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Study Team Instructions: Please see Appendix A-10 of HRP-103 Investigator Manual for information about using this form.

IMPORTANT INFORMATION:
 This document must be written in your language

CONSENT FORM TO PARTICIPATE IN RESEARCH-SHORT FORM






TITLE OF RESEARCH STUDY: insert title



	NAMES OF RESEARCHERS
	TELEPHONE NUMBERS

	
	





In case of emergency related to your participation in this research, please call 911



THIS DOCUMENT MUST BE WRITTEN IN YOUR LANGUAGE

SHORT FORM CONSENT
Consent to Participate in Research – Short Form



Introduction 

At Seattle Children’s there are a number of research studies being done.  The goal of research, in general, is to gain new knowledge.  Children’s engages in research activities to foster new knowledge and to improve health care for children.   

You are being asked to take part or allow your child to take part in a research study.  Taking part in research is voluntary.  We encourage you to take time to talk about the research study with family and friends.  

Whether or not you or your child take part, you and your child will continue to receive the best of care at Children's Hospital.  Your decision will not affect the care you or your child receive.  

Before you decide if you want to take part in a research study, the researchers will give you information.  The information will help you decide if you want to take part or allow your child to take part. 

What do you need to know before you make a decision about taking part in research?  

· WHY the research study is being done.

Before you make a decision the researchers will tell you why the research study is being done.  They will explain what the researchers hope to learn from this study.  

· WHAT will happen in the research.

The researchers will tell you:
· How long the study will last for you or your child.  
· What will happen if you or your child take part.  
· If any of the procedures or medications or tests are experimental.  
· How the research study differs from the usual care you or your child would receive.
· How many people are expected to take part.  

· What are your OPTIONS.

Some research studies, but not all, provide care and treatment.  The researchers must tell you about all of your or your child's treatment and care options.  You need to know what are your or your child’s care choices before you agree to be in a research study. 

· What are the RISKS of the research study.

The researchers will tell you:
· What are the risks to you or your child if you take part.  
· How the risks of the research compare to the risks of standard care. 
· Whether there may be risks that are not known at this time.  
· What will happen if there is a research related injury and who will pay for treating the injury. 
· What will happen if you stop the study and steps to stop the study safely.
· What will happen to the collected data if you stop.
· When new information will be told to you. 

· What are the BENEFITS of the research study.

The researchers will explain if the research offers benefits to you or your child.  They will tell you if the research might benefit future patients or society.  

· You need to know about CONFIDENTIALITY

If you join the study, we will keep your information confidential as provided by law.  
The researchers will tell you who will receive information about you and others taking part.  This information is called research data. 

You have certain privacy rights with regards to your health information, and only with your permission may we collect, use, or share your health information for this study.  The following describes the type of information the study will create, use or share, who may use it or share it, and the purposes for which it may be used or shared.

This information may include things like:
· Past or future medical records,
· Research records, such as surveys, questionnaires, interviews, or self-reports about medical history
· Medical or laboratory records related to this study, and
· Information specific to you like your name, address, or birthday

This information may be used by or shared with:
· Researchers (such as doctors and their staff) taking part in this study here and at other centers,
· Research sponsors – this includes any persons or companies working for, with, or owned by the sponsor,
· Review boards (such as Seattle Children’s Institutional Review Board), data and safety monitoring boards, and others responsible for watching the conduct of research (such as monitors),
· Governmental agencies like the U.S. Food and Drug Administration (FDA) and the
Department of Health and Human Services (DHHS), including similar agencies in other countries, and
· Public health authorities to whom we are required by law to report information for the prevention or control of disease, injury, abuse, or disability.
· If the sponsor pays any of your medical expenses, we may be required to give the sponsor your name, date of birth, and Medicare ID or social security number.

 This information may be used or shared to: 
· Complete and publish the results of the study described in this form,
· Study the results of this research, 
· Check if this study was done correctly, and 
· Comply with non-research obligations (if we think you or someone else could be harmed).

