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You are invited to take part in a study to test a new method to reduce harmful use of medicines. This Participant Information Sheet will help you decide if you would like to take part. It sets out why we are doing the study, what your participation would involve, what the benefits and risks to you might be, and what would happen after the study ends. 

We will go through this information with you and answer any questions you may have. You do not have to decide today whether you will participate. Before you decide you may want to talk about the study with other people, such as family, whānau, friends, or healthcare providers. Feel free to do this.

If you agree to take part, you will be asked to sign the Consent Form on the last page of this document. You will be given a copy of both the Participant Information Sheet and the Consent Form to keep.

This document is 12 pages long, including the Consent Form. Please make sure you have read and understood all the pages.

	Voluntary Participation and Withdrawal From This Study


Participation is voluntary. You have the right to decline to participate, or if you participate, you can withdraw at any time without requiring a reason, without experiencing any disadvantage. 

What is the purpose of the study?

Older adults often take many medicines daily. This can increase the risk of unsafe medicine use leading to harmful outcomes such as side effects and hospitalisation. 

Clinical pharmacists are medicine experts with postgraduate qualifications in medicine. They work with your doctor, nurse and other healthcare specialists to ensure the medicines you are taking are safe and suitable for you.

The purpose of this study is to test a new service, which uses clinical pharmacists to support your doctor and other specialists to reduce unsafe or harmful medicine use. 

This study has the potential to improve healthcare for older adults and assist individuals in our community who are facing challenges with their health and medicines.

	How is the study designed?


We think around 160 people from 16 different general practice clinics across New Zealand will participate in our study, which will last for six months.

Each clinic will be randomly chosen (50/50 likelihood) to be a part of the treatment group or be in the usual care group. If you are participating from a treatment group clinic, you will receive the pharmacist-led service. If you are participating from a usual care group clinic, you will receive standard care from your GP or nurse practitioner. 
	Who can take part in the study?


If you are 65 years old or over, currently enrolled at [Medical Centre Name] and taking five or more different medicines every day, we would like to invite you to participate in this study. 

What will my participation in the study involve?

For participants in the treatment group will receive a 15 minute meeting with the clinical pharmacist to explain the service. The pharmacist will then provide a free 60 minute appointment with you (and a support person if you prefer) to prevent, identify, and fix any problems caused by your medicines. The pharmacist will discuss the outcomes from the appointment with their GP or nurse practitioner, who will consider any recommendations and decide if changes medicines are needed. If medicine changes are made, the pharmacist will monitor the changes and follow-up with your GP or nurse practitioner.
Participants in the usual care group will receive standard care from your GP or nurse practitioner. 

For all participants, the researchers and pharmacist will monitor the number and types of medicines you are taking throughout the study. Additionally, the pharmacist will meet with you when the study starts, after three months, and at six months to fill out two questionnaires about your medicines and health. It should take about 30 minutes to finish both questionnaires. The questionnaires do not contain any sensitive or embarrassing questions. Lastly, three months into the study, some participants in the treatment group will have a 30 minute interview with a researcher to understand your thoughts about the service. The discussion does not include any sensitive or embarrassing questions.
What are the possible risks of this study?

The study is set up to keep any problems, side effects, or discomfort to a minimum for you and your family. However, if something unexpected happens, like a bad reaction to a medicine or a new health discovery, the study pharmacist will inform you and get help from your GP or nurse practitioner. 
If you have any safety concerns during the study, you can contact the pharmacist. The pharmacist will arrange follow-up with your GP or nurse practitioner, and tell the research team for reporting to the New Zealand Health Disability and Ethics Committees. 
The pharmacist will review the your clinic records three months and six months into the study to check whether there has been any suspected side effects from medicines. Any reaction will be recorded based on what caused it, if it was expected, and how severe it was.
Lastly, if you are in the treatment group, the researchers will mainly be responsible for making sure you get the pharmacist appointment. They will not be in charge of your overall care. Also, if there's any new information during the study that might change how we see the benefits or risks for your health, we will let you know. 
	What are the possible benefits of this study?


For participants in the treatment group:

· You will receive a free appointment from an experienced clinical pharmacist to help identify, prevent, and resolve any medicine-related problems caused by your medicines.
· You may benefit from safer, more effective medicines, with less risk from medicines related harm.
For all participants:

· You will be helping people in our community better manage their medicines and health.

· You will be helping GPs and nurse practitioners in our community improve the quality of their prescribing.

