	[image: image1.png]


RESEARCH and ETHICS COMMITTEE (REC)
Arabian Gulf University
College of Medicine and Medical Sciences

	Special Applications - Form (4)Annexes



	For REC official use:
	


	 RESEARCH and ETHICS COMMITTEE (REC)
Arabian Gulf University
College of Medicine and Medical Sciences

	Special Applications - Form (4)Annexes





	Appendices:
	Copies

	Research proposal (max 8 A4 pages, times new Romans, 12 font size) Including: 

Title, General aim, Background, Specific aims, Work plan including methodology
	1



	Ethical application form or ethical approval copy
	1


	Department Chair-person’s Name: 
	

	Signature:
	

	Principal Investigator’s Name:
	

	Signature:
	

	Project Number:
	

	Project period in years:
	

	Title of the project:
	


APPLICANT (PI) DETAILS:

	1. Surname: 
	

	2. First name: 
	

	3. Telephone                      
	

	4. Email: 
	

	5. Academic title: 
	

	6. Year of Dissertation and/or specialization, University or authority:
	

	7. Department (Unit)
	

	8. Undergraduate degree: 

   (University, Date) 
	

	9. Current position  
	

	 Annex: INFORMATION GIVEN TO SUBJECTS ON INFORMED CONSENT


The information must be written in simple, lay language, that the study participants will understand. Information leaflet must contain the following information:
· That the study involves research.

· Purpose of the study.

· The study treatment(s) and the probability for random assignment to each patient.

· Explain the process of randomization of the drugs/placebo to be used

· The study procedures to be followed, including all invasive procedures.

· The subject's responsibilities.

· Those aspects of the study that is experimental.

· The specimen/serum obtained from the subject is to be used for research purposes (detail type of tests to be performed).

· The reasonably foreseeable risks or inconveniences to the subject, and when applicable, to an embryo, fetus or nursing infant.

· The reasonably expected benefits.  When there is no intended clinical benefit to the subject, the subject should be made aware of this.

· The alternative procedure(s) or course(s) of treatment that may be available to the subject and their important potential benefits and risks.

· the compensation and/or treatment available to the subject in the event of study related injury 
· The anticipated prorated payment, if any, to the subject for participating in the study. 

· List any incentives explicit and implicit that has been offered to study participants, either to recruit or to remain within the study.

· The subject’s participation in the study is voluntary and that the subject may refuse to participate or withdraw from the study, at any time, without penalty or loss of benefits to which the subject is otherwise entitled.

· That the monitor(s), the auditor(s), the ethics committee, and the regulatory authority may be granted direct access to the subject’s original medical records for verification of clinical study procedures and/or data, without violating the confidentiality of the subject, to the extent permitted by the applicable laws and regulations and that, by signing a written informed consent form, the subject or the subject’s legally acceptable representative is authorizing such access.

· Those records identifying the subject will be kept confidential and, to the extent permitted by the applicable laws and/or regulations, will not be made publicly available.  If the results of the study are published, the subject’s identity will remain confidential.

· That the subject or the subject’s legally acceptable representative will be informed in a timely manner if information becomes available that may be relevant to the subject’s willingness to continue participation in the study.

· The person(s) to contact for further information regarding the study and the rights of study subjects and whom to contact in the event of study-related injury.

· That the investigator will contact an identifiable member of the ethics committee in the event of a study related injury.

· The foreseeable circumstances and/or reasons under which the subject’s participation in the study may be terminated.

· The expected duration of the subject’s participation in the study.

· The approximate number of subjects involved in the study.

· The institutional/organizational affiliation of the researcher.
	Note:

	Please list those procedures in the study to which subjects will be exposed indicating those, which will be part of normal care and those that will be additional (e.g. taking more samples than would otherwise be necessary).  Please also indicate where treatment is withheld as a result of taking part in the project.


	Annex A: DRUGS AND DEVICES 


This form is to be used if the study involves the use of a new medical product or medical device, or the use of an existing product outside the terms of its produce license.

	1. 
	Is a pharmaceutical or other commercial company arranging this trial?
	Yes
	No

	2. 
	If no, has approval of the licensing authority been obtained by means of a Drug Device Exemption (DDX)?
	Yes
	No

	3. 
	Does the drug(s) or device have a product license(s) for the purpose for which it is to be used?
	Yes
	No

	4. 
	If yes, please attach data sheet or equivalent.
	

	5. 
	Is any drug or medical device being supplied by a company with a Clinical Trial Certificate (CTC) or Clinical Trial Exemption (CTX)? 
	Yes
	No

	6. 
	Please attach CTC, CTX, or DDX.
	

	7. 
	Has a CTC, CTX or DDX been applied for but not yet received?  
	Yes
	No

	8. 
	If so, the application can be made but a valid CTX must be provided to the MREC before the research can proceed
	

	9. 
	Details of drugs to be used (Please complete the table below for each drug making additional copies of this page as necessary)
	Yes
	No

	10. 
	Approved Name(s):

Generic Name: 

Trade Name:

Strength
Dosage and Frequency
Route
Duration of Course


	11. 
	When Drugs not listed in the British National Formulary are being used, applicants should provide the following information on not more than 3 sides of A4 paper.



	12. 
	What is the formulation, purity and source of the Drug?



	13. 
	What are the pharmacological actions of the Drug - including those not relevant to the proposed therapeutic indications?



	14. 
	Toxicology - including details of species, number of animals, doses, duration of treatment and route(s) of administration. Important findings should be summarized.



	15. 
	Clinical pharmacology in Man including: 

· Extent of Use in Man

· Dosage schedules used - dose, route, duration

· Side effects and their frequency

· Information on duration of action and mechanism of elimination, if known.

	16. 
	Applicant's experience with this drug in man. Give brief information on previous studies, number and type of subjects and nature and incidence of side effects.



	17. 
	Details of Medical Device:

	18. 
	If an electrical device, has the device been through acceptance and safety testing?

Give details:


	Yes
	No


	Annex B: RADIATION INCLUDING X-RAY 


This form is to be used if the study involves the use of additional ionizing or radioactive substances or X-Rays.
a)
RADIOACTIVE SUBSTANCES

i)
Details of substances to be administered (Please complete the table below)



Investigation:



Radionuclide



Chemical form

	Quantity of radio-activity to be administered (MBq)
	Route
	Frequency

	
	
	



ii)
Estimated Effective Dose (Effective Dose Equivalent) (mSv):


(Please supply source of reference or attach calculation)


iii)
Absorbed dose to organ or tissues concentrating radioactivity (mGy)



(Specify dose and organ)


(Please supply source of reference or attach calculation)

b)
X-RAYS

i)
Details of radiographic procedures
	Investigation
	Organ(s)
	Frequency

	
	
	



ii)
Estimated Effective Dose (Effective Dose Equivalent) (mSv):


(Please supply source of reference or attach calculation)
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