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1. PURPOSES
- Unifying how to assess the potential conflict of interests for officers and experts participating in clinical trials management. 
- Ensuring that all officers, employees will not have the conflicts of interests
- Ensuring the fairness and independence in deciding during the evaluation and approval of matters relating to the clinical trials management 
2. SCOPE
Applying at the clinical trials study management department of the Administration of Science Technology and Training in handling activities of the conflict of interest in clinical trials management 
3. REFERENCES
- Public officers and employees Law No. 22/2008/QH12 dated on13/11/2008 by 12th National congress. 
4. DEFINITION / TERMINOLOGY AND ABBREVIATIONS
- Conflict of interests: is the conflict occured when individual/organization has/have the financial interests or the other interest of individual and/or the other members of family (included father/mother, wife/husband, son, sibling) at the organizations acting on the field of clinical trials and those conflicts may affect to the fairness, the right in making decision relating to the clinical trials management.
- CT: Clinical trials
- CT department: Clinical trial study and product management department
- ASTT: Administration of Science Technology and Training
5. CONTENT
5.1. Process flowchart
	Step
	Person in charge
	Proces flowchrat
	Description/

template
	Time

	1. 
	CT deparment leaders
	
	6.2.1

	

	2. 
	Public Offcers, experts

	
	6.2.2
BM.TNLS.02.01
BM.TNLS.02.02
	25 - 30 Nov annual

	3. 
	CT deparment leaders
	

	6.2.3
BM.TNLS.02.03
	01 – 05 Dec annual

	4. 
	Administration leaders
	
	6.2.4
	15 - 25 Dec annual


	5. 
	Public Offcers, experts


	
	6.2.5
	From 01 Jan annual


5.2. Description of process
5.2.1. Requesting for information 
- CT department leader send to public officers, experts of Administration related to clinical trials management the templates BM.TNLS.02.01 and  BM.TNLS.02.02 to request for information. 
- Time to send this requirement is from 25th—30th November annual. 
5.2.2. Supplying information 
- Public officers, experts send all information required follow the templates BM.TNLS.02.01 and BM.TNLS.02.02. 
- Time to send all information to Department leaders is from 01st -05th December annual. 
- In case of occurring any sudden change relating to the conflict of interests, public officers, experts are responsible for informing immediately to CT department leaders.
5.2.3. Receiving, evaluating the information of public officers, experts.
- CT department leaders receive the information supplied by public officers, experts including: curriculum vitae (template BM.TNLS.02.01) and evaluation record of conflict of interests (template BM.TNLS.02.02)
- Annual periodic, public officers and experts are responsible for updating personal information and conflict of interests even when there is no change.
- CT department leaders consider the information that public officers and experts provided, classify the interests as a basis for determining the level of conflict of interests and make relevant recommendations.
- Pursuant to consider and evaluate: template BM.TNLS.02.03
- Time to consider, evaluate, combine information is from 05th to 15th December annual 
- Reporting to Administration leader the final results and evaluations.
5.2.4. Deciding the way to solve the conflict of interests
- Based on the evaluation of CT department leaders about the conflict of interests and the level of conflict of interest (if applicable), Administration leaders can transfer the tasks of public officers  to ensure that there are no conflicts of interest.  
5.2.5. Acting based on the guideline, assignation
- The public officers and experts perform the transfer, assignation by Administration leaders and ensure that there are no conflict of interest in the job.
6. DOSSIER
- Composition profile
+ CV of staff, experts relating to clinical trials management
+ Public officers, experts 's disclosure form of conflict of interest related to the of clinical trials management.
+ Evaluation record of conflict of interests
- Place and time to archive
+ first 01 year at CT department
+ next 03 years at ASTT
+ After that at MOH‘s archiving room. 
7. APPENDIX
- BM.TNLS.02.01: Curriculum vitae 

- BM.TNLS.02.02: Disclosure form of conflicts of interests
- BM.TNLS.02.03: Evaluation recod of conflict of interest
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