	[image: scLOGO_noR_smH_3col_rgb[1]]



[image: ]And (UW if applicable)                     
	IRB #:

	
	Study Title:

	
	Principal Researcher:

	
	Revision Date: 

	
	



Instructions for Translation Aid
Important Instructions: Carefully reading and following these instructions is important to appropriately using this Translation Aid and avoiding non-compliance.		For Researchers:  	This Translation Aid is not a template. It is instead an aid for obtaining translations of required consenting language by providing a pre-translated version of the required consenting language that appears in purple font.  	This pre-translated content appears side by side with the English content as a reference. It is also placed within  the context of an example template (not an actual template) to increase its usefulness.	The pre-translated content is only valid if the English content that appears beside it below has not been edited in any way.	Researchers can use this pre-translated content as an aid when taking the following steps: 	Start with the relevant current consenting template from the Click IRB Library.	As usual, add your study-specific content to the template (according to the template’s instructions) in order to create your study’s consenting form, but be sure to leave the purple text relevant to your study in purple font (because it will be a guide for the next steps).	Replace the purple font text in your study’s consenting form (created in step 2 above) with the pre-translated purple font content below.  You can ensure you insert the language below into the correct section of your study’s consenting form by using the English purple text font below as a guide.  Then, be sure to leave the pre-translated purple text you have just inserted into your study’s consenting form in purple font for now.  	At this stage, your study’s consenting form will include both English and another language as well as purple and black text font.  Submit your study’s consenting form along with this Translation Aid (as a reference document) to the translator:	Ask the translator to translate your study consenting form’s black font text from English to the language requested.	Ask the translator to use your study consenting form’s pre-translated purple font text as long as it is understandable in the professional opinion of the translator.  If needed, the translator can edit the pre-translated purple font text for understandability; it is meant as a starting place to reduce their effort but it is subject to their professional judgment.	Ask the translator to turn all the text to black font once the translation is in final form.	The purpose of this tool is to aid researchers by providing required template language in a pre-translated form so as to reduce the effort and costs associated with getting content translated.  It is the product of a multidisciplinary equity project team whose aim was, in part, to improve access to translations and enrollment of diverse research participants.		For Translators: 	You will receive both this Translation Aid document and a consenting form (that will include both English and another language as well as purple and black text font). This Translation Aid is intended as a helpful reference document for completing the translation of the consenting form, using the following steps:	Please translate the consenting form’s black font text from English to the language requested.	Please use the pre-translated purple font text appearing in the consenting form as long as it is understandable in your professional opinion.  If needed, you can edit the pre-translated purple font text; it is meant as a starting place to reduce effort but is subject to your professional translation judgment.	Please then turn all the text to black font once the consenting form translation is in final form.





	Using this template:
	Using this template:

	· The goal of HRP-502D is to provide a template for you to create an information sheet to obtain consent, assent (age 13 and up) and/or permission (for minor participants) that meets regulatory and institutional requirements. Refer to HRP-314 – Worksheet Addendum – Consent Form Requirements (available under the “Worksheets” tab of the Click Library) as needed.
	· The goal of HRP-502D is to provide a template for you to create an information sheet to obtain consent, assent (age 13 and up) and/or permission (for minor participants) that meets regulatory and institutional requirements. Refer to HRP-314 – Worksheet Addendum – Consent Form Requirements (available under the “Worksheets” tab of the Click Library) as needed.

	· This template is only to be used when a legally effective signature will not be obtained to document consent/HIPAA Authorization. To use this template, the study must qualify for a Waiver of Documentation of Consent and (for studies involving PHI) an Alteration of HIPAA Authorization.
	· This template is only to be used when a legally effective signature will not be obtained to document consent/HIPAA Authorization. To use this template, the study must qualify for a Waiver of Documentation of Consent and (for studies involving PHI) an Alteration of HIPAA Authorization.

	· The information in this form should be consistent with Click SmartForms and other study documents (e.g., protocol).
	· The information in this form should be consistent with Click SmartForms and other study documents (e.g., protocol).

	· The document must be written for the average person in a way that facilitates comprehension of the research. It must be written at or below an 8th-grade reading level. Avoid the use of medical terms and jargon whenever possible.
	· The document must be written for the average person in a way that facilitates comprehension of the research. It must be written at or below an 8th-grade reading level. Avoid the use of medical terms and jargon whenever possible.

	· HRP-502F – Language Resource Text (available under the “Templates” tab of the Click Library) contains study specific text below an 8th grade reading level for your use as applicable to your study.  HRP-502F is meant to be a resource for teams by providing language for common procedures or issues that arise in the research setting.  
	· HRP-502F – Language Resource Text (available under the “Templates” tab of the Click Library) contains study specific text below an 8th grade reading level for your use as applicable to your study.  HRP-502F is meant to be a resource for teams by providing language for common procedures or issues that arise in the research setting.  

	· If you plan to contact participants for future research opportunities, please include the future contact section from HRP-502F.
	· If you plan to contact participants for future research opportunities, please include the future contact section from HRP-502F.

	· The gray, shaded areas should be filled in with text; when the document is printed these sections will NOT be shaded.
	· The gray, shaded areas should be filled in with text; when the document is printed these sections will NOT be shaded.

	· Please note that the terms you include in this form will likely be considered binding to your study plans, so they should be chosen carefully
	· Please note that the terms you include in this form will likely be considered binding to your study plans, so they should be chosen carefully

	
	

	General Instructions: 
	General Instructions: 

	· Follow the instructions given throughout the document. Instructions and text requiring study specific editing are highlighted in green.
	· Follow the instructions given throughout the document. Instructions and text requiring study specific editing are highlighted in green.

	· Text that is in purple is required to be used as written, except highlighted green content, which needs to be updated based on the study. 
	· Text that is in purple is required to be used as written, except highlighted green content, which needs to be updated based on the study. 

	· Some purple text is required for all studies and some is required only when applicable. The instructions identify when purple content can be removed.  
	· Some purple text is required for all studies and some is required only when applicable. The instructions identify when purple content can be removed.  

	· Text that is in black font has been provided as a starting point. It is the expectation that you edit the content so that it is relevant to your study.
	· Text that is in black font has been provided as a starting point. It is the expectation that you edit the content so that it is relevant to your study.

	· Before uploading your consent form to Click IRB, change all text to black, remove all instructional and highlighted text, and remove this instruction page (keep for your own reference).  
	· Before uploading your consent form to Click IRB, change all text to black, remove all instructional and highlighted text, and remove this instruction page (keep for your own reference).  

	· Section headings should be in bold font that is distinguishable from the rest of the text.
	· Section headings should be in bold font that is distinguishable from the rest of the text.

	· Please ensure careful spacing in the final version.  A new section should start on a new page, if possible.  
	· Please ensure careful spacing in the final version.  A new section should start on a new page, if possible.  

	· Only copies of the most recent IRB-stamped approved consent form downloaded from the “Last Finalized” column in the “Documents” tab of Click IRB should be used when consenting participants (unless otherwise approved by the IRB).
	· Only copies of the most recent IRB-stamped approved consent form downloaded from the “Last Finalized” column in the “Documents” tab of Click IRB should be used when consenting participants (unless otherwise approved by the IRB).

	
Header/Footer Instructions: 
	
Header/Footer Instructions: 

	· Fill in the header information.
	· Fill in the header information.

	· Do not modify information in the footer. 
	· Do not modify information in the footer. 

	· You should update the “Revision Date” in the header whenever you submit a modification with consent form changes.
	· You should update the “Revision Date” in the header whenever you submit a modification with consent form changes.

	· The University of Washington (UW) logo should only be included in the header, if UW is engaged in the study and participants enrolled at UW will not be consented with a separate form.
	· The University of Washington (UW) logo should only be included in the header, if UW is engaged in the study and participants enrolled at UW will not be consented with a separate form.

	INFORMATION SHEET
	INFORMATION SHEET

	
	

	[bookmark: Text38]Study Title:      
	Título del estudio:      

	
	

	
	

	You have the option to take part in a research study.  The goal of this form is to give you the information to decide whether to participate in the research.  Feel free to take notes, write questions or highlight any part of this form. You can take as much time as you need to read the form. Please ask questions at any time. The word “we” used in this form means the research team and their staff.   
	Tiene la opción de participar en un estudio de investigación. El objetivo de este formulario es proporcionarle información para que decida si desea participar en la investigación.  No dude en tomar notas, escribir preguntas o resaltar cualquier parte de este formulario. Puede tomarse todo el tiempo que necesite para leer el formulario. Por favor, haga preguntas en cualquier momento. La palabra “nosotros” utilizada en este formulario hace referencia al equipo de investigación y a su personal.   

