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PARTICIPANT INFORMATION AND CONSENT FORM 

 

Study Title:  WHICH EXERCISE FOR LOW BACK PAIN?  

Predicting response to exercise treatments for patients with low back pain:                     

A validation randomized controlled trial. 

 

Local Principal Investigator:  

Dr. Luciana Macedo, School of Rehabilitation Science, Faculty of Health Science, 

McMaster University, Hamilton, ON, Canada. 

 

Co-Investigators:   

Dr. Mark Hancock, Macquarie University, Sydney, Australia;  

Dr. Paul Hodges, University of Queensland, Brisbane, Australia;  

Dr. Geoff Bostic, University of Alberta, Edmonton, AB, Canada;  

Dr. Maude Laberge, Université Laval, Quebec City. QC, Canada; 

Dr. Steven Hanna, McMaster University, Hamilton, ON, Canada;  

 Prof. Greg Spadoni, McMaster University, Hamilton, ON, Canada;  

and Anita Gross, McMaster University, Hamilton, ON, Canada. 

 

Funding Source: Canadian Institutes for Health Research (CIHR) Project Grant.  

___________________________________________________________________________ 

You are invited to participate in a research study conducted by Dr. Luciana Macedo because 

you have had low back pain for 3 months or more and you are seeking care. In order to decide 

whether or not you want to be part of this research study, you should understand what is 

involved and the potential risks and benefits. This form gives detailed information about the 

research study, which will be discussed with you. Once you understand the study, you will be 

asked to sign this form if you wish to participate. Please take your time to make your decision. 

Feel free to discuss it with your friends and family, or your family physician.  

 

WHY IS THIS RESEARCH BEING DONE? 

The objective is to discover which type of exercise program is best for people suffering chronic 

low back pain: either the Motor Control exercise program, or the Graded Activity exercise 

program.  

 

BACKGROUND INFORMATION ABOUT EXERCISE PROGRAM TYPES 

To date there is evidence that an exercise program designed to improve control and co-

ordination of the low back and pelvis is useful for patients with low back pain (Motor Control 

exercise). Also, there is evidence to suggest that an exercise program designed to increase 

mobility, strength and aerobic fitness is also useful (Graded Activity exercise). However, there 

is still not a lot of evidence to help clinicians select which is the best type of exercise for each 

individual person.  

 

Recently Dr. Macedo conducted a study showing that the results of a simple questionnaire were 

able to predict which patient responded better to two different types of exercises. If this 

questionnaire is proven to be effective in selecting groups of patients that better respond to 

different exercise therapies, physiotherapists will be able to better match their patients to the 

best treatment and thus, provide more effective interventions to their patients.   
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WHAT IS THE PURPOSE OF THIS STUDY? 

The aim of this current study is to validate Dr. Macedo’s original study in a Canadian group of 

patients. Specifically, the objective is to confirm whether a simple questionnaire in combination 

to other questionnaires can predict who responds better to which of the two different types of 

exercise therapies (Motor Control exercises or Graded Activity exercises).  Please know that 

both exercise programs delivered as part of this study are currently used to treat chronic low 

back pain.   

 

We are also interested in evaluating the cost benefit of the exercises. We want to evaluate 

whether your health care costs (e.g. doctor visits, imaging, use of medication) decreases after 

your treatment. We will also compare the costs benefit between the two types of exercise. 

 

WHAT WILL MY RESPONSIBILITIES BE IF I TAKE PART IN THE STUDY? 

If you agree to participate in this study, you will be asked to complete a set of questionnaires 

online or over the phone that should take approximately 45 minutes. The questionnaires include 

questions about your pain, function, disability, quality of life and beliefs and attitudes about 

your back pain. We will also ask that you keep a log of your health care use including 

medication, doctors’ visits and days missed of work. We will ask for your Ontario Health 

Insurance Plan (OHIP) number for us to collect information about the number of doctors’ visits, 

imaging and use of medication.   

 

Following this you will be randomly assigned to one of the 2 exercise programs. If you are in 

the Motor Control exercise program, will be taught and supervised through exercises that work 

specifically at improving the control and co-ordination of your low back and pelvis.  If you are 

in the Graded Activity exercise program, you will be taught and supervised through exercises 

that will increase your mobility, strength and fitness.  

