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Application form
Note for the applicant 

The MSA University Research Ethics Committee (REC) is responsible for ensuring that any research undertaken by University faculty members or students, or by other institutions when in collaboration with the University, meets recognized ethical standards. Where ethical issues exist in a research proposal the research should not commence until approval has been obtained from the REC.

Applicants are advised to read the University Research Ethics Policy before completing the form (available online at http//www.msa.edu.eg). In event of any queries, please consult the coordinator to the committee by e-mailing (research_ethics@msa.edu.eg).

The information collected on this form will be kept as a record of research proposals and a full copy of the signed application will be retained by the committee for 6 years following completion of the project.

The form should be word processed. It can be obtained from the Research Ethics website or by emailing research-ethics@msa.edu.eg.  Please return one hard copy of the completed form to:

Coordinator, university Research Ethics Committee; pharmacist Heba Osman (azizheba@ymail.com) at the G building, (G 414); and send an electronic copy by email to research_ ethics@msa.edu.eg.  

Section I: Details of the Applicant(s)

Title of Research:

1. Applicant :




2.   Are you a student? A member of staff? Other? 
3. Programme of study :  ( please tick)

4. Details of any other workers and departments/institutions involved.



5. Project supervision 

6. Experience : 

7. Purpose of the Research:

Section II: Details of the Project








Section 3: Recruitment of participants /consent










· Are there any other ethical issues that have not been addressed which you would wish to bring to the attention of University Research Ethics Committee?
Signatures:



Risk Assessment Form

Faculty:

Title of project:
	Hazards inherent in the task or process 

Include all the significant hazards that are expected or are foreseeable in the context of the work or process that is being undertaken and where it will be done 
	Person (s) 
at risk
	Precautions (control measures) include precautions for all individuals /groups that may be affected by the hazards you have identified e.g. staff, students, passersby…
	Residual risks

If all precautions are followed

High/medium/low

If residual risk is judged to be medium or high, further actions must be considered
	Further precautions required
	Action by whom and when (Date)

	· Equipment and physical hazards

E.g.: tools, machinery, work at height, electricity, high pressure, high temperature ,uv , laser 

Only significant hazards need to be recorded.


	
	
	
	
	

	· Chemical hazards

e.g.: Toxic by inhalation, irritant ,corrosive, flammable, explosive 

Include routes of exposure: skin sensitization, sensitization by inhalation…


	
	
	
	
	

	· Personal safety

e.g: physical or verbal attack , disability or health problem, getting lost or stranded by transport, cultural or legal differences
	
	
	
	
	

	Hazards inherent in the task or process 

Include all the significant hazards that are expected or are foreseeable in the context of the work or process that is being undertaken and where it will be done 
	Person (s) at risk
	Precautions (control measures) include precautions for all individuals /groups that may be affected by the hazards you have identified e.g, staff, students, passersby…
	Residual risks

If all precautions are followed

High/medium/low

If residual risk is judged to be medium or high, further actions must be considered
	Further precautions required
	Action by whom and when (date)

	· Biological agent hazards 

*Any micro-organism , cell culture or human endoparasite including any which have been genetically modified may cause infection , allergy, toxicity and other hazards of human health

This includes bacteria ,viruses ,fungi and parasites

*Routes of exposure should be included e.g.: blood borne infection, skin contact….
	
	
	
	
	

	· Natural physical hazards

E.g.: extreme weather, earthquakes and volcanoes……
	
	
	
	
	

	· Environmental impact

E.g.: pollution and waste, deposition of rubbish…..
	
	
	
	
	

	· Other hazards


	
	
	
	
	


Annex I: participant consent template
Participant consent form should normally accompany all applications

· The researcher can adapt this template to suit the needs of the research, so that it can be better understood by young participant or those whose first language is not English.

· For persons under 18 years of age the consent of the parent(s) or guardian(s) must be obtained or an explanation given to the University Research Ethics Committee and the assent of the child /young person should be obtained to the degree possible dependent on the age of the child /young person.

· In some studies witnessed consent may be appropriate.

· The consent form must be signed by the actual investigator concerned with the project after having spoken to the participant to explain the project and after having answered his or her questions about the project.

	To be completed by the participant

1-I have read the information sheet about this study

2-I have had an opportunity to ask questions and discuss this study 

3-I have received satisfactory answers to all my questions

4-I have received enough information about this study

5-I understand that I am free to withdraw from this study :

· At any time

· Without giving a reason for withdrawing

· Without affecting any medical or nursing care I may be receiving 

6-I agree to take part in this study  
	Y/N

Y/N

Y/N

Y/N

Y/N

Y/N

Y/N

Y/N
	To be completed by the parent/Guardian

1-I have read the information sheet about this study

2-I have had an opportunity to ask questions and discuss this study 

3-I have received satisfactory answers to all my questions

4-I have received enough information about this study

5-I understand that I am free to withdraw from this study :

· At any time

· Without giving a reason for withdrawing

· Without affecting any medical or nursing care I may be receiving 

6-I agree to take part in this study  
	Y/N

Y/N

Y/N

Y/N

Y/N

Y/N

Y/N

Y/N

	Signed (participant)
	Date 
	Signed (parent/Guardian)
	Date 

	Name in block letters
	Name in block letters

	Signature of the investigator 
	Date 
	Signature of the investigator 
	Date



	This project is supervised by :

Contact Details:




Annex II: Drugs, Medicinal products or Medical devices

This annex needs only to be completed if relevant to research. It should be completed when non prescription medicines or substances are used e.g: over the counter….

