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	                                                                         Fraser Health Research Ethics Board

Department of Evaluation and Research Services

#400, 13450 102nd Avenue, Surrey, BC  V3T 0H1

Phone:  604.587.4436  Fax:  604.930.5425


ENSURE THAT FRASER HEALTH LETTERHEAD IS USED FOR ALL CONSENT FORMS.
ENSURE THAT A CURRENT DATE AND VERSION # FOR THE FRASER HEALTH SITE IS INCLUDED ON THE FORM.  

CLINICAL TRIALS SHOULD NOT USE THE SPONSOR’S VERSION#/DATE
INFORMATION AND CONSENT FORM FOR REVIEWING MEDICAL RECORDS TO DETERMINE PATIENT ELIGIBILITY FOR RESEARCH 
Title of Study

The title should convey that the proposed intervention is for research rather than for educational, treatment, or other purposes.  The title must be the exact title of the research protocol.  A short simplified title may accompany the title if it is too difficult for a layperson to understand.  

Principal Investigator:  
[Be sure that ‘Principal’ is not spelled ‘Principle’]

Name, degrees held 





Fraser Health Department





Institution





Contact Phone Number

(Optional) Co-Investigator(s):
Name(s)





Fraser Health Department





Institution





Contact Phone Number(s)

Refer to Fraser Health Research Ethics Board (FHREB) Guidance Note Policy #15 for details. 

Sponsor:  
Name(s) of industry sponsor or granting agency

INVITATION TO PERMIT REVIEW OF MEDICAL RECORDS 
“You are being invited to take part in this research study because [describe the characteristics of the sample population that are important for the study].  However, in order to determine if you are eligible to participate, it is necessary to review your personal information in your medical record.  This information will not be copied or recorded in any manner.  The information will remain in your medical record and will be kept confidential.  If you are found to be eligible for this particular study, you will be invited to review the main consent form for the study.  If you are not eligible to participate in this particular study, you will be informed of this by the research co-ordinator.  The main consent form for the study will explain in detail all study procedures, the possible benefits, risks and discomforts. 
Your consent to permit review of your medical record is entirely voluntary, so it is up to you to decide whether or not to permit this.  Before you decide, it is important for you to understand what the research involves.  This screening consent form will tell you briefly about the study and why the research is being done.  
If you wish to permit review of your medical record in order to determine whether you are eligible to participate, you will be asked to sign this form.  If you do decide to take part in this study, you are still free to withdraw at any time and without giving any reasons for your decision.

If you do not wish to permit review of your medical record, you do not have to provide any reason for your decision nor will you lose the benefit of any medical care to which you are entitled or are presently receiving.

In addition, you do not waive any legal rights by signing this consent form. 

Please take time to read the following information carefully.  You may discuss it with your family, friends, and doctor before you decide.  

BACKGROUND 

This section should provide a brief explanation about why the research is being done so that the subject can understand why a particular health problem/intervention needs to be studied.  For example, this can include non-technical information on the incidence of a disease, on the problems associated with a disease, on the poor outcomes for other treatment methods, etc.  

WHAT IS THE PURPOSE OF THE STUDY?

This section should be distinguished from the “background” section so that the subject can easily identify the specific goal(s) of this research project.  The goal statement should specify exactly what the study hopes to find out.  The goal should be expressed in simple concise lay language.

WHO DO I CONTACT IF I HAVE QUESTIONS? 

Should you have any further questions, the research co-ordinator [or principal investigator] for this study can be contacted at: 
_________________________________. 

WHO DO I CONTACT IF I HAVE ANY CONCERNS ABOUT THE REVIEW OF MY MEDICAL RECORD 
“If you have any concerns about the review of your medical your record, please contact Dr. Marc Foulkes and/or Dr. Allan Belzberg, Fraser Health Research Ethics Board co-Chairs by calling at 604-587-4681.  

CONSENT TO REVIEW MEDICAL RECORDS 
[does not need to be on a separate page]
· It should be clear in this section that the consent form is not a contract and as such that the patient does not give up any legal rights by signing it.  

· The patient is signing the form to indicate that he/she has read, understood and appreciates the information concerning the request to permit review of medical records.  As such use the first person pronoun (“I”) for this section. 

· Ensure that the signatures are not on a separate page by themselves. 

· A copy of the signed and dated consent form for screening must be given to the patient. 

Where Third Party Consent is Being Obtained:  

Required Wording As Applicable:

“The substitute decision maker(s)* for the patient and the investigator are satisfied that the information contained in this consent form was explained to the individual** to the extent that he/she is able to understand it, that all questions have been answered, and that the child** assents to participating in the research.”

** - substitute parent/guardian as applicable  ** substitute family member/child as applicable
Sample Check List:  

· “I have read and understood the information and consent form for screening purposes and consent to the review of my medical record to determine if I am eligible to participate in this study [INSERT NAME OF STUDY] 

· I have had sufficient time to consider the information provided and to ask for advice if necessary. 

· I have had the opportunity to ask questions and have had satisfactory responses to my questions. 

· I understand that the information in my medical record will not be collected and will be kept confidential and will only be used to invite me to participate in the research study. 
· I understand that my consent is voluntary and that I am completely free to refuse to consent at any time without changing in any way the quality of care that I receive. 

· I understand that I am not waiving any of my legal rights as a result of signing this consent form. 

· I have read this form and I freely consent to permit review of my medical records for the purpose specified in this consent.   

· I have been told that I will receive a dated and signed copy of this consent form.  

SIGNATURES

The patient’s [n.b. the patient is not a subject until enrolled in the study] signature and printed name must be included before the signatures of the witness and the Principal Investigator/designate.  Use ‘Principal Investigator’ NOT ‘Doctor’. 

Printed name of patient



Signature
Date

Printed name of patient’s


Signature
Date

Substitute Decision Maker

Printed name of witness



Signature 
Date

Printed name of principal investigator/

Designated representative 


Signature 
Date

Printed name of translator (if applicable)

Signature 
Date

The date of preparation of the consent should be clearly identified on each page and the consent document pages should be clearly labeled, e.g. 1 of 2.
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