 

Both exercise programs will be delivered by expert physiotherapists who have been extensively 

trained in the exercise program. The exercise sessions will take place in selected physiotherapy 

clinics in Hamilton, the Greater Toronto area and other areas in Ontario.  We will schedule an 

appointment to the location closest to your home address.   

 

Regardless of your program assignment, you will be required to attend 12 individually 

supervised exercise sessions, lasting from 30 to 60 minutes each, over an eight-week period. 

These will be scheduled as 2 sessions per week in the first month, and 1 session per week in the 

second month. These sessions are designed to become less frequent and promote transition to 

independent exercise.  All participants will also be advised to perform about 30 minutes of 

home exercises daily, during and after discharge from each program.   

 

During the treatment phase of this study we will encourage you not to seek other forms of care 

for your low back pain such as other physiotherapy or chiropractic treatment. You will be able 

to continue to take your analgesics and prescription medication as usual.  

 

When you first join the study, you will be asked to complete some baseline questionnaires and 

will undergo a clinical assessment by your treating physiotherapists. At the 2-month, 6-month, 

and 12-month follow-up times, you will be asked to complete these same questionnaires and a 

health care use form. You can complete these forms either online or over the phone, and this 

should take about 45 minutes of your time.   
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We also require your permission to collect information on your clinical outcomes (e.g., 

hospitalizations, receipt of services such as dialysis, death). This will be done by linking 

information like your health card number and name to health care databases held at ICES. The 

ICES databases contain information about physician, hospital, home care services and 

medications that are paid for by the Ontario government. The linkage of your data with ICES 

databases will be done in order to evaluate whether the interventions delivered as part of this 

study can decrease the amount and need for additional health care use.  

 

WHAT ARE THE POSSIBLE RISKS AND DISCONFORTS? 

The exercise programs being trialled in this study are used by physiotherapists every day to 

treat patients with chronic low back pain.  Therefore, the risks associated with this study are 

similar to the risks associated with receiving physiotherapy treatment for your low back pain.  

 

You may experience some temporary muscle soreness following exercise. This is a normal 

reaction to exercise you’re not used to, and it should get better within a day or so. Your 

physiotherapist will ask you about this at every treatment session. Occasionally following 

exercise, patients will have a temporary exacerbation in their low back symptoms.  

 

If this happens, you should tell your treating physiotherapist who will decide whether to change 

your exercise program and whether to make it a little easier. In the eventuality that you needed 

further care for your back pain or side effects of the exercise you will be referred back to your 

referring physician or your family doctor.  

 

HOW MANY PEOPLE WILL BE IN THIS STUDY? 

A total of 414 participants with chronic low back pain, from Hamilton, the greater Toronto 

areas and other areas in Ontario, will be included in this study. All participants will randomized 

into two equal groups: 207 will be assigned to the Motor Control exercise program; and 207 

will be assigned to the Graded Activity exercise program. 

 

WHAT ARE THE POSSIBLE BENEFITS FOR ME AND/OR FOR SOCIETY? 

If you decided to participate in this study, you will receive 12 physiotherapy sessions with well-

trained physiotherapists at no cost. Since there is no control or placebo group in this study, this 

means that if you agree to participate you will receive one of the two most commonly used 

exercise therapies.  

 

The results from this large validation study could help provide physiotherapists with the first 

tool to help select the best exercise therapy for an individual patient.  

 

WHAT INFORMATION WILL BE KEPT PRIVATE? 

Your data will not be shared with anyone except with your consent or as required by law.  All 

personal information (such as your name, address, phone number, OHIP number, family 

physician’s name, etc.) will be removed from the data and will be replaced with a number. A 

list linking the number with your name will be kept in a secure place, separate from your file.  

The data, with identifying information removed will be securely stored in a locked office in Dr. 

Macedo’s office. At the end of the study your anonymized data will be kept and will comprise 

Dr. Macedo’s resource database. Your information will only be used for secondary research 

after approval from an appropriate ethics board.  

