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 (Clinical trial)   
   

 (Clinical trial)   

 
 

 
 

   
  (direct 

comparison)  
  

(Real-world analysis)  (Medical record)  
   

     

  
   

 (Medical record) 
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.   
.   

  
.   

 
.    (GMP) 

 
.    
(  , ) 

 
. . .   WHO Handbook for good clinical 

research practice (GCP)   

 (Good Clinical Practice: GCP)  
   

 GCP    
 

  

  

)   
 

)  
 GCP  

)

 GCP  
)  

  
 

 WHO Principles of GCP 

  
   

      GCP   
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 (non-clinical)   
 (clinical data)  

  
  

  
  

  /
 (IEC/IRB)  

   
   

   
 

  
  
   (  

 )  
   

  
   

  
    

   
                 

 
    

 (GMP)  
  

 (World Health Organization, ) 
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. . .   

 

 )  (Food and Drug Administration: FDA)  

   

   

   

   CFR Act   

  

    

   

 

   

 

  

 

) WHO  

    

 

   

   

   

   

  WHO  FDA 

  

  

 

 

) Therapeutic Goods Administration (TGA) – Australia 

    GRAS  
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   ( ) 

   

     

   

The Australian guidelines 

   

   

 

) Health Canada 

   

 (GMP) 

     

 

   

   

(non-medical ingredients)  

   

 IRB  

 

  

/  

) Medsafe – New Zealand 

 Medsafe  

 

  Medsafe   

 

   

   (clinical)  

(pre-clinical) GCRP  
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  WHO  ARGCM  

 Medsafe 

 

   

  , ,  

 

   

) The Council of the European Union 

   

 GMP 

     

 Directive 2001/83/EU  

  

 Directive  

  

 

    Directive 

2001/20/EC 

    

 

   

 

  

  WHO  

  

 WHO  

) The Medicines Control Council (MCC) - South Africa 

 (South African Guidelines for Good 

Clinical Practice - GCP)   
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Guidelines for Good Practice in the Conduct of Clinical Trials in Human Participants 

in South Africa   

  MCC   

 (Van Wyk, A., 2005) 
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. . .    
CONSORT (Herbal medicine) 

  
   

 
   

 
   

 
 Consolidated standards of reporting trials 

(CONSORT)  CONSORT-Herbal 
 CONSORT-Herbal  CONSORT  Intervention 

   

    CONSORT 
(Herbal medicine) 
 

 :  :  
  

A:  /  ( ) 
  

( )  (  )  
(  EGb-761)  

( )  (  ) 
 

 
B:  ( )  

( )  (   [ ] ) 
( )  (   

%,  % ) 
 (    ) 

( )  (  ) 
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 :  :  
  

C: /
 

( )    
( )  (    

) 
  
      

(  % )  
( )  

/  
D:  ( )  (  

)  (  
)  (  

)    
( ) /  

(   ) 
 (  ) 

( )  :   
 (  )   
 (   / ) 

E: /  /  
F:   (  

)  
 

 
 CONSORT-Herbal  (Intervention)  

    
  

 
    

 CONSORT    
  (Critical appraisal)    
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. . .       

  General Guidelines for 

Methodologies on Research and Evaluation of Traditional Medicine   

    

 

    

  - Single-case design 

    

   

  - Black-box design   

   

  - Ethnographic design  

 

 

  - Observational design  

  

  

     

  -     

  

  -    

  well established treatment, different doses of the same treatment, sham or placebo 

treatment, full-scale treatment, minimal treatment, alternative treatment   

   

  

  -  

  

 

  

  -   
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.   
   

  
 

  
  multicenter research 

 
.  

   
rescue drug /   
rescue drug  

.  
  

.   
  

 
  

   
  

 Complementary Therapies in Medicine   
          

    
.   

     
 

.    

.   
 (efficacy)   

 (effectiveness) 
  comparative effectiveness research 

.     
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.   
  

    type I  II error 
.         

  
   

  
.    

  dose-response study 
 

.   clinical endpoints,  
patient-related outcomes   surrogate 
outcomes   

.   
  

