


This document contains CHCO-specific language that should be used in consent and authorization forms for studies if Children’s Hospital Colorado is a site.  If you have questions about how to use this language, please contact ResearchStartup@childrenscolorado.org.  

CHCO-Specific Payment Language

If your study provides payments or if reimbursement of expenses are paid through funds at CHCO, the following paragraph must be added to the “Will I be paid for being in the study” section of the consent form.

You can be paid for being in this study. Children’s Hospital Colorado pays you using a debit card system. The cash value will be loaded onto a debit card when you finish certain study procedures. The Internal Revenue Service (IRS) requires that we report as income when we pay you. A research team member will ask you to provide your social security number or tax identification number to meet these IRS requirements. Without this number, we can’t pay you for being in this study.



If the study has a section for reimbursement for out-of-pocket expenses, the following sentence must be added as well:

Reimbursements are not subject to IRS regulations and will not be reported as income.


CHCO-Specific Unencrypted Study Communication Language (texting and email)

If you will be using texting or unencrypted email as a method of study communication at CHCO you are required to obtain documented consent and authorization and collect the phone number or email address directly from the participant (you may not collect the data from the EMR). To get permission and collect the number or email address to be used for study communication, add this language to the consent form along with any other optional procedures. Sections in blue should be replaced as appropriate for the study.


This study would like to give you the option of receiving [SMS text messaging and/or unencrypted emails] to send you [study information, study updates, surveys, survey links, reminders, etc.--please list] to the phone number that you have provided for this study. These [text messages and/or emails] will be sent from a study-related [phone number, ###-###-#### and/or email XXX@childrenscolorado.org]. 
[SMS text messaging and/or unencrypted email] is an unencrypted, unsecured way of communicating. There is a risk of loss of confidentiality because [text messages/unencrypted emails] are managed by third parties [please select correct one: mobile network providers/Mosio or your email provider] and they are unencrypted/unsecured. Unencrypted messages can be intercepted when sent or accidentally misdirected. Messages sent to you may be seen by others near your device when they are sent. Any information that is entered in the text messages is not part of your legal medical record, and therefore not covered by HIPAA. 
While we will always do our best to make sure messages sent to you contain as little identifying information as possible, we cannot guarantee that the messages will be confidential or secure. 
We will only contact you are the [phone number/email address] that you provided. If it changes, please contact us to avoid any messages sent to the wrong place.
[bookmark: _Hlk210210910]By providing your consent and authorization, you acknowledge that this communication tool is to be used solely for research-related purposes. Any messages received that fall outside the scope of the approved research will be permanently deleted and will not receive a response.
[if applicable]  Please check below if you would like to get SMS text messages for this study.
[Choose one:]
____ I would like to receive SMS text messages for this study.
<alternative, if number has not been provided elsewhere, >
____ I would like to receive SMS text messages for this study. 
Please use this Phone number: _________________

If you would like to stop receiving text messages for this study, you can [add instructions, such as: reply STOP to any study message that you get or you can contact the study team at (please insert a study contact email and/or phone number)].

[bookmark: _Hlk210210972][if applicable]  Please check below if you would like to get unencrypted emails for this study.
[Choose one:]
____ I would like to receive unencrypted emails for this study.
<alternative, if email has not been provided elsewhere, >
____ I would like to receive unencrypted emails for this study. 
Please use this email address: _________________

If you would like to stop receiving unencrypted emails for this study, you can [add instructions, such as: reply to an email requesting to stop receiving them or you can contact the study team at (please insert a study contact email and/or phone number)].


CHCO-Specific HIPAA Language

HIPAA Language – this CHCO-specific language should replace the default HIPAA language found in the COMIRB consent and HIPAA Authorization template when CHCO is a site for your study.


[--------------------------------------------------------Note: Beginning of HIPAA section; for this template, all optional research procedures should have been described before this section, with opt-in/opt-out initials lines.  Do not alter this institution-approved language. ------------------------------------------------------------------]

Who will see my research information?

