
Appendix 1: The Standard Protocol Items: Recommendations for Interventional trials (SPIRIT checklist)  

  



 



 



  



 

 

 

  



Appendix 2: Patient information and consent forms for participants 

 

 

You are invited to take part in a study about Deprescribing. Deprescribing is the process of 

reducing and/or discontinuing medicines that may be inappropriate, harmful or no longer 

necessary. Whether or not you take part is your choice.  If you do not wish to take part, you don’t 

have to give a reason, and it won’t affect the care you receive.  If you wish to take part now, but 

change your mind later, you can withdraw from the study at any time.   

 

This participant information sheet will help you decide if you wish 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.  We expect this will take approximately 20 minutes.  You 

may also want discuss the study with other people, such as family, whānau, friends, or healthcare 

providers.  Feel free to do this. 

 

If you agree to take part in this study, 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 6 pages long, including the Consent Form.  Please make sure that you have read 

all the pages. 

 

Why are we doing the study? 

Residents living in residential care aged care facilities are sometimes prescribed medicines they no 

longer need. The more medicines you take, the more susceptible you are to experiencing one or 

more negative health effects. These can include, for example, falling or experiencing 

uncomfortable drug side effects. Side effects can include having blurred vision, dry mouth, 

constipation or experiencing constant muscle pain or nightmares.  

Participant Information Sheet  

 

Study title: Deprescribing anticholinergic and sedative medicines: A Feasibility study (DEFEAT-study) in 
residential aged care facilities  

 

 

Locality: 

Timaru, NZ 

 Ethics committee ref.:  

Lead 

investigator: 

Nagham 

Ailabouni  

 Contact phone number: 021-

1226416  

 



In particular, sedative and anticholinergic medicines, such as sleeping tablets or antidepressants 

tend to be overprescribed to older people. Side effects such as confusion, dizziness, poor quality of 

sleep and an increased number of falls have been reported with use of these medicines. This study 

aims to investigate whether it is feasible to reduce or discontinue these medicines and whether this 

will improve your quality of life and wellbeing.  

In this study, a New Zealand registered pharmacist and PhD candidate from the University of 

Otago, Mrs. Nagham Ailabouni, will work alongside you and your general practitioner (GP) to 

review all medicines you are currently taking, in an attempt to discontinue or reduce anticholinergic 

and sedative medicines.   

The study is being carried out by the following researchers: 

 Dr Prasad Nishtala, Senior Lecturer, School of Pharmacy, University of Otago  

 Professor Dee Mangin, Professor, University of Otago, Christchurch and David Braley Nancy 

Gordon, Chair in Family Medicine, McMaster University, Canada 

 Nagham Ailabouni, PhD Candidate, School of Pharmacy, University of Otago 

Nagham Ailabouni is conducting this study as the basis for the degree of Doctor of Philosophy at 

The University of Otago. This will take place under the supervision of Dr. Prasad Nishtala and 

Professor Dee Mangin. 

This study is funded by an independent organization, the New Zealand Lotteries Health Research. 

Ethics approval to carry out this study has been granted, by the Human and Disability Human 

Ethics committee on this date xx/xx/xx (TBC).  

If you have any questions regarding this project, you may contact the Principal investigator, 

Nagham Ailabouni, or any of the other principal researchers involved. Their details are listed on the 

page 7 of this document.  

What would your participation involve? 

If you choose to participate in this study, you will be asked to read this information sheet carefully 

and sign the consent form on page 8 of this document. In total, you will be asked to attend four 

main appointments with the pharmacist over a period of six months. You may wish to invite any of 

your relatives, family or whānau to this appointment and all future appointments. These 

appointments will include:   

1) Initial appointment   

Prior to this appointment, the pharmacist will thoroughly read your clinical notes and assess your 

medicine chart. With the help of the nurse, the pharmacist will schedule an appointment at a time 

that is convenient to you. At this appointment, the pharmacist will have an in-depth discussion with 

you about your current beliefs and ideas regarding your medicines, and any concerns you may 

have about any of your prescribed medicines. The purpose of this discussion is to ascertain any 

medicine(s) that you may be having trouble taking or would not like to continue taking.  

