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Application for REC Review 
Section One: Application Information

	Principal Investigator/s:
	
	

	
Department:
	
	

	
Title:
	
	

	
Phone/Pager:
	
	

	
Fax:
	
	

	
E-mail address:
	
	

	
Mailing Address:
	
	

	


	Co Investigators:
	
	
	

	
Department:
	
	
	

	
Title:
	
	
	

	
Phone/Pager:
	
	
	

	
Fax:
	
	
	

	
E-mail address:
	
	
	

	
Mailing Address:
	
	
	


	Title of Project
	Purpose of Project (one or two sentences)

	
	


	Estimated duration of total project
	

	Estimated total number of subjects 

(Including control subjects)
	

	Age range of subjects
	

	Sex of subjects
	

	Where will study be conducted?
	

	Source of subjects
	

	Experience of Principal Investigator:

Brief summary (also attach a CV)
	

	What is the total budget of the research?
	

	Who is the sponsoring agency?
	


For thesis application:

· Date of Registration of Masters/Doctoral degree: ……………………………………….
· Date of Registration of protocol: …………………………………………………….
1-This research project is: (Check all that applies)

1- FORMCHECKBOX 
 Single site project
2- FORMCHECKBOX 
 multi-center project
3- FORMCHECKBOX 
 National collaborative project

4- FORMCHECKBOX 
 International collaborative project 
2-What is the type of research? 

1.  FORMCHECKBOX 
 Experimental/Interventional: Specify the phase: 
(1) I  FORMCHECKBOX 
  (2) II  FORMCHECKBOX 
  (3) III  FORMCHECKBOX 
  (4) IV FORMCHECKBOX 
   
2.  FORMCHECKBOX 
 Observational Descriptive Study (Case report, Case series, Survey) 
3.  FORMCHECKBOX 
 Observational Analytic study (Cross-sectional, Case-control, Cohort)
4.  FORMCHECKBOX 
 Diagnostic test evaluation study
5.  FORMCHECKBOX 
 Other: Specify__________________________________________________
3-Does this study include? (Check all that applies)
1.  FORMCHECKBOX 
 Placebo
2.  FORMCHECKBOX 
 Randomization
3.  FORMCHECKBOX 
 Genetic testing

4.  FORMCHECKBOX 
 Human Embryo research
5.  FORMCHECKBOX 
 Stem cell research

6.  FORMCHECKBOX 
 Biological specimens’ collection
7.  FORMCHECKBOX 
 Invasive Techniques

4-Does a Data Safety and Monitoring Board exist for this study?  
DSMB is an independent group of experts. The primary responsibilities of the DSMB are to periodically review and evaluate the accumulated study data for participant safety, study conduct and progress, and, when appropriate, efficacy.
1.  FORMCHECKBOX 
 Yes


2. FORMCHECKBOX 
 No

5-Has this study undergone previous scientific review?
1.  FORMCHECKBOX 
 Yes


2. FORMCHECKBOX 
 No

If yes, Specify…………………………………………
6-Risks: Indicate what you consider to be the risks to subjects and indicate the precautions to be taken to minimize or eliminate these risks. Justify the need for a placebo control group if one is included in this study. Where appropriate, describe the data monitoring procedures that will be employed to ensure the safety of subjects. Use additional sheets as needed.

________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

7-Benefits: Indicate what you consider to be the benefits to subjects and the society. Indicate the procedures to be taken to maximize these Benefits. Use additional sheets as needed.

________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

8-Indicate whether this project involves any of the following subject populations?
1.  FORMCHECKBOX 
 Children (Children are defined by local law as anyone under age 18.)

2.  FORMCHECKBOX 
 Prisoners

3.  FORMCHECKBOX 
 Pregnant women

4.  FORMCHECKBOX 
 Cognitively impaired or mentally disabled subjects

5.  FORMCHECKBOX 
 Economically or educationally disadvantaged subjects
6.  FORMCHECKBOX 
 None of the above
9-What type of consent will be obtained from research subjects?
 FORMCHECKBOX 
 Written consent

 FORMCHECKBOX 
 Oral consent

 FORMCHECKBOX 
 Will not obtain consent

10-If written consent will not be obtained, explain why.

________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

11-Will subjects receive any compensation for participation in cash or in kind?
1.  FORMCHECKBOX 
 Yes


2. FORMCHECKBOX 
 No

12-If subjects receive any compensation; please describe amount or kind of compensation
________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

       13-Will identifiable, private, or sensitive information be obtained about the subjects or other living individuals?  
1.  FORMCHECKBOX 
 Yes


2. FORMCHECKBOX 
 No

        14-Explain how Privacy and Confidentiality of Data and Records will be maintained:

________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

15-Briefly outline in average "300 words" the expected benefits of the proposed research regarding health development in Egypt and the expected progress of medical knowledge and medical care to our community

________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

16-Kindly, provide information regarding any changes in the original study protocol and outline the details of this study in the local Egyptian study site.
________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

_______________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
PI Signature:





Date:
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