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CONSENT FOR PARTICIPATION IN A RESEARCH INVESTIGATION

INTRODUCTION

The research project titled "Rehabilitation Research Registry for Stroke and TBI" was approved by the Albert Einstein Healthcare Network Institutional Review Board on February 17, 2000.

PURPOSE OF THE STUDY

The purpose of this project is to identify persons with stroke or traumatic brain injury (TBI) who are interested in volunteering for rehabilitation research studies. You will be entered into a registry so that you can be notified about future studies that you may be eligible for.  When contacted, you are free to choose whether or not you wishes to participate in a specific research study.  These studies look at how stroke and TBI affect things like speech, attention, memory and action, what treatment approaches work best, and what changes in brain function go along with recovery.    

PROCEDURES

· What is the registry?  The registry is a set of case records organized in a computer database.   

· What information will be put into the Registry?  For each participant, the information in the Registry will include:

1. Contact information: name, address, telephone number, caregiver information, medical history.

2. Findings from tests used to diagnose the stroke or brain injury, including brain scans and results from neurological exams or neuropsychological tests.

3. A list of the research studies he/she volunteered for and the dates of his/her participation.

4. Findings from neuropsychological tests given during research, which further clarify the original diagnoses.

Note: Information considered "sensitive", such as HIV status, history of substance abuse and history of mental illness will not be recorded in the Registry.

· How will your privacy be protected?  The registry will identify people by number, not by name.  The names will be known only to the Project Staff listed at the top of this form. 

· Who has access to the registry?  Only researchers who have received approval to conduct a research study within the Cognitive Rehabilitation Research Network can access the Registry.  At the present time, the Network includes researchers from Philadelphia-area institutions, including MossRehab, Magee, Bryn Mawr Rehab, Temple University, and University of Pennsylvania.  The mission of the Cognitive Rehabilitation Research Network is to expand rehabilitation research throughout the Northeast region of the United States.  Therefore, in the future, access to the registry may expand to include some researchers who conduct research outside the Philadelphia region. 

· How will I be notified about research studies for which I might be qualified?  Researchers will select possible participants from the Registry by code and will ask the Recruiting Coordinator, who has access to names and phone numbers, to contact them.  If you are identified as a possible research volunteer, a Registry recruiter will contact you by telephone.  At this point, you can decide if you want to meet with the research team to learn more about the study or not. If you agree, your name and phone number will be given to a member of the research team, who will call you to set up an interview.   The Registry recruiter will keep a record of when you were called and whether or not you agreed to have your name and phone number released to the 
research team.  
· What if you want to have your information removed from the Registry?  Each time you are notified about an upcoming study, you will be asked whether you wish to remain in the Registry.  If you say no, your case record will be deleted from the Registry and destroyed, and you will not be contacted again about research conducted within the Cognitive Rehabilitation Research Network.  You can also tell the Registry Coordinator or the Principal Investigator that you want to withdraw at any time by calling (insert phone number).  Your record will be immediately deleted and destroyed.  
RISKS/DISCOMFORTS
You may receive phone calls informing you about upcoming research projects when you qualify.  The number of phone call you receive about research has been minimized by centralizing the follow-up contacts through the Recruiting Coordinator's office and limiting the number of individuals who can access you name, address, or telephone number through the Registry. At most, you will be called four times per year.  Some enrollees are never called. 

BENEFITS

By participating in the Registry project, you may be notified about future research studies for which you might choose to volunteer.  As a research volunteer, you may help improve the quality of rehabilitation services for people who experience stroke or TBI in the future.  There may also be direct benefits to you.  For example, you might volunteer for an experimental treatment study that proves effective in reducing your disability.  

RIGHTS

      Your participation in this project is voluntary.  You can withdraw your consent and stop participation  

       at any time without affecting your relationship with your doctors or the Jefferson Health System. 

New information developed during the course of this project that might affect the understandings in this consent will be brought to your attention.

Your participation in this study may be ended by the Principal Investigator or the sponsor if they feel it is in your best interests.

No guarantees have been made as to the results of your participation in the study. Even if you agree to participate in the Registry, there is no guarantee that you will be called about a future research study.  If you are called, you do not have to agree to participate.

CONFIDENTIALITY AND HIPAA AUTHORIZATION
The federal Health Insurance Portability and Accountability Act (HIPAA) requires us to get your permission to use health and research information about you.  You must give permission for the Patient Research Registry to create, collect, use or share health and research information about you for the purposes of the study. This permission is called an Authorization.  

· What personal health and research information is created, collected and used by the Patient Research Registry?