You may look at or copy the information that may be used or disclosed.  However, for certain types of research studies, some of the research information may not be available to you during the study.  This does not affect your right to see what is in your medical (hospital) records.  

There is no time limit for the use or sharing of your information.  Researchers continue to analyze data for many years, and it is not always possible to know when they will be done.  If your information will be banked as part of this study, it may be used in the future for other research.  We would not ask for your permission prior to this future research.    

Your permission for the use or sharing of your information will not expire, but you may cancel it at any time.  You can do this by notifying the study team in writing.  If you cancel your permission, no new information will be collected about you, but information that has already been collected may still be used and shared with others.

We will also put information from this study in your medical records, including this form, because this study involves your care.  Medical records have different rules than research records.  They are permanent and may be seen by others involved in your care, such as doctors, insurers, and others as required by law.

The use or sharing of your information will follow privacy laws, but these laws only apply to doctors, hospitals, and other health care providers.  Some people who receive your health information as part of this study may share it with others without your permission if doing so is permitted by the laws they must follow. 

If the results of the study are published, information that identifies you would not be used.

Your permission is documented by signing this form below.  If you decide that we cannot use or share your information, you cannot participate in this study.  

The researchers will also provide information about www.ClinicalTrials.gov

[bookmark: _Hlk54867041]Note: Only use the following language if the study (1) relies on medical records (or a patient’s health care provider) as a source of information about the treatment and/or diagnosis of one or more of the specially protected categories below; or (2) involves treatment and/or diagnosis of one or more of the specially protected categories below. For the following section, delete any types of information that do not apply to your study.  If none apply, delete the whole section.  

Permission for Use or Sharing of Specific Information



[bookmark: _Hlk534187006]The creation, use, or sharing of specific kinds of information requires that certain individuals provide separate permission.  Individuals who are within the age ranges below will complete this section.  For minors under the age range(s) listed, the parent/legally authorized representative will complete this section. Mark your permission with your initials below if you agree to the creation, use, or sharing of the following information:

____	Sexually transmitted infections including AIDS/HIV (age 14 and older) 
Initials
____	Medical conditions involving sexual or reproductive health concerns, and any   
      Initials        associated test results (age 14 and older) 

      ____	Behavioral or mental health/illness (age 13 and older)
      Initials
      ____	Drug or alcohol abuse (age 13 and older)
      Initials 

· You need to know about COSTS

You will be told if there are additional costs to you from taking part in the research.  

What if you don’t want to take part?   What if you want to stop?  

Taking part in research is voluntary.  It is OK to say No.  If you start, you or your child can stop taking part at any time.  There is no penalty or loss of benefits for saying No or for stopping early.  

Also, the researchers can take you or your child off the study.  They will do so if it is in your or your child's best interest.  If they stop the study, they will explain to you the reasons why.  

What if you want to take part?

If you want to learn about the research study you will meet with a researcher.  This researcher, with the help of a certified interpreter, will tell you about the study.  You are encouraged to ask questions!  If you want to take part, you will be asked to sign this form.  You will be given a copy  of the signed form to keep.  You will also be given a copy of the English consent form that describes this study.  The researcher will sign the English form.  


Important Telephone Numbers:
For questions, concerns or complaints about the research study or if you think you have been harmed, call the researchers at the telephone numbers on the first page of this form.  Leave your name and telephone number and the researcher will return your call with an interpreter.  

If you/your child have an emergency related to being in the research study, call 911.

Persons taking part in research have rights.  (The last page of this form tells you about the rights of persons taking part in research).  If you have questions about these rights, you may call the IRB at (206) 987-7804.  The IRB is the committee that reviews and approves research at Children’s.  The IRB is responsible for protecting the rights of children and families taking part in research. Leave your name and telephone number and a member of the IRB will return your call with an interpreter.  You can also call the IRB if you have study questions, concerns or complaints or if you wish to contact someone outside of the study team.


