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	IRB # :

	
	Title:

	
	Investigator:

	
	Revision Date: 

	
	Protocol Version Date:



Guidance for using this template….
· The goal of this form is to provide a skeleton for a consent, assent (age 13 and up) and/or parental permission form for a single patient expanded access  protocol for a drug or biologic (single patient IND).
· This template is for studies approved in Click IRB between January 21, 2019, and July 16, 2026.
· This form should be consistent with your Click Smart Form and Protocol.
· The form should be written for the average person, which means it should be written at or below an 8th-grade reading level. Please avoid the use of medical terms and jargon when possible.
· The template has been written to keep the voluntary nature of the treatment at the forefront of the potential patient’s mind.  Thus using, “We would do X, Y and Z if you chose to take part.”
· The Language Resource Text (HRP-502F) contains study specific text below an 8th grade reading level.  HRP-502F is meant to be a resource for teams providing created language for common procedures or issues that arise in the research setting.  
· Please note that the gray, shaded areas should be filled in with text; when the form is printed these sections will NOT be shaded.




















General Instructions: 
· Revision dates and Protocol Version Dates are REQUIRED.  You must update the Revision dates whenever you submit consent form changes for a study modification.
· Please delete this page and the instructional text/green highlights throughout the document.
· Required text is in purple.  All other text should be edited according to the needs of your study.  Before submission, please change the purple text to black.  You can do this by selecting all the text and choosing “automatic” or “black” as the font color.
· All section headings of this template are required. Please do not delete them unless instructed to do so.
· Please ensure careful spacing in the final version.  A new section should start on a new page, if possible.  
· Fill in the Header Information; do not modify information in the footer. 
· Follow directions give throughout the form.
· Ensure that a clean IRB-stamped approved copy of the consent form is used when patients are signing to indicate consent and assent (if applicable).





PARENTAL PERMISSION FORM
CONSENT FORM: Ages 18 and up
[bookmark: Text1]ASSENT FORM:  Ages 13-     

DRUG or BIOLOGIC TREATMENT PLAN

[bookmark: Text38]Title:      

[bookmark: Text3]Investigator:      
Address:         Hint: Address is required field for withdrawal of HIPAA authorization in writing.  Do not delete.

· List Principal Researcher.  
· Optional: List all team members that are covered by Seattle Children’s IRB who are involved in presenting treatment and obtaining consent from patients.  If you list team members, you should keep the list up to date as you add and remove 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 team member).  This information is used for families to contact team members.  Be sure to include information for families to contact investigators after hours and on weekends. 
· Emergency Contact:  Include a 24-hour emergency number.  Indicate who families should contact, e.g., investigator, on-call specialist etc.  If investigators are named as first contact, include back up for when investigators cannot be reached right away.


The Team:
	Name/Degree
	Phone Number
	E-mail

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

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

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



If you have questions about your rights, you can call the Institutional Review Board at (206) 987-7804.

24 hour Emergency Contact Number(s):      

1. Investigator’s Statement: 



You have the option to take part in an expanded access treatment program, which is a special program set up by the Food and Drug Administration (FDA) to provide an investigational drug to patients who have a serious disease without the need to participate in a clinical trial.

The goals of this form are to explain your option for treatment under this program. Feel free to take notes, write questions or highlight any part of this form. 

· Instructions:  Select the participant population that applies from the list below.
· Please note that if parents alone will be reading this form the term “your child” can be used throughout the form instead of the term “you”. 

[When adult participants are anticipated include the following] 
Potential Participants 18 years and older:  This is a consent form. It provides a summary of the information the investigator will discuss with you.  If you decide that you would like to participate in this treatment, you would sign this form to confirm your decision.  If you sign this form, you will receive a signed copy of this form for your records. 

[When written assent is needed include the following] 
Potential Teen Participants:  This form also serves as an assent form.  That means that if you choose to participate in this treatment, you would sign this form to confirm your choice.  Your parent or legally authorized representative would also need to give their permission and sign this form for you to participate in the treatment.    

Parents/Legally Authorized Representatives:  You have the option of having your child or teen participate in this treatment plan. This is a parental permission form.  It provides a summary of the information the investigator will discuss with you.  If you decide that your child can participate in this treatment, you would sign this form to confirm your decision. If you sign this form, you will receive a signed copy for your records. 