By signing this form, you authorize the use and sharing of the following information by the Patient Research Registry:

1. Your contact information and the contact information of your caregiver

2. Personal demographic information (e.g. your birthdate, occupational status)

3. Your medical records and information we collect from you about your medical history
4. Results of brain scans
5. Names of studies that you participated in and dates of your participation.
6. Clinical tests and research observations made during your participation in research projects.
· Why is your personal information being created, collected and used?

Your personal contact information is important to the registry staff, so that they can get in touch with you to alert you to a study for which you qualify. Your personal health and demographic information, medical records, and the results of any brain scans you had are the factors that are used to match you to a future study.  The follow-up information assures that you are not called for the same study twice, and helps researchers decide if you qualify for another study before calling you needlessly.


NOTE: Any health information that is used under this Authorization will NOT include any special health information related to genetic testing, treatment for AIDS/HIV, psychiatric care and treatment, or treatment for drug and alcohol abuse unless specified above.

· Who may use or share your personal health and research information?

By signing this form, you authorize the following persons and organizations to receive your protected health information for purposes related to the Research Registry:

1. Patient Registry Staff listed at the top of page one. 

2. Members of a Patient Registry-approved research study, ONLY when you have given permission for that study to contact you.

3. In addition, appropriate offices of the NIH/National Center for Medical Rehabilitation Research, or Albert Einstein Healthcare Network and its Institutional Review Board, which is the committee responsible for ensuring your welfare and rights as a research participant. These offices may review and/or photocopy study records which may, if they feel it necessary, identify you as a subject.

If information obtained in the study is published, it will not be identifiable as your results unless you give specific permission.  

The Albert Einstein Healthcare Network complies with the requirements of the Health Insurance Portability and Accountability Act of 1996 and its privacy regulations and all other applicable laws that protect your privacy.  We will protect your information according to these laws.  Despite these protections, there is a possibility that your information could be used or disclosed in a way that it will no longer be protected.  Our Notice of Privacy Practices (a separate document) provides more information on how we protect your information.  A copy of the Notice will be provided to you. 

The information collected during your participation in this study will be kept indefinitely. Your Authorization for this study will not expire unless you cancel it. You can cancel this Authorization at any time by writing to the study investigator.  If you cancel your Authorization, you will not be able to continue to participate in this research.  The principal investigator and the research team may continue to use information about you that was collected before you cancelled the Authorization.  However, no new information will be collected about you after you cancel the Authorization. 

You have a right to refuse to sign this form.  If you do not sign the form, you may not be in the research study, but refusing to sign will not affect your health care outside the study.
COMPENSATION

In the event of any injury resulting from your participation in this project, you will be provided with clinically appropriate medical care for that injury within the capabilities of the Network.  The Albert Einstein Healthcare Network will determine the extent, if any, to which it will assume financial responsibility.

If you have questions about this study or if an injury occurs, Dr. Myrna Schwartz or her designate can be reached at (insert phone number) to answer any questions you may have. For questions about your rights as a research subject, you may contact (insert name), Chair of the Institutional Review Board, Albert Einstein Healthcare Network, Paley Bldg., First Floor, (insert phone number).

UNDERSTANDING OF PARTICIPATION
I have read all 5 pages of this form and understand and agree to the material contained therein.  By signing this document, I am agreeing to participate in this Research Registry project.  I will receive a copy of this form.  









       Date

(name and relationship, if kin or guardian signs for subject)      

Witness:  






Date: 







Investigator (PI or designee): 




Date:   




Recruiter:
_____________________________________
Date: ___________________________

LIST OF INDIVIDUALS AUTHORIZED TO OBTAIN CONSENT AS RECRUITERS:
(Include names of all permissible recruiters)

If I do not speak or understand English, the above material has been explained to me in 

a language I do understand by


                  (translator / relationship to subject)

Signature: 






  Date:  

*********************************************************************************

FAMILY NOTIFICATION

1. The research team has advised that a responsible family member or friend should be notified about my participation in this project.  By signing below I indicate my desire not to notify any other person about my decision.

Signature:                                                                         Date



OR

2. Notification of the following family member or friend  (name of co-consenter and relationship to subject)                                                                    ,    was completed on (date) 

by telephone.

Signature (of Investigator to whom consent was communicated):

____________________________________________________________

                                                                                 OR

3.  The Patient Research Registry has been explained to me and I have been notified that (patient)______________________________wants to participate.

Signature: ________________________________________________________________

Relationship to subject: ____________________________ Date: _____________________

Date IRB Approval of Consent Form: ___________________________________________                                                 
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