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Invitation

You are invited to participate in a research study into the number of patients over the age of 65 who are taking prescribed medications. We are investigating to see if some patients’ prescribed medications may no longer be necessary. We are also investigating whether some people’s combinations of prescribed medications might have side-effects that could make them more liable to experience adverse effects such as falls, dizziness and confusion. 
We aim to accomplish this by calculating a Drug Burden Index. The Drug Burden Index (DBI) calculation takes account of the total amounts of all the different types (‘classes’) of prescribed medicines a person is using. Two classes of prescribed medications (anticholinergics and sedatives) in particular are associated with adverse clinical outcomes. The calculated Drug Burden Index measures a person’s cumulative exposure to these medications and its potential impact on physical and cognitive function. 

The calculated Drug Burden Index and accompanying explanatory material will be appended to the discharge letter sent to all patients’ GPs after their Emergency Department visit. We encourage patients to discuss this matter with their GPs at the next opportunity. If the calculated Drug Burden Index indicates that a person might potentially be adversely affected by their prescribed medications, this is an opportunity for the GP to review and adjust medications where indicated. 
By collecting this and other information we hope to gain a better understanding of how many visits to Emergency Departments may be related to unnecessary or interacting prescribed medications, with the aim of ultimately reducing these preventable visits by encouraging GPs to review and adjust prescriptions.
The study is being conducted by Drs Mark Gillett and Sarah Wilks of the Emergency Department and Professor Sarah Hilmer from the Department of Clinical Pharmacology, at Royal North Shore Hospital, 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 Emergency Department visits by older people who are taking one or more prescribed medications can be reduced by effectively communicating to primary care providers the burden of toxic and/or unnecessary medications being taken by their patients.   

2. Why have I been invited to participate in this study?
You are eligible to participate in this study because you are over 65 years of age, have presented today to the Emergency Department, and you are currently taking one or more prescription medications.
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 the treatment you receive now or in the future. Whatever your decision, it will not affect your relationship with the staff caring for you.

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 and there are no potential adverse consequences if you decide to do this.
4. What does this study involve?
If you agree to participate in this study, you will be asked to sign the Participant Consent Form. The researchers would like to access your hospital medical record to obtain material relevant to this study. This will include details of your reason for the ED visit, and the prescribed medications you are taking. The Research Pharmacist will then calculate your Drug Burden Index, based on this information. We will send one copy of the Drug Burden Index to your GP electronically, and provide you with a copy attached to your Discharge Referral Notes. We encourage you to discuss your calculated Drug Burden Index with your GP at the next visit.  

We will telephone you approximately one and six months after your ED visit and will ask you some questions about any changes to your prescribed medications, and if you have had other ED visits. Each interview should take no more than 15-20 minutes.
5. How is this study being paid for?
The study is being sponsored by the HCF Research Foundation under its competitive research grants scheme. There are no conflicts of interest and no money is paid directly to individual researchers.

6. What are the alternatives to participating in this study?
If you decide not to participate in this study, and you wish to continue treatment, you will still receive the standard treatment available for your condition.

7. Are there risks to me in taking part in this study?
There are no risks associated with the calculation of your Drug Burden Index. However, we would like to caution all potential participants that, regardless of the calculated Drug Burden Index, you should not alter or stop any of your prescribed medications unless directed to do so, and supervised by, your GP. In addition, your participation in this study will involve two telephone follow-up interviews, each lasting between 15 and 20 minute, which some participants may find inconvenient.
8. What happens if I suffer injury or complications as a result of the study?
There are no foreseeable risks of injury or complications as a result of your participation this study
9. Will I benefit from the study?
This study aims to further medical knowledge and may improve future prescribing patterns for older people. In addition, if your prescription medications are thought to be causing you adverse effects, participation in this study may also directly 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. You will not be paid for participating in this research project.
11.  How will my confidentiality be protected
?
Only the researchers named on the front page and the Research Pharmacist will know whether or not you are participating in this study. 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 except as required by law. Your details and results will be held securely at Royal North Shore Hospital and only the researchers named above will have access to them. Only non-identifiable information will be sent off site. All provisions of Australian privacy law will be complied with.

12. What happens with the results
?
If you give us your permission by signing the consent document, we plan to discuss/publish the results in several ways. We are required to report the results of this study both internally to our own Research Office and to the funds provider (HCF Research Foundation). If the study indicates that calculating a Drug Burden Index and communicating it to GPs has potential to reduce hospital presentations, we will provide reports to this effect to the NSW Department of Health, urging a further uptake of this approach. We will prepare peer reviewed publication(s) for the specialist medical literature and will undertake a conference presentation. 

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.

13.  What should I do if I want to discuss this study further before I decide?
When you have read this information, the researcher Dr Mark Gillett will discuss it with you and any queries you may have. If you would like to know more at any stage, please do not hesitate to contact him on 0457 829 396.
14.  Who should I contact if I have concerns about the conduct of this study?
This study has been approved by the Northern Sydney Local Health District HREC. Any person with concerns or complaints about the conduct of this study should contact the Research Officer nominated to receive complaints from research participants. You should contact them on 02 9926 4590 and quote HREC reference number
.
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.

ROYAL NORTH SHORE HOSPITAL 

EMERGENCY DEPARTMENT

CONSENT FORM

BENEFITS OF CALCULATING AND COMMUNICATING TO GPs A DRUG BURDEN INDEX (DBI) IN ELDERLY PATIENTS DISCHARGED FROM THE EMERGENCY DEPARTMENT (ED) – A PILOT STUDY 

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

agree to participate as a subject in the study described in the Participant Information Sheet set out above.
2. I acknowledge that I have read the Participant Information Sheet, 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 investigators 

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 Dr Mark Gillett (0457 829 396) who will be happy to answer them.

7. I acknowledge receipt of a copy of this Consent Form and the Participant Information Sheet.

Complaints may be directed to the Research Office on Level 13, Kolling Building, Royal North Shore Hospital, St Leonards NSW 2065  

Phone 02 9926 4590 | email NSLHD-research@health.nsw.gov.au 

Signature of participant


Please PRINT name 

Date

_________________________________________________________________________
Signature of witness 


Please PRINT name

Date

_________________________________________________________________________

Signature of investigator 


Please PRINT name

Date

_________________________________________________________________________
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BENEFITS OF CALCULATING AND COMMUNICATING TO GPs A DRUG BURDEN INDEX (DBI) IN ELDERLY PATIENTS DISCHARGED FROM THE EMERGENCY DEPARTMENT (ED) – A PILOT STUDY 
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 Royal North Shore Hospital or my medical attendants.
Signature





Date

__________________________________________________________________________
Please PRINT Name

_________________________________________________________________________
The section for Revocation of Consent should be forwarded to: 

Dr Mark Gillett,

Emergency Department,

Royal North Shore Hospital,

Pacific Highway,

St Leonards,

NSW 2065

�This relates to information that contains participants personal identifiable information not  the study results. 


�This section relates to the overall study results not individual patient results. 


�This number will be provided following submission
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