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Owner Informed Consent Form 
 
Study Title for Study Participants: Inhaled IL-15 Combined with Amputation and Chemotherapy in Dogs with 
Osteosarcoma 
 

Official Title: Evaluation of Inhaled Recombinant-Human IL-15 Combined with Standard-of-Care in Dogs with 
Osteosarcoma 
 
What is a clinical trial? 
Clinical trials are research studies that evaluate new types of treatment. Clinical trials may be designed to determine 
the effectiveness and side effects of new drugs or treatments, new surgical procedures, new diagnostic procedures, or 
novel approaches to treatment (such as gene therapy or immunotherapy). UW Veterinary Care often has several 
clinical trials ongoing at the same time, so your pet may be eligible for more than one clinical trial. Your pet’s 
veterinarian and the clinical trials team will discuss standard treatment and clinical trial options with you. It is your 
decision whether or not you want your pet to participate in a 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 veterinarian for 
additional information. 
 
Why is this clinical trial being done? 
The purpose of this study is to evaluate the addition of immunotherapy with an inhaled IL-15 (an immune 
stimulatory molecule called a cytokine) to the standard treatment in patients with osteosarcoma to see if it improves 
outcome. Our group, as well as others, have found that immunotherapy with inhaled cytokines can cause large 
osteosarcoma tumors in the lungs of dogs to shrink. Because the lungs are most often the first site for these tumors to 
spread, we believe that treating earlier when fewer cells are in the lungs could improve the outcomes seen with 
chemotherapy alone. There will be about 40 dogs taking part in this study. 
 
What is the usual approach for treatment of dogs with osteosarcoma?  
We invite your pet to take part in this clinical trial because your dog has been diagnosed with osteosarcoma of 
her/his leg. Standard therapy for dogs diagnosed with osteosarcoma has long been amputation of the affected limb 
followed by chemotherapy to prevent or slow the growth and spread of cancer. With this form of treatment, survival 
times of dogs diagnosed with osteosarcoma is on average about 10 to 12 months with little improvement in survival 
occurring over the past two decades. The purpose of this study is to determine if adding inhaled IL-15 into the 
treatment protocol for dogs with osteosarcoma will be improve efficacy of current standard therapies for 
osteosarcoma in dogs. 
 
What are my other choices if my pet does not take part in this study or stops taking part in this study? 
Participation in any clinical trial is voluntary.  If you decide that you do not want your pet to participate in the study, 
your choice will not affect your pet’s future medical care. In the event that you decide not to take part in this study, 
you have other choices, including: 

• Pursuing the usual treatment approach described above 
• Taking part in a different study, if one is available 
• Other comfort care treatment options, such as palliative radiation therapy and/or 

bisphosphonates combined with oral pain medications, could be considered. Reported 

survival time for dogs treated with comfort care treatments is approximately 4 to 6 

months and only 2 months when oral medications are used alone as treatment 
• A subset of patients may also be eligible for limb-sparing procedures that could allow treatment options 

without having to perform an amputation 
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If I enroll my pet, can my pet stop taking part in this study? 
Yes. You can decide to stop at any time and it will not affect the medical care of your pet. The study veterinarian 
will tell you about new information or changes in the study that may affect your pet’s health or your willingness to 
have your pet participate in the study. 
 
Please note that the study veterinarian can remove your pet from the study: 

• If your pet’s health changes and the study is no longer in his/her best interest 
• If new information becomes available 
• If you do not follow the study protocols and rules 
• Your dog does not start carboplatin chemotherapy within three weeks of amputation 

and/or has a body weight of <25kg (55lbs) 

• The biopsy after amputation is consistent with a tumor other than osteosarcoma or 

spread of cancer to a lymph node is identified during biopsy processing 

• If the study is stopped by the sponsor, University of Wisconsin’s Institutional Animal Care and Use 
Committee (IACUC) or a regulatory agency (e.g., FDA). 

 
If you decide to remove your pet for any reason, it is important to let the study veterinarian know as soon as possible 
so that treatment can be discontinued safely. Additionally, please note that we will not remove any data that has 
already been collected from the trial database. 
 
What are the study groups?  
There is only one study group being evaluated in this study. All patients will undergo amputation, followed by 
immunotherapy with inhaled IL-15 and chemotherapy. 
 
What tests and procedures are required to determine if my pet can take part in this study? 
Before your pet begins the study, your pet will need to have the following tests and/or procedures to find out if 
he/she can be in the study: bloodwork, urinalysis, chest x-rays, and abdominal ultrasound. If a diagnosis has not been 
made, additional diagnostic tests would be required to determine a diagnosis. These tests are routinely performed 
prior to considering treatment for osteosarcoma. 
 
