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UTB Research Committee (URC)
This form must be typed on the computer. Ideally, digital signatures can be utilized, and the word document form will be emailed by the PI/Supervisor (if applicable) to the Ethics Coordinator.\
	I. BASIC INFORMATION

	Application Info

	Research Title:                                                                                                

Submitted to Ethics Committee in                                 School/Faculty/Centre


	Applicant Info

	Title

Name

Role

Study (if student)

Affiliation (if applicable)
           
     
 FORMCHECKBOX 
PI/Supervisor

 FORMCHECKBOX 
Researcher

 FORMCHECKBOX 
Student
 FORMCHECKBOX 
Undergraduate

 FORMCHECKBOX 
Postgraduate

Programme:
                              
School/Faculty/Centre: 

                                  
Area and Position:
                                  
 (please complete “Section III” for all co-investigators, if any)


	Supervisor (if applicable) 
	Project/Research Duration 

	Title

Name

Affiliation

           
     
School/Faculty/Centre: 

                 
Area and Position:
                 

	Proposed Start Date:                   
Expected End Date:                        


	Referral to Policy and Procedures

	I confirm that I have read University’s document “UTB Research Ethics Policy and Procedures”, version No. ____ , prior to filling this form, and that I understand, to the best of my ability, all mentioned issues related to the nature of my research and ethics clearance (tick to confirm  FORMCHECKBOX 
 ) 

	Has this research been previously reviewed by an ethics committee or URC?

	 FORMCHECKBOX 
 No       FORMCHECKBOX 
 Yes   (give details and attach copy of previous application and feedback)

              Details:      

	Involvement from outside UTB 

	Will any of the concerned research activities take place outside Brunei Darussalam, or outside the premises of UTB?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
Will researchers from outside UTB take part in this research?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If you answer “yes” to any of above questions, provide the following:
Details and justification: 
Is there any ethical approval process (other than UTB’s) required by the other institutions/countries? How is that determined, and whether such process has been initiated or approval obtained?




	Research Related to Healthcare / Clinical Trials

	Will the research conduct clinical trials, or be related to healthcare experimentation of medications, equipment, or biochemical reactions?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No. 
If yes, answer the following:
Details and justification: 
Have the concerned authorities in Brunei Darussalam, such as the Medical Health Research and Ethics Committee (MHREC), the National Adverse Drug Reaction Monitoring Centre (NADRMC), or the Ministry of Health, been contacted to clear the research activities? Give details about the clearance process and its outcome.



	Research with Involvement of Human Participants

	Does the research involve human participants?          FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

If yes, answer the following and elaborate more in “Section V”:
Purpose: 
Target Number: 
Are the participants considered “Potentially Vulnerable” as defined in University’s ethics policy (e.g. children, patients, people whose competence to exercise informed consent is in doubt; people who may socially not be in a position to exercise unfettered informed consent; or people whose circumstances may unduly influence their decisions to consent)?      FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
Is there any potential for physical and/or psychological harm/pain/distress to the participants?    FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No


	Research Involving Sensitive Topics

	Does the research address topics that are considered sensitive? Such topics include: race or ethnicity; political opinion; religious, spiritual or other beliefs; physical or mental health conditions; sexuality or gender identity; abuse (child, adult); criminal or illegal activities; conflict situations; personal violence or terrorism; and personal finances.         FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If yes, name these topics below and elaborate further in “Section V” on justification, privacy concerns, potential implications, and any legality issues. 
Topics: 



	Data Collection and Storage

	Will the research involve collecting/generating and storing data?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If yes, provide the following information on measures you will take to maintain research data security and confidentiality.

Where will the data be stored, and who will act as the custodian for the data?

Who will have access to the data, and who will perform data analysis?

What will happen to the data after research completion?


Will the data be shared with any other collaborators or institutions?


Will “General Confidentiality Undertaking” agreement be signed by all people who will have access to the data? Where will these agreements be kept?

Will the research involve collecting “personal” data, which can lead, even if indirectly, to the identification of persons (e.g. names, IDs of any sort, addresses, contact info, photos, videos, genetic info, etc.)?     FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If yes, provide the following information on measures you will take to maintain confidentiality of participants’ data.

Will the participants be made aware of the personal details that will be stored?


How will participants consent to the collection and storage of their personal data?


Will the data be encrypted or anonymized, how will this be done, and at what stage?


Will the personal data be deleted after the completion of the project, or upon request of participants, and how will that happen?