	Title of Research:


	1. Is the study initiated /sponsored by pharmaceutical or other industrial company? Y/N



	2. Does the study involve pre-marketing use of a drug or a new use for marketed   Y/N product?       

 

	3. Details of the drug or medical device:



	Approved Name
	strength
	Dosage & Frequency
	Route



	4. Who will administer the drug or fit the device?



	5. Have arrangements for dispensing drugs /devices been agreed? (please give details)




Annex III: Research involving Human Tissue

This annex needs only to be completed if relevant to the research 

	Title of Research 



	1. Specify the nature of the human tissue involved and quantity required (included if a single cell and associated DNA material)



	2. If fetal   material, is it from other than suction terminations? Please state:

a) How soon after the delivery of the fetus will the  material need to be obtained?(this form covers spontaneous or therapeutic abortion up to 20 weeks gestation)

b) Where and how will the material be obtained?

c) The way in which parental consent will be obtained? 



	3. In submitting this application you are required to certify that :

a) You are not involved in the management of the women whose fetuses will be used for research.

b) No dissection of the fetus or experiments on the fetus or fetal material will occur in the operation theatre or place of delivery 

c) There is no monetary exchange for human tissue material 



	I acknowledge and agree to observe the above conditions

Signature of applicant                                       Name                                    Date 




Annex IV: Ionizing Radiations

This annex needs only to be completed if relevant to the research

	Title of the Research :



	Will any of the ionizing radioactive substances or x-rays be administered to a patient or volunteer?



	Radioactive substances :

a) Details of the substance (chemical form , quantity, Route and frequency)

b) Estimated effective dose

c) Absorbed dose to organ or tissues 



Surname                                   Forename                              Title 














Faculty/Department





Tel:


E-mail:











( ) UG student project                     ( ) BA/BSC Research dissertation 


( ) PG student project                      ( ) MA/ Research Dissertation


( ) Staff research project                  ( ) PHD Research project 


( ) others (please specify)














       b) 





       c) 





Name of research supervisor(s) & their contact information 





What is your personal experience in the field concerned? (in the case of student or non experienced applicants , please state the name and experience of the supervisor(s) 





What is the primary purpose of the Research?


Educational qualification                                                                             Y/N


Publicly funded trial or scientific investigation                                           Y/N


Non-externally funded research                                                                   Y/N


Commercial product Development                                                              Y/N


Other externally funded research (please specify)……………                   Y/N


Other (please specify)…………………………………….                          Y/N

















What is the aim of this research? (not more than 150 words)





    3. What do you consider to be the main ethical issues or problems that may arise with the proposed study? For example:


Are there any potential adverse effects, risks or hazards for research participants from the interventions? 





Is there any potential for pain, distress or changes in lifestyle for research participants?





Is there any potential for adverse effects, risks, hazards, pain, distress or changes for the researchers, themselves?)





Any other concerns? please specify





      2. Brief outline of the proposed project (not more than 150 words).





�





  6.  Will it be necessary for participants to take part in the study without their knowledge and consent at the time (e.g: general public filming/video or recording or covert observation of people)?





 5. Is there any potential benefit for research participants?





   4. What steps will be taken to address each of the issues involved?





8. Have any collaborating internal or external schools or institutions or departments whose resources will be needed, been informed and agreed to participants?





If so, how have these institutions been informed and how have they given consent (verbally or written)?





7. Where will the interaction with participants take place, e.g., online, classroom, public facility, laboratory, office, home, etc?














1. How will you approach and recruit participants for the study?





8. Will participants be paid or reimbursed?


















































7. Will the child’s or young’s consent be sought?


(if yes in what form :verbal, written ,witnessed ,etc ?if  No explain why ?)








9. What arrangements have been made for participants who might not adequately understand verbal explanations or written information?





4. If you don’t propose to issue a participant Information sheet how will prospective participants be informed about their role in the project?





 3. What are the selection criteria?








2.  How many participants are to take part in this part?











6. Is parent’s consent necessary under the guidelines for this research to be carried out ?


(if yes in what form :verbal, written ,witnessed ,etc ? if  No explain why ?)














(





5. Is written consent to be obtained using REC written consent template? (see Annex I)





10. Describe the arrangements for storing and maintaining the security of any personal data collected as part of the project. Please provide details of those who will have access to the data.
































I undertake to carry out research in accordance with the University’s Research Ethics Policy. In the case of Research degree, I confirm that approval has been given by UREC. 


Signature of Applicant                                                      Date





I have discussed the project with the applicant, I confirm that all participants are suitably trained and qualified to undertake this research and I approve it.


Signature of Supervisor                                                    Date 











I have discussed the project with the applicant, I confirm that all participants are suitably trained and qualified to undertake this research and I approve it.


Signature of Head of Research committee                      Date 











PAGE  
1

