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(Ethical Committee) 

Clinical Research Proposal 

A. Administrative Data 
  

Researcher(s)Name:……………………………………………………………………. 

Supervisors: 

1……………………………………………………………………………….. 

2……………………………………………………………………………… 

3……………………………………………………………………………… 

4……………………………………………………………………………… 

Department:……………………………………………………………………….. 

Degree:…………………………….                 Degree Registration Date:    /     /   

Proposal Department approval date:    /     /      

Phone number:+201……………………………………………………..Email:…………………………………………………………. 

 

Research status:(choose) 

Initial submission :                   Renewal:                    Modification: 

Protocol grade: (choose)  

MD                            MSc                                           PhD  

Domestic International Multicenter within Egypt 

Other:(specify) 

…………………………………………………………………………………………………………. 

…………………………………………………………………………………………………………… 

………………………………………………………………………………………………………. 

 

B. Research Design& Methodology: 
Research Title: ……………………………………………………………………………………………. 

………………………………………………………………………………………………………………………… 
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Research question/hypothesis: 

………………………………………………………………………………………………………… 

………………………………………………………………………………………………………… 

 

Research type (please check all applicable): 

Interventional study                                     Diagnostic Prognostic 

Observational Survey                                   Review of records (Retrospective)   

Blood sampling Genetic sampling                        Drug trial          

Other (specify)  

Level of confidence: 

RCT                    Systematic review               Meta-analysis          Case controlled     

Case series             Cohort        

Other (specify):  

Research objective (state primary aim, 2ry,3ry if applicable): 

1…………………………………………………………………………………………………………………. 

2…………………………………………………………………………………………………………………. 

3……………………………………………………………………………………………………………………. 

Statement of study basic design 

…………………………………………………………………………………………………………………………….. 

………………………………………………………………………………………………………………………….. 

Sample size (if calculation equation is used please state):  

…………………………………………………………………………………………………………………………… 

Randomization method used:(specify) 

……………………………………………………………………………………………………………………………… 

Outcome variables: 

…………………………………………………………………………………………………………………………….. 

Grouping (specify): 

……………………………………………………………………………………………………………………………… 

Expected Time table: 

…………………………………………………………………………………………………………………………………… 

………………………………………………………………………………………………………………………………….. 

………………………………………………………………………………………………………………………………….. 
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C. Ethics clarification: 
 

1. Have you considered risks to: 

Research team: No                       Yes         (specify)    

 

Participants: No                       Yes                 (specify) 

 

Data collected(storage, considerations of privacy, quality): No      Yes  

(specify) 

 

……………………………………………………………………………………………………………………………………………. 

2. Might anyone else be put at risk because of this research: No 

Yes         (specify) 

 

…………………………………………………………………………………………………………………………………………… 

3. How can these risks be addressed:(specify) 

……………………………………………………………………………………………………………………………………………. 

 

4. Details and recruitment of participants: 

………………………………………………………………………………………………………………………………………………… 

 

5. How, where, and by whom participants will be identified, approached, 

and recruited? 

………………………………………………………………………………………………………………………………………………….. 

 

…………………………………………………………………………………………………………………………………………………. 

6. How will the participants be able to give informed consent? 

…………………………………………………………………………………………………………………………………………………….. 

……………………………………………………………………………………………………………………………………………………… 

 

7. How will the ethics aspects of the project be monitored throughout its 

course?  
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8. Will any unequal relationships exist between anyone involved in the 

recruitment and the potential participants? No        Yes         (specify) 

…………………………………………………………………………………………………………………………………………… 

 

9. Are there any benefits to participants? (specify) 

……………………………………………………………………………………………………………………………………………… 

 

10. What information will participants be given about the research? 

…………………………………………………………………………………………………………………………………………… 

 

11. Who will benefit from this research?   

……………………………………………………………………………………………………………………………………….. 

 

12. List the potential benefits, if any, to the participants: 

………………………………………………………………………………………………………………………………………. 

 

13. Is the research good for the society? 

………………………………………………………………………………………………………………………………………….. 

 

14. Is it clearly stated that the participant of the research can quit at any 

time without penalty or loss of any benefits?    No       Yes  

 

 

15. Have you considered privacy and confidentiality?    No         Yes 

……………………………………………………………………………………………………………………………………………… 

…………………………………………………………………………………………………………………………………………… 

 

16. How will data be disposed of and after how long? 

 

…………………………………………………………………………………………………………………………………….. 
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17. Are there any conflicts of interest in undertaking this research (financial 

reward for outcomes etc.)?    No          Yes 

 

 

18. Will you be collecting information through a third party?   No       Yes 

 

 

19. If using secondary data, does the consent from the primary data cover 

further analysis?    No      Yes     (specify) 

 

20. Is the Informed consent form attached?   No        Yes 

 

 

21. Is a Request being made to prevent the Informed consent?  No       yes    

(if Yes please describe why) 

 

 

D. Ethics for international research only:  
 

1. Are you conducting research outside Egypt ? Are there any additional 

issues that need to be considered as a result (for example, local customs, 

local "gatekeepers", political sensitivities)? Specify 

………………………………………………………………………………………………………………………………………………….. 

 

……………………………………………………………………………………………………………………………………………………. 

 

2. Have you considered what legislation your project will need to abide by 

(for example, the Data Protection Act, Freedom of Information Act, 

Human Rights Act)?  Specify  

 

……………………………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………………………. 
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I hereby declare that the information provided in this application form is 

true and correct. 

 

Researcher name: 

 

 

Signature:                         Date:   
 


