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SECTION I : GENERAL INFORMATION
	1- Title of Study:

	English:
	

	Arabic:
	

	2- Contact information:

	1. Principle investigator (PI)

	Name
	

	ID
	
	Department/ College
	

	Phone No.
	
	Fax No.
	

	E-mail
	

	Status
	□ Undergraduate student        
□ Graduate Student
□ Post-Doctoral
□ Faculty 

	2. Co-Investigators and Members of Research Team:

	Name
	Email Address
	Department/College
	Role in Project

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Study expected start date (Day/Month/Year) 
	--/-- /-- H                            --/--/--G             

	Study estimated end date (Day/Month/Year) 
	                       --/-- /-- H                           --/--/--G

	Study completion date (Day/Month/Year) 
	                       --/-- /-- H                            --/--/--G

	Submission date (Day/Month/Year) 
	                       --/-- /-- H                            --/--/--G



	     
	


SECTION II: COLLABORATING INSTITUTIONS/FACILITIES AND OTHER REC REVIEWS

	Will the research be conducted only at KSU with no involvement of a collaborating institution? 

	□  Yes (if yes, skip to section III)
	□ No	

	If you are collaborating with other sites, provide the name of each institution/facility and describe the type of involvement of each institution. Indicate if REC approval/site permission is attached

	Institution Name
	Describe Involvement
	REC Approval/Site Permission Attached?

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	International Research:

	Will any aspect of the study take place outside the Kingdom?
If yes, complete the table below.
	□  Yes
	□ No	

	List Location(s)
	Address
(not more than 500 words)
	Name of Collaborating Institution/Facility
	Describe Involvement
	REC/Ethics Approval and/or Site Permission Attached?

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	




SECTION III: FUNDING INFORMATION

	1. Is this research being funded?	
	□  Yes
	□ No	

	2. If yes, please specify:

	Funding agency

	□ Governmental funding within the kingdom

	□ Private sector funding within the kingdom

	□ International government funding 	

	□ International private sector funding 

	□Under graduate / post graduate student funding 

	Total budget of the project:
	


SECTION IV: DOES THE PROPOSAL INVOLVE ANY OF THE FOLLOWING? CHECK ALL THAT APPLY 
	1. Genetic modification:

	
	□  Yes
	□ No	

	If “Yes”, the research group must confirm to the following rules:

	· Genetic modification research shall be conducted in laboratories designated for this purpose, provided all measures are taken to prevent spreading of genetically modified species.
	□  Yes
	□ No	

	· Microorganisms subject to the research and their outcome shall be disposed of through standard scientific procedures.
	□  Yes
	□ No	

	2. Endangered plant species

	
	□  Yes
	□ No	

	If “Yes”, answer the following questions:

	· Is the research proposed necessary for reproduction or preservation of plants?
	□  Yes
	□ No

	· Did the research group obtain the approval of the Monitoring Office?
	□  Yes
	□ No

	If “Yes”: please attach the letter of Monitoring Office approval” to the application package

	· If “No”: Does the PI confirm that the approval of the Monitoring Office shall be obtained prior to conducting the research?
	□  Yes
	□ No


SECTION V: RESEARCH PROTOCOL AND SIGNIFICANCE
1. Please provide the proposed project abstract including the following subheadings: Background, objectives, and methods (not more than 500 words) 
	




2. Please describe briefly how this study will contribute to existing knowledge in the field (not more than 500 words)  
	





3. Please attach/upload the detailed Research Proposal Form (Form # KSU-REC 003E/A).
  (
Study protocols should be formatted using Times New Roman font, size 12, double-spaced.
)


SECTION VI:  RISKS AND BENEFITS OF THE PROPOSED RESEARCH

	1. POSSIBLE RISKS
A. Will there be any further risk to the following:

	i. Surroundings: Researchers?
	□  Yes
	□ No	

	If you checked yes for any questions please describe the risk(s / describe how each of the risks will be managed or minimized and please include an explanation regarding why alternative approaches cannot be used.
	
	

	ii. Surroundings: Environment?
	□  Yes
	□ No	

	If you checked yes for any questions please describe the risk(s / describe how each of the risks will be managed or minimized and please include an explanation regarding why alternative approaches cannot be used.
	
	

	iii. The plant under study?
	□  Yes
	□ No	

	If you checked yes for any questions please describe the risk(s / describe how each of the risks will be managed or minimized and please include an explanation regarding why alternative approaches cannot be used.
	