The word “you” in this form refers to your child/teen.

2. What you should know about this treatment plan: 


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

3. What is being offered? 





The purpose of this form is to explain your option for treatment with a product called PRODUCT .  PRODUCT  is investigational.  This means the Food and Drug Administration (FDA) has not approved PRODUCT  for use in treating your condition.  The FDA only approves an investigational product once it has been shown to be safe and effective.

The usual way patients receive an investigational product is to participate in a research study. You either do not qualify for any research studies involving PRODUCT  or we currently do not offer a research study where you could receive PRODUCT .  

Sometimes in these situations, the FDA allows doctors to use an investigational product for treatment.  This type of use is called Expanded Access.   
4. Why do I have the option of joining this treatment? 





You have the option to take part in this treatment because you have a serious condition called  CONDITION  and there are no standard acceptable options.
5. How many people will take part in the study? 




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

5. If I agree to participate in the treatment, what would I need to do? 



Instructions
· Describe all procedures necessary to complete the treatment in chronological order – a list format is recommended.  All terms should be tailored to an 8th grade reading level.  Your description should include at minimum the route of administration or method of implantation, any other procedures/medications required to complete the use, and the resulting clinical procedures, laboratory tests, or other monitoring necessary to evaluate the effects of the use and minimize the risks.  
· See HRP502-F for examples of language that is available for this section.
· If applicable, describe how visits compare to standard of care so families understand what is extra for this treatment plan.  Include information about the frequency with which the procedures will occur.
· Visits:
· Describe the tests that will be done to monitor participants during treatment.  Be sure that families understand how the testing compares to standard of care.  If the tests are done more often than standard of care, explain this. 
· Any experimental procedures need to be described in detail and listed as experimental.  This includes information about any experimental drugs or biologics being administered.
· Include information about any hospitalizations, outpatient visits, telephone, or written follow up that will occur.
· Describe what procedures would take place for medical care regardless if they were in the treatment plan or not.
· Explain if the results of tests and procedures done in this treatment plan will be included in the child’s medical records (if applicable) 
· Treatment Visit Charts:
· See examples of Visits and Procedures charts in HRP-502F.  The use of a chart is not required but is preferred.

PRODUCT  will be used to treat you for  CONDITION .  

Explanation of Tests or Procedures:
The tests that would be done include: 
· [bookmark: Text25]     
·      
·      

Treatment Visits:
	
Visit #
	
Procedures
	
Location
[if all procedures take place at Seattle Children’s, explain where they will take place e.g.) the CRC, the Radiology Department, etc.]
	
How much time the visit will take

	
Visit 1
	Sample Examples: 
· An exam by the research doctor
· Blood tests (how much blood will be taken - use only tablespoons or teaspoons rather than ml, cc or oz) 
· Urine test
· Pregnancy test
	
	

	Visit 2
	
	
	

	Visit 3
	
	
	




Once this treatment is complete, your physician will determine what other evaluations and procedures are necessary to continue to treat your  CONDITION .  
What are my responsibilities if I take part in this treatment?
If you take part in this treatment, you will be responsible to: [Describe any responsibilities of the subject.]

6. How long would I be in the treatment?



This treatment will take  TIME .

If you participate in the treatment, you can decide to stop at anytime for any reason.  If you decide to stop the treatment, [Describe any adverse consequences.] If you decided to stop, you would need to talk with       so you do it in a safe way.

For research that is FDA regulated, see more information about how to handle participant withdrawals in the Investigator Manual.  Describe whether subjects 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 subject 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 investigator could also decide to take you out of this treatment plan.  Insert possible reasons why this might happen.  For example:  This might happen if we find out that it is not safe for you to continue with the treatment.  Or it might happen if you cannot come to enough of the treatment visits.  If we ask you to stop the treatment, we would always explain why and whether there are any steps we need to take to move you off and onto another form of treatment.

7. What are the potential harms or risks if I participate in this treatment? 



Instructions: 
· Potential Harms and Discomforts:
· This section should include all physical, psychological, financial and social risks etc. in lay terms 
· When appropriate include a statement about risk to the participant or fetus of the participant is or becomes pregnant.  See HRP-502F.
· For single patient expanded access uses of drugs or biologics, the chart below is preferred.  

