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	IRB #:

	
	Study Title:

	
	Principal Researcher:

	
	Revision Date: 

	
	



Guidance for using this template….
· The goal of HRP-502E is to provide a skeleton for an information sheet for your exempt study. Use of this template (except the language in Section 11 if the study involves PHI) is not required, unless otherwise indicated by the IRB.
· This template is for studies approved in Click IRB before January 21, 2019.
· If your study involves creation or use of Protected Health Information (PHI) and you do not intend to obtain written consent, you will also need an alteration of HIPAA in order to waive the requirement for written HIPAA authorization. Be sure that your study Protocol contains the appropriate waiver request and justifications.  
· This form should be consistent with your Click SmartForm and Protocol.
· The form should be written for the average person, which means it should be written at or below an 8th-grade reading level. Please avoid the use of medical terms and jargon when possible.
· The template has been written to keep the voluntary nature of research at the forefront of the potential participant’s mind.  Thus using, “We would do X, Y and Z if you chose to take part.”
· Please note that the gray, shaded areas should be filled in with text; when the form is printed these sections will NOT be shaded.




















General Instructions: 
· Revision dates are REQUIRED.  You must update the Revision dates whenever you submit consent form changes for a study modification.
· Please delete this page and the instructional text/green highlights throughout the document.
· Required text is in purple.  All other text should be edited according to the needs of your study.  Before submission, please change the purple text to black.  You can do this by selecting all the text and choosing “automatic” or “black” as the font color. 
· Text in Section 11 is required and not editable.  Please include this text, do NOT edit it, and do not delete any of the text except as directed in Section 11. Editing/deleting this text may put your study in violation of HIPAA requirements.  The same applies to the text highlighted in Section 17.
· Please ensure careful spacing in the final version.  A new section should start on a new page, if possible.  
· Fill in the Header Information; do not modify information in the footer. 
· Follow directions give throughout the form.
· Ensure that a clean IRB-stamped approved copy of the form is used when participants are signing to indicate agreement.



EXEMPT INFORMATION SHEET

[bookmark: Text38]Study Title:      

[bookmark: Text3]Principal Researcher:      
Address:         Hint: Address is required field for withdrawal of HIPAA authorization in writing.  Do not delete the address if your study involves PHI.

· List Principal Researcher.  
· Optional: List all research team members that are covered by Seattle Children’s IRB who are involved in presenting research and obtaining consent from participants.  If you list the research team, you should keep the list up to date as you add and remove study staff.
· Fill in the table below AS APPROPRIATE (e.g., you do not need to include e-mails if this is not an effective means of reaching a research team member).  This information is used for families to contact researchers.  Be sure to include information for families to contact researchers after hours and on weekends. 

The Research Team:
	Name/Degree
	Phone Number
	E-mail

	[bookmark: Text4]     
	[bookmark: Text13]     
	[bookmark: Text16]     

	[bookmark: Text6]     
	[bookmark: Text14]     
	[bookmark: Text17]     

	[bookmark: Text7]     
	[bookmark: Text15]     
	[bookmark: Text18]     


1. Researchers’ Statement: 



You have the option to take part in a research study. The goals of this form are to give you information about what would happen in the study if you choose to take part and to help you decide if you want to be in the study.  Feel free to take notes, write questions or highlight any part of this form. 


2. What you should know about this study: 



· This form explains what would happen if you join this research study.
· Please read it carefully.  Take as much time as you need.
· Please ask the research team questions about anything that is not clear.
· You can ask questions about the study any time.
· If you choose not to be in the study, it will not affect your care at Seattle Children’s.
· If you say ‘Yes’ now, you can still change your mind later.  
· You can quit the study at anytime.
· You would not lose benefits or be penalized if you decide not to take part in the study or to quit the study later.

3. What is the goal of this study? 




The goal of any research study is to answer questions. We are doing this research study to answer the following questions:      
4. Why do I have the option of joining the study? 




[bookmark: Text21]You have the option to take part in this research study because you      . [List condition, disease or explain the reason.]
5. How many people will take part in the study? 



[bookmark: Text22][bookmark: Text23]We think that about       people will take part in this research study at Seattle Children’s. Include the following statement if applicable:  A total of      people will take part at hospitals and clinics around the country.

6. If I agree to join this study, what would I need to do? 



Please revise this wording as appropriate for your study. 
If you decide to take part in this study, we would ask you to      .  We would ask you to do this       times.  We expect this research will take       [specify amount of time]. 

7. How long would I be in the study?



[bookmark: Text26]If you choose to take part in all the study visits, you would be in the study for      . [hours/days/months/weeks/years, until a certain event].

If you join the study, you can decide to stop at anytime for any reason.  If you decide to leave the research, [Describe any adverse consequences.] If you decided to stop, you would need to talk with      .

