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ÅČóÚČó 
 

 èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ ìäøî Standard Operation Procedures (SOP) ÃîÈÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòã
ĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÊÛòÛÚöĈ ÿÜĆÚÊÛòÛØöć 1 ÉòÕØČóāÕãëČóÚòÂèõËóÂóä Ì÷ćÈÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚ
âÚùêã° ÿÜĆÚÝúßõÉóäÔóØÛØèÚìæòÂÿÂÔÒ° ÃòĈÚÖîÚÖ¬óÈ ą  

èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ ÊÛòÛÚöĈĀëÕÈÃòĈÚÖîÚÂóäÕČóÿÚõÚÈóÚ ĀæñèõÙöÜÐõÛòÖõ ÃîÈÅÔñÂääâÂóäÉäõãÙääâ
ÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ØöćëîÕÅæîÈÂòÛÉäõãÙääâÂóäèõÉòãÖóââóÖäÑóÚëóÂæĀæñĀÚèØóÈÉäõãÙääâ
ÂóäèõÉòãĂÚÅÚÜäñÿØéăØã ß.é. 2555 ÉòÕØČóÃ÷ĈÚÿßøćîĂìÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° ÚõëõÖäñÕòÛ
ÛòÔÒõÖé÷Âêó ÚòÂèõÉòã ÅÔóÉóäã°ĀæñÛùÅæóÂäáóãĂÚâìóèõØãóæòãÿÚËòćÚ ĂËÿÜĆÚìæòÂÜÐõÛòÖõĂÚÂóäÕČóÿÚõÚÂóäèõÉòãĂÚ
âÚùêã° ĂìâöäñÛÛĀæñäúÜĀÛÛØöćÿÜĆÚâóÖäÑóÚÿÕöãèÂòÚ ăÕäòÛÂóäãîâäòÛ Ì÷ćÈÉñë¬ÈÝæĂìÿÂõÕÝæÈóÚèõÉòãĂÚâÚùêã°
ĀæñØöćÿÂöćãèÃîÈÂòÛâÚùêã°ØöćâöÅùÔáóß Ú¬óÿËøćî×øî Āæñëóâóä×Öößõâß°ĂÚèóäëóäØòĈÈĂÚĀæñÖ¬óÈÜäñÿØéăÕ 

 ÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ìèòÈÿÜĆÚîã¬óÈãõćÈè¬ó èõÙöÕČóÿÚõÚÂóäâóÖäÑóÚ
ÃîÈÅÔñÂääâÂóäÉäõãÙääâÂóäèõÉòãĂÚâÚùêã° âìóèõØãóæòãÿÚËòćÚ ÊÛòÛÚöĈ ÉñÿÜĆÚĀÚèØóÈĂÚÂóäÜÐõÛòÖõĀæñÿÜĆÚ
ÜäñāãËÚ°Ö¬îÝúØöćÿÂöćãèÃîÈÖ¬îăÜ 
 
 
 
 

(Õä.ëùáóáäÔ°  îùÕâæòÂêÔ°) 
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âìóèõØãóæòãÿÚËòćÚ 
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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 
 
 



11 
 

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 
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ìæòÂÉäõãÙääâßøĈÚÑóÚ ÅÔñÂääâÂóä 

îÈÅ°ÜäñÂîÛÃîÈÅÔñÂääâÂóä ÅÔñÂääâÂóä 

ÅùÔëâÛòÖõÃîÈÅÔñÂääâÂóä 

ÂóäĀÖ¬ÈÖòĈÈĀæñèóäñÂóäÜÐõÛòÖõÈóÚ 

ÅÔñÂääâÂóä 

îÙõÂóäÛÕö 

 

ÂóäĀÖ¬ÈÖòĈÈÂääâÂóä ÿßøćîØÕĀØÚ îÙõÂóäÛÕö 

ØöćÜä÷Âêóîõëäñ îÙõÂóäÛÕöĀæñÜäñÙóÚ 

ÂóäæóîîÂĀæñÂóäßÚÉóÂÖČóĀìÚ¬È îÙõÂóäÛÕö 
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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 
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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 
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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 



53 
 

 
 
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

 



58 
 

   - 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 
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  -  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 



95 
 

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 
 

 

 
 
1  
 
 
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. 
 