There are potential harms or risks if you take part in this treatment.  The drugs you would take can cause side effects.  Some are common and some are rare.  These are described in the chart below.

Potential Harms and Discomforts: 

	
	Likely
(Likely to happen to 21-100 out of every 100 people)
	Less Likely
(Likely to happen to 5-20 out of every 100 people)
	Rare
(Likely to happen to 1-4 out of every 100 people)

	Immediate
Within 1-2 days 
	Sample Examples:
· Vomiting 
· Diarrhea
	
	

	Prompt
Within weeks 
	
	
	

	Delayed
Anytime during the study
	
	
	

	Late
Anytime after the study
	
	
	



Because this research study involves an experimental drug, we do not know all of the possible harms or risks. 

[If a Data Safety Monitoring Board is connected with the treatment include the following]
A Data Safety Monitoring Board will review the information from this treatment plan.  This board is made of a group of experts.  They are responsible for looking at how people in the treatment are doing.  If you take part, we would tell you about any new information we learn that might affect your health or your willingness to stay in the treatment.

Other Potential Harms: 
· Risk 1
· Risk 2

In addition to these risks, this research may harm you in ways that are unknown. Some of these harms could be serious.
There is a risk that your confidentiality or privacy could be breached.  This would mean that someone other the investigator or our collaborators may find out that you were in the treatment or see your medical information. However, we will take every precaution to make sure that this does not happen.

8. What are the potential benefits if I join this treatment? 



Instructions: 
· Monetary reimbursement for participation is not a benefit.

Your  CONDITION  may improve; however, there is no guarantee of this.


9. What other options do I have? 


If you choose not to be in this treatment, you can:
·  [List alternatives procedures. Describe the options that you would normally offer the 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.]
· The important risks and possible benefits of these alternatives include: [Describe the important risks and potential benefits of the alternative procedures and courses of treatment.]

Please talk to your doctor or the investigator about these options.
10. What about confidentiality and privacy? 




Instructions:
· Expanded access is considered treatment, not research.  If you are NOT collecting information for research, include the following language.
· If you ARE collecting information for research, please reach out to the IRB office about incorporating the relevant research-related HIPAA language.
· Treatment-related HIPAA questions can be directed to the Privacy Help Line at 206-987-1200, email privacy.questions@seattlechildrens.org.

If you take part, we will make every effort to keep your information confidential and will comply with all laws regarding the privacy of health information.  

Because your treatment involves the use of an investigational product we may share information about you, as well as portions of your medical record, with the federal government’s Office of Human Research Protections, the Seattle Children’s Institutional Review Board, the Food and Drug Administration and  Manufacturer .  

------------------------------------------------------------------------------------------------------------------------------------------

Note: Only use the following language if the treatment protocol (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 this treatment protocol.  If none apply, delete the whole section.  

Permission for Use or Sharing of Specific Information

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

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

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


11. Would it cost me money to participate in the treatment? 



Instructions:
· You must describe any additional costs to the patient or their insurance that may result from participation in the treatment.  

This treatment involves two types of services.  Some services are related to the treatment.  Other services are related to your usual medical care.



Services related to the treatment are done only for the purpose of the treatment. These include: 
[Clearly identify these services by referencing when they take place (e.g., 1st visit).]
· Service 1
· Service 2

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

There would be no cost to you and no cost to your insurance company for these services. 
or
You or your insurance company may be charged for these services.

[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 would be charged for these services. If you participate in the treatment, costs to you would include your usual insurance deductibles and co-payments. All of your insurance company’s usual rules would apply.

[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).]


12. What if I were injured because I participated in the treatment? 



Instructions:
· One of the statements below is required.
· Select the appropriate required phrase based on your single patient protocol. 
· See the Information Sheet “Who Pays for Research Related Injuries” for specific guidance about what language to include in this section for studies that are greater than minimal risk (45 CFR 46.405 & 46.406).  Who pays for research related injuries depends on risk, who is sponsoring the study, and whether the study provides a potential for direct benefit (e.g., treatment, diagnosis) to the participant.
	

1) For single patient expanded access uses where families or third party payers are responsible:

If you were injured as the direct result of this research study, Seattle Children's Hospital would provide treatment. We would 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.

[bookmark: Text52][bookmark: Text53]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. You can call him/her at      .