The research study doctor could also decide to take you out of this study.  Insert possible reasons why this might happen.  For example:  if you cannot come to enough of the study visits.  If we ask you to leave the study, we would always explain why.

[When applicable, indicate when and how the subject will be informed of the results of the research.]
.
8. What are the potential harms or risks if I join this study? 



You might feel uncomfortable answering some questions on the survey. You could skip any questions you did not want to answer.

There is a risk that your confidentiality or privacy could be breached.  This would mean that someone other the research team or our collaborators may find out that you were in the research or see your answers or medical information.  However, we will take every precaution to make sure that this does not happen.

9. What are the potential benefits if I join this study? 


Instructions: 
· If there are multiple study groups list the potential benefits for each study group.  Choose the statement that is most applicable to your study.  Monetary reimbursement for participation is not a benefit.

[bookmark: Text29]We do not expect this study to benefit you.  We hope to use information we get from this study to benefit others who have      .

10. What other options do I have? 



You can choose not to participate in this study.

11. How would you keep my information confidential? 


Instructions:
· Important Reminder:  This section can be edited to fit the circumstances of your exempt study.  Exception: Do not edit or delete the text in this section if your exempt study involves PHI under HIPAA regulations.    

If you join the study, we will keep your information confidential as provided by law.  

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.

 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.

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.  

Include 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. If you do not intend to obtain written consent, remove the initial lines and add bullets.

Permission for Use or Sharing of Specific Information

The creation, use, or sharing of specific kinds of information requires separate permission. If you agree to the creation, use, or sharing of the following information, please mark your permission with your initials below:

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

____	Behavioral or mental health/illness 
Initials
____	Drug or alcohol abuse 
Initials

Note that the following HIPAA language in turquoise is not required unless the study has optional procedures.
Permission for Use or Sharing of Your Information for Optional Procedures
This research includes optional procedures.  The optional parts of this research are: [list optional procedures].  You may choose whether you want to be a part of these optional procedures.  No matter what you choose you may still participate in the research.  

Because choosing to participate in the research is separate from choosing to participate in the optional procedures, we need your separate permission to use or share your information for the optional procedures.  

The same general rules as discussed above will apply to the use and sharing of your information for the optional procedures as for the research.  The information will relate to you and your health, it may be used by or shared with others involved in this research study or in future research studies, and its use or sharing will be consistent with the purpose for which it was collected.  

I (self, parent or legally authorized representative) permit the collection, use, and sharing of my health information for the optional procedures.

If you wish to cancel your permission for the optional procedures, you can do this by notifying us in writing.  Your permission for the research study overall will remain in effect unless you tell the study team to cancel your permission for the research study overall too.

Instructions:
Include the following language if the research has been issued a Certificate of Confidentiality (CoC) by the federal government. Please note that if research is funded by certain federal agencies (e.g., NIH, CDC, etc.) it is automatically issued a CoC. It is the responsibility of the PI to know if their study has a CoC or other equivalent statutory protection.

Certificate of Confidentiality

We have a Certificate of Confidentiality from the federal government.  It means we can’t be forced to give out information about you if you take part in this study.  This is true even if we are asked to by a court of law.  It’s not likely that someone would ask us to give out your personal information but this Certificate helps protect it.   However, there are times when we would still need to share information about you.  

Even with the Certificate, your information could still be given out under these situations:
1. Federal agencies, like the FDA,  may review study records 
1. Seattle Children’s or the funding agency may look at study records to make sure the study is being done well
1. You or a family member could share information about you or your part in this research study 
1. You give written permission to an insurer, employer or other person to receive information about you
1. We must report child abuse or if you intend to hurt yourself or others
1. We must report communicable diseases to public health authorities (include this line only if appropriate for your study)

Note: Researchers can also list other types of harm they may voluntarily report specific to the research project, (e.g. suicide, domestic abuse, etc.).

12. Would it cost me money to be in the study? 



Would it cost me money to be in the study?
If you take part in this study, there would be no cost to you and no cost to your insurance company.

13.  Would I be paid if I join this study? 



 Instructions if no payment is involved: 
You will not be paid to take part in this study.  

Instructions if payment is involved:  
Note you need to follow Office of Research Finance Policy 004 (ORF-004) for participant payments.  This policy is available on CHILD.  See also HRP-316 Payments.

State the following:
· Amount of payment that will be given,
· The method for providing payment (ClinCard/check/egift card),
· Which individual (parent or child) will receive it 
· When the payment will be given  

Example if you are providing ClinCards:
To thank you for taking part in the study we would give you $X after each study visit you complete.  You would receive the payment on a Seattle Children’s reloadable debit/gift card called a ClinCard.  The study staff will provide you with additional information about how the ClinCard works. It is important that you do not lose the ClinCard. Costs for replacing a lost or stolen ClinCard will be your responsibility. The cost to replace the ClinCard is $7.