What tests and procedures will my pet have if my pet takes part in this study? 
If the exams, tests, and procedures show that your pet can take part in the study, and you choose to enroll 
your dog, then the following will happen as part of the study: 

• Week 1 evaluation: blood collection pre and post-amputation (up to 1 Tablespoon each) 
• Beginning within 4 days following amputation, your pet will receive inhaled IL-15 twice 

daily for 2 weeks (the first dose will be given prior to discharge and you will be 

responsible for the remainder of inhaled treatments at home) 
• Weeks 3, 6, 9 and 12 evaluation: blood work, urinalysis, and carboplatin treatment (and 

chest x-rays at week 9) 
• Weeks 1-15 there will be a small amount of additional blood at each visit (up to 1 

Tablespoon) 
• Week 15 evaluation: chest x-rays, blood work, urinalysis 
• Every 8 weeks after week 15: recheck chest x-rays 
• All dogs will have a portion of their tumor collected at the time of amputation for 

special analysis as part of the study; this will occur once the tumor has been removed 

from your dog 
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• All dogs will also have blood collected (about 1 teaspoon) for a complete blood count 

and biochemical profile and a urine sample collected at each visit that they are 

receiving carboplatin chemotherapy 
• Each of the listed visits must take place at UW Veterinary Care and are required for 

participation in the trial. 

 
How long will my pet be in this study? 
Your pet will remain in the study up to 2-years or until they develop progression or spread of osteosarcoma. We may 
continue to contact you for follow up information beyond these times, including if your dog is unable to complete 
the study. 

 
What possible benefits can I expect from my pet taking part in this study? 
Benefits of standard therapy include removal of the painful cancerous tumor in your dog’s bone and delay of spread 
of cancer by providing chemotherapy with carboplatin. The study will cover the cost of IL-15 and follow-up 
examinations and diagnostics after completion of chemotherapy. The study does not cover costs associated with 
standard treatments of amputation or chemotherapy. We cannot promise any benefits to your pet or other animals 
from your taking part in this clinical trial; however, possible benefits include improved or prolonged survival. 
 
What possible risks can I expect from my pet taking part in this study? 
In order to better understand your dog’s participation in this study, the potential clinical 

adverse events that may be associated with either progression of the tumor and/or the study 
drug are listed below.  

Cancer Progression: inappetance, pain, lameness/reluctance to walk or exercise, lethargy, 
respiratory impairment, gastrointestinal upset (vomiting, diarrhea, inappetance), evidence of 

metastatic spread of cancer cells to other parts of the body and subsequent organ failure. 

Drug toxicities (inhaled IL-15): Adverse effects are possible and the clinical scenarios of concern 
could include: respiratory distress or leakage of fluid from blood vessels into the lungs, 

vasculitis-gastrointestinal toxicity (nausea, vomiting, diarrhea, inappetance, anorexia, 

etc.), hypersensitivity (similar to an allergic reaction), mild, transient transaminitis 

(elevation in liver enzymes), hepatic dysfunction (liver insufficiency or even failure), low 

platelet counts (blood clotting cells), fever, leukocytosis (elevation in white blood cell 

count), anemia (decrease in red blood cell count), hypoglycemia (low blood sugar), 

proteinuria (protein loss in the urine), bacteremia (bacterial growth in the blood stream), 

sepsis (life threatening infection), cytokine release syndrome (severe life-threatening 

inflammation), and fatality. While none of these symptoms have been seen in over 20 dogs 

treated with inhaled IL-15, they remain possible. 

In addition to these risks, this study may affect your dog in ways that are unknown. These 

may be a minor inconvenience or may be so severe as to cause death. Any sign of illness in your dog 
should be reported to your oncologist immediately and may require return to UW Veterinary Care for 
evaluation. 

 
What happens if my pet experiences adverse event(s) because he/she took part in this study? 
If your pet experiences adverse event(s) as a result of taking part in this study and is in need of medical treatment, 
please tell your study veterinarian. The study sponsors will offer to pay for medical treatment for injury for dogs 
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during the inhaled portion (excluding those related to surgical complications of amputation) of the trial. These costs 
are only provided for care at UW Veterinary Care. The study sponsors will offer to pay for medical treatment for 
injury up to $1000. Side effects secondary to standard treatment procedures (amputation and carboplatin 
chemotherapy) will not be covered by the study. 
 
What are my responsibilities if my pet participates? 
If you wish to have your pet participate in this study, you will be responsible for bringing your dog to all required 
study appointments. You will also be responsible for performing inhaled treatments of IL-15 twice daily for two 
weeks (we will assist in training and will demonstrate this for you). 
 
What are the costs of my pet taking part in this study? 
If you allow your dog to participate in this study, you will be responsible for the cost of the initial examination with 
the UW Veterinary Care Oncology Service as well as the cost of the screening diagnostic tests, which includes a 
complete blood count (CBC), biochemical profile, urinalysis, chest x-rays, and abdominal ultrasound. You will be 
responsible for the cost of amputation and the four doses of carboplatin (as well as the associated tests, which 
includes bloodwork, urinalysis, and chest x-rays). You will also be responsible for any costs associated with 
management of side effects from the standard therapy portion of this study (amputation and carboplatin 
chemotherapy). 