	
	

	· Other templates may be adjusted (i.e., remove reference to signatures), so that they can be used as information sheets. This is recommended if you are conducting a study that does not require a combined consent/assent/permission form.
	· Other templates may be adjusted (i.e., remove reference to signatures), so that they can be used as information sheets. This is recommended if you are conducting a study that does not require a combined consent/assent/permission form.

	· Other templates are available under the “Templates” tab of the Click Library.
	· Other templates are available under the “Templates” tab of the Click Library.

	
	

	If this form will be used to obtain assent, include the following (adjust age as needed): If you are 17 years old or younger, your parent or legally authorized representative (LAR) would also need to give their permission and sign this form for you to join the study. An LAR is an individual (other than a parent) who is a legal decision maker for you.
	If this form will be used to obtain assent, include the following (adjust age as needed): Si tienes 17 años o menos, tu padre, madre o representante legal (legally authorized representative, LAR) también tendrían que dar su permiso y firmar este formulario para que participes en el estudio. Un representante legal es una persona (distinta de uno de los padres) que toma decisiones legales por ti.

	
	

	If this form will be used to obtain permission from a parent or LAR, include the following:
	If this form will be used to obtain permission from a parent or LAR, include the following:

	If you are a parent or LAR, the goal of this form is to give you the information that you need to decide whether to allow your child to participate in the research. If this form will also be used to obtain consent from parents/LARs participating in the study, remove the following: The word “you” in this form refers to your child/teen.  
	Si usted es el padre, la madre o el representante legal, el objetivo de este formulario es proporcionarle la información que necesita para decidir si permite que su hijo participe en la investigación. If this form will also be used to obtain consent from parents/LARs participating in the study, remove the following: The word “you” in this form refers to your child/teen.  

	
If parents/LARs will also participate and this form will be used to obtain their consent, include the language below. If the procedures that parents/LARs will perform are complicated or differ greatly from those that their children will perform, it may be appropriate to create a separate consent from.
Joining the study as a parent or LAR: Parents and LARs have the option to take part in this research study.  This form also serves as a consent form for your participation.  Include as appropriate: The word “you” in this form may refer to you and/or your child.      
	
If parents/LARs will also participate and this form will be used to obtain their consent, include the language below. If the procedures that parents/LARs will perform are complicated or differ greatly from those that their children will perform, it may be appropriate to create a separate consent from.
Participar en el estudio como padre, madre o representante legal: Los padres y representantes legales también tienen la opción de participar en el estudio de investigación. Este formulario también sirve como forma de consentimiento para su participación.  Include as appropriate: The word “you” in this form may refer to you and/or your child.      

	
	

	Study Overview
This section should include a concise and focused description of the key information that is most likely to assist a prospective participant and/or their parent/LAR in understanding the reasons why one might or might not want to participate in the research. This section is designed to be flexible because key information varies by study. The information stated in this section should not be duplicated verbatim in other sections of the form. 
	Descripción general del estudio
This section should include a concise and focused description of the key information that is most likely to assist a prospective participant and/or their parent/LAR in understanding the reasons why one might or might not want to participate in the research. This section is designed to be flexible because key information varies by study. The information stated in this section should not be duplicated verbatim in other sections of the form. 

	
Provided below is an example of the information commonly considered to be key information. 
	
Provided below is an example of the information commonly considered to be key information. 

	
	

	You are being asked to take part in this study because      . 
	You are being asked to take part in this study because      . 

	
This should include the main goal(s) of the study.  Use plain language. 
	
This should include the main goal(s) of the study.  Use plain language. 

	The goal of any research study is to answer questions. We are doing this research study to answer the following questions:
	The goal of any research study is to answer questions. We are doing this research study to answer the following questions:

	· First question 
	· First question 

	· Second question 
	· Second question 

	· Etc. 
	· Etc. 

	
	

	The listing of the procedures in this section should be limited to the main procedures that a reasonable person would want to know about.
	The listing of the procedures in this section should be limited to the main procedures that a reasonable person would want to know about.

	If you choose to take part in this study, your participation will take      [hours/ days/months/weeks/years, until a certain event]. You will be asked to      
	If you choose to take part in this study, your participation will take      [hours/ days/months/weeks/years, until a certain event]. You will be asked to      

	
	

	The main risks of this study are      . 
	The main risks of this study are      . 

	
	

	Describe the likely benefits resulting from participation in the study; in doing so, you should not overemphasize the benefits. If there are not benefits, include a statement to this effect. Monetary reimbursement for participation is not a benefit. 
	Describe the likely benefits resulting from participation in the study; in doing so, you should not overemphasize the benefits. If there are not benefits, include a statement to this effect. Monetary reimbursement for participation is not a benefit. 

	You may benefit if      .
	You may benefit if      .

	
	

	If you choose not to be in this study, you can:
	If you choose not to be in this study, you can:

	· List alternatives procedures. For clinical trials describe the options that you would normally offer patient. If applicable, include supportive care as an option.  Or add information that they can simply choose not to participate if that is the only other alternative.
	· List alternatives procedures. For clinical trials describe the options that you would normally offer patient. If applicable, include supportive care as an option.  Or add information that they can simply choose not to participate if that is the only other alternative.

	· For clinical trials (as defined in HRP-001 – SOP – Definitions) or if you have committed to conduct the study according to ICH-GCP principles (as indicated in the protocol), describe the important risks and potential benefits of the alternative procedures and courses of treatment.
	· For clinical trials (as defined in HRP-001 – SOP – Definitions) or if you have committed to conduct the study according to ICH-GCP principles (as indicated in the protocol), describe the important risks and potential benefits of the alternative procedures and courses of treatment.

	
	

	Please talk to your doctor or the research team about these options.
	Please talk to your doctor or the research team about these options.

	
	

	You do not have to take part in this study if you do not want to. If you choose not to participate or choose to stop your participation at any time for any reason, it will not affect your choose as appropriate: care at, relationship with, or employment at Seattle Children’s or Other Site Name. If you choose not to participate or decide to stop participation, you will not lose benefits you are receiving outside of the study.    
	No tiene que participar en este estudio si no lo desea. Si decide no participar o detener su participación en cualquier momento por cualquier motivo, esto no afectará su elección según corresponda: atención, relación con o empleo en Seattle Children’s u otro nombre del centro. Si decide no participar o dejar de hacerlo, no perderá los beneficios que recibe fuera del estudio.    

	
	

	Please see below for additional information about the study.
	Consulte a continuación información adicional sobre el estudio.

	
Why do you have the option to join this study? 
	
¿Por qué tiene la opción de participar en este estudio? 

	If this information is covered in the Study Overview, delete this section.
	If this information is covered in the Study Overview, delete this section.

	
	

	You are being asked to be in this study because      .
	You are being asked to be in this study because      .

	
	

	What is the goal of this study? 
	¿Cuál es el objetivo de este estudio? 

	
	

	This should include the main goal(s) of the study.  Use plain language. 
	This should include the main goal(s) of the study.  Use plain language. 

	
	

	The goal of any research study is to answer questions. We are doing this research study to answer the following questions:
	The goal of any research study is to answer questions. We are doing this research study to answer the following questions:

	· First question 
	· First question 

	· Second question 
	· Second question 

	· Etc. 
	· Etc. 

	
	

	How many people will take part in the study? 
	¿Cuántas personas participarán en el estudio? 

	
	

	We think that about       people will take part in this research study at Seattle Children’s. 
	We think that about       people will take part in this research study at Seattle Children’s. 

	A total of      people will take part at hospitals/clinics/institutions around the country/worldwide.

	A total of      people will take part at hospitals/clinics/institutions around the country/worldwide.


	What will you be asked to do?
Do not duplicate verbatim information that is covered in the Study Overview. If all procedures and required information (as indicated in the section instructions) have been described in the Study Overview, delete this section or use it to expand upon the information provided in the Study Overview (as appropriate).

	¿Qué se le pedirá que haga?
Do not duplicate verbatim information that is covered in the Study Overview. If all procedures and required information (as indicated in the section instructions) have been described in the Study Overview, delete this section or use it to expand upon the information provided in the Study Overview (as appropriate).