Notes: 
· You may be able to get an exception to the requirement to collect names, addresses, and social security.  See ORF-004 for more information.  If you do not have an exception, then the next section is required.
· If payment is being tracked by another institution, this language may be adapted as need to accurately describe tracking responsibilities. For example, an industry sponsor may designate another entity such as Greenphire, the company that manages ClinCard. 
The IRS has certain rules about paying people who take part in research studies.  If you took part in this study, we would ask you to provide your name, mailing address, and social security number so we could pay you.  This and/or other identifiable information may need to be shared with an external vendor to facilitate payment.

You can be in this study even if you do not give us this information.  If you decide not to give us this information, you could receive a gift card or no payment.

The payments you would receive for being in this study might be taxable.  Seattle Children’s is required to report to the IRS study payments of $600 or more made to anyone in any year.

If there is potential for product development/commercialization from the research:
Your data and/or samples may be used to make new products, tests or findings.  These may have value and may be developed and owned by the research team and/or others.  If this happens, there are no plans to pay you.  

Instructions:  
· Be sure to keep all identifying information collected solely for payment reasons, including social security number, separate from the research records.  It is suggested that you destroy such information after sending it to the Finance Department or after the family has received payment.  

14. Who do I contact if I have problems, questions or want more information? 



Questions?
If you think you have been harmed from this study, please call      .  For questions about your rights as a research participant, please contact the Institutional Review Board at (206) 987-7804.

Do I have to take part in this research?
No.  Your participation is voluntary and your choice will not affect your care at Seattle Children’s.  If you choose to leave the study, it will not affect your care at Seattle Children’s.  You will not lose any benefits or be penalized if you choose to leave the study.

If you join the study, you can decide to stop at anytime for any reason.  You will not lose any benefits or be penalized if you choose to leave the study.  If you decide to stop, please contact Dr.       at      .

If you plan to ask the study participants to participate in research in the future, add future contact section from HRP-502F (available under the “Templates” tab of the Click Library).

NOTE THE SIGNATURES ARE OPTIONAL IF THE FOLLOWING APPLY:
· Your study does NOT involve creation or use of PHI
· Your study does involve creation or use of PHI and the IRB has granted an alteration of HIPAA where you are not required to get a signature. If the IRB does not grant an alteration of HIPAA, signatures WILL BE REQUIRED.

If you will not obtain a written signature, update the language in Section 15 accordingly (e.g., revise the heading to, “What would my agreement to be in the study mean?”), remove the signature lines, and remove Sections 16 and 17. 
15. What would my signature on this form mean?





Your signature on this form would mean:
· The research study was explained to you.
· You had a chance to ask all the questions you have at this time.  All your questions have been answered in a way that is clear.
· You understand that the persons listed on this form will answer any other questions you may have about the study or your rights as a research study participant.
· You have rights as a research participant.  We will tell you about new information or changes to the study that may affect your health or your willingness to stay in the study. 
· By signing this consent form, you do not give up any of your legal rights.  The researcher(s) or sponsor(s) are not relieved of any liability they may have.
[Choose appropriate bulleted statement(s) below]
· You agree to take part in the research study.  
· You permit the creation, use, and sharing of your health information for the purposes of this research study as described in Section 11 above.


	
__________________________________________________________________________
Printed Name of Participant							    

__________________________________________________________________________
Signature of Participant				                                      

______________                                                      _________________

Date       	                                                            Time      		



	16. Researcher’s Signature 


 
I have fully explained the research study described by this form.  I have answered the participant questions and will answer any future questions to the best of my ability.  I will tell the person taking part in this research of any changes in the procedures or in the possible harms/possible benefits of the study that may affect their health or their willingness to stay in the study.

Instructions:  The preference is to obtain all of the required signatures on the same form.  If approved to obtain consent via telephone, the researcher should make note of the date of the consent conference.  When the participant-signed form is returned, the researcher can then sign and date it with the current date.  He/she should add a notation that the actual consent conference took place on the date noted via telephone.

__________________________________________________________________________
Printed Name of Researcher Obtaining Consent			                                       

__________________________________________________________________________
Signature of Researcher Obtaining Consent			

______________                                                      _________________

Date       	                                                            Time      			              
                  
17. Interpreter Information 



Instructions:  The interpreter name is only recorded here if 1) the consent is documented with a corresponding translated form; or 2) the study meets the criteria for short form use and the consent is documented with a Short Form Consent in the appropriate language for those taking part.  See the Investigator Manual (HRP-103, Appendix A-10) for more information and HRP-001 Definitions for more information


__________________________________________________________________________
Printed Name of Interpreter during initial presentation of study		     	          Date	                                             

__________________________________________________________________________
Printed Name of Interpreter when translated form is presented (if applicable)	          Date	
			                                       


Original form to:
Research Team File

Copies to:  
Participant
Medical Records (if applicable)
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