Letter of Information                                



         


     Page
2
Title: Clinical Pathway of Individuals with Hemophilia Experiencing Acute Bleeds, 
Principal Investigator: Dr. Ian Chin-Yee

	[image: image1.png]'v
‘1 London Health Sciences Centre




Bleeding Disorders Program

	


Letter of Information

Title: Clinical Pathway of Individuals with Hemophilia Experiencing Acute Bleeds

Principal Investigator: Dr. Ian Chin-Yee

You are being invited to take part in a research study.  This letter of information will provide you the information about the study, so that you are well informed before you decide whether or not to take part.

Introduction

You are being invited to participate in a study because your physician has diagnosed you or your child with hemophilia and you/they are registered in the Bleeding Disorders Program of Southwestern Ontario.  The information collected in this study may provide a useful standard for the current care received by individuals with bleeding disorders experiencing severe bleeds. We hope that this study will be an important first step in improving the quality care for patients by identifying areas requiring improvement. This research study will be used to evaluate the efficiency of delivering care to bleeding disorder patients

In individuals with inherited bleeding disorders such as Hemophilia A and B, the major determinant of a good recovery from bleeding episodes is the early detection and quick treatment with factor replacement. Nevertheless, patients with bleeding disorders continue to experience delays in the management and follow up of bleeding events despite the use of a ‘Factor First’ card which lets those affected with Hemophilia receive their treatment as soon as possible. The delays experienced by patients along the course of treatment have not been studied and are an important indicator of quality of service provided by a Hemophilia Treatment Centre (HTC). 

The Bleeding Disorders Program (BDP) follows approximately 130 patients with a variety of Bleeding Disorders, and all are invited and eligible to participate in this study.

Purpose

The purpose of this observational study is to determine the reasons as to the delays in rapid treatment of severe bleeding episodes in individuals with hemophilia occur. We propose to measure the time from symptom onset to factor infusion and follow up using a combination of a patient diary, emergency room and blood bank records. This study will provide a useful standard for the current care received by our hemophilia population experiencing acute bleeds, and will be an important first step in improving the quality care for these patients by identifying potential areas of improvement.

What is involved? 

Participation in this study is voluntary. Patients who agree to be involved in this study will be asked to complete patient diary entries at each step in the process of their treatment for every emergency room visit with as much accuracy as possible. As well, patients will be asked to answer a phone questionnaire which will review the details on the Patient Diary (estimated to last less than 5 minutes) about each emergency room or home infusion experience. Lori Laudenbach, the BDP Advanced Practice Nurse, will make this phone call. The duration of the study will be approximately 18 months. The questions in these surveys will ask about your overall satisfaction, quickness, and efficiency of therapy. The diary entries are not to be very complex, and will only take a small amount of time (approximately 5 minutes or less per event) of your time. 

Once you have been enrolled into the study, you may discontinue completing these questionnaires at any time, but it is important that you notify your physician if that is your wish. You will still be encouraged to complete the standard forms that are a part of your usual care and you will still receive the standard follow-up phone call from the BDP.

Children participants may complete the Patient Diary and participate in the follow-up phone if they are deemed mature enough by their parents; otherwise, the child’s parents can complete the diary and phone call.

Risks and Benefits 

There are no physical risks to study participation.  There may be some emotional distress associated with answering the questions about your health and medical treatment.  There will be no study medication or clinical procedures performed.  Although you may not receive any direct benefit from participating in this study, your participation will help to improve the standard of care for patients with hemophilia in the future.

Should you become upset at any time, there are numerous supports available to you regardless of whether or not you agree to participate in the study. The BDP is a multidisciplinary health care team including a social worker, bleeding disorder society representatives and patient advocates who are all available to offer additional support and resources. A phone call to the BDP will put you in contact with any of the aforementioned services.
Participation in this study is voluntary. You may refuse to participate, refuse to answer any questions or withdraw from the study at any time with no effect on your future care. You do not waive any legal rights by signing the consent form. You may participate in other research studies during the 18 months you are enrolled, as well as ask any questions at any time during the study.

Alternatives to Participation

Should you decide not to participate in this study, you will continue to receive the same high level of care and support through the BDP that you previously received. You can choose to withdraw from the study by ceasing completion of further event-diaries.
Confidentiality

All paper data (eg. Patient Diaries and phone call records) collected during the course of  this research will be kept in a locked filing cabinet in the BDP clinic where only members of the BDP and research team will have access. Electronic data will not include any identifiers (eg. name, birthday, etc.) and will be stored on the secure, password protected hospital database as well as on password protected computer files. Paper data will be kept for a total of 5 years and will then be shredded prior to disposal.

“Representatives of The University of Western Ontario Health Sciences Research Ethics Board may contact you or require access to your study-related records to monitor the conduct of the research.”

Persons to Contact

If you have any questions about this research study, you may talk with your study doctor, Dr. Chin-Yee, the responsible principal physician in charge of this study at this institution and can be reached at (519) 685-8500 ext. 55192, or you may talk to someone who is not involved with the study at all, but who can advise you on you rights as a patient.  Please call Dr. David Hill, Scientific Director at the Lawson Health Research Institute at (519) 667-6649.

       Consent Form

       Title: Clinical Pathway of Individuals with Hemophilia 

       Experiencing Acute Bleeds 

       Principal Investigator: Dr. Ian Chin-Yee

I have read the Letter of Information, have had the nature of the study explained to me and I agree to participate.  All questions have been answered to my satisfaction.  I will receive a copy of the Letter of Information and this consent form.

  

________________________________                   ______________

Signature of Patient                                                               Date

 

 _______________________________

Printed Name of Patient      

 

_________________________________              ________________               

Signature of person obtaining the consent                            Date

 

 _________________________________               _______________

Signature of Study Physician                                               Date  
 

800 Commissioners Road East


PO Box 5010


London, Ontario, Canada N6A 5W9















