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	Form No.
	

	
	Version No.
	

	
	Date of Effectivity:
	

	
Form No.  4.2a – ICF for Children Less 18 yrs.




TO PRINCIPAL INVESTIGATOR: Kindly fill up all blanks with the correct, clear, and uncomplicated information that can be understood by non-medical persons if the research participant is a child (birth to 18 years). (Use additional sheets if necessary).
 
PRINCIPAL INVESTIGATOR: __________________________________________________________________
 
R.E.C. Code:_____ ________________ REC approval date )mm/dd/yyyy):___________________________
 
TITLE OF THE STUDY:								
 
 
 
 
NAME OF CHILD PARTICIPANT 				 BIRTHDAY: (m/dd/yyyy)___________________
LESS 18 YRS: ____________________________________________________________________________
 
…………………………………………………………………………………………………………………………………………………………………….
 
FOR THE PARENT(S) OR GUARDIAN(S): The following information is given to inform you about a GCM research that wants to recruit your child’s participation. Please carefully read this form. Kindly ask questions you may have about the study and its information and be sure to receive and understand the answers to the questions before signing this.
 
	1. Research objective
	



	2.  Reason(s) why your child is recruited
	



	3. Duration of child’s participation
	



	4. Materials to be used


	

	5. Methods of using the materials in the study

	


 

	5. Experiments using the materials in the s study



	

	6.Discomfort(s), inconvenience, effects or risk(s) of the materials, methods, or experiment to the child


	

	7. Child’s benefit(s) from the study including compensation if any




	

	8. Benefit(s) to science, society




	

	9. Alternative procedures/experiments




	

	10. Confidentiality & Data Privacy
	All efforts within reason will be made to keep your child’s records and documents in strict confidentiality. Likewise, your child’s personal information will be protected by the Data Privacy Act. They may be shared among the Research Ethics Committee of GCM.


	11. Study-related injury


	If beyond minimal risk to your child, the following will be done to mitigate or reduce the risk(s)














	12. |Contact information
	If you or your child have any experience of study-related injury, concern, or question, kindly contact

Name:
Email address:
Cellphone number:




	
	If you have additional concerns or questions that were/are not answered by this ICF, please feel free to contact

REC Chairperson:
Email Address:
Cellphone number:




	13. Voluntary participation
	Your child’s participation is VOLUNTARY.
You may withdraw your child from this research anytime without any penalty. Your child can do the same. If new information arises that will put your child at greater risk, you will be immediately notified, so that you or your child can make an informed decision to continue or discontinue participation.










CERTIFICATE OF CONSENT
	FOR THE CONSENTING PARENT(S), GUARDIAN(S) OR PARTY

	I have read this information (or had the information read to me). My questions and concerns were answered and know that I can ask questions later if I have them. 

[  ] I agree to take part in the research.

[  ] I do not wish to take part in the research and I have not signed the assent below.


Signature over printed name of parent(s), guardian(s) or consenting party:  
_______________________________________________________________________________

Date: (mm/dd/yyyy)________________________

Only if child ASSENTS:
Signature over the printed name of child:
_______________ ___________________________________________________________________

Date: (mm/dd/yyyy)________________________


	CONSENT OBTAINED BY:
	I confirm that the child to the best of my ability made sure that the child  understands the research, and was allowed to ask questions about the study, and all the questions asked by him/her were answered correctly and to the best of my ability. I confirm that the individual has not been coerced into giving consent, and the consent has been given freely and voluntarily. 
  
 A copy of this assent form has been provided to the participants.


_______________________________________________________________
Signature over the printed name of the party obtaining consent

Date (mm/dd/yyyy):
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