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Protocol Number: 20410

Owner Informed Consent Form

Semen Collection at the 2019 GDCA National Specialty

Virginia Beach, Virginia

Study Title for Study Participants:   Semen Quality Study in Great Dane Males and Influence of Aging
Official Title:  Advanced measures of spermatozoal parameters to predict fertility of dogs

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). The UC Davis VMTH 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 ​​​​ determine the normal variation in semen quality among Great Danes of varying ages. There will be about 75 male Great Danes taking part in this study in 2019.  
What is the usual approach for declining canine male fertility?
We invite your pet to take part in this clinical trial because Great Danes as a breed have experienced a decline in male fertility and it is essential to determine the actual status of sperm quality in the breed.  Pets that are not in a study are usually treated by repeat breeding with lower litter size or failure to become pregnant, castration and end of breeding career.    
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

· Not having your pet treated for low fertility but instead providing comfort care to help reduce or relieve symptoms.

· Castration 
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
· If the study is stopped by the sponsor, UC Davis’ 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? 

Young, middle-aged, and senior Great Danes
What tests and procedures are required to determine if my pet can take part in this study?
For the purposes of this consent form, you need to register online through the GDCA Northeast Division Store at: www.gdca.org . Your dog needs to be otherwise in good general and reproductive health as we are interested in dogs with no breeding experience as well as dogs with any history of successful or unsuccessful matings.
What tests and procedures will my pet have if my pet takes part in this study?

Semen collection, sperm analysis, and a scrotal testicular ultrasound exam. 

How long will my pet be in this study?

Results of the semen analysis will determine if additional sampling will be required. A single semen collection may be sufficient for most dogs to contribute to our study.
What possible benefits can I expect from my pet taking part in this study?

We cannot promise any benefits to your pet or other animals from your taking part in this clinical trial; however, possible benefits include knowledge of your dog’s semen quality and establishment of baseline semen quality which is important if and when future infertility is suspected. This will provide a basic understanding of how infertility occurs in male dogs, particularly of giant breed dogs and will pave the way for future infertility treatments. Additionally, should you wish to freeze semen on your dog, the results of this one-time semen collection can be used to predict the eventual ability of your dog’s semen to be frozen for future breedings.
What possible risks can I expect from my pet taking part in this study?

The dog will experience an erection and manual collection of an ejaculate. Potential risks include temporary hip, leg, or foot discomfort but these signs are very rare unless the dog has known arthritis or other orthopedic condition.
What happens if my pet experiences adverse event(s) because he/she took part in this study?

Semen collection will be immediately stopped.  There are no drug or other treatments that can cause pain of adverse events.

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 the Great Dane Club of America National Specialty in Virginia Beach, Virginia.
What are the costs of my pet taking part in this study?

There are no costs to you for participating in this study.  You will have no legal or financial interest in any commercial development resulting from the research or from the information or materials collected.

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 the UCD VMTH, 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. 
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 Veterinarian(s):  Dr. Stuart Meyers, smeyers@ucdavis.edu
· Contact Information: For questions or reporting of a trial-related adverse event, please contact Dr. Stuart Meyers, smeyers@ucdavis.edu, 530-752-9511.  
This research has been reviewed and approved by the Institutional Animal Care and Use Committee (IACUC) and the Clinical Trials Review Board (CTRB). You may  contact the IACUC office by phone at 530-752-2364 or by e-mail at iacuc-staff@ucdavis.edu if you cannot reach the investigator.
By signing below, I agree to permit my pet, _________________________ 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

___________________________________


 

Printed Name of Owner






___________________________________


___________________________________      

Signature of Person Obtaining Consent



Date

___________________________________


 

Printed Name of Person Obtaining Consent
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