The costs associated with the IL-15 phase of the trial that will be covered by the study include the IL-15 drug, all 
nebulization supplies, and all lab work between surgery and initiation of chemotherapy. After completion of 
chemotherapy, all chest x-rays and routine 8-week follow up visits will be covered by the study up until 2-years or 
until evidence of disease progression/spread. If your dog experiences adverse events related to the IL-15, a total of 
$1000 will be allotted toward coverage of required care at UW Veterinary Care. 

If your dog is determined to have another type of cancer other than osteosarcoma once the biopsy is processed after 
amputation, is determined to have spread of cancer to a lymph node that had not been previously detected on the 
staging tests or does not start carboplatin chemotherapy within three weeks after the amputation, your dog will be 
removed from the trial. In the event that this happens, your dog will be allowed to finish inhaled therapy with the IL-
15 and we may contact you for follow up information in the future. For more information about possible costs, 
please contact the investigator. 
 
What happens to the information collected for the clinical trial? 
Your privacy is very important to us. Our researchers will make every effort to protect it. All client and animal 
details, and information obtained from the study will be considered confidential and will be used for research 
purposes. We will limit the use and/or disclosure of your information or that of your pet to people who have a need 
to review this information, including the study sponsor, the drug company or funding agency supporting the study 
and/or regulatory agencies (e.g., FDA). In addition to standard electronic medical records at UW Veterinary Care, 
some of your pet’s health information, and/or information about his/her specimen, from this study may be kept in a 
central database for research. Your name or contact information will not be put in the database. We may publish the 
results of this research but we will keep your name, the name of your pet, and other identifying information 
confidential. 
 
Is there anything else I should know?  
 
Who can answer questions about this study? 
For specific questions about the study in which your pet is enrolled, concerns, complaints, or if you believe that the 
study has negatively affected your pet (e.g., an adverse event due to participating in the study), please contact the 
study veterinarian: 

• Study Veterinarians: Dr. David Vail, Dr. Ann Marie Picone, or Dr. Rachel McMahon 
• Contact Information:  For questions or reporting of a trial-related adverse event, please contact your clinical 

trials veterinarian.  
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This research has been reviewed and approved by the Institutional Animal Care and Use Committee (IACUC).  
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Please read the following and sign below: 
o I have been informed that my pet could be removed from the study before carboplatin 

treatment is initiated if biopsy after amputation is consistent with a tumor other than osteosarcoma or 
spread of cancer to a lymph node is identified during biopsy processing. 

o I have been informed of the financial responsibilities in the event my dog does not start 
carboplatin. 

o I have been informed of the possible benefits and risks associated with carboplatin 
treatment. 

o I understand that the benefits and side effects of IL-15 may not be fully understood. 
o I have been informed of the possible risks associated with surgical removal (amputation) 

of my dog’s affected limb. 
o I understand the risks of general anesthesia needed for surgery for my pet (including 

death). 
o I understand the risks of the IL-15 to my pet (including death). 
o I acknowledge that no funding will be provided for my dog’s surgical limb amputation. 
o I have been informed of the study costs provided through participation in this study. 
o I understand the need to return for all appropriate follow up care at UW Veterinary Care 

as scheduled. 
o I will contact the UW Veterinary Care Oncology Service immediately if my dog experiences 

any (even one episode) of vomiting, diarrhea, decreased appetite or lethargy. 
o I agree to return to UW Veterinary Care for evaluation if directed by my veterinary 

oncologist if my dog experiences any illness. 
o I acknowledge that in the event of acute medical complications associated with IL-15 

administration study funds will cover their management (up to $1000.00/per dog). This 

accounts for the study period only (while the IL-15 is being administered). 
o I have been informed of the possible risks associated with IL-15 exposure to people and 

pregnant woman or those who plan on becoming pregnant in the near future. 
o I understand that I retain the right to remove my dog from this study at any time, however 

if I do prior to the study’s conclusion then I forego further financial support. 
o I understand that information; case materials, photos and patient information gathered in 

this study may be used for scientific presentations and publications. 
o I have disclosed all medications my dog is receiving and I will not administer any new 

(not prescribed) medications during the course of this study (including vitamins, 

supplements, pain medications, novel NSAIDS, aspirin, etc.). 
o I understand that in the unexpected event of my pet’s death while on study a post-mortem 

examination will be required. 

By signing below I agree to permit my pet _________________________(insert name) to participate in this clinical 
study and undergo the procedures described to me above. 
 
By signing below, I have read through this informed consent document and that a signed and dated copy of the 
consent form will be given to me. 
 
 
___________________________________   ___________________________________ 
Signature of Owner      Date 
 
 
___________________________________ 
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Printed Name of Owner 
 
 
___________________________________   ___________________________________ 
Signature of Person Obtaining Consent    Date 
 
 
___________________________________ 
Printed Name of Person Obtaining Consent 
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