The University of Colorado Denver (UCD) and its affiliated hospital(s) have rules to protect information about you.  Federal and state laws including the Health Insurance Portability and Accountability Act (HIPAA) also protect your privacy.   This part of the consent form tells you what information about you may be collected in this study and who might see or use it.  
The institutions involved in this study include (delete those that do not apply for this study; these bullets should list only local institutions)

· University of Colorado Denver
· University of Colorado Hospital
· Children’s Hospital Colorado (Children’s Colorado)
· Denver Health 
· National Jewish Health
· Veterans Affairs Hospital – Denver
· Other (name; use this space for other affiliated institutions only, such as Barbara Davis Center, etc.)

[Add here]:  Children’s Colorado shares a medical record system with the Barbara Davis Center and PedsConnect; therefore, it is also possible that other healthcare professionals could view your information.

We cannot do this study without your permission to see, use and give out your information.  You do not have to give us this permission.  If you do not, then you may not join this study.   
We will see, use and disclose your information only as described in this form and in our Notice of Privacy Practices; however, people outside the UCD and its affiliate hospitals may not be covered by this obligation. 

We will do everything we can to maintain the confidentiality of your personal information but confidentiality cannot be guaranteed.  

The use and disclosure of your information has no time limit.  You can cancel your permission to use and disclose your information at any time by writing to the study’s Principal Investigator (PI), at the name and address listed below.  If you do cancel your permission to use and disclose your information, your part in this study will end and no further information about you will be collected.  Your cancellation would not affect information already collected in this study. 
  
  Enter PI Name and Mailing Address

Both the research records that identify you and the consent form signed by you may be looked at by others who have a legal right to see that information, such as:   

· Federal offices such as the Food and Drug Administration (FDA) and the Office of Human Research Protections (OHRP) that protect research subjects like you. 
· People at the Colorado Multiple Institutional Review Board (COMIRB) 
· [if applicable, if COMIRB is not the IRB of record] The Institutional Review Board that is responsible for overseeing this research 
· The study doctor and the rest of the study team. 
· <insert sponsor name>, who is the company paying for this research study, and its agents who perform services in conjunction with the study. 
· Officials at the institution where the research is conducted and officials at other institutions involved in this study who are in charge of making sure that we follow all of the rules for research 
· <add any other groups or entities that are applicable; this section is only for entities that have the legal right to audit study records> 

We might talk about this research study at meetings.  We might also print the results of this research study in relevant journals.  But we will always keep the names of the research subjects, like you, private.  

You have the right to request access to your personal health information from the Investigator. If applicable - To ensure proper evaluation of test results, your access to these study results may not be allowed until after the study is completed. 


(This section is for outside disclosures of research information that you will make. Name of specific study-related person or group, external to UCD, such as the Sponsor, specific lab or Contract Research Organization (CRO). Include recipients of information for optional research procedures.  If no outside disclosures of data, delete)


The investigator (or staff acting on behalf of the investigator) will use your information for the research outlined in this consent form. They will also make all or some of the following health information about you collected in this study available to: 
· The other organizations involved in this study, including <add any other Sites involved in the research study >, and any others involved in this study who have a need for your information to accomplish the study objectives.
· <Data Coordinating Center>, who coordinates the data for this research study, and its agents who perform services in conjunction with the Study.