In addition to this, the pharmacist will ask you, with the help of your chosen relative or friend to 

complete a survey. The survey will include a number of questions, for example, it will help to 

assess your current quality of life, and the appropriateness of all your medicines. The pharmacist 

will record this information alongside information from your medical notes in a secure and 

password protected computer database. This information will be de-identified and will be securely 

stored in such a way that only the principal researchers whose details are available on page 7, can 



access it. The data monitoring committee of the study, consisting of another pharmacist and a 

biostatistician will also have access to this de-identified data in order for them to monitor the 

validity of the study data and the overall safety of the study.  

The pharmacist will document the discussion that took place at this initial appointment in a 

purposive developed study document. You and your relative or family member will be provided with 

a hard copy of this document. If you are unhappy with any of the document’s content, you have the 

right to request the pharmacist to change this.  

2) Multi-disciplinary clinical review meeting  

The pharmacist will submit recommendations to your GP based on the scientific evidence to 

reduce or discontinue the anticholinergic or sedative medicines that you may be prescribed. The 

pharmacist and your GP will discuss these recommendations. A meeting may be thought to be 

helpful to plan for you, and if so, you will be invited to attend this meeting with your chosen friend 

or relative. The registered nurse and general practitioner who are involved with your care, along 

with the pharmacist, will also be present at this meeting.  

The recommendations that the pharmacist has made to your GP will be discussed. At any point, 

you have the freedom to refuse any of the recommendations that have been put forward.  

An appropriate medication management plan (MMP) to reduce these medicines in a way that is 

safe and appropriate will be formulated. Certain monitoring might need to take place to ensure that 

you are healthy and fit. Standard blood tests will be ordered by your GP for monitoring. 

After a medicine is reduced or discontinued, the pharmacist will follow up with you and review your 

wellbeing, twice a week. After two weeks, if you are stable and doing well, the dose will be further 

reduced or the next target medicine will be reduced.  This process will continue until all target 

medicines are withdrawn and you are deemed to be stable. The pharmacist will then follow up with 

you, weekly for a further two visits and, if stable, no additional visits, besides those outlined above, 

will be conducted.  

3) Three month appointment   

At three months, the pharmacist will review all of your current medical information. The pharmacist 

will ask you about any medication side effects, in the presence of your relative or family member. 

This will be carried out in order to ascertain any changes to your health that could have resulted 

after reducing or discontinuing one or more of the medicines that you had been taking.  

4) Six month appointment   

At six months, the pharmacist will recollect all of your current medical information. She will carry 

out the same tests outlined above in the presence of your relative or family member. This will be 

carried out in order to ascertain any changes to your health that could have resulted after reducing 

or discontinuing one or more of the medicines you had been taking.  

What are the possible benefits and risks to you of participating? 

If you decide to participate in this study, you may experience one or more possible health benefits. 

You may feel better overall as you will have a reduced risk of suffering from the harmful effects 

your medicines. These include symptoms such as a dry mouth, blurred vision, confusion, agitation 

and even nightmares. You also may feel more mobile and active.  

On the other hand, you may not experience any benefits from stopping any of your medicines. 

When reducing or stopping anticholinergic and sedative medicines (defined above), some patients 

may be susceptible to developing adverse drug withdrawal effects (ADWEs). ADWEs occur 



because your body may have become used to the medicines after being prescribed them for a long 

period of time. To prevent ADWEs and reduce your risk of developing them, all target medicines 

will be slowly reduced or discontinued. In addition, you will be thoroughly monitored by the 

pharmacist and nursing staff. If any unexpected adverse effect is noted, or if you report to us that 

you are not feeling well, your GP will be immediately contacted for prompt medical attention. 

The reason to why you have been feeling unwell will be ascertained, and explained to you. We will 

inform you that if the reason is likely to be as a result of reducing or discontinuing your medicines. 

If this is the case, you will be reminded of your option to withdraw from the study with no 

disadvantage being made to yourself. No payment or reimbursement will be provided for 

participants in this study.  

 

What would happen if you were injured in the study?  

