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	Title of Project:
	Operative versus Non-operative treatment of Humeral Shaft Fractures: A prospective, cohort comparison study


“You” refers to the person who takes part in the research study.
You are being asked to take part in a research study conducted by Dr. Lisa Cannada, Dr. J. Tracy Watson, Dr. John Boudreau, Dr. David Karges and Dr. Djoldas Kuldjanov  because you have a humerus fracture (broken arm) and treatment has been recommended to you by your doctor.

Your doctor is also an investigator of this research study. Before entering this study or at any time during the research, you may want to ask for a second opinion about your care from another doctor who is not an investigator in this study. You do not have to participate in any research study offered by your doctor. 

Your decision whether or not to participate will have no effect on the quality of your medical care. This consent document may contain words that you do not understand.  Please ask the research study doctor or research staff to explain anything that you do not understand.
1. WHY IS THIS RESEARCH STUDY BEING DONE?
Some broken bones can be joined together to heal without surgery. They can be treated in a brace during the healing process. Sometimes surgery to join the bones is recommended as a treatment. Surgical methods are used to hold bones in place during healing, but it is unclear which method is best to repair your type of broken bone. 

This study looks at two types of treatments and hopes to answer the question: which is the best way to treat a broken arm? Both procedures being studied are standard of care (used routinely) at St. Louis University. All medical and surgical treatment will be the same that a person would usually receive.  The treatment of your fracture will be decided by you and your surgeon and will be the same whether you agree to be in this study or not.

To learn more about the best treatment of humerus fractures, participants in this study will be treated according to the surgeon’s recommendation for your fracture. One treatment involves no surgery and uses a brace (B) to heal. The other treatment option is surgical fixation with a plate (P) and screws. Both techniques stabilize the humerus and are routinely used by surgeons.

You will be one of approximately 10 subjects to participate in this study at Saint Louis University.  A total number of 128 subjects at all institutions will be asked to participate in this study.

2. WHAT AM I BEING ASKED TO DO? 
Your broken humerus (arm) is suitable for treatment with a brace or plate and screws. Both of these types of treatments are often used by doctors to fix broken bones. You will be assigned by the treating surgeon to one of the two groups based on the decision made by you and your treating surgeon: 
Group B: a humeral fracture brace will be used
Group P: plate & screws - a metal device placed on top of the bone. 

Patients in the operative group (P) will be scheduled for elective surgery for plate fixation of their humeral shaft fracture within 2 weeks from date of injury.  Patients in the non-operative group (B) will have clinical follow-up scheduled. Informed consent will be obtained. 


If at any point in the study your doctor thinks that you would do better with a different type of treatment, it will be discussed with you and you will undergo that treatment immediately.  This will require you to leave the study.
We will collect information about your arm fracture as it is treated with examinations and X-rays.  X-rays will be obtained often in the first several months, depending on how the fracture is healing. This is determined by your doctor and will not be affected by participation in this research study. 

You and your doctor will decide how to treat your arm fracture. If you enroll and then discontinue participation in this study before the study ends, you or your family physician will be contacted to complete any and all necessary forms and return them to the investigator of this study. 

If you enroll in the study, the following additional tests will be performed at several of your regular clinic visits: 
1) We will collect information from your medical record about the treatment of your arm fracture. 

2) At each clinical visit, you will complete a Visual Analog Pain Scale. The Visual Analog Scale (VAS) is a numeric scale from 1 to 10. It is used to assess current level of pain. It takes less than 1 minute to complete.
3) You will be asked to complete 2 questionnaires at the time of your enrollment into the study. (These questionnaires take a total of approximately 19-26 minutes to complete) The 2 questionnaires are the Short Form-12 (SF-12) and Disability of the Shoulder and Hand (DASH). The SF-12 takes 4-6 minutes, and the DASH takes 15-20 minutes.

· The SF-12 questionnaire was developed from the Medical Outcomes Study.  It is a self-
administered, 12-item questionnaire that measures health-related quality of life. The 
instrument has been extensively validated.

· The DASH (Disabilities of the Arm, Shoulder and Hand) Outcome Measure will be 
utilized as the functional assessment tool.  As this tool has been well validated for upper 
extremity injuries and has normative data, we believe it to be a good choice for this study 
population.  . 


4) You will be asked to complete the same 2 questionnaires again at your 12 week, 6 month, and 12 month follow-up visits. 
3. HOW LONG WILL I BE IN THE RESEARCH STUDY?
The length of your participation in this research study will be one year. This is the same amount of time normally spent in follow up for your fracture. 
3. WHAT ARE THE RISKS? 
There is the risk of loss of confidentiality during this study. The investigator and designated study staff will be responsible for adhering to institutional standards for ensuring patient safety and confidentiality

Psychological Stress

Some of the questions we will ask you as part of this study may make you feel uncomfortable.  You may choose not to answer any question with which you feel uncomfortable.

