

STUDY CONSENT FORM




A Phase I Dose-Escalation Trial of High-Dose-Rate Half-Body Radiotherapy in Combination with CHOP Chemotherapy for Dogs with Multicentric Lymphoma
Purpose of the Study
You are being asked to consider enrolling your dog in a research study at UW Veterinary Care. Your dog will receive the current standard-of-care CHOP chemotherapy protocol for multicentric lymphoma. The research portion of this study is the addition of half-body radiation therapy during the second half of chemotherapy.
Half-body radiation therapy has shown promising results in previous studies. However, the TomoTherapy system at UW Veterinary Care delivers radiation at a higher dose rate than has previously been evaluated for this treatment. The purpose of this Phase I clinical trial is to determine the safest radiation dose that can be administered in combination with standard chemotherapy using this system.
Voluntary Participation
Participation is entirely voluntary. Choosing not to enroll your dog will not affect your relationship with UW Veterinary Care, the University of Wisconsin-Madison School of Veterinary Medicine, or your referring veterinarian. If you choose not to participate, standard treatment options remain available.
Eligibility
To participate, your dog must have cytologically or histologically confirmed large-cell multicentric lymphoma (Stage III or higher) and meet all study eligibility criteria. Dogs with significant concurrent illnesses that could increase treatment risk or interfere with interpretation of the study may not be eligible.
Study Procedures
Enrollment in the study occurs during week 9 of the CHOP chemotherapy protocol. Your dog will continue to receive the standard CHOP chemotherapy protocol. Radiation therapy will be added during the second half of treatment after week 10. Radiation will be delivered to the cranial half of the body during week 11 and to the caudal half during week 15. Each radiation course consists of one treatment per day for two consecutive days.
Radiation treatments will be performed using the TomoTherapy radiation delivery system at UW Veterinary Care. General anesthesia is required for each radiation treatment to ensure accurate positioning.
Study-related laboratory testing includes two complete blood counts, two serum chemistry panels, and two urinalyses. Additional blood work, imaging, or other diagnostic testing may be recommended if medically indicated.
Following completion of treatment, monthly follow-up examinations are recommended to monitor your dog's lymphoma and any delayed effects of treatment. Follow-up evaluations may be performed at UW Veterinary Care, by your primary veterinarian, or by another veterinary oncologist.
What Does Phase I Dose Escalation Mean?
This is a Phase I dose-escalation study. The purpose is to identify the safest radiation dose that can be administered together with chemotherapy. Dogs enrolled early in the study will receive lower radiation doses. If those doses are well tolerated, subsequent groups of dogs may receive gradually higher doses according to the study protocol. Safety information from each group of dogs will be carefully reviewed before any dose increase occurs. If unacceptable side effects are observed, dose escalation will stop and the study may be modified or discontinued.
Potential Benefits
The addition of radiation therapy may improve lymphoma control; however, this benefit cannot be guaranteed. Information learned from this study may help improve treatment for future dogs with lymphoma.
Potential Risks
CHOP chemotherapy is generally well tolerated by most dogs. Possible side effects include decreased white blood cell counts, vomiting, diarrhea, decreased appetite, and hair loss in breeds with continuously growing hair coats. Approximately 10% of dogs experience these side effects, which are usually managed with supportive medications. Rarely, hospitalization (less than 5%) or death (approximately 1%) may occur.
Potential side effects of radiation therapy include vomiting, diarrhea, lethargy, decreased appetite, hair loss, decreased blood cell counts, and changes in behavior or mentation. Serious radiation-related complications requiring hospitalization or resulting in death are expected to be uncommon.
Radiation therapy may temporarily increase the sensitivity of normal tissues to chemotherapy. As a result, dogs receiving both treatments may experience chemotherapy-related side effects more frequently or more severely than dogs receiving chemotherapy alone.
Because this is a Phase I clinical trial, there may be side effects that are currently unknown or that occur more frequently than expected.
Alternatives
Participation in this study is not required. Alternative treatment options include standard CHOP chemotherapy without radiation therapy, other chemotherapy protocols, palliative treatment, or no treatment, depending on your dog's condition and your preferences.
Financial Considerations
	Covered by the Study
	Owner Responsibility

	• Radiation treatments
• General anesthesia for radiation
• Boarding associated with radiation (if needed)
• Two CBCs
• Two chemistry panels
• Two urinalyses
	• CHOP chemotherapy
• Routine follow-up visits
• Additional diagnostics or laboratory tests
• Treatment of adverse events or complications
• Any other costs not specifically listed as covered


I understand that I am responsible for costs associated with my dog's care that are not specifically covered by this study.
Withdrawal from the Study
You may withdraw your dog from the study at any time. If your dog's lymphoma progresses or the study investigators determine that continued participation is not in your dog's best interest, your dog will be removed from the study and alternative treatment options will be discussed.
Confidentiality
Information obtained during this study may be presented or published for scientific purposes. Your dog's identity and your personal identifying information will remain confidential.
Questions
If you have questions about this study, please contact Dr. Michelle Turek (Principal Investigator) or Dr. Rey Chi (Co-Investigator) at radonc@vetmed.wisc.edu or 608-263-7600.
Owner Consent
The detailed procedures of this study have been explained to be by Dr. _________________ on _______________________.  I have had the opportunity to ask questions, and all of my questions have been answered to my satisfaction. I understand the purpose of this study, the procedures involved, the potential risks and benefits, the available alternatives, and the financial responsibilities associated with participation. I understand that participation is voluntary and that I may withdraw my dog from the study at any time.

Owner/Authorized Agent: ________________________________   Date: __________
[bookmark: _GoBack]Witness: _____________________________________________   Date: _________
