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[bookmark: _Hlk535227843]External IRB Required Consent Form Language
For The
University of Kansas Medical Center (KUMC)

This is not a full consent template. Please use the consent template that is IRB-approved for the study as a whole to customize for KUMC. Using a Sponsor draft for site customization is not acceptable.

The items listed below indicate the areas of the External IRB approved consent that should be changed for use by KUMC investigators. This IRB pre-approved language is in black below. It needs to be inserted verbatim unless a side margin comment is included from the appropriate KUMC contact confirming either the changes to those sections or not using the boilerplate language in those sections. 

This information should be added under the specific headings indicated. Note the changes below are listed using a ‘header’ format on the consent document. Placement of our local language should be adjusted as appropriate when a Question/Answer format is used. 

Please be aware that there may be other study-specific requirements. 


NOTES: 
1. Please note that the barcode should be in the center of the page and on the top of page 1 only and it needs to be on all consents for the study. 

Wichita studies will not have the barcode above.

2. When the request for external IRB review is submitted, include a separate email from the sponsor/CRO confirming that they have accepted all site-specific changes made to the consent/s. This email also needs to be included in the submission to the external IRB.

INFORMED CONSENT FORM
	[bookmark: _Hlk535227871]Sponsor / Study Title:
 
	Sponsor Name / “Protocol Title”


	Protocol Number:

	Protocol Number


	Principal Investigator:
(Study Doctor)

	PI Full Name


	Telephone:

	913-xxx-xxxx
913-588-5000 (24 hours); ask for the [medical specialty] attending physician on call and tell the physician that you are in this research study. 
(This information will differ for Wichita studies because they do not use the same numbers used in the Kansas City area.)


	Address:
	PI Location/s




RISKS OF STUDY PROCEDURES:
When the study involves radiation, please include radiation risk language specified by the KUMC Radiation Safety Committee. The language that the committee provides should not be altered without their permission. 

PAYMENT FOR PARTICIPATION: 
[bookmark: _Hlk40860557]Payment information may vary slightly from the agreed-upon boilerplate to align with the study’s contract and budget and/or Sponsor payment information if not using a ClinCard. 

If the study involves payment, please insert the following text:

You will receive $xx for each study visit. If you complete all regularly scheduled visits, you may receive up to $xx.  If you leave the study early, you will be paid only for the visits you completed.  

If the KUMC Research Administration Office is issuing the payment, please include:
You will be given a ClinCard, which works like a debit card. After a study visit, payment will be added onto your card by computer. The money will be available within 1 business day. You can use the ClinCard at an ATM or at a store. No one at KUMC will know where you spent the money.  You will be given one card during the study. If your card is lost or stolen, please call (866) 952-3795.

The KUMC Research Administration Office will be given your name, address, social security number, and the title of this study to allow them to set you up in the ClinCard system.  

Always include the following or similar 3 sentences when subjects are being paid by KUMC (Do not include these 3 sentences if there is no payment for the study but only reimbursement):

Study payments are taxable income. A Form 1099 will be sent to you and the Internal Revenue Service if your payments are $2000 or more in a calendar year. If you do not provide a valid social security number or tax identification number, 30% of your payments will be set aside by KUMC and sent to the IRS for withholding on your behalf.  

If reimbursements are offered, the following paragraph should be included: 
Reimbursement for travel expenses may be available. [Site will insert details].  All reimbursements will need to be pre-approved by the study team. You will be asked to keep your receipts in order to receive reimbursement.  

When issued by KUMC, always include this last paragraph whether there is payment only, reimbursement only, or both:
Your personal information will be kept on a secure computer.  It will be removed from the computer after the study is over and the money on the card has been used. Your information will not be shared with other businesses.  It will be kept confidential.

COSTS ASSOCIATED WITH BEING IN THE STUDY:
For studies that involve the use of University of Kansas Health System services, please refer to the health-system approved language for the cost section listed below and select the scenario that applies to your project. Only one scenario should be used when adding this text to the sponsor’s consent. 

Scenario 1: Billing all services to study 
The study will cover all study-related items and services provided during this study.  These services include the study drug, study visits, and study related tests and procedures such as the physical exams, laboratory tests, and ECGs as listed in this consent form.  

Any other medical visits and procedures you have that are unrelated to the study will be billed to your insurance through normal hospital billing practices.  Your insurance may not cover some or all the services if you are part of a research study. Pre-Certification is not a guarantee of payment.   You may want to talk to your insurance company and review your specific benefits and coverage before deciding to participate. You will be responsible for normal co-pays, deductibles and non-covered services that are not the responsibility of the study. 