  
 (randomized control trial)    (cohort study) 

 (case control study)  (case series)  
 randomized control trial  RCT   

- Pragmatic RCT   RCT  
    

  
- N-of-one trial    
- Add-on design   

 
- Factorial design    
- Cluster randomized trial  

 
 

- Expertise-based randomized trial  
- Zelen’s design  

  
 

- Adaptive trial  
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- Partially randomized patient preference trial  
  

  
  CONSORT statement  Extension for Chinese 

Herbal Medicine Formulas 2017  
   

    
   pattern  

   
 

    

   CONSORT Extension for 

Ayurveda  
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  :  STRICTA 2010 checklist of information to include when reporting interventions  
in a clinical trial of acupuncture (Expansion of Item 5 from CONSORT 2010 checklist) 
 

  

1.  1a)  (     
   ) 

1b)   
/   

1c)  

2.  2a)  ( ) 

2b)  ( )  ( / ) 

2c)    

2d)  (  de qi 

) 

2e)  (   ) 
2f)  

2g)  (   ) 

3.  3a)  

3b)  
4 .  

 

4a)    (  moxibustion, 
, , , ) 

4b)  
  

5.  5)  (
    ) 

6. 

 

6a)  
 

6b)  
 

     
* :   STRICTA  

 CONSORT 2010’S  
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  : CONSORT 2010 checklist with the Non-pharmacological Trials Extension to CONSORT 

(with STRICTA 2010 extending CONSORT Item 5 for acupuncture trials) 

/  Item # [ ].CONSORT 
2010 Statement*: Checklist 

item[ ]. Describe: 
from the Non-

pharmacological Trials 
Extension to CONSORT[ ]. 

    

 1.a 
 

 

  

  1.b   
  

  CONSORT  
[ , ] 

    

 
2.a 

 
 

2.b  

    

 3.a  

(   ) 

 

 

3.b 

 (  

)  

 4.a   

 
4.b 

 

Interventions 5 

 
 

 - 
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/  Item # [ ].CONSORT 
2010 Statement*: Checklist 

item[ ]. Describe: 
from the Non-

pharmacological Trials 
Extension to CONSORT[ ]. 

 6.a 

 

 

 

6.b   

 

 7.a  

 
7.b 

 

    

 8.a  
 

8.b ; 

  (  

) 

 9 

 (  

) 

  

 

 

 10 

  

 

 

Blinding 11.a  
 

(    
)  
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/  Item # [ ].CONSORT 
2010 Statement*: Checklist 

item[ ]. Describe: 
from the Non-

pharmacological Trials 
Extension to CONSORT[ ]. 

11.b  
  

 12.a 
 

 12.b   

 
 

    

 

( ) 
13.a  

 
  

 
13.b 

 
 

 

  

 
 14.a 

 

 

14.b 

 

 15 

 
 (   

 )  
( )  
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/  Item # [ ].CONSORT 
2010 Statement*: Checklist 

item[ ]. Describe: 
from the Non-

pharmacological Trials 
Extension to CONSORT[ ]. 

 16   

( ) 

 

 

 

 

17.a 

  

 (  % 

) 

 

17.b  

 

 18   

 

 

 

 

 19 

 

 CONSORT 

for Harms [ ] 

 

    

 20  
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/  Item # [ ].CONSORT 
2010 Statement*: Checklist 

item[ ]. Describe: 
from the Non-

pharmacological Trials 
Extension to CONSORT[ ]. 

 21  (  

)  

 (

) 

   

 

 

 22  

 

   

 
 

 

 
     

 23 Registration number and name 

of trial registry 

 

 24 

  

 

 25   

(  ) 

 

 

 
* :  CONSORT   
[ ]    CONSORT 

 [ ]  [ ] 
 [ ]  [ ]  

  http://www.consort-
statement.org 
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. . .   EC  

   (Role and 
responsibility of ethics committee) 

 
 (Definition of ethics committee) 

 
 

/
 

/
 

   
 (Type of ethics committee) 

)    (CREC) 
)    

 (RREC) 
)    
-   (MU-SSIRB)  
-      
-   (NUIRB) 
-    

 (Purpose of ethics committee) 

 
   
    

 
  Institutional Ethical Committee (IEC),  

Institutional Review Board (IRB), Research Ethics Committee (REC) 
 

)  ( )      
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)

 

)

 

 (Functions of ethics committee) 

)   

-  (independent)      

-  (competent)  

-  (timely)  

-  (pluralism)    

-  (transparency)    

)  (amendment) 

)  (ongoing process) 

)    DSMB/DMC 

 (non-compliance) 

 (protocol deviation/violation) 

)  

)  (site visit)  

)  (monitoring) 

)  

)    

)  (     , ) 

.    (Clinical research Ecosystem ) 

. .    
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 . .   

   THAITEC 
     . .   
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   .  

  
 

 
   

  (  : -    -  ) 

 
  

 . .  
   RIE2020 

   

 
  

  KoNECT 
 

 
 

 
  

 

  
  

  KIIS 
 

 

 
   ( ) 

   (  : .   : 
.  vs  : . ) 
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 (  : .    : .   