Other Risks
There may be unknown risks/discomforts involved. Study staff will update you in a timely way on any new information that may affect your health, welfare, or decision to stay in this study. If side effects or discomforts occur, Dr. Lisa Cannada will try to help these by treating any symptoms and referring to the appropriate medical doctor.  
4. ARE THERE BENEFITS TO BEING IN THIS RESEARCH STUDY?
You will receive no direct benefit from your participation in this study. Your care will not change whether you choose this study or not.
Even though you may not receive any benefit, society and other people with humerus fractures may benefit in the future because of what the researchers learn from this research study.
5. WHAT OTHER OPTIONS ARE THERE?
The only option is to not participate in this study. 
6. WILL MY INFORMATION BE KEPT PRIVATE?
Information from this study and from your medical record may be reviewed and photocopied by the Food and Drug Administration (FDA) and/or state and federal regulatory agencies such as the Office of Human Research Protection as applicable, and the Institutional Review Board of Saint Louis University Medical Center. Information from this study and from your medical record may be used for research purposes and may be published; however, your name will not be used in any publications. 

To help protect your private information, all research data will be kept in a password, HIPPA verified & protected database.  The data will be coded with a master list. All paper records and the master list will be kept in a locked cabinet in the locked office of the research nurse or coordinator.

The results of the research study may be published but your name or identity will not be revealed and your record will remain private.  In order to protect your information, Dr. Lisa Cannada will keep all research information in a password, HIPPA verified & protected database. 
The Saint Louis University Institutional Review Board (the Board that is responsible for protecting the welfare of persons who take part in research) may review your research study records. The Food and Drug Administration (FDA) may also review your research study records, including your medical record.  State laws or court orders may also require that information from your research records be released.

7. WHAT ARE THE COSTS AND PAYMENTS?
There are no additional costs to you for participating in this research study. You will not be paid to participate in this research study. Because this research provides standard treatment and follow up tests for the disease or condition being studied, insurance carriers ordinarily cover the costs. You should check with your insurance company to verify that they cover standard of care procedures. You will be responsible for any costs not covered by your insurance company.
9.   WHAT HAPPENS IF I AM INJURED BECAUSE I TOOK PART IN THIS RESEARCH STUDY?
If you believe that you are injured as a result of your participation in the research study, please contact the research study doctor and/or the Chairperson of the Institutional Review Board as stated in section 10.
8. WHO CAN I CALL IF I HAVE QUESTIONS?
If you have any questions or concerns about this research study, or if you have any problems that occur from taking part in this research study, you may call Dr. Lisa Cannada at St. Louis University Hospital at 314-577-8850. For questions after hours, you may call 314-577-8000  and ask for the Orthopaedic Doctor on call. Dr.Cannada or a member of the research team will be notified immediately.
If you have any questions about your rights as a research participant or if you believe you have suffered an injury as a result of taking part in the research, you may contact the Chairperson of the Saint Louis University Biomedical Institutional Review Board (314-977-7744), who will discuss your questions with you or will be able to refer you to someone else who will review the matter with you, identify other resources that may be available to you, and provide further information as how to proceed.

9. WHAT ARE MY RIGHTS AND WHAT ELSE SHOULD I KNOW AS A RESEARCH STUDY VOLUNTEER?
Taking part in this study is voluntary. You have the right to refuse to take part in this study. If you decide to be in the study and then change your mind, you can withdraw from the research. Your participation is completely up to you. Your decision will not affect your being able to get health care at this institution or payment for your health care. It will not affect your enrollment in any health plan or benefits you can get. 

If you choose to take part, you have the right to stop at any time. If there are any new findings during the study that may affect whether you want to continue to take part, you will be told about them as soon as possible.

The investigator may decide to discontinue your participation without your permission because he/she may decide that staying in the study will be bad for you, or the sponsor may stop the study.

12.  AM I SURE THAT I UNDERSTAND?
I have read this consent document and have been able to ask questions and state any concerns. I have been asked if I wish to speak directly to the researcher or research study doctor responsible for this research study. The research team has responded to my questions and concerns.  I believe I understand the research study and the potential benefits and risks that are involved.  

Statement of Consent

I give my informed and voluntary consent to take part in this research study. I will be given a copy of this consent document for my records. 
__________________________________                           ________________
Consent Signature of Research Participant                            Date 

___________________________________

Print Name of Participant

	SAINT LOUIS UNIVERSITY – INSTITUTIONAL REVIEW BOARD – APPROVAL STAMP

This form is valid only if the IRB’s approval stamp is shown below.



I certify that I have explained to the above individual(s) the nature and purpose of the research study and the possible benefit and risks associated with participation.   I have answered any questions that have been raised and the subject/patient has received a copy of this signed consent document.

________________________________

_______________

Signature of Principal Investigator 

Date


or Research Team Member 
________________________________________

Print Name of Principal Investigator or 

Research Team Member 
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