You can still be in the study even if your insurance denies coverage for your routine medical treatment or if you are uninsured. The hospital has a financial assistance program which it makes available to all patients who qualify. If you do not qualify for financial assistance, you will be responsible for all bills that are not payable by the study. The study staff will be able to provide more information to you.   

[bookmark: _Hlk91152010]Scenario 2: Billing split of Research and Patient/Insurance
The study will cover some research-related items and/or services that are provided during your participation in this study.  You and your health plan will be responsible for the routine care costs which may include: 

· Items and services that would have been provided to you even if you were not in the study
· Health care given during the study as part of your regular care
· Items or services needed to give you study drugs or devices
· Monitoring for side effects or other problems 
· Deductibles or co-pays for these items and/or services

Any other medical visits and procedures you have that are unrelated to the study will be billed to your insurance through normal hospital billing practices.  Your insurance may not cover some or all of the services if you are part of a research study. Pre-Certification is not a guarantee of payment.   You may want to talk to your insurance company and review your specific benefits and coverage before deciding to participate. You will be responsible for normal co-pays, deductibles and non-covered services that are not the responsibility of the study. 

You can still be in the study even if your insurance denies coverage for your routine medical treatment or if you are uninsured. The hospital has a financial assistance program which it makes available to all patients who qualify. If you do not qualify for financial assistance, you will be responsible for all bills that are not payable by the study. The study staff will be able to provide more information to you.   

Scenario 3:  Billing all services to Patient/Insurance 
All medical items and services that you receive as part of this study are considered routine care costs and will be billed to you or your insurance carrier. This may include the following: 

· Items and services that would have been provided to you even if you were not in the study
· Health care given during the study as part of your regular care
· Items or services needed to give you study drugs or devices
· Monitoring for side effects or other problems 
· Deductibles or co-pays for these items and/or services

Any other medical visits and procedures you have that are unrelated to the study will also be billed to you or your insurance through normal hospital billing practices.  Your insurance may not cover some or all the services if you are part of a research study. Pre-Certification is not a guarantee of payment.   You may want to talk to your insurance company and review your specific benefits and coverage before deciding to participate. You will be responsible for all co-pays, deductibles and non-covered services. 


You can still be in the study even if your insurance denies coverage for your routine medical treatment or if you are uninsured. The hospital has a financial assistance program which it makes available to all patients who qualify. If you do not qualify for financial assistance, you will be responsible for all bills that are not payable by the study. The study staff will be able to provide more information to you.  

Scenario 4:  Expanded Access / Humanitarian Use / Compassionate Care
The investigational drug [drugs/devices] will be provided by the manufacturer free of charge.  Any additional costs for administering the drug and monitoring its use are considered routine medical care and will be billed to you and your insurance carrier as well as any medical treatments you receive that are not related to the drug. Your insurance may not cover some or all of the services if you are part of a research study or taking an investigational drug outside of a clinical trial.   There is no requirement by CMS (Medicare and Medicaid) to cover services related to investigational drugs and devices outside of a clinical trial.  Pre-Certification is not a guarantee of payment, and you may want to talk to your insurance company and review your specific benefits and coverage before deciding to use this drug.  You will be responsible for normal co-pays, deductibles, and non-covered services.  

You can still receive the investigational drug even if your insurance denies coverage of the routine medical services or if you are uninsured.  The hospital has a financial assistance program which is available to all patients who qualify.  

Scenario 5:  No health system billable services, data collection, observational only
There will be no medical charges associated with this study. 

Any medical visits and procedures you have that are unrelated to the study will be billed to your insurance through normal hospital billing practices.  Your insurance may not cover some or all the services if you are part of a research study. Pre-Certification is not a guarantee of payment.   You may want to talk to your insurance company and review your specific benefits and coverage before deciding to participate. You will be responsible for normal co-pays, deductibles and non-covered services that are not the responsibility of the study. 

Additional clause for study drugs and device provided. Please customize and add to last paragraph of the cost language 

The study drug [drugs]will be supplied by the study sponsor, [The sponsor], at no cost to you while you take part in this study.  (If applicable) This does not cover the cost of preparing the (list drug name) and giving it to you, so you or your insurance company will be responsible for those applicable charges. The charge for any medications to treat side effects will be billed to [fill in].

--OR --

The study device [devices] will be supplied by the study sponsor, [The sponsor], at no cost to you while you take part in this study.  (If applicable) This does not cover the cost of implanting the [devices] and giving it to you.  You and your insurance company will be responsible for those charges. The charge for any medications to treat side effects will be billed to [fill in].  The charge to modify, replace battery, or remove the device will be billed to [fill in]. 