 

Information like your health card number, name and study outcomes will be securely transferred 

from the McMaster University server by the study investigators to the IC/ES so the required 
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linkages with your OHIP health care use can be made for the study. The study investigators will 

be permitted to access de-sensitized information only for analysis (i.e., any information that can 

directly identify a person like health card number or name will be removed or replaced with a 

code that is not known to the study investigators). 

 

For the purposes of ensuring the proper monitoring of the research study, it is possible that a 

member of the Hamilton Integrated Research Ethics Board may consult your research data and 

medical records.   However, no records which identify you by name or initials will be allowed 

to leave the clinic or Dr. Macedo’s office.  By signing this consent form, you or your legally 

acceptable representative authorize such access. 

 

If you are admitted to hospital for any reason or die from natural or other causes while 

participating in this study, your medical records will be requested in order to collect information 

relevant to your study participation.  By signing this consent form, you are allowing such access. 

 

If the results of the study are published, your name will not be used and no information that 

discloses your identity will be released or published without your specific consent to the 

disclosure.  However, it is important to note that this original signed consent form and the data 

which follows, may be included in your health record.   

 

CAN PARTICIPATION IN THE STUDY END EARLY? 

If you volunteer to be in this study, you may withdraw at any time. You have the option of 

removing your data from the study.  You may also refuse to answer any questions you don’t 

want to answer and still remain in the study.  The investigator may withdraw you from this 

research if circumstances arise which warrant doing so such as not attending any of the 

treatment sessions.  

 

WILL I BE PAID TO PARTICIPATE IN THIS STUDY? 

You will not be paid to participate in this study, but you will receive 12 physiotherapy sessions 

at no cost.  

 

WILL THERE BE ANY COSTS? 

There will not be any costs associated with this study apart from your transportation to the 

physiotherapy sessions.  

 

WHAT HAPPENS IF I HAVE A RESEARCH-RELATED INJURY? 

If you are injured as a direct result of taking part in this study, all necessary medical treatment 

will be made available to you at no cost.  Financial compensation for such things as lost wages, 

disability or discomfort due to this type of injury is not routinely available. However, if you 

sign this consent form it does not mean that you waive any legal rights you may have under the 

law, nor does it mean that you are releasing the investigator(s), institution(s) and/or sponsor(s) 

from their legal and professional responsibilities.   

 

IF I HAVE ANY QUESTIONS OR PROBLEMS, WHOM CAN I CALL? 

If you have any questions about the research now or later, or if you think you have a research-

related injury, please contact Dr. Luciana Macedo at 905-525-9140 ext 22910 or email 

macedol@mcmaster.ca 
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This study has been reviewed by the Hamilton Integrated Research Ethics Board (HIREB). The 

HIREB is responsible for ensuring that participants are informed of the risks associated with 

the research, and that participants are free to decide if participation is right for them. If you have 

any questions about your rights as a research participant, please call the Office of the Chair, 

Hamilton Integrated Research Ethics Board at 905.521.2100 x 42013. 
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Online consent 

 

 

You are now being asked to consent to participate in the study.  

This study includes a 2 layered consent process.  

 

At this moment we are asking that you consent to answering our baseline 

questionnaires. Upon completion of these questionnaires you will be booked for your 

first treatment session when you will be asked to sing a written inform consent.  

 

 

I consent to participate in the study and complete baseline questionnaires 

 

 

I dot not consent to participate in the study 
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STUDY CONSENT STATEMENT & SIGNATURES 

 

Participant:   

 

I have read the preceding information thoroughly. I have had an opportunity to ask questions 

and all of my questions have been answered to my satisfaction. I agree to participate in this 

study. I understand that I will receive a signed copy of this form. 

 

 

Name Signature Date 

 

 

Optional:  Are you willing to be contacted by research staff in the future about maybe taking 

part in future studies?  Please note that you can always decline to take part after hearing about 

any future study opportunity.  

 Yes   No 

 

How would you like to hear about future studies? _________________________________ 

 

 

 

Person obtaining consent: 

 

I have discussed this study in detail with the participant. I believe the participant understands 

what is involved in this study. 

 

 

Name, Role in Study Signature Date 
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