EVALUATION FORM FOR ACTIVITIES AT INVESTIGATIVE SITE
	No
	CONTENTS 
	ASSESSMENT
	QUANTITY/ NOTES

	A. Evaluation on Organization structure of the investigative site

	1. 
	The Ethics Committee for clinical research at institutional level 
	Yes
No 
	1  (
2  (
	If yes, please clarify:
Date of the Establishment Decision:…./…./…….
Tổng số thành viên của Hội đồng:………………

	2. 
	Specialized managing department for clinical research studies (CRU)
	Yes
No
	1  (
2  (
	If yes, please clarify:
Name of department:……………………….……
Number of staffs:…………………………………

	3. 
	Specialized implementation department for clinical research studies
	Yes
No
	1  (
2  (
	If yes, please clarify:
Name of department:……………………….……
Number of staffs:…………………………………

	4. 
	Quality control department for clinical research studies
	Yes
No
	1  (
2  (
	If yes, please clarify:
Name of department:……………………….……
Number of staffs:…………………………………

	5. 
	Certified Laboratory ISO 15189 or GLP
	Yes
No
	1  (
2  (
	If yes, please clarify:
Number of certified lab/Total:................................
Date of certification:..…/…..../…..…. 

	6. 
	Archiving department  for clinical research studies 
	Yes
No
	1  (
2  (
	If yes, please clarify:
Name of department:……………………….……

	7. 
	Electronic Database System

	Yes
No
	1  (
2  (
	If yes, please clarify number of clinical trial documents being archived:…………..

	8. 
	Computer system for clinical research (belonging to CRU)

	Yes
No
	1  (
2  (
	If yes, please clarify:
Number of computers:…………………………

Synchronized: 1 yes  [ ]  2 no   [ ]

	9. 
	Regulatory Department 
	Yes
No
	1  (
2  (
	If yes, please clarify:
Name of department:……………………….……
Number of staffs:…………………………………

	10. 
	Complete SOP system

	Yes
No
	1  (
2  (
	If yes, please clarify:
Number of SOPs:………………………………….

Electronic:………………Hard copy:…………….

	11. 
	Department for data analysis and management 

	Yes
No
	1  (
2  (
	If yes, please clarify:
Name of department:……………………….……
Number of staffs:…………………………………

	12. 
	Department for drug, facilities and equipment management
	Yes
No
	1  (
2  (
	If yes, please clarify:
Name of department:……………………….……
Number of staffs:…………………………………

	13. 
	Clinical department
	Yes
No
	1  (
2  (
	If yes, please clarify:
Name of department:……………………….……
Number of staffs:…………………………………

	14. 
	Working regulations of independent departments 
	Yes
No
	1  (
2  (
	

	15. 
	Regular satellite sites 
(Minimum 3 sites and above – with signed commitment)
	Yes
No
	1  (
2  (
	If yes, please clarify quantity:……….
Number of satellite sites employed:

…………………………………………………………….
…………………………………………………………….
………………………………………………….………………………………………………….……………………

	B. Human resources for clinical research field


	1.1. 
	Organization management members trained in clinical trials 
	Yes
No
	1  (
2  (
	Total staffs: …………....................................
Number of staffs having GCP certification:……

	1.2. 
	Organization management members specialized in and responsible for clinical trials
	Yes
No
	1  (
2  (
	Full name: ………….............................................
Title:…………………………………………

	1.3. 
	Management agent staffs trained in clinical trials
	Yes
No
	1  (
2  (
	Total staffs: …………....................................
Number of staffs having GCP certification:……

	1.4. 
	Implementation department staffs trained in clinical trials 
	Yes
No
	1  (
2  (
	Total staffs: …………....................................
Number of staffs having GCP certification:……

	1.5. 
	Regulatory staffs  trained in clinical trials

	Yes
No
	1  (
2  (
	Total staffs: …………....................................
Number of staffs having GCP certification:……

	1.6. 
	Laboratory staffs  trained in clinical trials
	Yes
No
	1  (
2  (
	Total staffs: …………....................................
Number of staffs having GCP certification:……

	1.7. 
	Data management staffs trained in clinical trials

	Yes
No
	1  (
2  (
	Total staffs: …………....................................
Number of staffs having GCP certification:……

	1.8. 
	Pharmacy management staffs trained in clinical trials
	Yes
No
	1  (
2  (
	Total staffs: …………....................................
Number of staffs having GCP certification:……

	1.9. 
	Computer system management staffs trained in clinical trials
	Yes
No
	1  (
2  (
	Total staffs: …………....................................
Number of staffs having GCP certification:……

	16. 
	Clinical trial data analysis staffs having clinical statistics certification 
	Yes
No
	1  (
2  (
	Number of staffs:…………………………….. ...............
Programs having certification: …………………………………………………..