	

	2. POSSIBLE BENEFITS:

	In the space below, please discuss any potential benefits to the scientific community/society that justify performing this research. 











	
SECTION VII: CONFLICT OF INTEREST DISCLOSURE
	The REC policy requires that members of the faculty conducting research involving plants at King Saud University must disclose known significant financial interests that would reasonably appear to be affected by the research project and that if the interest is deemed to constitute a conflict of interest with the proposed research, the conflict has to be managed prior to the faculty member’s engaged in the research with plants.

	□  Yes
	□ No	
	Do you or does any family member, or spouse receives income/payments from an entity that provides materials, novel treatment under evaluation, products, technology, or services in the research?

	□  Yes
	□ No	
	Is the research sponsored by a company for which you, and/or a family member consult, serve on its scientific advisory board, data safety monitoring board, or board of directors or have a paid position?

	□  Yes
	□ No	
	Is the research sponsored by a company for which you (or your spouse or your children) hold any ownership interest (stock, not including stock owned through a mutual fund) or from which you are entitled to receive royalties from a licensing agreement?

	□  Yes
	□ No	
	Is the research sponsored by a company?

	□  Yes
	□ No	
	The value of my remuneration or financial interest exceeds SR 20.000 

	□  Yes
	□ No	
	Are you, a family member, or spouse receive other remuneration (trips, gifts… etc.)



	What is (are) the name(s) of the company or entity for which you will be engaging in the external activity (if applicable)?	









	Please provide a brief description of the nature of your relationship with the entity, and the amount of your expected remuneration from, or the value of your financial interest in the outside company or entity; if applicable (not more than 500 words).















	Investigators must declare to the KSU-REC of any change in circumstances during the development of, or in the course of a project that would mean that they or their spouse, or family members would receive or hold any of the declarable items described above. Please check the following box if applicable.

|_|    I have read the above statement on conflicts of interest.  I have nothing to declare now and I will immediately declare in writing to the KSU-REC of any future conflicts of interest



SECTION VIII: PRINCIPAL INVESTIGATOR CERTIFICATION
	I agree to:
Comply with the law of Ethics of Research on Living Creatures in the Kingdom of Saudi Arabia, and the Implementing Regulation of the Law of Ethics of Research on Living Creatures by the National Committee of Bioethics and the Local Committee of Ethics of Research on Living Creatures in King Saud University Institutional Review Board (KSU-REC)
I also understand the absolute need to:
1. Design the study with the standards set by the University, the Saudi Food and Drug Administration and other sponsoring agencies.
2. Obtain prior approval from the KSU-REC before amending the research protocol or the approved consent form.
3. Report to the KSU-REC in accordance with KSU-REC policy, any adverse event(s) and/or unanticipated problem(s) involving risks.
4. Submit a progress report both annually and whenever requested by the KSU-REC.
5. Submit the Re-Approval form/Completion Form as needed.
6. Ensure that each individual listed as study personnel in this application is knowledgeable of the study procedures described in the proposal.
7. Include the KSU-REC approval no. in any published paper coming out of this study.
8. Abide to the items and conditions listed in the attached files, including but not limited to the study proposal, informed consent, etc.
9. Abide timely with all the requested reports or forms, as failure to do so will entitle the KSU-REC to terminate the approval already granted to the study under progress.





















	Principle Investigator (PI) Name

---------------------------------------------
	PI Signature

----------------------------------------
	Date

--------------------------------

	Co-Investigator  Name

---------------------------------------------
	Co-Investigator Signature

----------------------------------------
	Date

-----------------------------------

	Co-Investigator  Name

---------------------------------------------
	Co-Investigator Signature

----------------------------------------
	Date

-----------------------------------

	Co-Investigator  Name

---------------------------------------------
	Co-Investigator Signature

----------------------------------------
	Date

-----------------------------------

	Co-Investigator  Name

---------------------------------------------
	Co-Investigator Signature

----------------------------------------
	Date

-----------------------------------

	Co-Investigator  Name

---------------------------------------------
	Co-Investigator Signature

----------------------------------------
	Date

-----------------------------------









[bookmark: _GoBack]

For more information, please visit the website of the Research Ethics Committee in King Saud University (http://dsrs.ksu.edu.sa/ar/comm_Policies)

	

This document is copyright © (KSU-REC) King Saud University, 2014. No part may be reproduced in any form or by any means, or transmitted, or published without prior written consent from King Saud University. 
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