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Pre-FIT: A multifactorial interdisciplinary treatment program for 
older people who are pre-frail 

 
 
Invitation 
You are invited to participate in a research study investigating the effectiveness of 
a specialised treatment program for older people who are pre-frail. 
 
The study is being conducted by Hornsby Ku-ring-gai Hospital and the 
Rehabilitation Studies Unit (University of Sydney). 

 
Before you decide whether or not you wish to participate in this study, it is 
important for you to understand why the research is being done and what it will 
involve. Please take the time to read the following information carefully and 
discuss it with others if you wish. 

 
 

1. What is the purpose of this study? 
The purpose is to investigate whether or not a program involving contact with one 
or several health professionals over a period of approximately 12 months is 
effective in improving the overall health of people who are pre-frail.  The study 
definition of pre-frail requires that participants have one or two criteria that have 
been linked to frailty in a previous study (The Cardiovascular Health Study).  These 
criteria are: 1. Unexplained weight loss in the past year.  2. Diminished grip 
strength.  3. Self reported exhaustion.  4. Sow gait speed and 5. low energy 
expenditure. 
 
 
2. Why have I been invited to participate in this study? 
You are eligible to participate in this study because you are aged over 70 years, 
and may meet our definition of being pre-frail.  

 
 

3. What if I don’t want to take part in this study or if I want to withdraw later? 
Participation in this study is voluntary. It is completely up to you whether or not you 
participate. If you decide not to participate, it will not affect any treatment you 
receive now or in the future. Whatever your decision, it will not affect any future 
relationship with Hornsby Hospital or The University of Sydney. 
 
New information about the treatment being studied may become available during 
the course of the study. You will be kept informed of any significant new findings 
that may affect your willingness to continue in the study. 
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If you wish to withdraw from the study once it has started, you can do so at any 
time without having to give a reason. 

 
 

 

4. What are the alternatives to participating in this study? 
If you decide not to participate in this study, you will still receive the standard 
treatment and care as would otherwise normally have been available to you in this 
area, generally accessible following consultation with your general practitioner. 

 
 

5. What does this study involve? 
If you agree to participate in this study, you will be asked to sign the Participant 
Consent Form attached to this information sheet.   
 
This study will be conducted over a period of 12 months.   

 
This project is a randomised trial.   If you agree to participate you will be put into 
one of two groups.   One group will receive the multifactorial intervention while the 
other group will receive the ‘usual care’ that would otherwise have been available 
to them.  Both groups will receive visits from our research team over a12 month 
period.   The results will be compared to see whether one treatment is more 
effective than the other.  To ensure the groups are similar to start with, a computer 
allocates each study participant into a group randomly, like the flip of a coin.  
Neither the researcher nor the study participant can decide which group the 
participant will be allocated to. You will be told which group you are in. 
 
All participants will be asked to complete three assessments with a study research 
nurse.  One assessment is conducted at the commencement of the study, one 
after four months and the final assessment at the end of your involvement with the 
study (at 12 months).  These assessments involve some minor strength and 
balance testing and some questions about your health, well being and service 
usage. 

 
In addition, the researchers may require access to your hospital medical records in 
order 
 to obtain information relevant to the study. 
 
 
6. How is this study being paid for? 
The study is being sponsored by a trust fund connected to the Rehabilitation  
and Aged Care Service at Hornsby Ku-ring-gai Hospital.  No money (besides 
normal salary) is paid directly to any individual researchers. 

 
 

7. Are there risks to me in taking part in this study? 
     All medical procedures involve some risk of injury. In addition, there may be risks 
     associated with this study that are presently unknown or unforeseeable. In spite of  
     all reasonable precautions, it is possible you could develop a  medical complication 
     from participating in this study.  Based on our experience there is a small risk that a  
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musculoskeletal symptom may develop as a result of the physical therapy 
intervention.  This could be in the form of a muscular strain, or minor stress to 
ligaments or joint.   In this unlikely event, the exercise program will be modified.  There 
is also a slight risk of falling while exercising and this possibility will also be 
monitored.    
 
 
 
 

8. What happens if I suffer injury or complications as a result of the study? 
If you suffer any injuries or complications as a result of this study, you should 
contact the researcher visiting you as soon as possible, who will assist you in 
arranging appropriate medical treatment. 
 

      You may have a right to take legal action to obtain compensation for any injuries  
      or complications resulting from the study.  Compensation may be available if your  

injury or complication is caused by the project intervention or by the negligence of 
any of the research staff who visit you. If you receive compensation that includes 
an amount for medical expenses, you will be required to pay for your medical 
treatment from those compensation monies.  
 
