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Invitation to participate in laryngeal paralysis research
You are invited to participate in a clinical research study investigating how the paralyzed laryngeal muscles respond to a laryngeal pacemaker.  Your participation is voluntary, and if you prefer not to participate, the quality of your dog's care will not be affected in any way.

Purpose of the Research
The purpose of this study is to characterize the response of the paralyzed laryngeal muscles to stimulation with a commercial pacemaker in dogs with idiopathic laryngeal paralysis. The ultimate goal of this research is to determine whether use of a laryngeal pacemaker can effectively stimulate the larynx and potentially improve the quality of life in dogs with idiopathic laryngeal paralysis compared to the traditional arytenoid lateralization (tie-back) procedure. 

Expected Duration of Participation
The testing of the pacemaker will take approximately 5 minutes and will occur during the normal course of the surgical treatment (tie-back) for laryngeal paralysis.  The actual procedure involves placing the stimulator lead of the pacemaker on the laryngeal muscles and testing the response to immediately prior to placing the tie-back sutures for the procedure.  Additionally, video examinations of the larynx will be performed to assess the response to the stimulation. 

Possible Discomforts and Risks
There is minimal risk to your dog for participation in this study.  Any risk would occur during evaluation of the larynx while under anesthesia for the surgery.  The main risks being aspiration during the brief extubation period while examining the larynx for motion during the stimulation. 

Possible Benefits 
There are no direct health benefits to your dog for participating in the study; however, your dog’s participation may benefit other dogs in the future by helping us obtain a fundamental understanding of how the laryngeal muscles respond to simulation with a pacemaker. Such knowledge could lead to improved management and dynamic therapies in the future for dogs with laryngeal paralysis.





Additional consent information:

Alternative to Participation
If you chose not to participate, clinical treatment of your pet will not be affected.  Clients of dogs completing the study will be given $300 to help cover the costs of the tie-back procedure in appreciation for their participation.  

Extent of Confidentiality of Records
The data collected in the course of this research study may be used in research reports and papers published in scientific journals and presented at scientific meetings. Any such publication will not include identification of individual dogs or clients included in the study.

Compensation or Therapy for Injuries
Since participation in data collection associated with this research study is associated with risk, albeit very low, there is no commitment to provide any compensation for research-related injury or any unforeseen risk.

Voluntary Participation and Right to Withdraw
Your permission is voluntary, and you may withdraw from the study at any time.  If you decide not to participate in this study or if you stop while the study is underway, the healthcare provided for your dog will not be affected in any way.

Termination of Participation by the Principal Investigator
On review of patient information and/or data collected, it is possible that your dog may not be included in all aspects of the research study or subsequent publication(s).

Unforeseen Risks
Significant injury related to this research study is very unlikely.  However, if your dog experiences any complications, emergency/standard of care will be given, as necessary but the responsibility for any hospital charges remains with you. 

Financial Obligations
There are no financial obligations associated with participation in this research. 

Hospital Review Contact Persons
The Hospital Committee Review person for this study is Meenu Verna, who can be reached at 608-273-7900. 

Contact Persons for the Study
  	Drs. Robert Hardie and Helena Rylander.  (Phone: 608-263-7600 or Email: generalsurgery@vetmed.wisc.edu). 

Authorization to participate in the study:
I have read the information in this consent form, obtained answers to my questions, and I voluntarily agree to have my dog participate in this study.  I have received a copy of this consent form.


Signed______________________________________________________________________
	Owner or owner’s agent	Date


Signed______________________________________________________________________
	Investigator or person obtaining consent	Date