PLEASE NOTE:  If you decide to participate in the research study, the researcher will have the English consent form translated to your language.  The translated consent form will have all the details about the research study.  The form will be given to you as soon as it is translated.  This usually takes 1-2 weeks.

Participant/Parent/Legal Guardian’s Statement
I have been given an oral presentation of the research study.  An interpreter fluent in my language has been present during the oral presentation. I have had the chance to ask questions.  I understand that the persons listed on the first page of this form will answer any future questions I have about the study or about research participants’ rights. I know the number to call if there is an emergency. I voluntarily agree to take part or allow my child to take part in this research study.  


PLEASE NOTE: If the participant to be involved in this research study is a foster child or a ward of the state please notify the researcher or their staff who is obtaining your consent. 


______________________________________			
Printed Name of Research Participant	


_______________________________________________________________________
Signature of Research Participant (required if ≥ 13 yrs. of age)		

______________                                                  __________________

Date       	                                                            Time      		

_____________________________________________________________________
Printed Name of Parent or Legally Authorized Representative	

_____________________________________________________________________
Signature of Parent or Legally Authorized Representative			

______________                                                      ________________

Date       	                                                            Time      		


_____________________________________________________________________
Printed Name of Parent or Legally Authorized Representative	

_____________________________________________________________________
Signature of Parent or Legally Authorized Representative			

______________                                                      ________________

Date       	                                                            Time      		

For study team use only:
	If signature of second parent not obtained, indicate why: (select one)

	· The IRB determined that the permission of one parent is sufficient. 
· Second parent is deceased, unknown, incompetent, or not reasonably available

	· Only one parent has legal responsibility for the care and custody of the child


For study team use only:
	Assent
	· Obtained
· Not obtained because the capability of the subject is so limited that the subject cannot reasonably be consulted.



Interpreter Information
PLEASE NOTE: Interpreter name is only recorded if consent is documented via a corresponding translated Short Form Consent and/or translated consent form. 

_______________________________________________________________________
Name of Interpreter 								Date
(If interpreter is used during initial presentation of the study)


Witness Information
PLEASE NOTE: A witness name and signature is required when using the Short Form Consent to document consent/parental permission after the initial presentation of the study or as otherwise required by the IRB. 


Witness Statement
I have been present during the oral presentation of this research study.


_______________________________________________________________________
Printed Name of Witness						


_______________________________________________________________________
Signature of Witness	

______________                                                      ________________

Date       	                                                            Time      		


Copies to:  Research Participant or Parent(s)/ Legally Authorized Representative
	        Medical Records (if appropriate)
	



Research Participant’s Rights*

Every person who is asked to be in a research study has rights.  As a research participant, you or your child have the following rights:

1.		To be told what the study is trying to learn,

2.		To be told what will happen to you or your child during the study.  To be told whether any of the procedures, drugs, or devices is different from what would be used in standard practice,

3.		To be told about the frequent and important risks, side effects, or discomforts of the things that will happen to you or your child during the research study,

4.		To be told if you or your child can expect any benefit from participating, and, if so, what the benefit might be,

5.		To be told of the other choices for care you or your child have and how they may be better or worse than being in the study,

6.		To be allowed to ask any questions concerning the study both before agreeing to be involved and during the course of the study,

7.		To be told what sort of medical treatment is available if any complications arise,

8.		To refuse to participate at all or to change your mind about participation or your child’s participation after the study is started.  This decision will not affect your or your child’s right to receive the care you or your child would receive if not in the study,

9.		To receive a copy of the signed and dated consent form,

10.		To be free of pressure when considering whether you wish to agree to be in the study or agree for your child to be in the study.


*Adapted from the State of California Experimental Subject’s Bill of Rights
	Short Form Consent (HRP-507)
	Click Template Version: July 2021 
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