Additional clause for study drugs and device not provided by sponsor. Please customize and add to last paragraph of the cost language. 

The study drug [drugs] will be billed to you or your insurance plan. (If applicable) This includes the cost of preparing the [drugs] and giving it to you as well as any medications to treat side effects. 

--OR –

The study device [devices] will be billed to you or your insurance plan.  (If applicable) This includes the cost of implanting the [devices] and giving it to you as well as any medications to treat side effects.   The charge to modify, replace battery, or remove the device will be billed to [fill in].

For other studies, describe how the costs of the study will be covered and which items will be charged to the participant. 

--OR --

You will not be charged for being in this study. 

FINANCIAL DISCLOSURE 
When there is an investigator or institutional conflict of interest related to the study, include disclosure language specified by the KUMC Conflict of Interest Committee in the COI Management Plan.

COMPENSATION FOR INJURY:
If you have a serious side effect or other problem during this study, you should immediately contact the study doctor at the phone number listed on the first page of this form. If it is after 5:00 p.m., a holiday or a weekend, you should call the 24-hour phone number listed on the first page of this form and ask for the [medical specialty] attending physician on call.  Please tell the physician that you are in this research study. 

For studies that are greater than minimal risk, statements need to be included about provision for treatment of research-related injuries that have been approved in alignment with the local study contract. The Research Contracts Office may edit this language to match the contract. Two main scenarios are listed below. Please select the scenario that matches the research situation.

For studies that are greater than minimal risk, include statements about provision for treatment of research-related injuries, such as:

Scenario 1: Sponsor will pay
The sponsor of this study will pay for medical treatment at no cost if you have an injury or illness as a direct result of being in this study.  The sponsor and the investigator will decide if your injury or illness is research related.  “Research-related” means an injury directly caused by [drugs/devices] or procedures you would not have received if you didn’t join the study.  The treatment may include first aid, emergency care and follow-up care, as needed.  Payments will not be offered for other expenses (such as time off work, lost wages, childcare, etc.)  You do not give up any legal rights by signing this form.

This last paragraph should always use the following KUMC template language if the Sponsor is paying for these expenses:
For the sponsor to pay these medical expenses, they will need to know some information about you like your name, date of birth, and your *social security number. This is because the sponsor has to check if you receive Medicare, and, if you do, report the payment it makes to Medicare. The sponsor will not use this information for any other purpose.

*Please note that for Advarra IRB studies only; in the paragraph above, please replace “social security number” with “Medicare Beneficiary Identifier (MBI)”.

--OR --

Scenario 2: Sponsor will not pay 
If you have a physical injury as a result of participating in this study, treatment will be provided for you at the usual charge.  Treatment may include first aid, emergency care and follow-up care, as needed.  Claims will be submitted to your health insurance policy, your government program, or other third party.  You will be billed for the costs that are not covered by the insurance. You do not give up any legal rights by signing this form.

TESTING FOR COMMUNICABLE DISEASES FOR RESEARCH PURPOSES:
If applicable, check the language that describes testing for communicable diseases (hepatitis, HIV, tuberculosis). At minimum it should state that that positive results will be reported to state health authorities as required by law. If allowed by the sponsor, it can specifically name the Kansas Department of Health.

SPECIMENS:
For studies involving retention of biologic specimens, include the appropriate statement if it is applicable and not already covered in the external IRB approved consent template. 

The specimens collected during this study will be provided to the study sponsor. They may use them to develop a new product or medical test to be sold. The profits will belong to the sponsor. There are no plans to pay you if new products are developed.

--OR --

This study includes providing specimens to the researcher. The specimens will belong to the University of Kansas Medical Center. There are no plans to pay you if new products are developed from research on your specimens.

WHO TO CALL WITH QUESTIONS:
Contact information for the IRB of Record (External IRB) should be included on all consent forms. 
  
Sometimes the IRB of Record requests that local IRB information also be added. Please insert the following information ONLY IF the IRB of Record requests that the KUMC IRB’s contact information be added: If you have any questions about your rights as a research subject, or if you want to talk with someone who is not involved in the study, you may call the KUMC Institutional Review Board (IRB) at (913) 588- 1240. You may also write the KUMC Institutional Review Board (IRB) at Mail Stop #1032, University of Kansas Medical Center, 3901 Rainbow Blvd., Kansas City, KS 66160 or IRBhelp@kumc.edu.