	· Describe in plain language and simple terms the research procedures and/or study visits, including, as applicable:
	· Describe in plain language and simple terms the research procedures and/or study visits, including, as applicable:

	· How study visits compare to routine care so participants understand what is extra for the research study.  
	· How study visits compare to routine care so participants understand what is extra for the research study.  

	· Include information about the frequency with which the study procedures will occur.
	· Include information about the frequency with which the study procedures will occur.

	· The tests that will be done to monitor participants during the study.  Be sure that participants/parents/LARs understand how the testing compares to routine care.  If the tests are done more often than routine care, explain this. 
	· The tests that will be done to monitor participants during the study.  Be sure that participants/parents/LARs understand how the testing compares to routine care.  If the tests are done more often than routine care, explain this. 

	· Any experimental procedures need to be described in detail and listed as experimental.  This includes information about any experimental drugs, devices, or biologics being administered
	· Any experimental procedures need to be described in detail and listed as experimental.  This includes information about any experimental drugs, devices, or biologics being administered

	· Information about any hospitalizations, outpatient visits, telephone, or written follow up that will occur.
	· Information about any hospitalizations, outpatient visits, telephone, or written follow up that will occur.

	· The procedures that would take place for routine care regardless if they were in the study or not.
	· The procedures that would take place for routine care regardless if they were in the study or not.

	· Whether the research will (if known) or might include whole genome sequencing (i.e., sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen
	· Whether the research will (if known) or might include whole genome sequencing (i.e., sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen

	· If medical records will be used in this research, explain whether the results of tests and procedures done in this study will be included in their medical records.
	· If medical records will be used in this research, explain whether the results of tests and procedures done in this study will be included in their medical records.

	· For research that may generate clinically relevant results (whether aggregate or individual): 
	· For research that may generate clinically relevant results (whether aggregate or individual): 

	· State whether or not clinically relevant results will be disclosed to subjects 
	· State whether or not clinically relevant results will be disclosed to subjects 

	· If results will be disclosed, describe conditions of such disclosure   

	· If results will be disclosed, describe conditions of such disclosure   


	· Helpful Hints:
	· Helpful Hints:

	· See HRP-502F for examples of language that is available for this section.
	· See HRP-502F for examples of language that is available for this section.

	· See examples of a Study Visit Chart and Procedures in HRP-502F. 
	· See examples of a Study Visit Chart and Procedures in HRP-502F. 

	· If your study involves banking of data and/or specimens, please review HRP-502F to add appropriate language.

	· If your study involves banking of data and/or specimens, please review HRP-502F to add appropriate language.


	If the research involves the collection of identifiable private information or identifiable biospecimens (See HRP-001 for definitions), a statement meeting one of the following criteria must be included:
	If the research involves the collection of identifiable private information or identifiable biospecimens (See HRP-001 for definitions), a statement meeting one of the following criteria must be included:

	
	

	· A statement that identifiers might be removed from the identifiable private information or identifiable biospecimens and that, after such removal, the information or biospecimens could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from the participant or the parent/LAR, if this might be a possibility
	· A statement that identifiers might be removed from the identifiable private information or identifiable biospecimens and that, after such removal, the information or biospecimens could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from the participant or the parent/LAR, if this might be a possibility

	
	

	OR

	OR


	· NOTE: This second option is available per the federal regulations; however, you are strongly discouraged from choosing this option because science evolves, and it is important to allow flexibility.  A statement that the participant's information or biospecimens collected as part of the research, even if identifiers are removed, will not be used or distributed for future research studies. 
	· NOTE: This second option is available per the federal regulations; however, you are strongly discouraged from choosing this option because science evolves, and it is important to allow flexibility.  A statement that the participant's information or biospecimens collected as part of the research, even if identifiers are removed, will not be used or distributed for future research studies. 

	What are my responsibilities if I take part in the study?
	¿Cuáles son mis responsabilidades si participo en el estudio?

	This sub-section is only required if you are conducting a clinical trial or have committed to conducting the study according to ICH - GCP, as indicated in your protocol.
	This sub-section is only required if you are conducting a clinical trial or have committed to conducting the study according to ICH - GCP, as indicated in your protocol.

	If you take part in this research, you will be responsible to: Describe any responsibilities of the participant.

	If you take part in this research, you will be responsible to: Describe any responsibilities of the participant.


	What alternatives do you have other than this study?
	¿Qué alternativas tiene aparte de este estudio?

	If addressed in the Study Overview, delete this section. If there are no alternatives aside from not participating and it is unnecessary to call this out, you can remove this section. 
	If addressed in the Study Overview, delete this section. If there are no alternatives aside from not participating and it is unnecessary to call this out, you can remove this section. 

	
If you choose not to be in this study, you can:
	
If you choose not to be in this study, you can:

	· List alternatives procedures. For clinical trials describe the options that you would normally offer patient. If applicable, include supportive care as an option.  Or add information that they can simply choose not to participate if that is the only other alternative.
	· List alternatives procedures. For clinical trials describe the options that you would normally offer patient. If applicable, include supportive care as an option.  Or add information that they can simply choose not to participate if that is the only other alternative.

	· For clinical trials or if you have committed to conduct the study according to ICH-GCP principles (as indicated in the protocol), describe the important risks and potential benefits of the alternative procedures and courses of treatment.
	· For clinical trials or if you have committed to conduct the study according to ICH-GCP principles (as indicated in the protocol), describe the important risks and potential benefits of the alternative procedures and courses of treatment.

	
	

	Please talk to your doctor or the research team about these options.
	
	Please talk to your doctor or the research team about these options.
	

	What are the potential risks or discomforts of this study? 
	¿Cuáles son los posibles riesgos o molestias de este estudio? 

	Do not duplicate verbatim information that is covered in the Study Overview. If all risk information is included in the Study Overview, delete this section or use it to expand upon the information (as appropriate) in the Study Overview.
	Do not duplicate verbatim information that is covered in the Study Overview. If all risk information is included in the Study Overview, delete this section or use it to expand upon the information (as appropriate) in the Study Overview.

	
	

	· All risks, including foreseeable physical, psychological, financial and social risks must be described in the consent form, in plain language. 
	· All risks, including foreseeable physical, psychological, financial and social risks must be described in the consent form, in plain language. 

	· When appropriate, include a statement about risk to the participant or fetus if the participant is or becomes pregnant.  See HRP-502F. 
	· When appropriate, include a statement about risk to the participant or fetus if the participant is or becomes pregnant.  See HRP-502F. 

	· Depending on the study, it may be helpful to split out potential physical risks/discomforts from social or psychological risks/discomforts.
	· Depending on the study, it may be helpful to split out potential physical risks/discomforts from social or psychological risks/discomforts.

	
	

	If there is a risk of breach of confidentiality or privacy include the following (applicable for all studies using identifiable information or biospecimens):
	If there is a risk of breach of confidentiality or privacy include the following (applicable for all studies using identifiable information or biospecimens):

	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.

	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.


	Are there any benefits to taking part in this study?
If this information is covered in the Study Overview, delete this section.
	¿Hay algún beneficio por participar en este estudio?
If this information is covered in the Study Overview, delete this section.

	
	

	This section of the consent form should identify the likely benefits resulting from participation in the study; in doing so, you should not overemphasize the benefits. Monetary reimbursement for participation is not a benefit. 
	This section of the consent form should identify the likely benefits resulting from participation in the study; in doing so, you should not overemphasize the benefits. Monetary reimbursement for participation is not a benefit. 

	
	

	Include if there are benefits to participation. Otherwise delete or revise as necessary. We cannot promise any benefits to you or others from your taking part in this research. However, possible benefits include      . First describe any direct benefits to the participant, then any benefits to others. If benefits from participation may not continue after the research has ended, describe them here. Monetary reimbursement for participation is not a benefit. 

	Include if there are benefits to participation. Otherwise delete or revise as necessary. We cannot promise any benefits to you or others from your taking part in this research. However, possible benefits include      . First describe any direct benefits to the participant, then any benefits to others. If benefits from participation may not continue after the research has ended, describe them here. Monetary reimbursement for participation is not a benefit. 


	Include for a study with no benefits to participation. 
	Include for a study with no benefits to participation. 