If you have private health or life insurance, you may wish to check with your insurer that taking part 

in this study won’t affect your cover. If you were injured in this study, which is unlikely, you would 

be eligible for compensation from Accident Compensation Corporation (ACC) just as you would be 

if you were injured in an accident at work or at home.   

 

What are the rights of participants in the study? 

If you decide to participate in the study, you will be assigned a specific study ID number. This will 

prevent your personal name being linked to any information that will be collected. All of the 

collected health information will be securely stored in a password-protected file, on a password-

protected computer. This information will be backed up on a secure University of Otago network. 

Members of the research team (listed on page 6) are the only individuals who may access this 

information, during the course of the study.  

Participation in this study is not obligatory. We expect that you might benefit from participating, 

however it is completely up to you whether you accept to participate or decline. You are also free 

to seek advice from your family member(s), relatives or friends about participating in this study. If 

you decide to participate in this study, you have the right to withdraw from the study and decline 

continuing to participate at any stage. You do not have to provide a full reason for why you do not 

wish to continue. However, this information would be very helpful and useful to the study.  

During the outlined appointments or follow-ups the pharmacist will conduct during the study, you 

will be informed of any marked improvements to your health that could be attributed to your 

medicines being reduced or discontinued. You and your family member(s) or relative will also 

receive a copy of all formal documentation that may arise from meetings during the study. The 

pharmacist will explain these documents to you as necessary and you may ask her any questions 

you may have regarding these documents or the study. You have the right to request your health 

information to be deleted or altered. The pharmacist will amend your health information records 

according to your feedback, as appropriate.  

As explained above, if you were to suffer from a harmful effect that is thought to be linked to 

stopping or reducing your medicines, the pharmacist or the GP will inform you of this. At this point, 

you will be reminded of your right to withdraw participation from the study. If you wish to withdraw, 

no disadvantage will be made to you as a result. You will continue to receive your usual medical 

care by your GP and nursing staff.  



 

What will happen after the study ends, or if you pull out? 

No study intervention will occur after the conclusion of the study. Health information (i.e. study 

data) collected will be securely stored in such a way that only those researchers mentioned below 

will be able to gain access to it. At the end of the project, any personal information will be 

destroyed immediately except that any raw data on which the results depend will be retained in 

secure storage for ten years after which it will be destroyed. 

 

Any reports about this project will contain information that is amalgamated for all the participants as 

a group, so it will not be possible to identify any individual in any of these reports. You are 

welcome to request a copy of the results of the project from the investigators. 

 

The results of the project may be published in a peer-reviewed scientific journal. This may occur 

one to two years after the completion of the study. The publication will be emailed to the managers 

of the residential care aged facility. You may request for it to be emailed to yourself or designated 

family member(s) or relative.  

 

Where can you go for more information about the study, or to raise concerns or 

complaints? 

 

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

 

Mrs Nagham Ailabouni 

PhD candidate 

School of Pharmacy 

University of Otago 

PO Box 56, Dunedin 9054 

New Zealand 

(03) 479 7321 

nagham.ailabouni@otago.ac.nz 

Dr Prasad Nishtala 

Primary supervisor  

School of Pharmacy 

University of Otago 

PO Box 56, Dunedin 9054 

New Zealand 

(03) 479 4041 

prasad.nishtala@otago.ac.nz 

Professor Derelie Mangin* 

Co-supervisor 

Dept of General Practice, 

University of Otago, 

Christchurch 

David Braley  

Chair in Family Medicine 

McMaster University 

Canada 

mangind@mcmaster.ca 

 

*School of Medicine, University of Otago, Christchurch   

 

This information sheet is for you to keep. If you want to talk to someone who isn’t involved with the 

study, you can contact an independent health and disability advocate on: 

 

Phone:  0800 555 050 

Fax:   0800 2 SUPPORT (0800 2787 7678) 

Email:   advocacy@hdc.org.nz 

 

mailto:advocacy@hdc.org.nz


If you are concerned about the way this study is being conducted or you wish to make a formal 

compliant. Please contact the health and disability ethics committee (HDEC) that approved this 

study. Please quote the study title and protocol number.  

