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	Section 1: investigators’ information
Please attach the CV of each investigator included

	Project title: 

	Principal Investigator (PI):

	Department:

	Designation of PI:

	E-mail:

	Phone:


	If external submission, organization/institution/company name and address: 


	Co-investigators

	Name of co-investigator (1):

	Department:


	Designation:

	E-mail:

	Phone:


	If external, organization/Institution/company name and address:


	Name of co-investigator (2):

	Department:


	Designation:

	E-mail:

	Phone:


	If external, organization/Institution/company name and address:


	Name of co-investigator (3):

	Department:


	Designation:

	E-mail:

	Phone:


	If external, organization/Institution/company name and address:

	

	Section 2: project information 

	Project title:

	Study planned start date:

	Expected end date:


	Duration of study:


	Subjects:  Children (0-18 y)   Adults (>18y)
	Target population:  Healthy/general        Special (i.e. patients, children, etc)

	Drugs/products involved?   Yes     No
	If yes, is drug/product registered with UAE MOH?    Yes     No

	Lay summary of project (limit to 300 words)



















	In point form, please list the main objectives of the proposed study:












	Funding source:



	

	section 3: additional documents

	In addition to this application, please attach the following with your submission:

1. Document checklist
2. Detailed study protocol (please refer to the section 4 for more information)
3. Questionnaires and description of drugs/products that will be used
4. Subject consent form
5. Subject information sheet 
6. CVs of investigators included 
7. Certification of research ethics training done by the investigators

	


	section 4: description of the study protocol

	
The study protocol is expected to describe:
· the rationale for the proposed study
· the hypotheses and specific questions the study will address
· data collection methodology
· how the data will be stored, managed and analyzed
· ethical and safety considerations 
· implications of the study 
· personnel involved or to be recruited
· budgeting arrangements

As such, below is a list of questions that should assist in developing the study protocol.

1. Is there a specific gap in the literature that the study wishes to address? What are the aims of the research?
2. What is the overall design of the study? Why is this design the best to address the proposed questions?
3. How will data be collected?
4. How will the subjects be recruited? What are the characteristics of these subjects (i.e. demographics)? What are the inclusion and exclusion criteria and what is the justification for the suggested sample size?
5. How will consent be obtained from the subjects? Are considerations made for subjects unable to make informed consent?
6. What is the procedure of data collection?
7. Are there any risks to these subjects? If so, how will the risks be mitigated?
8. Are considerations made if adverse events were to arise during data collection? 
9. How will subjects’ confidentiality and anonymity be ensured?
10. How will collected data be analyzed, stored and managed?
11. How will subjects be compensated?
12. Identify benefits to participants, institutions or the community.
13. Identify any conflicts of interest.

	



	declarations

	I hereby declare that the proposed study has been reviewed by all involved investigators and that all considerations have been made to ensure ethical conduct of this study. I also confirm that all changes to the project will communicated to the REC as an amendment.

	Signature of PI:
	Date:





Please submit this application and required documents to: research.officer@americancenteruae.com, to the attn. of Ms. Abeera Hassan
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