	There are no benefits to you from your taking part in this research. We cannot promise any benefits to others from your taking part in this research. However, possible benefits to others include      .

	There are no benefits to you from your taking part in this research. We cannot promise any benefits to others from your taking part in this research. However, possible benefits to others include      .


	What about confidentiality and privacy?
	¿Qué pasa con la confidencialidad y la privacidad?

	Principal Investigator: Please note that the terms you include in this section will likely be considered binding on your study plans, so they should be chosen carefully.  Any change to these terms during your study will likely result in the need for re-consent of study participants or consideration of a waiver of consent elements.
	Principal Investigator: Please note that the terms you include in this section will likely be considered binding on your study plans, so they should be chosen carefully.  Any change to these terms during your study will likely result in the need for re-consent of study participants or consideration of a waiver of consent elements.

	
	

	If you join the study, we will do our best to make sure that information about you is kept confidential.  
	Si participa en el estudio, haremos todo lo posible por asegurarnos de que la información sobre usted se mantenga confidencial. 

	
	

	Insert plan to maintain confidentiality (example text provided): We will store all of your research records in locked cabinets and/or secure computer files. We will not put your name on any research data.  Instead, we will label your information with a study number.  The master list that links a person’s name or any other identifier to their study number is stored separately in a locked cabinet or on a secure computer file. If you intend to share data with collaborators external to Seattle Children’s, include the following statement or something similar (the IRB recommends that you do not list the collaborators specifically): We will share data with external investigators who are collaborating on the study.
	Insert plan to maintain confidentiality (example text provided): We will store all of your research records in locked cabinets and/or secure computer files. We will not put your name on any research data.  Instead, we will label your information with a study number.  The master list that links a person’s name or any other identifier to their study number is stored separately in a locked cabinet or on a secure computer file. If you intend to share data with collaborators external to Seattle Children’s, include the following statement or something similar (the IRB recommends that you do not list the collaborators specifically): We will share data with external investigators who are collaborating on the study.

	
	

	These are some reasons that we may need to share the information you give us with others: 
	Estas son algunas razones por las que es posible que tengamos que compartir la información que nos proporciona con otros: 

	· If it is required by law, including suspected child abuse, elder abuse, intent to harm yourself or others and communicable diseases.
	· Si la ley lo exige, incluyendo sospecha de abuso infantil, abuso de personas mayores, intención de dañarse a sí mismo o a otras personas y enfermedades contagiosas.

	· If the author of the research plan (the research sponsor) or any persons or companies working for or with the research sponsor needs the information.
	· Si el autor del plan de investigación (el patrocinador de la investigación) o cualquier persona o empresa que trabaje para o con el patrocinador de la investigación necesita la información.

	· Study records are sometimes reviewed to make sure studies are done correctly and safely.  These reviews can be done by the research team, hospital staff, government staff or others with the responsibility to make sure studies are done correctly and safely for participants.  If a review of this study is done, study records that include your information may be viewed. The reviewers will treat your information as confidential. The reviewers will not use your information for immigration reasons or to put you at legal risk.
	· Los registros del estudio se revisan a veces para asegurarse de que los estudios se realicen de forma correcta y segura. Estas revisiones pueden ser realizadas por el equipo de investigación, el personal del hospital, personal gubernamental u otras personas con la responsabilidad de asegurarse de que los estudios se realicen de forma correcta y segura para los participantes. Si se realiza una revisión de este estudio, se podrán ver los registros del estudio que incluyan su información. Los revisores tratarán su información como confidencial. Los revisores no utilizarán su información por motivos de inmigración ni para ponerlo en riesgo legal.

	· Include for studies regulated by the U.S. Food and Drug Administration: For this study, the U.S. Food and Drug Administration (FDA) may review study records that include your information.  Names are not usually required by the FDA.  The reviewers will treat your information as confidential.
	· Include for studies regulated by the U.S. Food and Drug Administration: Para este estudio, la Administración de Alimentos y Medicamentos (Food and Drug Administration, FDA) de los Estados Unidos puede revisar los registros del estudio que incluyen su información. Los nombres no suelen ser necesarios para la FDA. Los revisores tratarán su información como confidencial.

	· Include for studies that will place research information/consent form in the participant clinical/medical record(s) (required for studies involving treatment, care, or diagnosis): For this study, choose: your participation in this study will be noted in your medical record(s) OR a copy of this form will be placed in your medical record(s). Medical records have different rules than research records.  Medical records may be seen by others involved in your care, such as doctors, insurers, and others as required by law.

	· Include for studies that will place research information/consent form in the participant clinical/medical record(s) (required for studies involving treatment, care, or diagnosis): Para este estudio, choose: your participation in this study will be noted in your medical record(s) OR a copy of this form will be placed in your medical record(s). Las historias clínicas tienen reglas diferentes a las de los registros de investigación. Las historias clínicas pueden ser vistas por otras personas relacionadas con su atención, como médicos, aseguradoras y otros, según lo exija la ley.


	If results of this research are published, we will not use information that identifies you without your permission.
	Si se publican los resultados de esta investigación, no utilizaremos información que lo identifique sin su permiso.

	
	

	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.  
	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
	Permiso para usar o compartir información específica

	
	

	Individuals who are within the age ranges below will complete this section.  For minors under the age range(s) listed, the parent/LAR will complete this section.  Mark your permission with your initials below if you agree to the creation, use, or sharing of the following information that will have the same privacy protections that are described above:
	Las personas que se encuentren dentro de los rangos de edad a continuación llenarán esta sección. Para los menores por debajo del (los) rango(s) de edad enumerado(s), el padre/la madre/el representante legal llenará esta sección. Marque su permiso con sus iniciales a continuación si acepta crear, usar o compartir la siguiente información que tendrá las mismas protecciones de privacidad que se mencionaron anteriormente:

	
	

	____	Sexually transmitted infections including AIDS/HIV (age 14 and older)
	______	Infecciones de transmisión sexual incluyendo sida/VIH (a partir de los 14 años y más)

	Initials
	Iniciales

	____	Medical conditions involving sexual or reproductive health concerns, and any associated Initials 	test results (age 14 and older)
	____	Padecimientos médicos que incluyen inquietudes sexuales o de salud reproductiva, y cualquier resultado Iniciales 	de pruebas asociadas (a partir de los 14 años y más) 

	
	

	____	Behavioral or mental health/illness (age 13 and older)
	____	Salud/enfermedad mental o conductual (a partir de los 13 años y más)

	Initials
	Iniciales

	____	Drug or alcohol abuse (age 13 and older)
	____	Abuso de drogas o alcohol (a partir de los 13 años y más)

	Initials
	Iniciales

	
	

	For studies involving creation, use, or sharing of PHI include:
	For studies involving creation, use, or sharing of PHI include:

	
	

	This study will also involve a type of information about you called Protected Health Information (PHI). PHI refers to information that is about your health and that could identify you. Researchers (such as doctors and their staff) taking part in this study here and at other centers will only create, use, and share your PHI for this research study with your permission.
	Este estudio también incluirá un tipo de información sobre usted llamada información médica protegida (IMP). La información médica protegida se refiere a información sobre su salud y que podría identificarlo. Los investigadores (como los médicos y su personal) que participan en este estudio y en otros centros solo crearán, utilizarán y compartirán su información médica protegida para este estudio de investigación con su permiso.

	
	

	PHI may include:
	La información médica protegida puede incluir:

	Principal Investigator: Please note that the terms you include in this section can be included/omitted based on the information involved in your study, but they will likely be considered binding on your study plans, so they should be chosen carefully.  Any change to these terms during your study will likely result in the need for re-authorization or consideration of waiver elements.
	Principal Investigator: Please note that the terms you include in this section can be included/omitted based on the information involved in your study, but they will likely be considered binding on your study plans, so they should be chosen carefully.  Any change to these terms during your study will likely result in the need for re-authorization or consideration of waiver elements.

	· Past or future medical records;
	· historias clínicas pasadas o futuras;

	· Research records, such as surveys, questionnaires, interviews, or self-reports about medical history;
	· registros de investigación, como encuestas, cuestionarios, entrevistas o autoinformes sobre antecedentes médicos;

	· Medical or laboratory records related to this study; or
	· historias clínicas o registros de laboratorio relacionados con este estudio; o

	· Information specific to you like your name, address, birthday or identifying numbers like your social security number.
	· información específica sobre usted, como su nombre, dirección, fecha de nacimiento o números de identificación, como su número de seguridad social.

