæÂóäèõÉòã (Site visit monitoring) 
- äìòëÃîÈāÅäÈä¬óÈÂóäèõÉòã (Protocol number) ĀæñËøćîāÅäÈÂóäèõÉòã 
- ËøćîÝú­èõÉòã 
- Ýú­Ăì­ØùÚèõÉòã (Sponsor) 
- èòÚØöć ÃîÈÂóäÖäèÉÿãöćãâ 
- ÝæÂóäßõÉóäÔó 

   ë¬èÚÜäñÂîÛÃîÈÂóääñÈòÛāÅäÈÂóäèõÉòãËòćèÅäóè (Suspension) ìäøîÂóäãùÖõāÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕ 
(Termination) 

- äìòëÃîÈāÅäÈä¬óÈÂóäèõÉòã (Protocol number) ĀæñËøćîāÅäÈÂóäèõÉòã 
- ËøćîÝú­èõÉòã 
- Ýú­Ăì­ØùÚèõÉòã (Sponsor) 
- ÿìÖùÝæÃîÈÂóääñÈòÛāÅäÈÂóäèõÉòãËòćèÅäóèìäøîÂóäãùÖõāÅäÈÂóäèõÉòãÂ¬îÚÂČóìÚÕ 

  5.4.3 ÂóäÿÂĆÛäóãÈóÚÂóäÜäñËùâ 
  äóãÈóÚÂóäÜäñËùâ×øîÿÜĆÚÿîÂëóäØöćÖ­îÈäòÂêóÅèóâæòÛ ĀæñÖ­îÈäèÛäèâÿÂĆÛăè­ĂÚì­îÈÿÂĆÛÿîÂëóäØöć
ÉČóÂòÕÝú­ÿÃ­ó×÷ÈÃ­îâúæ  
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6. ÅČóÚõãóâ 
  ĀÝÚÂóäÜäñËùâ ÿîÂëóäÛòÚØ÷ÂÿäøćîÈØöćÉñÚČóÿëÚîìäøîßõÉóäÔóĂÚØöćÜäñËùâÅÔñÂääâÂóä (Agenda) 
ÖóâæČóÕòÛäóãÈóÚÂóäÜäñËùâ ÿîÂëóäÛòÚØ÷ÂĂÚÂóäÜäñËùâÅÔñÂääâÂóä ĀÖ¬æñÅäòĈÈ (Minutes) 
7. áóÅÝÚèÂ 

ĀÛÛ ÉÙ.Åâ.27-01 ÉÕìâóãÿËõÎÜäñËùâ 
ĀÛÛ ÉÙ.Åâ.27-02 äñÿÛöãÛèóäñÂóäÜäñËùâ 
ĀÛÛ ÉÙ.Åâ.27-03 ĀÛÛäóãÈóÚÂóäÜäñËùâ 

8. ÿîÂëóäî­óÈîõÈ 
8.1 ÂäâîÚóâòã ÂäñØäèÈëóÙóäÔëùÃ. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚÉäõãÙääâÂóäèõÉòãÂäâîÚóâòã ÊÛòÛØöć 1.1 

ß.é. 2562. 
 8.2 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãâìõÕæ. ĀÚèØóÈÂóäÕČóÿÚõÚÈóÚÃîÈ
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚËùÕÂæóÈ âìóèõØãóæòãâìõÕæ ß.é. 2561.  

8.3 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚâìóèõØãóæòãÿËöãÈĂìâ¬. èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ. 
ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°ĂÚÅÚ âìóèõØãóæòãÿËöãÈĂìâ¬. ß.é. 2561. 

8.4 âìóèõØãóæòãÿèëÿØõä°Ú. ÉäõãÙääâÂóäèõÉòãĂÚâÚùêã°. ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° 
âìóèõØãóæòãÿèëÿØõä°Ú. ß.é. 2560. 
 