	What are the alternatives to taking part?


If you do not want to be part of this study, you can receive regular care from your GP or nurse practitioner without the pharmacist-led service. Your regular care might involve asking your GP or nurse practitioner for advice on handling your medicines.
Will any costs be reimbursed?

Taking part in the study will not cost you anything. You can claim reimbursement for the cost of traveling to your general practice clinic to meet with the study pharmacist.
What if something goes wrong?

If you were injured in this study, you would be eligible to apply for compensation from ACC just as you would be if you were injured in an accident at work or at home. This does not mean that your claim will be automatically accepted. You will have to lodge a claim with ACC, which may take some time to assess. If your claim is accepted, you will receive funding to assist in your recovery. If you have private health or life insurance, you may wish to check with your insurer that taking part in this study will not affect your cover.
What will happen to my information?

In this study, the researchers and study pharmacists will keep track of details about you and your involvement. This may involve basic information about you, details about the medicines you are taking, and your responses to study questionnaires and interviews. If you do not agree to this information being collected, you will not be able to participate in the study.
Identifiable Information
Identifiable information is any data that could identify you (e.g. your name or date of birth). The following groups may have access to your identifiable information:
· The study pharmacist delivering the PolyCare service.
· Your general practice clinic and usual provider (GP or nurse practitioner). 

· Rarely, it may be necessary for the study pharmacist to share your information with other people – for example, if there is a serious threat to public health or safety, or to the life or health of you or another person OR if the information is required in certain legal situations. 
De-identified (Coded) Information

To make sure your personal information is kept confidential, information that identifies you will not be included in any report generated by this study. Instead, you will be identified by a code. The researchers will keep a list linking your code with your name, so that you can be identified by your coded information if needed. The following groups may have access to your de-identified information:

· The research team.

· Study monitors to check the original data and ensure the study is being conducted correctly.
· The Health and Disability Ethics Committee (HDEC) and other health, regulatory, or government agencies to ensure the study follows relevant laws and regulations.
The results of this study may be published or presented, but not in a form that would be expected to identify you.
Future Research Using Your Information.

If you agree, your de-identified information might be used for future research about older adults, possibly even in different countries. Your data could also be grouped with data from other studies to create bigger sets of information. You will not be notified about future research, how data is used, or its results.
De-identified information may be used for ongoing research unless you choose to withdraw your consent. Keep in mind that it might be difficult to access or stop the use of your information once it is shared for future research.
Security and Storage of Your Information.

Your identifiable information is held at your general practice clinic. Your de-identified information will be saved as electronic files in Research Drive, the University of Auckland’s storage service for research data. After the study, the data will be stored for ten years and then destroyed by permanently overwriting. All storage will comply with local and international data security guidelines. 
Risks.
Although efforts will be made to protect your privacy, absolute confidentiality of your information cannot be guaranteed. Even with de-identified information, there is no guarantee that you cannot be identified. The risk of people accessing and misusing your information is currently very small, but may increase in the future as people find new ways of tracing information.
This study includes basic information such as your ethnic group, geographic region, age, and sex. It is possible that this study could one day help people in the same groups as you. However, it is also possible that study findings could be used inappropriately to support negative stereotypes, stigmatise, or discriminate against members of the same groups. 

Rights to Access Your Information.

You have the right to ask to see your information and correct anything you think is wrong. You can also access other study-specific information before the study is complete, but doing so might lead to your withdrawal from the study to maintain the study's scientific integrity. If you have any questions about how your information is collected and used, please reach out to the coordinating researcher.
Ownership Rights.
Information from this study may lead to discoveries, inventions or development of a commercial product. The rights to these will belong to the research team. You/your family will not receive any financial benefits/compensation, nor have any rights in any developments, inventions, or other discoveries that might come from this information.  

Databank / Registry.
A description of this study will be submitted into the Australian New Zealand Clinical Trials Registry (ANZCTR). The registry will not include information that can identify you.

ANZCTR is an online register of clinical trials being undertaken in New Zealand and elsewhere. ANZCTR includes studies from healthcare. The purpose of ANZCTR is to improve participation/collaboration, avoid duplication, identify research areas, improve research quality/transparency. If you have questions about the registry, please contact info@actr.org.au.
Māori Data Sovereignty
Māori data sovereignty is about protecting information or knowledge that is about (or comes from) Māori people. We recognise the taonga of the data collected for this study. To help protect this taonga:
· We have consulted with Whakapai Hauora Charitable Trust, Te Mauri o Rangitāne o Manawatū about the study.