Phone:  xx xxx xxxx  Email:  xxx@moh.govt.nz  



 

 

 

Declaration by participant: 

 

I have read, or have had read to me in my first language, and I understand the Participant 

Information Sheet.  I have had the opportunity to ask questions and I am satisfied with the answers 

I have received. 

 

I freely agree to participate in this study.   

 

I have been given a copy of the Participant Information Sheet and Consent Form to keep. 

 

Participant’s name: 

Signature: Date: 

 

 

 

 

Declaration by member of research team: 

 

I have given a verbal explanation of the research project 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: 

 

 

 

Consent Form  



 

Appendix 3: Patient information and declaration form for participants’ enduring power of attorney (EPOA) 

 

Your relative/donor is invited to take part in a study about Deprescribing. Deprescribing is the 

process of reducing and/or discontinuing medicines that may be inappropriate, harmful or no 

longer necessary. Whether or not your relative/donor takes part is your choice.  If you do not wish 

for them to take part, you don’t have to provide a reason, and it won’t affect the care that they 

receive.  If you decide they may take part in the study, but change your mind later, you can 

withdraw your relative/donor from the study at any time.   

This participant information sheet will help you decide if you wish for the relative/donor to take part.  

It sets out why we are doing the study, what their participation would involve, what the benefits and 

risks to them might be, and what would happen after the study ends. You may also want discuss 

the study with other people, such as family, whānau, friends, or healthcare providers.  Feel free to 

do this. 

 

If you agree for your relative/donor to take part in this study, you will be asked to sign the 

declaration Form on the last page of this document.  You will be given a copy of both the 

Participant Information Sheet and the declaration Form to keep. 

 

This document is 6 pages long, including the declaration Form.  Please make sure that you have 

read all the pages. 

 

Why are we doing the study? 

Residents living in residential care aged care facilities are sometimes prescribed medicines they no 

longer need. The more medicines they take, the more susceptible they are to one or more negative 

health effects. These can include, for example, falling or experiencing uncomfortable drug side 

effects. Side effects can include having blurred vision, dry mouth, constipation or experiencing 

constant muscle pain or nightmares.  

Participant Information Sheet   

Study title: Deprescribing anticholinergic and sedative medicines: A Feasibility study (DEFEAT-study) in 
residential aged care facilities  

 

 

Locality: 

Timaru, NZ 

 Ethics committee ref.:  

Lead 

investigator: 

Nagham 

Ailabouni  

 Contact phone number: 021-

1226416  

 



In particular, sedative and anticholinergic medicines, such as sleeping tablets or antidepressants 

tend to be overprescribed to older people. Side effects such as confusion, dizziness, poor quality of 

sleep and an increased number of falls have been reported with use of these medicines. This study 

aims to investigate whether it is feasible to reduce or discontinue these medicines and whether this 

will improve your relative/donor’s quality of life and wellbeing.  

In this study, a New Zealand registered pharmacist and PhD candidate from the University of 

Otago, Mrs. Nagham Ailabouni, will work alongside you and your general practitioner (GP) to 

review all medicines you are currently taking, in an attempt to discontinue or reduce anticholinergic 

and sedative medicines.   

The study is being carried out by the following researchers: 

 Dr Prasad Nishtala, Senior Lecturer, School of Pharmacy, University of Otago  

 Professor Dee Mangin, Professor, University of Otago, Christchurch and David Braley Nancy 

Gordon, Chair in Family Medicine, McMaster University, Canada 

 Nagham Ailabouni, PhD Candidate, School of Pharmacy, University of Otago 

Nagham Ailabouni is conducting this study as the basis for the degree of Doctor of Philosophy 

(PhD) at The University of Otago. This will take place under the supervision of Dr. Prasad Nishtala 

and Professor Dee Mangin. 

This study is funded by an independent organization, the New Zealand Lotteries Health Research. 

Ethics approval to carry out this study has been granted, by the Human and Disability Human 

Ethics committee on this date xx/xx/xx (TBC).  

If you have any questions regarding this project, you may contact the Principal investigator, 

Nagham Ailabouni, or any of the other principal researchers involved. Their details are listed on the 

page 7 of this document.  

