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Consent Form – ID # _____
Community Acquired Antimicrobial Resistant Bacteria in 

Northern Canadian Communities

Principal Investigator:
Dr. Michael Mulvey, Science Centre for Human and Animal Health, Winnipeg, Manitoba, Canada

Co-Investigators:
Dr. John M. Embil (University of Manitoba, Winnipeg, Manitoba), Dr. Gregory Horsman (Saskatchewan Provincial Laboratory, Regina, Saskatchewan), Dr. James Irvine (University of Saskatchewan, Northern Medical Services, Saskatoon, Saskatchewan), Ms. Shirley Paton (Health Canada, Ottawa, Ontario), Ms. Shirley Woods (Northern Intertribal Health Authority, Prince Albert, Saskatchewan)

Study Nurse/Coordinator: Ms. Amanda Graessli (National Microbiology Laboratory, Winnipeg, Manitoba)

You are being asked to participate in a research study that is funded by the Canadian Institute on Health Research.  Please take your time to review this consent form and discuss any questions you may have with the study staff.  You may take your time to make your decision about participating in this study and you may discuss it with your friends, family or (if applicable), your doctor before you make your decision.  This consent may contain words that you do not understand.  Please ask the study staff to explain any words or information that you do not clearly understand.

Purpose of Study

This study is being conducted to learn about what situations are risk factors putting people living in the community at risk of becoming infected with the antibiotic resistant bacteria, methicillin-resistant Staphylococcus aureus (MRSA). Antibiotic resistant bacteria are those that can survive in the presence of antibiotics.  Many of these bacteria are found in hospitals, nursing homes and other healthcare facilities.  Sometimes, however, antibiotic resistant bacteria may affect people living in the community who have not had any contact with healthcare facilities.  This study is about the bacteria, Staphylococcus aureus.  Staphylococcus aureus can live in the nose, on the skin, or in the bowel without making people sick.  It can, however, cause serious infections.  The goal of this study is to learn more about a certain type of Staphylococcus aureus that is resistant to many of the antibiotics that are normally used to treat infections caused by it.  This special type of Staphylococcus aureus is known as “methicillin-resistant Staphylococcus aureus” or MRSA for short, while the other type of Staphylococcus aureus is methicillin susceptible and is therefore known as methicillin-susceptible Staphylococcus aureus or MSSA for short. Three groups of people will be asked to participate in this study, those infected or colonized with MRSA (cases) and those infected or colonized with MSSA (controls) and a group that is Non-Infected (controls).  

Study Procedures

You are being approached to participate in this project as you have been identified as having either (a) been infected or colonized with MRSA, (b) been infected or colonized with MSSA, or (c) not infected or colonized with MRSA or MSSA.  If you agree to participate in this study the researchers may get medical information from your doctors and, if necessary, from your medical record.  In addition, the laboratory where your strain of MRSA/MSSA was detected will send a sample of the bacteria to Dr. Michael Mulvey at the National Microbiology Laboratory, Winnipeg, Manitoba so further studies can be undertaken on the bacteria.  A telephone and/or personal interview will also be performed by a researcher working on this study.  You will be asked about your health and about the ways that you might have come in contact with this bacterium.  This study will give the researchers important information on how people come in contact and either become colonized or infected with this bacteria.

Participation in this study will only be during the time when the questions are being asked.  You can stop participating at any time.

Risks and Discomforts

There is no anticipated harm from participating in this study.  There may be a slight inconvenience of answering questions over the telephone or in person about how you may have come in contact with MRSA/MSSA or other medical problems which could put you at risk of coming in contact with MRSA/MSSA.

Benefits

There is no direct benefit for you to participate in this study other than you will be helping the researchers learn more about the risk factors for coming in contact and becoming colonized or infected with MRSA.  

Alternative Procedures

The alternative procedure is to not participate.

Costs 

All the procedures which will be performed as part of the study are provided at no cost to you.  You will receive no payment or reimbursement for any expenses related to taking part in this study.  

Confidentiality

Information gathered in this research study may be published or presented in public forums, however, your name and other identifying information will not be used or revealed.  Despite efforts to keep your personal information confidential, absolute confidentiality cannot be guaranteed.  Data may be returned to the researcher in a way that potentially identifies the participant.  When Investigation Forms are sent by fax, they will only be sent on a secure confidential line to the Saskatchewan Provincial Public Health Laboratory.  When Investigation Forms are sent by mail, the originals will be sent by registered mail and a signature will be required on receipt.  Your personal health information may be disclosed if required by law.  Medical records that contain your identity will be treated as confidential in accordance to the Personal Health Information Acts of Manitoba and Saskatchewan.  Organizations that may inspect and/or copy your research records for quality assurance and data analysis include groups such as representatives from the University of Manitoba Human Research Ethics Committee, the University of Saskatchewan Behavioural Research Ethics Committee, and/or the Health Canada Research Ethics Committee.  We will keep the things we learn confidential.  You will not be identified by these records.  The files and computerized information will be stored in a locked room.  The computerized database will have a secret code that only the investigators will know.  