	
	

	PHI may be created, used, or shared to: 
	La información médica protegida puede crearse, usarse o compartirse para: 

	Principal Investigator: Please note that the terms you include in this section can be included/omitted based on the information involved in your study, but they will likely be considered binding on your study plans, so they should be chosen carefully.  Any change to these terms during your study will likely result in the need for re-authorization or consideration of waiver elements.
	Principal Investigator: Please note that the terms you include in this section can be included/omitted based on the information involved in your study, but they will likely be considered binding on your study plans, so they should be chosen carefully.  Any change to these terms during your study will likely result in the need for re-authorization or consideration of waiver elements.

	· Study the results of this research; 
	· estudiar los resultados de esta investigación; 

	· Check if this study was done correctly and safely;
	· revisar si este estudio se realizó correctamente y de forma segura;

	· Complete and publish the results of the study described in this form;
	· completar y publicar los resultados del estudio descritos en este formulario;

	· Comply with non-research obligations (such as notifying others if we think you or someone else could be harmed); or
	· cumplir con las obligaciones no relacionadas con la investigación (como notificar a otras personas si creemos que usted u otra persona podrían resultar perjudicados); o

	· Facilitate your health care.
	· facilitar su atención de salud.

	
	

	PHI may be created by, used by, or shared with:
	La información médica protegida puede crearse, usarse o compartirse con:

	Principal Investigator: Please note that all of these terms need to be used.
	Principal Investigator: Please note that all of these terms need to be used.

	· The author of the research plan (the research sponsor) or any persons or companies working for or with the research sponsor;
	· el autor del plan de investigación (el patrocinador de la investigación) o cualquier persona o empresa que trabaje para o con el patrocinador de la investigación;

	· Review boards, data and safety monitoring boards, and others responsible for overseeing the conduct of research. Study records are sometimes reviewed to make sure studies are done correctly and safely.  These reviews can be done by the research team, hospital staff, government staff or others with the responsibility to make sure studies are done correctly and safely for participants.  If a review of this study is done, study records that include your PHI may be viewed. The reviewers will treat your PHI as confidential. The reviewers will not use your PHI for immigration reasons or to put you at legal risk;
	· juntas de revisión, de vigilancia de datos y seguridad, y otras responsables de supervisar la realización de las investigaciones. Los registros del estudio se revisan a veces para asegurarse de que los estudios se realicen de forma correcta y segura.  Estas revisiones pueden ser realizadas por el equipo de investigación, el personal del hospital, personal gubernamental u otras personas con la responsabilidad de asegurarse de que los estudios se realicen de forma correcta y segura para los participantes.  Si se realiza una revisión de este estudio, se podrán ver los registros del estudio que incluyan su información médica protegida. Los revisores tratarán su información médica protegida como confidencial. Los revisores no utilizarán su información por motivos de inmigración ni para ponerlo en riesgo legal.

	· Other people or organizations involved with your health care;
	· Otras personas u organizaciones incluidas en su atención de salud.

	· Public health authorities to whom we are required by law to report PHI for the prevention or control of disease, injury, or disability.
	· Autoridades de salud pública a las que estamos obligados por ley a comunicar información médica protegida para la prevención o el control de enfermedades, daños o discapacidades.

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

	
Tiene derecho a consultar o copiar la información médica protegida que se pueda crear, utilizar o compartir. Sin embargo, para ciertos tipos de estudios de investigación, es posible que parte de su información médica protegida no esté disponible para usted durante el estudio. Esto no afecta su derecho a ver lo que hay en sus historias clínicas.  


	Your permission for the creation, use, or sharing of your PHI 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 PHI will be created or collected about you.  However, PHI that has already been created or collected may still be used and shared with others.  Researchers continue to analyze data for many years, and it is not always possible to know when they will be done.  If your PHI will be stored as part of this study, it may be used in the future for other research.  We will not ask for your permission prior to this future research.   

	Su permiso para la creación, el uso o la divulgación de su información médica protegida no caducará, pero puede cancelarlo en cualquier momento. Puede hacerlo notificando al personal del estudio por escrito. Si cancela su permiso, no se creará ni se recopilará ninguna información médica protegida nueva sobre usted.  Sin embargo, la información médica protegida que ya se haya creado o recopilado podrá seguir usándose y compartiéndose con otras personas. Los investigadores continúan analizando los datos durante muchos años, y no siempre es posible saber cuándo terminarán. Si su información médica protegida se guarda como parte de este estudio, se podrá utilizar en el futuro para otras investigaciones. No le pediremos permiso antes de esta futura investigación.   


	We will follow privacy laws when creating, using, or sharing your PHI, but these laws only apply to doctors, hospitals, and other health care providers.  Some people who receive your PHI as part of this study may share it with others without your permission if doing so is permitted by law. 
	Respetaremos las leyes de privacidad al crear, usar o compartir su información médica protegida, pero estas leyes solo se aplican a médicos, hospitales y otros proveedores de atención médica. Algunas personas que reciban su información médica protegida como parte de este estudio pueden compartirla con otras personas sin su permiso si así lo permiten las leyes. 

	
	

	Only use the following language if the study involves optional procedures.  
   
	Only use the following language if the study involves optional procedures.  
   

	Permission for Creation, Use, or Sharing of PHI for Optional Procedure(s)
	Permiso para crear, usar o compartir su información médica protegida para procedimientos opcionales

	Participation in any research study is voluntary.  If you agree to participate in this research study, there are some part(s) of the study you will be asked to do.  There are other part(s) of this study that you can choose not to do and still participate in the rest of the study.  These are called Optional Procedure(s).  For this study, the Optional Procedure(s) are:
	La participación en cualquier estudio de investigación es voluntaria. Si acepta participar en este estudio de investigación, hay partes del estudio en las que se le pedirá que participe. Hay otras partes de este estudio que puede elegir no hacer y seguir participando en el resto del estudio. Estos procedimientos se denominan procedimientos opcionales. Para este estudio, los procedimientos opcionales son:

	· briefly list here

	· briefly list here


	If you decide to do these part(s) of the study, we need your additional permission to create, use, and share your PHI for these part(s) of the study.  The same confidentiality rules and privacy rights discussed above apply here.  

	Si decide hacer esta parte del estudio, necesitamos su permiso adicional para crear, utilizar y compartir su información médica protegida para esta(s) parte(s) del estudio.  Las mismas normas de confidencialidad y los mismos derechos de privacidad descritos anteriormente se aplican aquí.  


	  I allow the creation, use, and sharing of my PHI for the Optional Procedure(s).
Initials

	Permito la creación, el uso y la divulgación de mi información médica protegida para los procedimientos opcionales.
Initials


	
Remember that you can always change your mind about doing any part of the study. Your choice will not impact your medical care or benefits outside of the study. You can cancel your permission for these Optional Procedure(s) by telling us in writing.  If you do this, you will still be in the overall research study unless you tell us to cancel your overall permission too.
	
Recuerde que siempre puede cambiar de opinión sobre participar en cualquier parte del estudio. Su elección no afectará su atención médica ni los beneficios ajenos al estudio. Puede cancelar su permiso para estos procedimientos opcionales indicándonoslo por escrito. Si lo hace, seguirá participando en el estudio de investigación general a menos que nos diga que cancelemos también su permiso general.

	
	

	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.

	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
	Certificado de confidencialidad

	
	

	We have a Certificate of Confidentiality from [insert name of federal agency] for this research.  The Certificate means we cannot be forced to give out information about you, unless you say it is okay, even if we are asked to by a court of law.  It’s not likely that someone would ask us to give out your information but this Certificate helps protect it.  Even with the Certificate, your information could still be given out in the situations described above in the “What about my confidentiality and privacy?” portion of this form and in these additional situations:
	Tenemos un Certificado de confidencialidad de [insert name of federal agency] para esta investigación. El certificado significa que no podemos vernos obligados a divulgar información sobre usted, a menos que usted diga que está bien, incluso si un tribunal judicial nos la pide. No es probable que alguien nos pida revelar su información, pero este certificado ayuda a protegerla. Incluso con el certificado, su información podría ser distribuida en las situaciones descritas anteriormente en la parte de este formulario “¿Qué sucede con la confidencialidad y la privacidad?” y en estas situaciones adicionales:

	· For your medical care;
	· Para su atención médica.

