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Place Patient Identification Sticker Here


Appointment Desk: (970) 297-5000
http://csu-cvmbs.colostate.edu/vth/

Clinical Trials: Owner Informed Consent Form
· {instructions: please complete the items in blue using non-technical, lay language (recommended 8th grade reading level or lower) 
· convert to normal black text; please remove instructions in blue;
·  please add in any information/details (such as pre-appointment instructions, housing, home-care, etc.) and remove any non-relevant sections to best fit your study needs.
·  ChatGPT  https://chat.openai.com/ can help to put things into lay language by asking it to “rewrite this at the 6th grade level “…”; however, avoid sharing sensitive/confidential information unless using a secure version.  Additional readability resources are available on the CRB website: https://www.research.colostate.edu/orcc/crb/best-practices/ }
Study Title: {Insert title here}
Purpose and Study Overview
I understand:
· This study is being done to {briefly describe purpose}.
· My pet must have a {confirmed diagnosis of {condition}/or have the following procedure {procedure} to participate in this study.
· If applicable {My animal may be placed in either a treatment group or a control group randomly / per protocol.}
· The reason for the study and what the researchers hope to learn have been explained to me.


Owner Initials: _____________


Study Procedures, Risks, and My Role

I have been told:
· What treatments, tests, and medicines my animal may get in the study. {add lay description of the procedures}
· How often my animal will need to come for visits or tests.  {add a list of expected number and length of appointments.  This can be provided as a separate study calendar}
· {if applicable} I understand that this study uses device(s), drug(s) and/or substances that are currently experimental and not approved by any United States regulatory board (i.e. the U.S. Food and Drug Administration (FDA), the U.S. Department of Agriculture (USDA), or the U.S. Environmental Protection Agency (EPA). Safety and efficacy cannot be guaranteed for experimental treatments.
· It is possible my pet will have unexpected side-effects which could be mild, moderate, or severe (including death). {Select the potential severity of side-effects in the previous statement and provide a brief description of those side effects here}  My pet will be watched closely for side effects and corrective action will be taken if needed.
· Other choices for my animal’s care, including standard treatment at CSU were discussed with me or explained to me. {include brief description}
· [bookmark: _Hlk205902573]I should follow all study instructions and call the study team if I have any questions.      {if applicable} I understand that I must return to CSU for the described recheck visits following entry into the study. {if applicable} I understand that in addition to the recheck visits, I will be required to {describe other study requirements in detail, such as administration of drugs, completion of study notebooks, etc.}.
· {if applicable} I understand that the care I am providing my pet at home may have risks to humans, other animals, or the environment {describe human user safety using lay language}. I understand what I should do to limit these risks.  
· {OPTIONAL} If my pet dies, a postmortem examination at this hospital will be necessary to explain the cause of death.

Owner Initials: _____________

Costs, Payment, and Possible Benefits
I understand:
· Which tests or treatments are covered by the study {Which elements of diagnosis and treatment will be covered by the study, List one per line}
· Which tests or treatments I will need to pay for {include owner’s financial responsibility here in detail. Include a statement regarding financial responsibilities of the owner in the case of adverse events unrelated to the study}. 
· If my animal is hurt because of the study, the study team will talk to me about care and costs. {provide details if appropriate including who will cover the cost of treatment}.
· If there is any payment, discount, or other benefit for taking part in this study.{please describe incentive}
· My animal may not get better from being in the study, but the results might help other animals in the future.
· This study will end {provide description} and any costs for treatment once off study will not be covered { if delayed adverse events will be covered, provide a description}

Owner Initials: ____________

Voluntary Participation and Leaving the Study
I understand:
· Taking part in this study is my choice. I can take my animal out of the study at any time. There will be no penalty, and this will not affect my animal’s regular care outside of the study.
· The study team can take my animal out of the study if it is best for my animal or if study instructions are not followed.
· The study staff will promptly tell me if there are new risks, changes to the study plan, or any other updates that could affect me or my animal.
· I can discuss this study with my own veterinarian and ask his/her advice. {provide limitations here if confidentiality is requested}

Owner Initials: ____________

Privacy, Use of Information, and Contacts
I understand:
· Study information, samples collected, and photos may be used for reports, talks, or future research, but names and other personal information will not be shared.
· {if applicable} I may be contacted months or even years after the end of this study to provide follow-up information.
· I understand that the funding for this study is provided by {enter funding source here}. OR { To keep information confidential while the treatment is being developed, the study sponsor has asked not to be named.}
· The study investigators have no conflicts of interest. {If there is a potential conflict: remove previous statement and insert "One or more investigators have a financial stake in this treatment. The institution has a plan to manage this possible conflict."}
· I can contact the study leader with questions about the study. CSU Study Specific contact information (example PI or study coordinator phone and e-mail)
· If I have questions about the ethical conduct of animal research at CSU, I can contact the CSU Institutional Animal Care and Use Committee (IACUC) Staff at the CSU Reporting Animal Welfare Concerns website: animalwelfare.research.colostate.edu or by email: CSU_IACUC@colostate.edu 
· .

After discussions with ______________________________, and reading the information in this consent form, I confirm that I am the legal owner/guardian of ___________________________ and I voluntarily consent to participate in this project and will follow the instructions of the veterinarians-in-charge for treatment and follow-up tests.

Signed ___________________________________________ Date ____________________ 
		Owner or authorized agent of the owner    

Witnessed By: _____________________________________ Date ____________________
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