 : .  ) 
 

   :    
 :    

 

 
   

  
    

      
 Clinical research/Clinical Trial     

   
 Clinical research/Clinical Trial   

   

. .    

 
    
   

 
    

 
 (Forum for Ethical Review Committees in Asia and the 

Western Pacific - FERCAP)    
FERCAP      
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 . .  
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(Ethic Committee – EC) 

   

   (Ethic Committee – EC)  

 

 
 

 

 
 :  . . ,  

  
 
 

 

 

 

 

 
 

 : -   

 : -   

 

  
EC:  -   

MOPH EC:  -   

CREC:  –   
  

MOPH EC  

( -  )

  

EC ( -  ) 
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. .   

 
  THAITEC  . .   

    
 ,   

    
 

   

 
 

 
 
 

 (one-stop 
service) 
o  
o

 
o  

 
– 

 
 

 
 
 

 -   
 

 
 (cerfiticate) 
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 - 

      

 - 
 

 
 
 

  

  
o  
o  
o  
o  
o  
o  
o  

 

 

 
            

        
 
 
 
 
 
 
 
 
 
 

 
 

  

 

 

1-200_m5.indd  97 18/7/2566 BE  11:42

creo




 

 
 

 
 

 

8.

 

1-200_m5.indd   98 18/7/2566 BE   11:42



 

  

   

   

   

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 :    

   
    

  
      

 
    

 

 

 

 
 

    

 

 

 

 

 

 

 

 

 

 

 

 

 

 

1-200_m5.indd  99 18/7/2566 BE  11:42

creo




 

 

 https://kmutt.me/Cy LOv  

.     

   

   

. .   (Assessment of Quality)  

  

   

  

  

  

 

   

 

. .   (Assessment of safety) 

  

    

  

   

 (Actual use research)  
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. .    (Assessment of efficacy) 

 

  

  

   

 (Observational studies)  

   

(New dosage form)  

    

 

 

.   (Observational/case control/clinical research etc.) 

    
  

       
    

    
        

 (Experimental Research),  (Observational Research) 

 (Clinical Research) 

)  (Exposure)  

(Intervention)   

)     

      (Observational 

Descriptive Studies)    

(Observational Analytic Studies)   

 (Observational Descriptive Studies)      

    (Cross-sectional Descriptive Studies) 

 ( Longitudinal Descriptive Studies)   

 (Observational Analytic Studies)      

  (Cross-Sectional Analytic Studies)   
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 (Prospective Analytic Studies/Cohort Studies)  

 (Retrospective Analytic Studies/Case-control) 

)  (Clinical Trial) 

    

 

  , , , 

   

  “  (Good Clinical Practice: GCP)” 

  , 

 

 ( )       

(dose)     

    

  

 
.   

    
 

)  (NRIIS)  
  ,   

 ,   -     
  ,    

 ,   ( : https://nriis.go.th/)  
)   ( .) 

  
 ( : https://www.tsri.or.th/th/knowledge) 

    . ) Research Cafe   Facebook Page 
 .        

  Podcast   
  

   
    . )  E-library  Digital Library   
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    . )     
  

     “ ” 
  

  
 

)  ( ) ( .) 
  

      
   

    . 
     

            
            

           
           

     
( : https://www.arda.or.th/)  

)     
    

  . . -  ( : 
https://www.doa.go.th/research/)  

)   (Thammasat University Theses) 
 TU Digital Collection 

 –   ,     
Open Access  ( : 
https://digital.library.tu.ac.th) 

) Thai Digital Collection (TDC)   
     

/ /    
    / /  

    
/ /   

 /     
( : https://tdc.thailis.or.th/) 
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) Research Gateway Common Service   ( . ) 
     

(TNRR)  (DRIC)    ,  
  Universiti Sains Malaysia, Malaysia  

,     ,    
   ,   

  ,      
,      ,   ( : 

http://www.researchgateway.in.th) 
 )  Thai Journals Online (ThaiJO) Thai Journals Online (ThaiJO) 

 
 /   ThaiJO 

  ( .) 
 ( .)  ( .)  

(NECTEC)   (Thai-Journal Citation Index Centre :  TCI) 
 ThaiJO  OJS (Online Journal System) 

 Public Knowledge Project (PKP)   
,     ,    ,  

 ( : https://www.tci-thaijo.org) 
 )  Digital ( .)  

    
,    ,        

 ( : https://dric.nrct.go.th/Index) 
 )  Chulalongkorn University Intellectual Repository 
(CUIR)     

 -    
,      (Research Reports)
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