	· For other research if allowed by federal regulations;
	· Para otra investigación si lo permiten las normativas federales.

	· If the funder of the research needs the information;
	· Si el financiador de la investigación necesita la información.

	· You or a family member could share information about you or your part in this research.
	· Usted o un familiar podrían compartir información sobre usted o su participación en este estudio de investigación.

	
	

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

	
	

	Will it cost money to be in the study? 
	¿Me costará dinero participar en el estudio? 

	If there are no costs to study participation and it is unnecessary to call this out (e.g., the study does not involve procedures that the participant would think cost money), you can remove this section.

	If there are no costs to study participation and it is unnecessary to call this out (e.g., the study does not involve procedures that the participant would think cost money), you can remove this section.


	For all research studies, you must describe any additional costs to the participant or their insurance that may result from participation in the study.  To accomplish this, choose the language below that is most appropriate to your study.  Inclusion of one of these statements is required.
	For all research studies, you must describe any additional costs to the participant or their insurance that may result from participation in the study.  To accomplish this, choose the language below that is most appropriate to your study.  Inclusion of one of these statements is required.

	
	

	1) For a study in which there are no costs to the participant that may result from involvement in the study (unless it meets the criteria in #3 of this section), use the following language: 
	1) For a study in which there are no costs to the participant that may result from involvement in the study (unless it meets the criteria in #3 of this section), use the following language: 

	
	

	If you take part in this study, there will be no cost to you and no cost to your insurance company for the research procedures.
	No habrá costos para usted o su compañía de seguros por los procedimientos de la investigación si participa en este estudio.

	
	

	1) For a study in which there are costs to the participant that may result from participation in the study (unless it meets the criteria in #3 of this section), use the following language:
	1) For a study in which there are costs to the participant that may result from participation in the study (unless it meets the criteria in #3 of this section), use the following language:

	
	

	If you take part in this study, you or your insurance company may be charged for:  Describe the services that the participant or their insurance provider may be charged for as a result of study participation.  Some information from the Clinical Trial section below may be appropriate.
	Si participa en este estudio, es posible que se les cargue a usted o a su compañía de seguros por: Describe the services that the participant or their insurance provider may be charged for as a result of study participation.  Some information from the Clinical Trial section below may be appropriate.

	
	

	1) For a study that involves research services and medical services:  
	1) For a study that involves research services and medical services:  

	
	

	This study is a clinical trial that involves two types of services. Some services are related to the research. Other services are related to your usual medical care.
	Este estudio es un ensayo clínico que implica dos tipos de servicios. Algunos servicios están relacionados con la investigación. Otros servicios están relacionados con su atención médica habitual.

	
	

	Services related to the research are done only for the purpose of the study. These include: 
	Los servicios relacionados con la investigación se realizan solo para los fines del estudio. Estos incluyen: 

	Clearly identify these services by referencing when they take place (e.g., 1st visit).
	Clearly identify these services by referencing when they take place (e.g., 1st visit).

	· Research Service
	· Research Service

	· Research Service
	· Research Service

	
	

	Choose the appropriate statement below about who will be charged for these research services.
	Choose the appropriate statement below about who will be charged for these research services.

	
	

	There will be no cost to you and no cost to your insurance company for these research services. 
	No habrá ningún costo para usted ni para su compañía de seguros por estos servicios de investigación. 

	or
	or

	You or your insurance company may be charged for these research services.
	Estos servicios de investigación se les podrían cobrar a usted o a su compañía de seguros.

	
	

	Include an explicit statement about who is financially responsible for the experimental components of the study (drug, administration of drug, device, implantation of device).
	Include an explicit statement about who is financially responsible for the experimental components of the study (drug, administration of drug, device, implantation of device).

	
	

	Services related to your usual medical care are part of your routine care. You or your insurance company will be charged for these services. If you join the study, costs to you will include your usual insurance deductibles and co-payments. All of your insurance company’s usual rules would apply.
	Los servicios relacionados con su atención médica habitual son parte de su atención de rutina. Estos servicios se les podrían cobrar a usted o a su compañía de seguros. Si participa en el estudio, sus costos incluirán los deducibles y copagos habituales de su seguro. Se aplicarán todas las normas habituales de su compañía de seguros.

	
	

	When applicable, include a statement about when pre-approval will be required from insurance companies (likely for inpatient stays, surgery, devices, and any other high-cost items).

	When applicable, include a statement about when pre-approval will be required from insurance companies (likely for inpatient stays, surgery, devices, and any other high-cost items).


	What if you are injured?
	¿Qué pasa si sufre alguna lesión?

	One of the statements below is required.  Select the appropriate required phrase based on your study. 	
	One of the statements below is required.  Select the appropriate required phrase based on your study. 	

	
	

	1) For all minimal risk (see HRP-001 for definition) studies, please use the following language:
	1) For all minimal risk (see HRP-001 for definition) studies, please use the following language:

	
	

	If you think you have been harmed from this study, please contact the Principal Researcher. Contact information is listed at the end of this form.
	Si cree que ha sufrido algún daño derivado de este estudio, póngase en contacto con el investigador principal. La información de contacto aparece al final de este formulario.

	
	

	1) For greater than minimal risk studies that do not provide the potential for direct benefit and do not have an industry sponsor:
	1) For greater than minimal risk studies that do not provide the potential for direct benefit and do not have an industry sponsor:

	
	

	If you are injured as a direct result of this research study, Seattle Children's Hospital would provide treatment or refer you for treatment if needed.
	Si sufre alguna lesión como resultado directo de este estudio de investigación, Seattle Children’s Hospital podría proporcionarle tratamiento o lo derivaría para recibir tratamiento si es necesario.

	
	

	You would NOT need to pay for this treatment and neither would your insurance company. This is the only compensation offered for study-related injuries. It is important that you tell the Principal Researcher if you think that you have been injured as a result of taking part in this study. Contact information is listed at the end of this form.
	Usted NO tendría que pagar este tratamiento ni tampoco su compañía de seguros. Esta es la única compensación que se ofrece por lesiones relacionadas con el estudio. Es importante que informe al investigador principal si cree que ha sufrido alguna lesión como resultado de su participación en este estudio. La información de contacto aparece al final de este formulario.

	
	

	1) For studies where families or third party payers are responsible (usually when the study offers the prospect of direct benefit):
	1) For studies where families or third party payers are responsible (usually when the study offers the prospect of direct benefit):

	
	

	If you are injured as a direct result of this research study, Seattle Children's Hospital would provide treatment or refer you for treatment if needed. No funds have been set aside for this treatment. You or your insurance company would be billed for the treatment.
	Si sufre alguna lesión como resultado directo de este estudio de investigación, Seattle Children’s Hospital podría proporcionarle tratamiento o lo derivaría para recibir tratamiento si es necesario. No se han reservado fondos para este tratamiento. Se les podría facturar a usted o su compañía de seguros por el pago del tratamiento.

	
	

	It is important that you tell the Principal Researcher if you think that you have been injured as a result of taking part in this study. Contact information is listed at the end of this form.
	Es importante que informe al investigador principal si cree que ha sufrido alguna lesión como resultado de su participación en este estudio. La información de contacto aparece al final de este formulario.

	
	

	1) For industry-sponsored studies involving Category B devices:
	1) For industry-sponsored studies involving Category B devices:

	
	

	If you are injured as a direct result of this research study, Seattle Children's Hospital would provide treatment or refer you for treatment if needed.
	Si sufre alguna lesión como resultado directo de este estudio de investigación, Seattle Children’s Hospital podría proporcionarle tratamiento o lo derivaría para recibir tratamiento si es necesario.

	
	

	You or your insurance company MAY need to pay for this treatment. Neither you nor your insurance company would need to pay for the cost of treatment needed if the study device failed or malfunctioned. This is the only compensation offered for study-related injuries. It is important that you tell the Principal Researcher if you think that you have been injured as a result of taking part in this study. Contact information is listed at the end of this form.
	Usted o su compañía de seguros PODRÍAN tener que pagar este tratamiento. Ni usted ni su compañía de seguros tendrían que pagar el costo del tratamiento necesario si el dispositivo del estudio fallara o funcionara mal. Esta es la única compensación que se ofrece por lesiones relacionadas con el estudio. Es importante que informe al investigador principal si cree que ha sufrido alguna lesión como resultado de su participación en este estudio. La información de contacto aparece al final de este formulario.