If you are not eligible for compensation for your injury or complication under the   
law, but are eligible for Medicare, then you can receive any medical treatment 
required for your injury or complication free of charge as a public patient in any 
Australian public hospital. 
 

 
9. Will I benefit from the study? 
This study aims to further develop medical knowledge and may improve future 
treatment of frailty; it may or may not be of direct benefit you. 

 
 

10.  Will taking part in this study cost me anything, and will I be paid? 
Participation in this study will not cost you anything; neither will you be paid for 
your participation. 

 
 

11. How will my confidentiality be protected? 
Any identifiable information that is collected about you in connection with this study 
will remain confidential and will be disclosed only with your permission, or as 
required by law. Only the study researchers will have access to your details and 
results and all information will be held securely at Hornsby Ku-ring-gai Hospital. 
 

 
12.  What happens with the results? 
If you give us your permission by signing the consent document, we plan to publish 
the results of the study in peer reviewed journals at the conclusion of the trial. In 
any publication, information will be provided in such a way that you cannot be 
identified. Results of the study will be provided to you, if you wish. 
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13. What happens to my treatment when the study is finished? 
If you are allocated to the group receiving the intervention, these visits will cease at 
the end of the study period.  Usual community care, assessable through your 
general practitioner will resume at this point. 
 
 
 
 
14.  What should I do if I want to discuss this study further before I decide? 
When you have read this information, the research nurse will discuss it with you 
and address any queries you may have. If you would like to know more at any 
stage, please do not hesitate to contact her or any member of the project team. 

 
 

15.  Who should I contact if I have concerns about the conduct of this study? 
     This study has been approved by the Northern Sydney Coast Human Research  
     ethics Committee of Northern  Sydney and Central Coast Local Health Districts  
    (NSLHD & CCLHD). Any person with concerns or complaints about the conduct of  
     this study should contact Professor Ian Cameron at the Rehabilitation Studies Unit  
     on (02) 9808-9236 or alternatively the Research Office on (02) 9926 8106 and  
     quote “ The Pre-frailty Intervention Trial” (Pre-FIT). 
  
  

 
Thank you for taking the time to consider this study. 

If you wish to take part in it, please sign the attached consent form. 
This information sheet is for you to keep. 
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Pre-FIT: A multifactorial interdisciplinary treatment program for 
older people who are pre-frail 

 
 

1. I,................................................................................................................. 
 
 

           of................................................................................................................ 
 
 …………………………………………………………………………………… 
 

agree to participate as a subject in the study described in the attached 
participant information statement : Pre-FIT:  A multifactorial interdisciplinary 
treatment program for older people who are pre-frail. 

 
2. I acknowledge that I have read the participant information statement, which 

explains why I have been selected, the aims of the study and the nature and the 
possible risks of the investigation, and the statement has been explained to me 
to my satisfaction. 

 
3. Before signing this consent form, I have been given the opportunity of asking any 

questions relating to any possible physical and mental harm I might suffer as a 
result of my participation and I have received satisfactory answers. 

 
4. I understand that I can withdraw from the study at any time without prejudice to 

my relationship to the University of Sydney or Hornsby Ku-ring-gai Hospital 
Health Service. 

 
5. I agree that research data gathered from the results of the study may be 

published, provided that I cannot be identified. 
 
6. I understand that if I have any questions relating to my participation in this 

research, I may contact Professor Ian Cameron on telephone (02) 9808-9236 
who will be happy to answer them. 

 
7. I give my consent for  my hospital records to be accessed for the purposes of 

this research if necessary. 
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8. I acknowledge receipt of a copy of this Consent Form and the Participant 

Information Statement. 
 
I understand that should I have a complaint in regards to the conduct of this trial it may 
be directed to either Professor Ian Cameron on telephone (02) 9808-9236 or the 
Northern Sydney Coast Human Research Ethics Committee on (02) 9926 8106. 
 
 
 
Signature of subject   Please PRINT name   Date 
 
 
 

 
 
 
 
Signature of Researcher   Please PRINT name  Date 
 
 
 
            
_______________________________________________________________ 
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Hornby Ku-ring-gai Health Service 
 

 
  

 

Pre-FIT: A multifactorial interdisciplinary treatment program for 
older people who are pre-frail 

 
 
 

REVOCATION OF CONSENT 
 
I hereby wish to WITHDRAW my consent to participate in the study described above 
and understand that such withdrawal WILL NOT jeopardise any treatment or my 
relationship with the University of Sydney or Hornsby Ku-ring-gai Hospital 
 
 
Signature…………………………….…………..…. Date…../…../….. 
 
 
Please PRINT Name:………………………………………………………………… 
 
 

 
 