[bookmark: _Hlk210211069][if applicable]  Some of the research procedures involve genetic testing or the use of your genetic information.  Your genetic information [choose one: will not be released to others or    will be released to]:

Information about you that will be seen, collected, used and disclosed in this study:
(delete all that do not apply)

· Name and Demographic Information (age, sex, ethnicity, address, phone number, etc.)
· Your social security number
· Portions of your previous and current Medical Records that are relevant to this study, including but not limited to Diagnosis(es), History and Physical, laboratory or tissue studies, radiology studies, procedure results
· Research Visit and Research Test records
· Psychological and mental health tests
· Alcoholism, Alcohol or Drug abuse
· Testing for or infection with diseases reportable to the Public Health department, including but not limited to: Human Immunodeficiency Virus (HIV), hepatitis (all forms) tuberculosis, or other sexually transmitted diseases.
· Testing for sickle cell
· Tissue samples and the data with the samples. 
· Billing or financial information
· Other (please specify): _____________________________________________

What happens to Data, Tissue, Blood and Specimens that are collected in this study?
[delete types of data that do not apply, in header and in the following text]

Scientists at the University and the health systems involved in this study work to find the causes and cures of disease.  The data, tissue, blood and specimens collected from you during this study are important to this study and to future research.  If you join this study:

· The data, tissue, blood, or other specimens given by you to the investigators for this research no longer belong to you.  
· Both the investigators and any sponsor of this research may study your data, tissue, blood, or other specimens collected from you.
· If data, tissue, blood, or other specimens are in a form that identifies you, the University or the health systems involved in this study may use them for future research only with your consent or Institutional Review Board (IRB) approval.
· Any product or idea created by the researchers working on this study will not belong to you.
· There is no plan for you to receive any financial benefit from the creation, use or sale of such a product or idea. 

HIPAA Authorization for Optional Additional Study Procedures [delete the remainder of this section if there are no optional procedures in this study]

In this form, you were given the option to agree to additional, optional research procedures.  You must also give us your permission, under HIPAA rules, to use and disclose the information collected from these optional procedures, as described above.

[if applicable]  Some of these optional procedures may involve genetic testing or the use of your genetic information.  Your genetic information [choose one: will not be released to others or    will be released to]:
 
If you decline to give us permission to use and disclose your information, you cannot take part in these optional procedures, but you can still participate in the main study.  Please initial next to your choice:

_____ I give permission for my information, from the optional procedures I have agreed to above, to be used and disclosed as described in this section.

_____ I do not give permission for my information for any optional procedures to be used and disclosed; I understand that I will not participate in any optional procedures.

[--------------------------------------------------Note: end of HIPAA section---------------------------------------------------]




CHCO Preferred Signature Wording

Child’s Name: ______________________________________________	_________________
	First	Middle Initial	Last	Date of birth

	First Parent/Guardian Consent for Child’s Participation:
I consent to allow my child to participate in this study.

____________________________________________________	_____________
1st Parent/Guardian Signature	Date

Print Name: ___________________________________________	_____________
Relationship to Participant:     Mother    Father   Guardian 	Time



	Second Parent/Guardian Consent for Child’s Participation: (if available)
I consent to allow my child to participate in this study.

____________________________________________________	_____________
2nd Parent/Guardian Signature	Date

Print Name: ___________________________________________	_____________
Relationship to Participant:   Mother    Father   Guardian	Time



	Child Participant Ages 13-17 Who Can Read This Consent: 
I consent to participate in this study

____________________________________________________	_____________
Child Participant (Age 13-17) Signature	Date

Print Name: ___________________________________________	_____________
	Time



	Adult Participant (18 years of age or older) or Re-Consent for Self Participation:
I consent to participate in this study

____________________________________________________	_____________
Adult Participant Signature	Date

Print Name: ___________________________________________	_____________
	Time




	Consent form explained by
I have given this research subject (or his/her legally authorized representative, if applicable) information about this study that I believe is accurate and complete.  The subject has indicated that he or she understands the nature of the study and the risks and benefits of participating.

____________________________________________________	_____________
Signature	Date
Title:  Principal Investigator 	 Sub Investigator 	 Research Coordinator

Print Name: ___________________________________________	_____________
	Time




	Witness Signature (if applicable)

____________________________________________________	Date_____________
Witness of Signature:		Witness of consent process:	






CF-158.5 CHCO Additional Consent Language
Effective 2/10/2026