CERTIFICATE OF CONFIDENTIALITY:
ONLY IF NIH has issued a Certificate of Confidentiality (CoC) for this study, please include the following three paragraphs. If the consent form already includes CoC language, replace it with the language below:

This research is covered by a Certificate of Confidentiality from the National Institutes of Health (NIH).  This protects the researchers from being forced to give out personal information about you for legal proceedings.  This does not stop you from voluntarily releasing information about yourself or your participation in this research.

One exception to the Certificate is if you agree that we can give out research information that identifies you.  Your information will be shared for the purposes listed in this consent form.  Other exceptions are information we must report if we learn about child abuse or neglect or if we think you might harm yourself or others.  

Information about your research participation may be included in your medical record.  The Certificate of Confidentiality does not prevent releases of information in your medical record for routine purposes such as treatment or billing purposes.  Any research information in your medical record might be included when copies are sent for routine purposes. 
   



HIPAA LANGUAGE:
AUTHORIZATION TO USE AND DISCLOSE INFORMATION FOR RESEARCH PURPOSES 
If the study involves the use, collection, or disclosure of Protected Health Information, then the consent form should also include a HIPAA authorization section. You may use the external IRB’s/sponsor’s HIPAA authorization, whether the HIPAA authorization is included in the main body of the consent form or presented as a stand-alone document, but the following information must be added where the HIPAA section discusses who may receive research records or be potential recipients of PHI:

Others at KUMC might need to look at your research records.  They include the KUMC Research Administration Offices, the Institutional Review Board or other committees and offices that review and monitor research studies.  

Your participation in this study and your study information may be put into the University of Kansas Health System electronic medical record and combined with your health information from your clinical care. The health system may use and share this information for other purposes described in the Notice of Privacy Practices.

You may not be able to see your records relating to the study until after the study is over and the results are known.  Any research information that is put in your medical record will be kept indefinitely.  

The following paragraph is required to be in the HIPAA section to replace the sponsor paragraph that gives instructions regarding withdrawing authorization to avoid repetition of information:

To cancel your permission, please write to [PI name]. The mailing address is [PI name], University of Kansas Medical Center, 3901 Rainbow Boulevard, Kansas City, KS 66160.  If you cancel your permission, you will be withdrawn from the study. The researchers will stop collecting any additional information about you unless they need information about a side effect of [indicate the study drug/device/treatment].  They are permitted to use and share information that was gathered before they received your cancellation.

WICHITA STUDIES will not add paragraphs to the HIPAA section. Instead, for Wichita studies only, please add the following where this section talks about who will have access to personal data:  
· KU Wichita Center for Clinical Research
· The KUMC Research Administration Offices
· The KUMC Institutional Review Board
· Other committees and offices at KUMC that review and monitor research studies

HIPAA sections on consents that are optional, sub-studies, pre-screening, study partner etc. will not add paragraphs.  Please instead add the following potential recipients of PHI to these additional consents:
· The KUMC Research Administration Offices
· The KUMC Institutional Review Board 
· Other committees and offices at KUMC that review and monitor research studies  

If the HIPAA section includes a signature line for an LAR, then please replace the term “LAR” with “Personal Representative”. DO NOT add a surrogate decision-maker section at the end of the HIPAA section.

SIGNATURE LINES:
Signature blocks created by the sponsor are typically acceptable for adult subjects and for parents of pediatric subjects. 

When the study involves adult subjects with decisional impairment, after the consent signature for participants who can consent for themselves, please replace the “LAR signature block” with the text below. (Please note that some Sponsors automatically include the use of an LAR when there is not an impaired decision-making population in the study. That is when the LAR information needs to be completely removed from the consent).

If the study plans to enroll persons with cognitive impairment, then the study team must follow Kansas Law KSA 65-4974 about the hierarchy of individuals who can give permission for study participation. The signature block must be labeled and formatted as follows:

CONSENT FOR SURROGATE DECISION-MAKERS

[bookmark: _Hlk526516188]I am being asked to approve participation in a research study for someone who is not able to make their own decision.  I will be given a signed and dated copy of this consent form.  

I understand that I may not authorize participation in this study if the individual has previously expressed wishes to the contrary, either orally or in writing.  