Will the research involve accessing non-public data, such as making use of archived data or existing databases?       FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If yes, provide the necessary details about the data sources, owners, access permissions and steps required to obtain these permissions, and plans in case permissions are not given.




	Research Involving Animal Subjects

	Does the research involve animal subjects?          FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
If yes, provide the following details:

  Animal(s):                          (Target Number:      ) (add more as necessary)
   FORMCHECKBOX 
 Blood                FORMCHECKBOX 
 Tissues                 FORMCHECKBOX 
 Others, please specify      
  Is there any separate ethical approval process required?      FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
  (If yes, give details about that process and whether it has been initiated/obtained)

	Safety Issues

	Does the research raise any issues of personal safety for you or other researchers involved in the project? (especially if taking place outside working hours or off University premises, working with potentially threatening people or conducting activities in a potentially dangerous environment)       FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

If yes, have you obtained HSE Risk Assessment from the University to control potential risks? (  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No ). In either case, give details below to explain about the safety issues raised and how these issues will be managed.


Do the research activities require the disposal of experiments equipment, materials, or waste, which are hazardous or have environmental, health, safety, or statutory bodies concerns?       FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

If yes, explain the respective disposal regulations and how this will be managed.

Does any of the researchers require prior training(s) that can minimize potential risk(s) resulting from research activities?        FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
If yes, explain about the plan to meet any training requirements.




	Other Considerations

	Will the research require sharing of private information or details about intellectual property with other parties (in-house researchers or external entities)?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

If yes, explain about the nature of such disclosure and plans to address this issue, including signing NDA agreements etc. 

Are you aware of any real or potential conflict of interest that may arise from undertaking your research activities?        FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

If yes, declare these conflicts and elaborate on the steps to be taken to manage them in order not to compromise the integrity of the research.


Do you believe that there are other ethical issues that could be considered for clearance, which were not covered in any of the questions above?     FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

If yes, please elaborate: 



	II. DECLARATION OF THE APPLICANT

	The information provided in this form is correct.

a. I will not initiate this research until I receive written notification of approval by the reviewing committee.
b. I will not initiate any change in methodology of research protocol without prior written approval from the reviewing committee, except when it is necessary to reduce or eliminate immediate risk to participants.
c. I will promptly report any unexpected or serious adverse events, unanticipated problems or incidents that may occur in the course of this research.

d. I will maintain all relevant documents and recognize that UTB’s ethics committee or regulatory authorities may inspect these records.

e. I understand that failure to comply with all applicable regulations and University policy requirements may result in the suspension or termination of this research.
f. I am aware of the fact that UTB holds the authority to penalize the researchers associated with this project in the case of intentional misrepresentation of information or intentional violation of ethical guidelines and principals. 
Remarks (if any): 

__________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________



	________________________________
	     __________

	Applicant’s name and signature
	Date

	Phone:                                                   Fax:                                   
Mailing Address:      


	Email:      


	III. CO-INVESTIGATORS

	All co-investigators who will be conducting research activities that may have ethical implications (e.g. obtaining participation consent, data collection, handling dangerous experiments or machines) should be listed below (expand the list as necessary). All co–investigators need to sign the form below. 

	Name:
     
Email:
     
Position:
     
Phone:
     
Department:
     
Fax:
     
Institution:
     


___________________________
_________________________

Signature of Co-investigator 
Date



	Name:
     
Email:
     
Position:
     
Phone:
     
Department:
     
Fax:
     
Institution:
     


___________________________
_________________________

Signature of Co-investigator 
Date



	Name:
     
Email:
     
Position:
     
Phone:
     
Department:
     
Fax:
     
Institution:
     


___________________________
_________________________

Signature of Co-investigator 
Date



	Name:
     
Email:
     
Position:
     
Phone:
     
Department:
     
Fax:
     
Institution:
     


___________________________
_________________________

Signature of Co-investigator 
Date




	IV. COMMENTS OF PI / Supervisor  (if applicable)                       (circle one)

	1. Approach and Methodology
	
	

	Is the approach or conceptual framework followed in this research adequately developed? Are the methods, tools, and activities appropriate and adequately chosen?

	YES
	NO

	2. Collaborators/Researchers
	
	

	Are the researchers and collaborators involved in this research appropriately trained to conduct the ethically concerned activities? 

	YES
	NO

	3. Information Accuracy
	
	

	Are the answers and information provided by the applicant accurate and best describe the research activities? 