2) For all other uses:

If you were injured as the direct result of this research study, Seattle Children's Hospital would provide treatment. We would refer you for treatment if needed.

[bookmark: Text56][bookmark: Text57]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.  You can call him/her at      .

13.  Would I be paid if I participate in this treatment? 



You will not be paid to take part in this treatment.  
	
Instructions if reimbursement is involved:
You will be reimbursed for out-of-pocket costs to you or your parent/legally authorized representative.  This would include: [include all that apply and/or add as appropriate]
· Transportation costs to the hospital or clinic for treatment tests and visits. 
· Cost of meals during the time of your treatment visits.
· Cost of child care during the time of your treatment visits. 

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

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

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



Instructions:  
· This section is required.  Please fill in as appropriate.  After you add the text, change the font to black.

	 If I have questions or would like to know about …
	
 You can call …	
	
 At …

	· Emergencies
· General  questions 
· Treatment-related injuries
· Any concerns or complaints
	[bookmark: Text58][Insert Investigator’s Name]      
	[bookmark: Text34]Phone:      
[bookmark: Text35]Pager:      

	· Emergencies
· General  questions 
· Treatment-related injuries
· Any concerns or complaints
	[bookmark: Text59][Team Member]      
	
[bookmark: Text36]Phone:      
[bookmark: Text37]Pager:      


	· Your rights 
· Questions, concerns or complaints.
· Contacting someone outside of study team 
	Institutional Review Board
This is a group of scientists and community members who make sure research meet legal and ethical standards.
	
Phone: (206) 987-7804



	
Instructions: 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.


15. If I participate in the treatment, can I stop? 



[bookmark: Text60][bookmark: Text61]Yes.  Taking part in this treatment is always a choice.  If you decide to participate in the treatment, you can change your mind at any time.  We ask that you tell [List appropriate person]      .  You can contact this person by [List appropriate means of contact]       (e.g. phone number, address, etc.).

If you choose to stop the treatment, it will not affect your care at Seattle Children’s.  You will not lose any benefits or be penalized if you choose to stop the treatment.

If you decide to stop participation in the treatment, the data collected until the time you withdraw will remain part of the database and may not be removed.  In addition, we will ask you if you want to provide further data collection from routine medical care.

16. What would my signature on this form mean?





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

Please Note: If the person taking part in this treatment is a foster child or a ward of the state, then please tell the investigator or their staff. 


__________________________________________________________________________
Printed Name of Patient			

__________________________________________________________________________
Signature of Patient (required if 13 years or older)			                                                   

______________                                                      _________________

Date       	                                                            Time      		             	 
	
__________________________________________________________________________
Printed Name of Parent or Legally Authorized Representative							    

__________________________________________________________________________
Signature of Parent or Legally Authorized Representative				                                      

______________                                                      _________________

Date       	                                                            Time      		



__________________________________________________________________________
Printed Name of Parent or Legally Authorized Representative							    

__________________________________________________________________________
Signature of Parent or Legally Authorized Representative				                                      

______________                                                      _________________

Date       	                                                            Time      		

Hint: Do not delete the next 2 items in this section.

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

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

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


For study team use only (fill out for any enrolled minors and any enrolled adult patients incapable of providing consent):
	Assent
	· Obtained
· Not obtained because the capability of the subject is so limited that the patient cannot reasonably be consulted.



	17. Investigator’s Signature 


 
I have fully explained the treatment described by this form.  I have answered the patient and/or parent/legally authorized representative’s questions and will answer any future questions to the best of my ability.  I will tell the family and/or the person taking part in this treatment of any changes in the procedures or in the possible harms/possible benefits of the treatment that may affect their health or their willingness to stay in the treatment.

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

__________________________________________________________________________
Printed Name of Investigator Obtaining Parental Permission or Consent			                                       

__________________________________________________________________________
Signature of Investigator Obtaining Parental Permission or Consent			

______________                                                      _________________

Date       	                                                            Time      			              
                  
18. Interpreter Information 



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

__________________________________________________________________________
Printed Name of Interpreter during initial presentation of treatment		     	               Date	                                             

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



Original form to:
Investigator File

Copies to:  
Patient
Parents/Legally Authorized Representatives (if applicable)
Medical Records (if applicable)
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