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2015 Linden Drive, Madison, WI 53706

Name of Study:  FLASH radiotherapy Trial for Canine Osteosarcoma

What Are Clinical Trials?
Clinical trials are research studies. They are used in all specialties of medicine to evaluate new types of treatment. Clinical trials may be designed to determine the anti-cancer effects and side effects of new drugs, new surgical procedures, new radiation therapy procedures, or novel approaches to treatment (such as gene therapy or immunotherapy). UW Veterinary Care has several clinical trials underway at any one time. It is possible that your pet may be eligible for more than one ongoing clinical trial. Your pet’s oncology clinician will discuss standard treatment and clinical trial options with you. It is your decision whether or not you want your pet to participate in any clinical trial. You may discuss your pet’s participation with your family and your pet’s veterinarian. If you have any questions, please ask your pet’s oncology clinician for additional information.

Purpose and Brief Explanation of Study:
In collaboration with the UW Medical Physics Department, we are investigating the advantages of a novel radiotherapy technique called FLASH.  FLASH radiation is defined as ultra-high dose rate radiation.  This type of radiation has been shown in small animal and tissue models to spare normal tissues to a greater extent than normal radiation.

Clinical Protocol:
This FLASH trial includes 1 treatment of radiation.  Your dog will be randomized to either the FLASH experimental group or the control group (conventional radiation).  This treatment will be performed under short sedation as the treatment time is very short.  Your dog will be transported from UW Veterinary Care to the Medical Science Building on the campus of UW-Madison for this trial.  You are welcome to take your pet home each night, however we are happy to keep them as an inpatient within the veterinary hospital as well.  Time from departure and return to the vet school is estimated to be about 2 hours.

We will see your dog back 4 times.  This is outlined below within Table 1.  At 1 and 2 weeks post radiation, we will perform a physical examination and take pictures of your dogs effected limb.   At 4 weeks, we will see your pet back at UW Veterinary care for amputation.  Amputation is covered under the study and is considered standard of care for canine osteosarcoma.







Table 1: Schedule for Radiation, Follow up and Amputation
	
	Day 1
	Day 8
	Day 15
	Day 22
	Day 29

	Physical Exam
	X
	X
	X
	X
	X

	Radiation Treatment
	X
	
	
	
	

	Pictures of Limb
	X
	X
	X
	X
	X

	Pain Score
	X
	
	
	
	X

	Amputation
	
	
	
	
	X




What side effects or risks may my pet experience while participating in this clinical trial?
Your dog may experience acute side effects of radiation.  Acute side effects typically occur 1-2 weeks after radiation is completed. These side effects include the following: dry to moist desquamation of the skin, fur loss, skin ulceration or open wounds.  Side effects of radiation typically resolve 2-3 weeks after they occur. If side effects are deemed to be severe, amputation will be pursued earlier than planned within the study.  Side effects of radiation only occur at the site that is being irradiated.

Fracture of the effected limb is possible at any time in dogs diagnosed with osteosarcoma.  Radiation has the potential to increase this risk, however this increased risk typically occurs months later after radiation, so the increased risk of fracture from radiation is suspected to be low in this study.

General anesthesia and/ sedation in very rare cases can result in death. Other risks involved with anesthesia/sedation include hypotension (low blood pressure) and post-procedural sedation.

Everyone involved in your pet’s care will monitor carefully for side effects. If an adverse reaction is observed, the attending veterinarian will prescribe appropriate treatment and/or supportive care.

Your pet’s veterinarian will discuss possible side effects with you. If your pet experiences anything unusual during the clinical trial, please contact your veterinarian or the Oncology Service right away. NOTE: This study will not cover medications that are prescribed for side effects resulting from the study protocol.

Can I withdraw my pet from the clinical trial?
You may withdraw your pet from the clinical trial at any time. The veterinarian in charge may stop your dog’s participation in the clinical trial at any time if he/she believes it is in your dog’s best interest.

What financial incentives will be provided for my pet’s participation?
Radiation therapy is covered by the study.  Amputation is considered standard of care for osteosarcoma.  This procedure will be performed 1 month after the start of the study and the cost of this procedure will be covered by the study.  

What are my responsibilities during the clinical trial?
You are expected to make and keep all appointments according to the study protocol.

Questions?
Please do not hesitate to obtain additional information from your pet’s veterinarian if you do not understand something about the study or your pet’s care and treatment.




The detailed procedures of the study entitled “FLASH radiotherapy Trial for Canine Osteosarcoma” have been explained to me by:
Dr.___________________________ on ___________________
As part of this particular study, I understand the following:
· I have requested that my dog receive cancer treatment. The specific treatment has been decided upon by me after discussion of the treatment options with the oncology clinician, including the current standard of care, and I understand the relative benefits of those treatments.
· While on this study, my dog must return to UW Veterinary Care at the times designated above for evaluation.
· The oncologist will closely monitor the development of side effects. The oncology clinician will prescribe appropriate therapy to manage any side effects. I understand that I will be instructed to call the oncologist or UW Veterinary Care if I observe any described symptoms or have any other concerns. I realize it is possible my dog will experience unexpected side effects which could be mild or severe (including death).
· Dogs included in this study will have amputation of the effected limb, and the cost of this is included within the study.
· I give my permission to publish data obtained from this study for the benefit of the scientific community. I understand that my pet will not be identified individually.
· I may withdraw my dog from this study at any time without penalty.
· The veterinarian in charge may withdraw my dog from this study if he/she determines that my dog is adversely affected.

As a result of discussion with Dr. ________________________ and after reading the above, I voluntarily consent to enroll my dog into this study and will follow the instructions of the veterinarians in charge.



Signed ______________________________________ Date _______________
                   Owner or authorized agent of owner



Witnessed By: ________________________________ Date _______________
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