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	CHECKLIST FOR FULL REVIEW



Type of research
Choose “X” (yes) or leave blank (no) in the following boxes as appropriate 	
	[bookmark: Check1]|_| Sponsored research

|_| Research by undergraduate / graduate students

[bookmark: Check5]|_| The study has many participating agencies
	|_| Other research (please provide detail information)

[bookmark: Check3]|_| Re-apply application (please provide the number of old license)



Project title

Investigators
	Full name
	Title
	Workplace

	
	
	

	
	
	

	
	
	



Main Research Institution

Contact: 
Full name, Title:
	
	Address:

	

	Tel:
	
	Fax

	Email:
	
	



Participating agencies
	Name of Participating agencies
	Ethical licensing status

	

	[bookmark: Check19]|_| Licensed
[bookmark: Check20]|_| Submitted and is waiting for licensing
[bookmark: Check21]|_| Not submitted/ Don’t have ERC
[bookmark: Check22]|_| Other

	

	|_| Licensed
|_| Submitted and is waiting for licensing
|_| Not submitted/ Don’t have ERC
|_| Other _______________



Research needs to apply special regulations
Choose “X” (yes) or leave blank (no) in the following boxes as appropriate 	
	|_| Children, 
Juvenile, young people
	|_| People with nerve damage or intellectual disability
	|_| People who regularly need medical attention

	|_| Persons with dependent or unequal relationships
	|_| Group 
	|_| Ethnic minorities

	|_| Radioactivity, ionizers
	|_| Reproductive technology with technical assistance
	|_|Clinical trials

	|_| New medical procedure or treatment
	|_| Epidemiological research
	[bookmark: Check7]|_| Using human tissue and fluid samples

	|_| Gene
	
	



Information about funding sources
	




Student research
	




1. DESCRIPTION OF DATA COLLECTION PROCESS AND METHOD
(In understandable language)

1a. Concept introduction
1b. Implementation process

1c. Research objectives

	 Objectives 
	Description 
	Measurable Outcomes 

	1. 
	
	· 

	2. 
	
	· 

	3. 
	
	· 




1d. The issue is related to ethnic minorities

1e. Research Location:

1f. Study at the participants' workplace


2. POTENTIAL RISKS

2a. What kind of risks? 
Những nguy cơ đó xảy ra với: 
	[bookmark: Check8]|_| Investigator team 
	[bookmark: Check9]|_| Participants
	[bookmark: Check10]|_| Vinmec
	[bookmark: Check11]|_| Other group



2b. Compare the level of risk involved in the study with what happened in everyday life
2c. Risk reduction process and risk handling
2d. Health and safety risks
2e. Biosafety issues and gene manipulation

3. POTENTIAL BENEFITS

3a. What kind of benefits?
[bookmark: _Int_Q2cfK9h0]3b. Who will have benefits? 
3c. Scientific contribution of research:
3d. Compare the risks and benefits of participants

4. PARTICIPANTS

4(a) Expected participants?


4(b) How to identify, contact
4(c) Involvement of juvenile?
	
4(d) Involvement of a person with nerve damage or intellectual disability?	
4(e) Participation of imprisoned, dependent/unequal persons?	
4(f) Relationships with participants?	
4(g) Is the language difficult to understand?	

4(h) How to recruit participants?
4(i) Do participants have to refuse the current treatment regimen?	

4(j) Intentional selection of members of the ethnic minority community	
4(k) Does the research need group participation?	
4(l) Are there payments for participants?	
 
4(m) Final result announcement and reporting process	
4(n) The process of publishing summary reports	

5. VOLUNTEER SELECTION PROCESS
6. DATA MANAGEMENT & INFORMATION SECURITY

6(a) Data collection?
6(b) How will the data be recorded?

6(c) Personal/sensitive information 
6(d) Information security
6(e) Preserve and store for 5 years. 

6(f)i. Data, information collected in research, software analysis, data processing


Who is allowed to access the information: 

How to control access to information: 

6(f)ii. Published research result report

Storage location: 
Who is allowed to access the information? 

How to control access to information: 

6(g) Personal information protection

	6(g)i. Storage location: 

	6(g)ii. Number of records: 

	6(g)iii. The applied principles of personal information security 

7. TIMELINE

7(a) Duration of the study trial
7(b)Time of study data collection
7(c) All research time


8.  CONFLICTS OF INTEREST

8(a) Research at the request of (instead) the commercial sponsor/organization.
8(b) Direct/indirect financial benefit or other research team's interest

9. OTHER ETHICAL PROBLEM


10. DOCUMENT OVERVIEW, PLAN AND METHODOLOGY
 





















11. COMMITMENTS OF RESEARCH TEAMS  

Project title:

 


We, the undersigned, undertake that:

· We have examined the potential ethical issues of this research and found that the selected measures are appropriate and in accordance with the ethical regulations in current biomedical research of Vinmec Company and MOH. 
· We have reviewed and believed that the selected measures are appropriate to the local culture, customs, policies and regulations of the laws of Vietnam.
· We guarantee that any other staff involved in the research’s implementation (eg, the administrative staff in charge of data recording) will also understand and comply with the protection of participants (example: name security). 
· We will promptly notify the PPA of any adverse effects that may arise during the study (e.g. unforeseen adverse consequences, unexpected risk factors for the subject / community or complaints, grievances, etc.).
· We will obtain the ERC's permission before making any changes to the things described in this Information Sheet.
Note: All researchers must sign this information sheet
	12. OPINION OF THE INSTRUCTOR (if any)

Project title:
	





I have reviewed this information sheet and its potential ethical issues. I believe this study will be conducted in compliance with regulations, policies and laws. All researchers have the necessary qualifications to undertake the research.

OPINION ON ETHIC MATTERS OF THIS RESEARCH:
	


	


	




Department ______________________________________  
date ___ month __ year _____
(signed, full name and title)



13. OPINION OF THE HEAD OF DEPARTMENT: 
NOTE: When the Head of Department is on the list of participants (or the supervisor of this research), the following must be signed. 
I have reviewed this information sheet and its potential ethical issues. I certify that the research will be conducted in accordance with the ethical regulations in biomedical research of Vinmec Company, of the Ministry of Health and in accordance with laws.
I confirm that the expertise and experience of all researchers are appropriate for this study.

SCIENTIFIC ASPECT OF RESEARCH
(Select one of the following boxes)

	The scientific aspect of this study has been reviewed by:
	

	A scientific review board inside or outside the Vinmec Company, independent experts at the request of the funding agency ...
	|_|

	A review authority
	|_|

	Department / Faculty according to the procedure
	|_|



	I think this research needs to be reviewed by an independent expert about the scientific aspects
	[bookmark: Check14]|_| YES
[bookmark: Check15]|_| NO


OPINION ON ETHIC MATTERS OF THIS RESEARCH:
	
No

	


	




..., day ... month ... year 20...
VinUniversity Representative
(Signature and Seal)
1
10
Note: The Ethics Committee may randomly check ongoing researchs
