APPENDIX F

(Non-Annotated Version)

SHRINERS HOSPITALS FOR CHILDREN

______________________________ HOSPITAL


INFORMED CONSENT TO PARTICIPATE IN RESEARCH 


Participant  __________________________________		Hospital #  _______________

Principal								Human Studies Committee
Investigator  _________________________________		Approval Number  ________

Co-Investigators  __________________________________________________________________________________________________________________________________________________________________

Title of Project or Study
_________________________________________________________________________________
_________________________________________________________________________________

	If you are acting on behalf of a child or adolescent, the words "you" and "your," as used in this explanation mean that child or adolescent.  

	You have been invited to join this study.  Before you agree to join, it is important that you read and understand the following information.  It tells how and why the study will be done.  It also tells about the good things that could be learned from the study.  Possible risks or things that may hurt or be uncomfortable are described and the different kinds of medical treatment that may also help you are explained.

	It is important to know that no promises can be made about the results of the study.  You can drop out of the study at any time and no one will be upset.

	Please ask questions about anything that you do not understand before deciding whether or not to participate.



1 of  ___

		Parent/Participant Initial Here ______
 Date:
6 of ___

		Participant/Parent Initial Here ______
Date:
1.	PURPOSE:

	This study is being conducted by ____________________________________________ and/or certain of his/her assistants.  This study involves research and the investigators hope to learn the following:


2.	PROCEDURE:

	If you agree to participate, we will:


3.	EXPERIMENTAL PROCEDURES:

	Some of the procedures used in this study are used regularly to diagnose or treat your medical condition.  Other procedures are not usually used for these reasons and they are considered to be experimental.  The experimental procedures used in this study are:

OR

	There are no experimental procedures used in this study.  In this study we are (comparing the information gathered, examining blood/tissue in the laboratory, etc.)

	Note:  Please delete the inapplicable paragraph as well as this instruction!


4.	RISKS:

	The risks or discomforts that we know about that you might experience as a result of participating in this study are:

	Since this is a study and the treatments or procedures are new, there may be additional risks or side effects that we do not know about at this time, but which might occur during the study or later.


5.	DURATION:


6.	ALTERNATIVES:

	The following alternative procedures or courses of treatment are available that might be helpful to you:


7.	BENEFITS:

	No promises are being made that you personally will benefit from this study.  Possible benefits to you or to others that might result from this study are:


8.	CONFIDENTIALITY:

	Your participation in this study and your medical records will be kept confidential in accordance with applicable state and federal laws.  No information identifying you will be released without your permission unless it is subject to a valid subpoena or court order.

	A statistical report of this study, which may include slides or photographs that do not identify you, may be printed in a scientific paper.
	The U. S. Food and Drug Administration is legally allowed to have access to your medical records and to the data produced by this study.  The Institutional Review Board at Oregon Health & Science University is also legally allowed to have access to these records.  They all are required to keep your records confidential.


9.	QUESTIONS:

	If you have any questions, please ask us.  If you have any questions later, please call _________________________________ at ___________________________.

	You can contact _______________________________ at ____________________
	for answers to questions you might have about research and about your rights as a participant in this study.

	In the event of an undesirable reaction or research-related injury, please call __________________________________________ at _______________________. 


10.	COSTS:

To determine the correct liability language for the study, please go to the IRB Forms Page and click on the clipboard icon next to “Costs Language.”

11. RESPONSIBILITY IN THE EVENT OF INJURY OR ADVERSE REACTION:

Any physical injuries or adverse reactions arising from participation in this study can be treated by the Shriners Hospitals for Children or by a combination of medical services at the Shriners Hospitals for Children and any other hospital you choose.  You will not be charged for medical treatment and other services provided by Shriners Hospitals for Children.  If you receive medical care for adverse reactions arising in this study from another hospital or healthcare provider, these providers may seek reimbursement for the cost of that care from your medical insurance coverage.  Shriners Hospitals for Children is not able to offer financial compensation for a study related injury or other problem. 

12.	WITHDRAWAL FROM THE STUDY:

	Your participation in this study is voluntary.  If you decide not to participate, there will be no penalty and you will not lose any benefits you would otherwise receive.  If you change your mind after you volunteer for this study, you may withdraw from this study at any time without penalty or loss of benefits you would otherwise receive.  No one will be upset if you end your participation in this study.  You will continue to receive your usual treatment at Shriners Hospitals for Children, _____________________________ Hospital.

	If you decide to withdraw from the study early,

	If you wish to withdraw from this study, please contact ___________________________ at _______________________.


13.	The procedures involved in this study may involve risks to you or your fetus if you are now or become pregnant while participating in this study.  If you are pregnant now, could be pregnant now or if you become pregnant during this study, it is important that you immediately tell one of the investigators referred to in paragraph 9 above.


14.	COMMERCIAL PRODUCTS:

	
By consenting to participate, you authorize the use of your samples for the research described in the PURPOSE and PROCEDURES sections of this document.  In addition, you acknowledge that SHC [or the sponsor, as appropriate] may make any lawful use of your samples, including, but not limited to, future research studies, destroying them, or transferring them to a public or private entity.  

Samples obtained from you in this research may be used to make a discovery that could be patented or licensed to a company.  There are no plans to provide financial compensation to you should this occur. However, should SHC [or the sponsor, as appropriate] ever provide your samples to anyone else for research or commercial use, it will do so in such a way as to protect your privacy and confidentiality as stated in the CONFIDENTIALITY section of this document. Further, you will have no responsibility or liability for any use that may be made of your samples.


15.	GENERAL INFORMATION:

	If the investigator feels that this study is not appropriate for you or that you have not followed directions for hospital tests, outpatient follow-up visits, or directions for taking medicine or test drugs, you will be dropped from the study.  


16.	You will be advised if significant information is developed during the course of this study that may affect your willingness to continue to participate.


17.	There will be approximately ___________ participants involved in this study.



 



Your signature, below, indicates that you have decided to volunteer as a participant in this study, have had an opportunity to ask questions, all of your questions have been answered, and you have read the information provided above.  You will be given a signed copy of this informed consent form which is yours to keep.


__________________________	__________	__________________________	__________
Signature of Witness to Signature	Date	Signature of Parent or Legal Guardian	Date

		_______________________________
Relationship to Participant (Parent, Legal Guardian, etc.)

__________________________	__________	__________________________	__________
Signature of Witness to Signature	Date	Signature of Parent or Legal Guardian	Date

		_______________________________
Relationship to Participant (Parent, Legal Guardian, etc.)

__________________________	__________	__________________________	__________
Signature of Witness to signature	Date	Signature of Participant	Date


(Signature of both parents should be obtained where possible and signature of participant should be requested if 15 years of age or over.)

...............................................................................................................................................................

Using language that is understandable and appropriate, I have discussed this study and the items listed above with the participant  and/or his/her authorized representative.

____________________________________________	________________
Signature of Principal Investigator or Co-Investigator	Date

_____________________________________________________
Printed name of Principal Investigator or Co-Investigator 



The undersigned interpreted, to the best of my ability, the informed consent discussion between the investigator and the participant’s and/or the participant’s parent(s) or legal guardian(s). 

___________________________________________		________________
Signature of Interpreter		Date

____________________________________	_______________________________
Printed Name	Title