	
	

	5) For all other industry-sponsored studies:
	5) For all other industry-sponsored studies:

	
	

	If you are injured as a direct result of this research study, Seattle Children's Hospital would provide treatment or refer you for treatment if needed.
	Si sufre alguna lesión como resultado directo de este estudio de investigación, Seattle Children’s Hospital podría proporcionarle tratamiento o lo derivaría para recibir tratamiento si es necesario.

	
	

	You would NOT need to pay for this treatment and neither would your insurance company. This is the only compensation offered for study-related injuries. It is important that you tell the Principal Researcher if you think that you have been injured as a result of taking part in this study. Contact information is listed at the end of this form.
	Usted NO tendría que pagar este tratamiento ni tampoco su compañía de seguros. Esta es la única compensación que se ofrece por lesiones relacionadas con el estudio. Es importante que informe al investigador principal si cree que ha sufrido alguna lesión como resultado de su participación en este estudio. La información de contacto aparece al final de este formulario.

	
	

	Would you be paid this study? 
If participants will not be paid and it is unnecessary to call this out, you can remove this section.
	¿Se le pagará por participar en este estudio? 
If participants will not be paid and it is unnecessary to call this out, you can remove this section.

	
	

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

		
		

	If reimbursement is involved: The study will reimburse you for out-of-pocket costs.  This would include: 
	If reimbursement is involved: The study will reimburse you for out-of-pocket costs.  This would include: 

	· Transportation costs to the hospital or clinic for study tests and visits. 
	· Transportation costs to the hospital or clinic for study tests and visits. 

	· Cost of meals during the time of your study visits.
	· Cost of meals during the time of your study visits.

	· Cost of child care during the time of your study visits. 
	· Cost of child care during the time of your study visits. 

	
	

	Important:  You will need to give us receipts that clearly show your costs. 
	Important:  You will need to give us receipts that clearly show your costs. 

	
	

	If payment is involved:  
	If payment is involved:  

	· If the parent/LAR will be the one receiving the payment on behalf of their child, make sure to update the language accordingly.
	· If the parent/LAR will be the one receiving the payment on behalf of their child, make sure to update the language accordingly.

	· 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.
	· 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.

	· 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 participant has received payment.  
	· 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 participant has received payment.  

	· If you are doing work with Department of Defense Research or prisoners, please see the HRP-502F for more language to be added here.
	· If you are doing work with Department of Defense Research or prisoners, please see the HRP-502F for more language to be added here.

	· Include the following information:
	· Include the following information:

	· The amount of payment that will be given,
	· The amount of payment that will be given,

	· The method for providing payment (ClinCard/check/egift card),
	· The method for providing payment (ClinCard/check/egift card),

	· When the payment will be given
	· When the payment will be given

	· The anticipated prorated payment (if any).  
	· The anticipated prorated payment (if any).  

	
	

	If providing ClinCards (Revise as needed. If participants would be charged to replace a lost ClinCard, they must be informed in this section):
	If providing ClinCards (Revise as needed. If participants would be charged to replace a lost ClinCard, they must be informed in this section):

	To thank you for taking part in the study we will give you $X after each study visit you complete.  You will receive the payment on a reloadable debit/gift card called a ClinCard.  The study staff will provide you with additional information about how the ClinCard works. Costs for replacing a lost or stolen ClinCard will be your responsibility. The cost to replace the ClinCard is $7.

If you are providing other forms of payment, use this language (disclose any know fees/charges):
	To thank you for taking part in the study we will give you $X after each study visit you complete.  You will receive the payment on a reloadable debit/gift card called a ClinCard.  The study staff will provide you with additional information about how the ClinCard works. Costs for replacing a lost or stolen ClinCard will be your responsibility. The cost to replace the ClinCard is $7.

If you are providing other forms of payment, use this language (disclose any know fees/charges):

	
	

	To thank you for taking part in the study we will give you $X in the form of a NAME gift card or OTHER.

	To thank you for taking part in the study we will give you $X in the form of a NAME gift card or OTHER.


	If you take part in this study, we will ask you to provide your name, mailing address, and social security number so we can pay you. Information about you, including your name, mailing address, and social security number, may be shared with an external vendor to facilitate payment. If you’re not using an external vendor to facilitate payment, you can remove the preceding statement. If you think during the life of the study you will ever use an external vendor to facilitate payment, you should leave the statement in the form.  

The payments you receive for being in this study may be taxable. Seattle Children’s is required to report to the IRS study payments totaling $600 or more made to anyone in any one year.
	Si participa en este estudio, le pediremos que nos proporcione su nombre, dirección postal y número de seguro social para que podamos pagarle. La información sobre usted, incluido su nombre, dirección postal y número de seguro social, puede compartirse con un proveedor externo para facilitar el pago. If you’re not using an external vendor to facilitate payment, you can remove the preceding statement. If you think during the life of the study you will ever use an external vendor to facilitate payment, you should leave the statement in the form.  

Los pagos que reciba por participar en este estudio podrían estar sujetos a impuestos. Seattle Children’s está obligado a reportar al IRS sobre los pagos de estudios por un total de 600 USD o más realizados a cualquier persona en un año.

	
	

	If all or some participants will be Seattle Children’s employees include: Payments made to Seattle Children’s employees for study participation must be paid via the individual’s paycheck and will be taxed. You will be asked to provide your employee ID so the payment can be made. Your employee ID is only used for payment purposes.  
	If all or some participants will be Seattle Children’s employees include: Los pagos realizados a los empleados de Seattle Children’s por la participación en el estudio deben pagarse mediante la nómina de la persona y serán gravables. Se le pedirá que proporcione su ID de empleado para que se pueda realizar el pago. Su ID de empleado solo se utiliza con fines de pago.  

	
	

	You can be in this study even if you do not give us your information, but you would not receive payment.

	Puede participar en este estudio incluso si no nos proporciona su información, pero no recibiría ningún pago.


	Note: Name, mailing address, and social security number must be collected for those who receive the payment.
	Note: Name, mailing address, and social security number must be collected for those who receive the payment.

	
	

	Incentives paid to participants who are Seattle Children’s employees are tracked for IRS requirements via payroll.  If the study involves ONLY payments to employees, then name, mailing address, and social security number do not need to be collected for payment purposes (the applicable language can be removed from above if this is the case).  
	Incentives paid to participants who are Seattle Children’s employees are tracked for IRS requirements via payroll.  If the study involves ONLY payments to employees, then name, mailing address, and social security number do not need to be collected for payment purposes (the applicable language can be removed from above if this is the case).  

	
	

	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 receive an exception, revise the above purple text language as appropriate. 
	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 receive an exception, revise the above purple text language as appropriate. 

	
	

	If there is potential for product development/commercialization from the research:
	If there is potential for product development/commercialization from the research:

	Your information and samples (both identifiable and de-identified) may be used to create products or to deliver services, including some that may be sold and/or make money for others.  If this happens, there are no plans to tell you, or to pay you, or to give any compensation to you or your family. Revise if you have a plan to inform/pay/compensate subjects.
	Your information and samples (both identifiable and de-identified) may be used to create products or to deliver services, including some that may be sold and/or make money for others.  If this happens, there are no plans to tell you, or to pay you, or to give any compensation to you or your family. Revise if you have a plan to inform/pay/compensate subjects.

	
	

	If you join the study, can you stop, or can you be removed?
	Si participa en el estudio, ¿puede dejarlo o ser retirado de él?

	This section can be removed if the study is (1) non-FDA regulated, (2) there are no specific steps needed for the participant to discontinue participation, (3) there are no consequences if the participant withdraws, (4) there is no plan for participants to be removed from the study by the research team, and (5) it is unnecessary to call out any the information related to participant withdrawal or removal from the study.

If you join the study, you can decide to stop at any time 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       so you leave the study in a safe way.  Contact information is listed on the last page of this form.
	This section can be removed if the study is (1) non-FDA regulated, (2) there are no specific steps needed for the participant to discontinue participation, (3) there are no consequences if the participant withdraws, (4) there is no plan for participants to be removed from the study by the research team, and (5) it is unnecessary to call out any the information related to participant withdrawal or removal from the study.

If you join the study, you can decide to stop at any time 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       so you leave the study in a safe way.  Contact information is listed on the last page of this form.