	YES
	NO

	4. Low/High Potential Ethical Risk 
	
	

	According to University’s Research Ethics Policy, the potential ethical risk of activities involved in the research can be categorized as:

	Low
	High


Comments: 

__________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
I acknowledge that this application is prepared in light of UTB’s Research Ethics Policy and Procedures. 
	_________________________________________________
	     ________

	Name and Signature of PI/Supervisor. 
	Date

	Title:        
	Position:      

	
	


	V. RESEARCH SUMMARY  (maximum of 5 pages)

	Your application is more likely to be reviewed quickly if you provide the reviewers with enough information so that they can make an informed judgement about the research without having to ask for further details. Please use lay terms; if this is not possible, any technical or medical terms should be explained in simple language. 

	1. Abstract

	In no more than 500 words, describe concisely the specific aims, objectives, and approach of the research, indicating the scientific, social, or economic importance of research outcome. 




	2. Methodology

	Provide a summary of the methods and procedures to be used to accomplish the aims of the research. 




	Describe the experimental instruments and materials (if any) that will be used.


	3. Potential Risks

	What are the potential physical and/or psychological harm/pain/distress, to researchers or participants, which may result from conducting the research activities? How will these be minimized and managed to ensure appropriate protection and well-being of researchers and participants?



	If the research addresses a topic that is considered sensitive, explain here about the justification for addressing these topics, potential implications on participants and the public, privacy concerns, and any legality issues that may entail from conducting the research activities? 



	4. Involvement of Human Participants

	Explain about the potential human participants and include information on how you will identify the potential participants. 

If potentially vulnerable participants will be involved, you should justify why the research needs to be done using this participant group, and any possible risks or implications from involving these participants. 


How will the participants (whether potentially vulnerable or not) be approached and recruited? Explain the recruitment process in detail and attach related documents (e.g. advertisements/posters) that will be used.


Will informed consent be obtained from the participants? If yes, how will you give participants enough information so that they can make an informed decision about whether to take part in the research? Attach related documents in “Section VI”.
If no, explain and justify why you will not be obtaining informed consent?

Will financial payments, whether money or in kind (e.g. gift vouchers), be offered to participants? If yes, provide details and justification for this payment, and why do you believe it does not induce them to take extra risks beyond those that would usually be part of their established life activities. 



	5. Finances and Conflicts of Interest

	How will research related costs be supported? For sponsored research, give details of the sponsor(s) and list the costs that will be borne.

For research sponsored by private companies, does any of the researchers hold ownership interest (e.g. stocks), or is the sponsor offering any incentives related to the research outcome that will be paid to the researchers? If yes, please elaborate.





	VI. ATTACHMENT CHECKLIST

	Document


	Attached?
	Not Available?
	Not Applicable?

	Participant Information Sheet(s)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Consent Form(s)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Survey Form(s) / Questionnaire(s) 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	List of Experimental Equipment
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Relevant Publications
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Investigator(s) CV(s)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Additional (name it and add more)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	
	

	
	
	
	


	VII. REVIEWING FEEDBACK 

	This section is to be filled by the Ethics Reviewers and Ethics Coordinator. 

	1. First reviewer 

	Summary: provide a brief summary of the main ethical concerns raised.


Recommendation: tick the appropriate decision recommended.
 FORMCHECKBOX 
 Approval        FORMCHECKBOX 
 Approval with compulsory changes       FORMCHECKBOX 
 Rejection (not approved) 
Justification: provide the justification(s) for your decision, and any optional suggestions or compulsory changes to be considered.

___________________________
_________________________

Name and Signature
Date



	2. Second reviewer  (delete, or add more based on the number of reviewers) 

	Summary: provide a brief summary of the main ethical concerns raised.


Recommendation: tick the appropriate decision recommended.
 FORMCHECKBOX 
 Approval        FORMCHECKBOX 
 Approval with compulsory changes       FORMCHECKBOX 
 Rejection (not approved) 

Justification: provide the justification(s) for your decision, and any optional suggestions or compulsory changes to be considered.

___________________________
_________________________

Name and Signature
Date



	Coordinator’s Decision

	Decision: tick the appropriate decision.
 FORMCHECKBOX 
 Approved       FORMCHECKBOX 
 Approved with compulsory changes       FORMCHECKBOX 
 Rejected
Approval No:  UTB-URC/IRB/SB/20_____ /__________     

Details: provide any related details or feedback based on the decision and reviews.

___________________________
_________________________

Name and Signature
Date
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