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Please do not send the instruction sheet with the application form
	Application Date
	


Principal Investigator 
	Name
	

	Title
	

	Institutional affiliation
	

	Email Address
	

	Phone Number
	

	Signature
	


Co- Investigator (duplicate table for co-investigators)

	Name
	

	Title
	

	Institutional affiliation
	

	Email Address
	

	Phone Number
	

	Signature
	


Departmental approval

	Chairman Name
	

	Signature
	


Part 1: Project Information

	Title
	

	Locations (s) were the study will be performed
	

	Who are the research subjects?
	

	Are you going to collect personal information or measurements?
	

	Abstract
Max 250 words
	

	Project type
	e.g. Double blind randomized, Case-control, etc.

	What is the principal goal of the project?
	

	Lay abstract (7th grade language)

Max 150 words
	


Part 2: Funding and scientific review
	
	Yes
	No

	Is this project funded by a grant or award?
	
	

	Funding agency and award number:

	Is the project funded by industry or Pharma?
	
	

	  If Yes attach copies of agreements made with commercial institutions.

	Will the investigator receive payments for patient accrual?
	
	

	  If Yes provide details in Comments below, and in attached agreements.

	

	If the project is not grant funded, has it undergone scientific review?
	
	

	Scientific review is required of all student and resident-initiated projects, usually by the research mentor or program director. Append this and list in Part 3.F. Reviews should appraise the significance, novelty, statistical interpretation, and likelihood of interpretable results of the project.

	Reviewer Name:                                   
Reviewer address:


	Other Comments:




Part 3: Detailed Project Description and Documentation

Answer each section, responding to each letter and number category.
A. Project description and references
Describe the importance of the project, including a review of the literature with citations and a demonstration of the novelty of the project in not more than two pages of 12 point font.  You may copy/paste from a grant proposal, but do not attach such other documents directly. Use a maximum of well selected 15 references that are properly read and cited
B. Research Protocol
Do not answer any section as “Not Applicable”; instead describe in a few word why it may not apply to this project.

Describe completely the study protocol and design as follows
1. Identification of participants
2. Criteria for eligibility or exclusion
3. Timing of procedures
4. Blinding process
5. Duration of study and number of study visits required

6. Primary and Secondary Outcome Measures. What will be measured and how? Describe tests that patients need to undergo
7. Justification of why participants will not receive previous routine care or will have current therapy stopped.
8. Source of data or laboratory information, e.g. lab tests, measurements, questionnaires.  Attach a copy of any written materials per part 3F.
9. Administration of drugs or other interventions (provide details in section 3D).
10. Justification for including or not including a placebo or control arm.

11. Statistical analysis including the basis for the number of participants selected.
12. Criteria for removing a participant from the study.

13. Criteria for ending the study early.
14. Plan for reporting or publication.
15. Description of what happens to participants receiving therapy when study ends or if a participant’s participation in the study ends prematurely. 
16. Other important aspects of the project.

C. Protection of Patient Privacy
Describe completely

17. What Protected Health Information (PHI) will be recorded outside of the medical record?
18. For each type of PHI, justify why it is important to record this.

19. In what form (paper, flash drive, server; coded or not?) will PHI be recorded?
20. Describe the coding of PHI in study records.

(This is where you can describe the log book or database in which coded data are held securely and only a single subject number is observed by researchers).

21. How will PHI records be secured against loss or intrusion?

22. When and how will PHI records be securely destroyed at the end of the study?
NB: Data of Clinical studies should be kept up to 10 years assuming audit even after publication

D. Patient interventions and exposure

23. List here the drugs, surgical procedures, diet changes, or other interventions or therapies that participants or control participants may be exposed to.  For each exposure describe the risks to participants.  For surgical or pharmacologic therapies, specify know or potential adverse effects with literature citations. Clearly distinguish experimental treatments that the patent will receive that are not part of routine care.  Where will experimental treatments be performed? Who will pay for experimental treatments?

E. Patient/participant materials

24. List here and attach copies (in Arabic and English) of
a) Questionnaires b) Consent form c) Patient information sheets and d) Any other information distributed to participants or guardians
F. Letters of approval

List here and attach copies of Permission, Contracts, or Collaboration letters, e.g.     a) Al Ain Schools – for use of their facilities (if applicable)  b) SEHA hospital or clinic director – for use of their facilities (if applicable)  c) Consultant or collaborating experts or faculty d) Project review for unfunded projects   and         e) Contracts with industrial funders
Signed Attestation (Original Signature of all co-investigators should be collected to proceed with the application)
We hereby attest that the submitted information regarding this project, as presented herein, is complete, true, and accurate to the best of our knowledge. The Committee will take a decision on the presented information on that assumption.  We take full accountability and legal responsibility for performing our studies according to the details above within the permitted defined period. We will inform the Committee and submit a revised or complete application for approval before any changes in the project in ways that affect patient safety, privacy, or the purpose of the project or the study period. 
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