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Why is the research being done?
The researchers are interested in establishing national norms for pitching in youth baseball.  These norms include the ages at which children and adolescents begin to pitch and throw certain types of pitches, the pitch counts that are currently being used by teams and leagues, and the number of young pitchers who experience elbow or shoulder problems associated with throwing.  This information will be used to develop strategies to help reduce the number of throwing injuries in young baseball pitchers.
Who is being asked to take part in this research study?
Your child is being asked to participate in this study because he or she is between the ages of 9- and 18-years-old and has pitched in an organized baseball game in the last 12 months.  The doctor in charge of the study believes that your child meets the initial requirements to take part in the study.  Before agreeing to your child’s participation, it is important that you read and understand the following explanation of the research procedures.  This consent form describes the purpose, procedures, benefits, risks and discomforts of the study.  It also describes the alternatives available to your child, and your child’s right to withdraw (quit) from the study at any time.  

Please read this information carefully and ask as many questions as you like before deciding whether or not you would like your child to take part in this research study.

A total of 500 youth from across the United States will participate in the study.
How long will my child be in the study?

If your child decides to take part in this study, his or her participation is expected to last approximately 10 minutes.

What procedures will be performed for research purposes?

Participation in this study will require your child to complete one questionnaire.  This questionnaire has many questions about your child’s pitching during the last 12 months.  It also includes items that relate to elbow and shoulder problems that your child has experienced.  Please look over this questionnaire that is included with this consent form to make sure you are comfortable with your child answering these questions.  You are free to help your child complete the questionnaire if needed.
What are the possible risks, side effects, and discomforts of this research study?
Participation in this study will only require your child to complete the questionnaire.  None of the items in the questionnaire are sensitive in nature.  Therefore the risks for participation in this study are minimal.  Infrequently (1 to 10% or 1 to 10 out of 100 subjects) subjects may experience fatigue and boredom while answering the questions.  Psychological distress and anxiety is rarely expected (i.e., less than 1% or less than 1 out of 100 subjects).  To minimize these risks your child is free to stop and rest as needed.  Additionally your child will be allowed to withdraw from the study at any time.

What are the possible benefits from taking part in this research study?
There are no direct benefits to participants in this study.  It is possible that information gained will contribute to prevention of elbow and shoulder overuse problems and may benefit future young pitchers.
If I agree to my child’s participation in this research study, will I be told of any new risks that may be found during the course of the study?
You will be promptly notified if any new information develops during the conduct of this research study that may cause you to change your mind about continuing to participate.

Will I or my insurance provider be charged for the costs of any procedures performed as part of this research study?
Neither you nor your insurance provider will be charged for the costs of any of the questionnaires that you complete as part of this research study. The American Orthopaedic Society for Sports Medicine and the Vail Valley Medical Center will cover the costs for completing the forms. 

Will I or my child be paid if my child takes part in this research study?
There is no compensation for participation in this study.
Who will know about my child’s participation in this research study?
To ensure that the confidentiality of any information obtained about your child from this research study is maintained, records associated with his or her participation in this study will be indicated by a study ID number. There will be no way to link this study ID number to your child’s identity.  
Publication or other release of study results, data, and other information (such as in professional writings, at professional meetings, and in the study sponsor’s product information, and/or advertising or other promotional materials) will not identify your child. 

STOPPING STUDY PARTICIPATION

What if my child decides to stop taking part in the study?

Taking part in this research study is completely voluntary. Your child may choose not to take part or to stop being in the study (withdraw) at any time without penalty or loss of benefits to which your child is otherwise entitled However, if you do not agree to sign this Consent and Authorization form, your child will not be able to participate in this study. 

If your child decides to withdraw from the study, you will need to notify the study doctor, in writing, of your child’s decision to stop taking part in the study. This notice may be sent to Dr. Peter J Millett 181 West Meadow Dr. Suite #400 Vail, CO 81657.
Your child’s participation in this study may be stopped by the study doctor or study sponsor, without your consent, for any reason, which will be explained to you. Examples include:

· If your child fails to follow directions for participating in the study. 

· If it is discovered that your child does not meet the study requirements. 

· If the study is canceled. 

· If it is determined to be in your child’s best interest. 

CONTACTS

Who can answer my questions about the study?

You may talk to the study doctor about any questions or concerns that you have about your child’s study participation. The doctor in charge of the study, Dr. Peter J. Millett, may be reached at: (970)476-1100 to answer your questions. 

If you have any questions regarding your child’s rights as a research participant, you may contact the Institutional Review Board (Human Investigation Committee) Chairperson at (970)477-5197.
STATEMENT OF VOLUNTARY PARTICIPATION
I have read the above, have asked questions and have received answers about this study to my satisfaction. I understand what I have read and willingly give my consent for my child to participate in the study, “A National Survey of Youth Baseball Pitchers Regarding Pitching Exposure and Elbow and Shoulder Problems.”  I understand that I will receive a signed copy of this document and will be promptly informed of any new findings regarding this study.  I further authorize the use or disclosure of my child’s health and personal information contained in records as described above. 

______________________________________
___________________________________
research  subject  name (please print)

Parent/Guardian name (please print)      

______________________________________         __________________________________

 Parent/Guardian  signature




date/time

INVESTIGATOR/AUTHORIZED CONSENT PROVIDER STATEMENT:

I have explained this study and have offered the study subject and his or her parent/guardian an opportunity for any further discussion or clarification.

__________________________________            ________________________________

Name (please print)



                 Phone Number

_____________________________             ___________________________
Signature
                                                                Date /Time
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