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The Local Committee of Ethics of Research on Living Creatures in King Saud University Institutional Review Board (KSU-REC) requires that the investigator shall abide by the controls and procedures set by the National Committee regarding research on stem cells: embryonic stem cells (ESC: Cells removed from the fertilized egg in its early phases; before the differentiation phase), or adult stem cells (ASC: Organically unspecialized cells that are removed from the cells of a fully developed living being); zygotes, gametes and fetuses. No research may be conducted for the purpose of human cloning. 
Please respond to the following points:

A- Identify the Stem Cell source, and describe how you plan to acquire the bio-specimens (i.e. stem cells extracted from the umbilical cord or adult stem cells):
	     



B- Please describe the specific use and the rationale for the use of the stem cells:
	     



C- Do you plan to generate new human ESC (hESC) lines?
 FORMCHECKBOX 
Yes




 FORMCHECKBOX 
No
 If “Yes”, please explain the scientific rationale for generating new hESC lines:
	     



D- Where will the research take place?  Identify all space where the research will be performed.  This includes ancillary support rooms such as tissue culture rooms and freezer storage areas (Indicate College, and building, floor, and room number):

	     



E- Please provide a list of all individuals involved in the design, conduct, or reporting of the research:
	Name
	Department/Division
	For renewals, is this individual new since the last submission?

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


I, the principal investigator, confirms that I shall abide by the regulations set by the National Committee regarding research on stem cells, zygotes, gametes and fetuses. I understand that no research may be conducted for the purpose of human cloning. I will abide by the constraints determined by sharia, and ethical principles, where harms and dangers to humanity outweigh the expected benefits. I certify that the research proposal is fulfilling the following conditions:
1- Fetuses may not be cloned for the purpose of obtaining and using stem cells in research

2- Excess fertilized eggs from in vitro fertilization procedures performed for medical indications shall not be used for therapeutic purposes or in stem cell research

3- Male or female gametes taken from sperms or eggs may not be donated to produce fertilized eggs that can grow into a fetus for the purpose of generating stem cells therefrom.

4- Embryonic stem cells derived from fetuses aborted for therapeutic purposes, or from miscarried fetuses without any signs of life yet may be used whether in research or in scientific and laboratory experiments in accordance with applicable Sharia rules in the Kingdom of Saudi Arabia

5- In case of stillborn fetuses, embryonic stem cells may be transferred and used in research
6- Stem cells of an adult human may be used, provided said human is not subject to any harm, and such stem cells can be used to treat a patient, and the expected benefit outweighs the possible harm.

7- Research objectives shall be clearly and accurately defined, and the research is preceded by sufficient experiments on animals if the nature of the research so requires; subject to the decision of the local committee
8-  Assessing the expected benefit for the human subject and the extent to which it outweighs the possible harm shall be through a clear and thorough scientific assessment conducted by the investigator and submitted to the local committee; 

9- If the local committee finds that the potential harm for the human subject outweighs the expected benefit, it shall not approve the research project; 

10- The local committee shall review periodic reports submitted by the investigator to ensure that the expected benefit continues to outweigh the possible harm; 
11- The investigator or research team conducting the research shall be specialized and shall have sufficient scientific expertise and scientific competence;

12- The "Informed Consent" shall be obtained from the human subject prior to conducting the research and the information provided shall contain a full explanation of expected benefits and potential risks of the research;

13- The investigator shall keep detailed records of the source of stem cells and results of their use in the research, and shall submit periodic research reports to the local committee. The institution may set up its own bank to store stem cells for research purposes subject to the approval of the National Committee; 

14- Stem cells stored in stem cell banks may not be used for research purposes without the prior permission of the local committee and the owner's consent, and upon obtaining the "Informed Consent" from the donor; 

15- Each sample shall be given a permanent label indicating to whom it belongs. Information included in said label shall be updated by the principal investigator under the supervision of the local committee; 

16- The institution shall set up a special record for research conducted on the sample under the supervision and monitoring of the local committee; 

17- The institution shall safeguard the sample and shall destroy it under the supervision of the local committee when it is no longer needed or if the donor so requests; 

18- The institution shall prepare a periodic report on research conducted on the sample for submission to the local committee; 

19- The investigator shall submit, along with the research proposal, a description of the mechanism of safeguarding samples and records thereof; 

20- All personal data resulting from the research conducted on the sample shall be part of the rights of the donor, and they may not be used or published without his consent, taking confidentiality and privacy into consideration; 
21- The local committee may, when necessary, add or amend conditions for use of stem cells.
	Principal Investigator Name:

	

	Signature:
	Date:

	
	


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