…………………………………………………..



	17. 
	Clinical data management support staffs proficient in office uses

	Yes
No
	1  (
2  (
	Number of staffs: ………………………………………..
Software types: ………………..…................................................

…………………………………………………..

	18. 
	Support staffs for clinical trials (Lab, Statistics, Regulatory)
	Yes
No
	1  (
2  (
	Lab:…………..........................................
Statistics:…………..............................................

Regulatory:…………...............................................



	19. 
	Qualification of staffs participating in clinical trials at department
	Prof, A/Prof
PhD
Msc
BSc
Others
	……….

……….

……….

……….
……….
	Number of years, Number of trials conducted:
...........year; ...........studies
...........year; ...........studies
...........year; ...........studies
...........year; ...........studies
...........year; ...........studies


	C. Infrastructure and equipment of the investigative site 


	20. 
	Clinical trial coordination and management team having separate rooms for work
(Minimum area requirements of 100m2)
	Yes
No
	1  (
2  (
	…………...........m2
If not, sharing with whom? .........................................................................


	21. 
	Having storage and archival space for clinical trials documents 
· Having facilities for document protection
· Having adequate document in place
· Storage condition
	Yes           
No
Yes   (
Yes   (
Good (
	1  (
2  (
No      (
No      (
Not good (
	If yes, belonging to which department? …………….....................................................
Person-in-charge:…………………………........................

Number of cabinets:……………………………………..

	22. 
	Having space for preservation and storage of biological products and drugs used in clinical trials
· Having facilities for biological products storage
· Storage condition
	Yes           
No
Yes (
Good (
	1  (
2  (
No      (
Not good (
	If yes, belonging to which department? …………….....................................................
Person-in-charge:…………………………....................


	23. 
	Dedicated telephone for clinical trials

	Yes           
No
	1  (
2  (
	Quantity: ...................................
Funding: self-funded (  institutional (

	24. 
	Dedicated computer for clinical trials

	Yes           
No
	1  (
2  (
	Quantity: .........................................................................

	25. 
	Software currently used for statistical purpose 

	Yes
No
	1  (
2  (
	Name of the software use: …………….............................

	26. 
	Dedicated laptop for clinical trials
	Yes
No
	1  (
2  (
	Quantity: ............................................................................

	27. 
	Dedicated fax machine 
	Yes
No
	1  (
2  (
	Quantity: ............................................................................
Fax number:………………………………………………

	28. 
	Photocopy machine 
	Yes
No
	1  (
2  (
	Quantity: ...........................................................................

	29. 
	Projector 
	Yes
No
	1  (
2  (
	Quantity: ...........................................................................

	D. Documented Standard Operating Procedure for clinica research activities  


	30. 
	Procedure for selection of trial subjects 
	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]

	31. 
	Procedure for informed consent process 
	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]

	32. 
	Procedure – criteria for participating in clinical trials (subject inclusion/exclusion criteria)
	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]

	33. 
	Procedure for medical history identification and baseline visit 
	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]

	34. 
	Procedure for subject selection, randomization and coding 
	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]

	35. 
	Procedure for documentation at subject visits 

	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]

	36. 
	Procedure for injection of drug/vaccines/biological products

	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]

	37. 
	Procedure for research blood sampling  

	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]

	38. 
	Procedure for presesrvation of research blood samples 

	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]

	39. 
	Procedure for blood sample transportation
	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]

	40. 
	Procedure for processing and storage of blood and serum samples  

	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]

	41. 
	Procedure for storage of samples in freezer

	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]

	42. 
	Procedure for examination and follow up 30 mins after injection

	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]

	43. 
	Procedure for examination and follow up adverse events at different time points 
	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]

	44. 
	Procedure for Serious Adverse Events reporting 

	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]

	45. 
	Procedure for anaphylaxis treatment 
	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]

	46. 
	Procedure for treatment of subjects withdrawn from study 
	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]

	47. 
	Procedure for protocol compliance  

	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]

	48. 
	Procedure for monitoring of investigators  

	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]

	49. 
	Procedure for data entry
	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]

	50. 
	Procedure for storage of biological products/drugs at the Institution

	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]

	51. 
	Procedure for storage of biological products/drugs at the investigative site   
	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]

	52. 
	Procedure for transfer of biological products/drugs and equipment for clinical trials 
	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]

	53. 
	Delegation of investigator responsibilities log 

	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]

	54. 
	Pre-injection questionnaires and physical examination templates 
	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]

	55. 
	Post-injection questionnaires and physical examination templates
	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]

	56. 
	Accountability log for trial drugs/biological products/vaccines 
	Yes
No
	1  (
2  (
	If yes, please show this SOP (SOP no.:………....)
Hard-copy  [  ]       Soft-copy  [  ]
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