	
	

	For research that is FDA regulated, see more information about how to handle participant withdrawals in the Investigator Manual.  For research that is not FDA-regulated, describe here what will happen to data collected to the point of withdrawal. Describe whether participants will be asked to explain the extent of their withdrawal and whether they will be asked for permission to collect data through interaction or collection of private identifiable information. For example, a participant may wish to withdraw from the experimental procedure because of unacceptable side effects but may agree to undergo follow-up procedures and data collection.
	For research that is FDA regulated, see more information about how to handle participant withdrawals in the Investigator Manual.  For research that is not FDA-regulated, describe here what will happen to data collected to the point of withdrawal. Describe whether participants will be asked to explain the extent of their withdrawal and whether they will be asked for permission to collect data through interaction or collection of private identifiable information. For example, a participant may wish to withdraw from the experimental procedure because of unacceptable side effects but may agree to undergo follow-up procedures and data collection.

	
	

	The research study doctor could also decide to take you out of this study.  Insert possible reasons why this might happen.  For example: This might happen if we find out that it is not safe for you to stay in the study.  Or it might happen if you cannot come to enough of the study visits.  If we ask you to leave the study, we would always explain why and whether there are any steps we need to take to move you off the study and onto another form of treatment.
	The research study doctor could also decide to take you out of this study.  Insert possible reasons why this might happen.  For example: This might happen if we find out that it is not safe for you to stay in the study.  Or it might happen if you cannot come to enough of the study visits.  If we ask you to leave the study, we would always explain why and whether there are any steps we need to take to move you off the study and onto another form of treatment.

	
	

	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.
	Si decide dejar el estudio, ello no afectará su atención médica en Seattle Children’s. No perderá ningún beneficio ni habrá sanciones si decide dejar el estudio.

	
	

	If the research study is FDA regulated, then include the statement below.
	If the research study is FDA regulated, then include the statement below.

	If you decide to stop participation in the study, the data collected until the time you withdraw will remain part of the study database and may not be removed.  In addition, we may ask you if you want to provide further data collection from routine medical care.
	Si decide retirarse del estudio, los datos recopilados hasta el momento de su retirada seguirán formando parte de la base de datos del estudio y no podrán eliminarse. Además, podríamos preguntarle si desea proporcionar más datos de recolección de la atención médica habitual.

	
	

	Who do you contact if you have problems, questions or want more information? 
	¿Con quién me pongo en contacto si tengo problemas, preguntas o deseo más información? 

	
	

	If you have general study questions, please contact a member of the research team (listed at the end of this form). You can also contact the research team if you have concerns or complaints related to the study.
	If you have general study questions, please contact a member of the research team (listed at the end of this form). You can also contact the research team if you have concerns or complaints related to the study.

	
	

	This study has been reviewed and approved by an Institutional Review Board (IRB). The IRB is responsible for ensuring research is done in a way that meets legal and ethical standards, so that participants are protected. You can contact the IRB at (206) 987-7804 or at irb@seattlechildrens.org if you have questions about your rights as a participant in the study, if you have concerns or complaints about the study, or if you would like to contact someone outside the research team.
	Una Junta de revisión institucional (Institutional Review Board, IRB) revisó y aprobó este estudio. La IRB es responsable de garantizar que la investigación se realice de forma que cumpla con los estándares legales y éticos, de modo que se proteja a los participantes. Puede ponerse en contacto con la IRB llamando al (206) 987-7804 o en irb@seattlechildrens.org si tiene preguntas sobre sus derechos como participante en el estudio, si tiene dudas o quejas sobre el estudio o si desea ponerse en contacto con alguien fuera del equipo de investigación.

		
		

	If your clinical trial falls within certain parameters and requires registration at clinical trials.gov the text box below is required and must be included in the consent form:
	If your clinical trial falls within certain parameters and requires registration at clinical trials.gov the text box below is required and must be included in the consent form:

	More Information:
A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law. This website will not include information that can identify you. At most, the website will include a summary of the results. You can search this website at any time.

	Más información:
Encontrará una descripción de este ensayo clínico en http://www.ClinicalTrials.gov, tal y como exigen las leyes estadounidenses. Este sitio web no incluirá información que pueda identificarlo. A lo sumo, el sitio web incluirá un resumen de los resultados. Puede consultar este sitio web en cualquier momento.


	What would your agreement to be in the study mean?
	¿Qué significaría su aceptación para participar en el estudio?

	
	

	Your agreement means:
	Your agreement means:

	· The research study was explained to you.
	· The research study was explained to you.

	· You agree to take part in the research study.  
	· You agree to take part in the research study.  

	· 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 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 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. 
	· 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 agreeing to be in the study, 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.
	· By agreeing to be in the study, 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]
	[Choose appropriate bulleted statement(s) below]

	· If the person reading this form is a parent/LAR, you are a legal decision maker for the child participating in the study and agree to have your child take part in this research study. 
	· Si la persona que lee este formulario es un padre/una madre/un representante legal, usted puede tomar decisiones legales en nombre del menor que participa en el estudio y acepta que su hijo participe en este estudio de investigación. 

	· [bookmark: _Hlk535235752](Note:  Keep this bullet if PHI is used in the study.  If no PHI is used, delete this bullet) You permit the creation, use, and sharing of your and/or your child’s health information for the purposes of this research study as described in the “What about confidentiality and privacy?” section above.
	· (Note:  Keep this bullet if PHI is used in the study.  If no PHI is used, delete this bullet) Usted permite que se cree, se use y se comparta su información de salud o la de su hijo para los propósitos de este estudio de investigación, como se describe en la sección anterior “¿Qué pasa con la confidencialidad y la privacidad?” .

	
	

	Please Note: If the person taking part in this research study is a foster child or a ward of the state, then please tell the researcher or their staff. 
	Tenga en cuenta: Si la persona que participa en este estudio de investigación es un menor de acogida o está bajo la tutela del Estado, informe al investigador o a su personal. 

	
	

	For study team use only (fill out for any enrolled minors):
	Para el uso exclusivo del personal del estudio (completar para los menores inscritos):




	Assent
Asentimiento
	· Obtained
· Obtenido
· Not obtained because the capability of the participant is so limited that the participant cannot reasonably be consulted, or a waiver of assent was approved by the IRB.
· No obtenido porque la capacidad del participante es tan limitada que no se puede consultar de forma razonable al participante, o la IRB aprobó una exención del asentimiento.




	Original form to:
	Original form to:

	Research Team File
	Research Team File

	
	

	Copies to:  
	Copies to:  

	Participant
	Participant

	Parents/LARs (if applicable)
	Parents/LARs (if applicable)

	Medical Records (if applicable)
	Medical Records (if applicable)

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	














	















	
	

	
	

	
	

	CONTACT INFORMATION
	INFORMACIÓN DE CONTACTO

	Principal Researcher:      
	Investigador principal:      

	E-Mail Address:      
	E-Mail Address:      

	Telephone Number:      
	Telephone Number:      

	Pager:      
	Pager:      

	Mailing Address:         
	Mailing Address:         

	
	

	· List the Principal Researcher and their contact information (as appropriate).  
	· List the Principal Researcher and their contact information (as appropriate).  

	· 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.
	· 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.
	· 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.

	· Emergency Contact:  Include a 24-hour emergency number if participants may experience adverse events as a result of the research activities.  Indicate who families should contact, e.g., principal researcher, on-call specialist etc.  If researchers are named as first contact, include back up for when researchers cannot be reached right away.
	· Emergency Contact:  Include a 24-hour emergency number if participants may experience adverse events as a result of the research activities.  Indicate who families should contact, e.g., principal researcher, on-call specialist etc.  If researchers are named as first contact, include back up for when researchers cannot be reached right away.

	· Include Clinical Research Center (CRC) phone number IF APPLICABLE.
	· Include Clinical Research Center (CRC) phone number IF APPLICABLE.

	
	

	The Research Team:
	The Research Team:




	Name/Degree
Name/Degree
	Phone Number
Phone Number
	E-mail
E-mail

	     
     
	     
     
	     
     

	     
     
	     
     
	     
     

	     
     
	     
     
	     
     






	Clinical Research Center: (206) 987-3897 [if applicable]
Clinical Research Center: (206) 987-3897 [if applicable]






	24-hour Emergency Contact Number(s):      
24-hour Emergency Contact Number(s):      
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