· We have worked to involve Māori as partners to consult on how study data is governed and managed to reflect the interests and goals of Māori, as well as how findings can be reported and disseminated with Māori communities.

What happens after the study or if I change my mind?

You may withdraw your consent for the collection and use of your information at any time, by informing the coordinating researcher. If you withdraw your consent, your study participation will end, and the study team will stop collecting information from you. Information collected up until your withdrawal from the study will continue to be used and included in the study. This is to protect the quality of the study.
After the study, if the pharmacist-led service works well, the researchers will try to bring it to clinics across New Zealand. However, this will depend on whether others are interested and if there is enough funding from supporters. Outcomes of this study will also be used for a PhD project at the University of Auckland, and subsequent journal/conference presentations.
	Can i find out the results of the study?


You can ask for a simple summary letter that explains the study results in plain English. This letter will be sent to you once the final study report is ready (expected by...). 
	Who is funding the study?


The Health Research Council of New Zealand (HRC) has provided funding for this study (reference: 23-893). However, the HRC has not influenced the design or conduct of the study. The study is conducted independently by the researchers.
	Who Has Approved the study?


This study has been approved by an independent group of people called a Health and Disability Ethics Committee (HDEC), who check that studies meet established ethical standards. The [insert Committee name] has approved this study.

Who do I contact for more information or if I have concerns?

If you have any questions, concerns or complaints about the study at any stage, you can contact: 

Professor Jeff Harrison, study supervisor, the University of Auckland
Telephone number +6493737599 Ext.82144
Email: jeff.harrison@auckland.ac.nz
Mr Lisheng Liu, coordinating researcher, the University of Auckland

Telephone number 027 270 1871

Email: lliu377@aucklanduni.ac.nz

If you want to talk to someone who is not involved with the study, you can contact an independent health and disability advocate on:

Telephone number: 0800 555 050
Fax: 0800 2 SUPPORT (0800 2787 7678)
Email: advocacy@advocacy.org.nz
Website: https://www.advocacy.org.nz/
For Māori cultural support please contact:

Dr Carole Fernandez, health manager, Best Care Whakapai Hauora Charitable Trust
Telephone number: (06) 35 36385
Email: BCWH@rangitaane.iwi.nz
You can also contact the health and disability ethics committee (HDEC) that approved this study on:
Telephone number: 0800 400 569 (Ministry of Health general enquiries)

Email: hdecs@health.govt.nz
	Consent Form

Assessing PolyCare, a new pharmacist service to help older adults who are taking many medicines
	
[image: image2]



[image: image3]
Please tick to indicate you consent to the following 
	I have read the Participant Information Sheet, or have had it read to me in a language I understand, and I fully comprehend what it says.
	

	I have been given sufficient time to consider whether or not to participate in this study.
	

	I have had the opportunity to use a legal representative, whanau/ family support or a friend to help me ask questions and understand the study.
	

	I am satisfied with the answers I have been given regarding the study and I have a copy of this Consent Form and Participant Information Sheet.
	

	I understand that taking part in this study is voluntary (my choice) and that I may withdraw from the study at any time without this affecting my medical care.
	

	I consent to the research staff collecting and processing my information, including information about my health.
	

	If I decide to withdraw from the study, I agree that the information collected about me up to the point when I withdraw may continue to be processed.
	Yes (
	No (

	I consent to my GP or current provider being informed about my participation in the study and of any significant abnormal results obtained during the study.
	Yes (
	No (

	I agree to an approved auditor appointed by the New Zealand Health and Disability Ethics Committees, or any relevant regulatory authority or their approved representative reviewing my relevant medical records for the sole purpose of checking the accuracy of the information recorded for the study.
	

	I understand that my participation in this study is confidential and that no material, which could identify me personally, will be used in any reports on this study.
	

	I understand the compensation provisions in case of injury during the study.
	

	I know who to contact if I have any questions about the study in general.
	

	I understand my responsibilities as a study participant.
	

	I wish to receive a summary of the results from the study.
	Yes (
	No (


Declaration by participant:

I hereby consent to take part in this study.

	Participant’s name:

	Signature:
	Date:


Declaration by member of research team:

I have given a verbal explanation of the study to the participant, and have answered the participant’s questions about it. I believe that the participant understands the study and has given informed consent to participate.

	Researcher’s name:

	Signature:
	Date:





An interpreter is available on request if required.
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