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1. PURPOSE
To describe the process steps of inspecting operations of Contract Research Organization.
2. SCOPE
Apllication to the inspection of  Contract Resaerch Organization’s operations by the Administration of Science, Technology and Training. 
3. REFDERENCES
Not applicable.
4. DEFINITION / TERMINOLOGY AND ABBREVIATIONS 

- ASTT: the Administration of Science, Technology and Training
- CRO: Contract Research Organization
- CT Division: Division of Management of Clinical Trial and Products Research
5. CONTENT
5.1. Diagram of the inspection process of CRO’s operations:  
	Step
	Responsibility
	Process
	Description/form
	Duration

	1. 
	Leaders of ASTT
	

	5.2.1
BM.TNLS.19.01
	01 day

	2. 
	Leaderof Inspector team
	

                                
	5.2.2

	03 days

	3. 
	Leaders of ASTT
	
	5.2.3


	01 day

	4. 
	Secretary 
	

	5.2.4

	03 days

	5. 
	Inspector team
	
	5.2.5
BM.TNLS.19.02
	01 day

	6. 
	Secretary
	
	5.2.6
BM.TNLS.19.03
	07 days

	7. 
	Leaders of ASTT
	
	5.2.7
	01 day


5.2. Procedural description:
5.2.1 Notice of Inspection activities CRO 
Leaders of ASTT releases an officilal letter notice of inspection activities CRO

 (BM.TNLS.19.01).
5.2.2. Preparation of Inspection Plan 
Secretary of the Inspection team:

- To send the official letter of notice of inspection activities CRO to all team members.

- To send a notification letter of Inspection agenda to all Inspection team members and to the respective CRO. 

- To prepare an Assessment form of CRO’s operations at its office.

5.2.2. Contents of inspection at site:

5.2.2.1. Meeting between the inspection team and the affected organization: 
- Representative of the Inspection team introduces:

+ Purposes and scopes of the inspection 
+ Legal framework and components of Inspection team.  

+ Assessment methods, process flow and assessment program.
- Representative of the respective CRO presents briefly about CRO’s operational activities (Duration of the presentation should be within15 minutes).

5.2.2.2.Examination of CRO’s operational activities at its office: 

By using Assessment form BM.TNLS.19.02
5.2.2.3. Conslusion of the Inspection:
Secretary of the Inspection team compiles all completed assessment forms and submit a summary report to Leader of the Inspection team.  

Leader of the Inspection team presents the conclusion of the Inspection.

Secretary of the Inspection team completes the Inspection report. 
6. DOSSIER
- Dossier components :

+ Official letter of the establishment of the Inspection team 
+ Assessmentform of CRO’soperationsat its office.

+ Inspection report of CRO’soperations.

- Archival places and durations.

+ 01 year at CT Division
+ 03 year subsequently at ASTT
+ Permant archives at Archivaldepot of the Ministry of Health.

7. APPENDIX
- BM.TNLS.19.01- Official notice of inspection activities CRO

- BM.TNLS.19.02 – CRO activities assessing table

- BM.TNLS.19.03 – Minute of activity inspection for CRO

Releases notice of Inspection activities





Prepare Inspection plan   





Approve 





Prepare documents





Conduct the inspection





Complete inspection report








Deternmine post inspection resolutions 
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