I am authorizing the participation of _______ _____________   in this research study.
     Print Name of Participant


I am (please initial one of the following categories):

_______   Legal guardian or Durable Power of Attorney for Healthcare Decisions
_______   Adult or emancipated minor’s spouse (unless legally separated) 
_______   Adult child
_______   Parent
                 Brother or sister (only when study includes KUMC Missouri sites) 
_______   Adult relative by blood or marriage

_______________________________      		
Print Name of Guardian/Representative                               __________________________________                               ___________________
Signature of Guardian/Representative	   			    Date


__________________________________
Print Name of Person Explaining Consent

__________________________________                              ___________________   
Signature of Person Explaining Consent	                                     Date                                                                  

If potential adult subjects may be capable of providing assent, after the Surrogate Decision-Makers’ signature block, please include an Assent section with details specific to the study.  An example is shown below:

ASSENT
I am being asked to be in a research study because I have [insert condition].  The investigator or the study team has explained the study to me and the person who is making decisions for me.  
If I join this study, I will have [XX] visits at the University of Kansas Medical Center.  I will receive a study drug [mechanism listed here; i.e. ‘through my vein’.]  I will have some medical tests and answer questions that test my memory and thinking.  Blood will be taken several times by sticking a needle in my arm, and I will have to give several urine samples.  
The person who is making decisions for me has read the consent form.  They have agreed for me to do this research study.  If I sign my name, I am saying that I want to be in the study.  I know that I don’t have to do it even if someone else has given their permission.  I know that I can stop being in this study even if I signed my name.  If I want to stop at any time, all I have to do is tell the study team.
____________________________________	
Print Subject’s Name
____________________________________		________________
Signature of Subject					Date





FOR PEDIATRIC STUDIES:
Please customize the External IRB approved Assent template. 

Please note that some WCG IRB Assent templates have been including instructions for the person who is explaining the consent, rather than the person who is signing the consent. Please move those instructions from above the signature lines for the subject/parent/guardian to be located above the signature lines for the person conducting the informed consent discussion. 

IF THERE IS A PREGNANCY CONSENT FOR THE STUDY:
If the main consent mentions that pregnancy will be followed, or the Initial study-wide External IRB approval letter lists the approval of a pregnancy document, then a KUMC customized pregnancy consent should be included in the initial submission.  Often external IRBs review generic pregnancy documents as subject facing materials rather than consent forms. KUMC customizations should be made to the provided pregnancy document. Both WCG IRB and Advarra IRB agree to review and approve the KUMC customized pregnancy document as a Pregnancy Consent form for our site.  Advarra IRB will add their IRB required elements of consent if necessary.

If the pregnancy of both a participant and a partner will be followed, then both should be included within the Pregnancy Consent. If a Sponsor approved Pregnancy document is not approved for study wide use, the Pregnancy Consent template being customized for KUMC should include the required boilerplate information, applicable study specific pregnancy information, and mention both a pregnant participant and pregnant partner when applicable.

There are ONLY three areas on a pregnancy/pregnant partner consent form, that should be customized for KUMC:
1. On page one of the Pregnancy Consent in the after- hours instructions, please replace the words “research study” with “safety monitoring activity”.  
2. The following entities need to be added to the template HIPAA authorization as potential recipients of PHI:  
· The KUMC Research Administration Offices
· The KUMC Institutional Review Board 
· Other committees and offices at KUMC that review and monitor research studies  
3. Any reference to a legally authorized representative must be removed. This includes reference to an LAR in the HIPAA section or in the consent signature line.  In the state of Kansas, a pregnant female is the only person who can make decisions about themselves and their baby.  Consent for research cannot be provided by their parent or legally authorized representative.  Therefore, the pregnant female is the only one who can sign the pregnancy or pregnant partner consent form. This is based on legal interpretation by the KUMC Office of General Council regarding the overall pregnancy law.




[bookmark: _Hlk151104157]IF THERE IS AN INVASIVE PROCEDURE INVOLVING MODERATE SEDATION OR ANESTHESIA IN THE UNIVERSITY OF KANSAS HEALTH SYSTEM SPACE for the [INVASIVE PROCEDURE]:


This addendum should be added to the main consent and paginated with the body of the main consent when invasive procedures are performed using moderate sedation or anesthesia in The University of Kansas Health System space in a particular research study. If a clinical procedure is being performed, this text should not be added to the research consent. 

The Invasive Procedure that is conducted in the Health System should be added into the title and in the text below. 


Confirmation of credentialed provider consent process

The risks and benefits for the [INVASIVE PROCEDURE] performed using moderate sedation or anesthesia described above have been explained to the participant by the credentialed provider or their designee. 
_______________________________________________________________
Print Name of Credentialed Provider or Designee



______________________________________              _______        _______
Signature of Credentialed Provider or Designee               Time              Date
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