Voluntary Participation/Withdrawal from the Study

Your decision to take part in this study is voluntary.  You may refuse to participate or you may withdraw from the study at any time.  During interviews, you may refuse to answer individual questions. Your decision not to participate or to withdraw from the study will not affect your care at this centre.  After your interview, and prior to the data being included in the final report, you will be given the opportunity to review the Investigation Form of your interview, and to add, alter, or delete information from the form as you see fit.  If you choose to withdraw from the study, your data will be deleted from the study and destroyed.  If the study staff feel that it is in your best interest to withdraw you from the study, they will remove you without your consent.  

Dissemination of Results

Results of the study will be disseminated to the study participants, the Medical Officer of Health, and will be shared with the Educational Subcommittee of this project to develop documents to curb the spread of CA-MRSA in the communities. In addition, findings will be published in peer reviewed medical journals with the approval of study participants. 

Significant New Findings

Any significant new findings that develop during the course of the study which may affect your willingness to continue in the research will be provided to you by the study staff.

Debriefing and Feedback Procedures

Following participation in the research study, you will be given the opportunity to read and revise your Case-Control Investigation Form and acknowledge its accurate portrayal of what had been said during the interview with the Community Health Worker.  If you indicate on this consent form that you would like to receive a copy of the final results of this study, these will be sent to you directly upon completion of the research.

Questions

You are free to ask any questions that you may have about this research study and your rights as a research participant.  If any questions come up during or after the study, or if you have a research-related injury, contact the study investigators and the study staff:  Dr. Michael Mulvey at 1-204-789-2133.

For questions about your rights as a research participant, you may contact The University of Manitoba, Bannatyne Campus Research Ethics Board at 1-204-789-3389 or The University of Saskatchewan Office of Research Services at 1-306-966-2084.

Do not sign this consent form unless you have had a chance to ask questions and have received satisfactory answers to all your questions.
Legal Rights

You are not waiving any of your legal rights by signing this consent form nor releasing the investigator(s) from their legal or professional responsibility.  

Statement of Consent

I have read this consent form or it has been read to me.  I have had the opportunity to discuss this research study with Dr. Michael Mulvey and/or his research staff.  I have had my questions answered by them in a language I understand.  The risks and benefits have been explained to me.  I understand that I will be given a copy of this consent form after signing it.  I understand that my participation in this study is voluntary and that I may choose to withdraw at any time.  I freely agree to participate in this research study. I understand that information regarding my personal identity will be kept confidential, but that confidentiality is not guaranteed.  I authorize the inspection of any of my records that relate to this study by the University of Manitoba, University of Saskatchewan, and/or Health Canada Research Ethics Board for quality assurance purposes.

By signing this consent form, I have not waived any of the legal rights that I have as a participant in this study.  

Please indicate whether you would like a copy of the final results of this study: 

ٱYes    ٱNo

I consent to the following as part of this study:  

a)
Allowing the research staff to review my health records      

ٱYes
ٱNo

b)  My family physician/hospital/nursing station releasing my health 

information to the study staff






ٱYes
ٱNo

c)  The laboratory where the specimens are tested may send a sample

of my MRSA/MSSA bacteria to Dr. Michael Mulvey at the National 

Microbiology Laboratory for further analysis




ٱYes
ٱNo

d)
The research staff asking me questions about my health 


ٱYes
ٱNo

e)  Having my data included in medical journal articles, conference 

     presentations, etc. however my name and other identifying information 

     will not be used or revealed.                                                                     ٱYes
ٱNo

_____________________________________

 ________________________

Signature of Participant




 Date

_____________________________________

Participant’s Name Spelled Out

_____________________________________

_______________________

Person Explaining Consent (CHW)


Date 

_____________________________________

Person Explaining Consent Name (Spelled Out)

_____________________________________

_______________________

Legal Guardian





Date

_____________________________________

Legal Guardian’s Name (Spelled Out)

_____________________________________
            _______________________

Witness






 Date 

____________________________________

Witness’s Name (Spelled Out)

_______________________________________________

Translation Assistance:  If the understanding of this consent process has been aided with the assistance of a translator in a language other than English, please indicate language:

_____________________________________

Language Translated 

_____________________________________

_______________________

Translator’s Signature 




Date 

_____________________________________

Translator’s Name (Spelled Out)
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