What would your relative/donor’s participation involve? 

If you agree for your relative/donor to take part in the study, they will be asked to attend in total four 

main appointments with the pharmacist over a period of six months. You may wish to invite any of 

your relatives, family or whānau to this appointment and all future appointments. These 

appointments will include:   

1) Initial appointment   

Prior to this appointment, the pharmacist will thoroughly read your relative/donor’s clinical notes 

and assess their medicine chart. With the help of the nurse, the pharmacist will schedule an 

appointment at a time that is convenient to your relative. You are also welcome to attend this 

meeting. At this appointment, the pharmacist will have an in-depth discussion with you about your 

relative/donor’s medicines, and discuss any concerns you may have about any of their prescribed 

medicines. The purpose of this discussion is to ascertain any medicine(s) that you might think your 

relative/donor doesn’t need to continue taking.  

In addition to this, the pharmacist will ask your relative/representative, with your help to complete a 

survey. The survey will include a number of questions to help to assess your relative/donor’s 

current quality of life, and the appropriateness of all their medicines. The pharmacist will record this 

information alongside information from their medical notes in a secure and password protected 

computer database. This information will be de-identified and will be securely stored in such a way 

that only the principal researchers whose details are available on page 7, can access it. The data 



monitoring committee of the study, consisting of another pharmacist and a biostatistician will also 

have access to this de-identified data in order for them to monitor the validity of the study data and 

the overall safety of the study.  

The pharmacist will document the discussion that took place at this initial appointment in a 

purposive developed study document. You and your relative or family member will be provided with 

a hard copy of this document. If you are unhappy with any of the document’s content, you have the 

right to request the pharmacist to change this.  

2) Multi-disciplinary clinical review meeting  

The pharmacist will submit recommendations to your relative/donor’s GP based on the scientific 

evidence to reduce or discontinue the anticholinergic or sedative medicines that your relative/donor 

may be prescribed. The pharmacist and your GP will discuss these recommendations. A meeting 

may be thought to be helpful to plan the process for your relative/donor. If so, you will be invited to 

attend this meeting along with the registered nurse, the pharmacist and the general practitioner 

who are involved with your relative/donor’s care.  

The recommendations that the pharmacist has made to your GP will be discussed openly at this 

meeting. At any point, you have the freedom to refuse any of the recommendations that have been 

put forward.  

An appropriate medication management plan (MMP) to reduce these medicines in a way that is 

safe and appropriate will be formulated. Certain monitoring might need to take place to ensure that 

your relative/donor are healthy and fit. Standard blood tests will be ordered by the GP for 

monitoring. 

After a medicine is reduced or discontinued, the pharmacist will follow up with your relative/donor 

to review their wellbeing, twice a week. After two weeks, if your relative/friend are stable and are 

doing well, the dose of the medicine will be further reduced or the next target medicine will be 

reduced. This process will continue until all target medicines are withdrawn and your relative/donor 

are deemed to be stable.  

3) Three month appointment   

At three months, the pharmacist will review all of your relative/donor’s current medical information. 

The pharmacist will carry out the same tests outlined above, in your presence if feasible. This will 

be carried out in order to ascertain any changes to your relative/donor’s health that could have 

resulted after reducing or discontinuing one or more of the medicines that they had been taking.  

4) Six month appointment   

At six months, the pharmacist will recollect all of your relative/donor’s current medical information. 

She will carry out the same tests outlined above. This will be carried out in order to ascertain any 

changes to your health that could have resulted after reducing or discontinuing one or more of the 

medicines they had been taking.  

What are the possible benefits and risks to your relative/donor of participating? 

If you agree for your relative/donor to participate in this study, they may experience one or more 

possible health benefits. They may feel better overall as they will have a reduced risk of suffering 

from the harmful effects caused by some of their medicines. They may also feel more mobile and 

active.  



On the other hand, your relative/donor may not experience any benefits from stopping any of their 

medicines. When reducing or stopping anticholinergic and sedative medicines (defined above), 

some patients may be susceptible to developing adverse drug withdrawal effects (ADWEs). 

ADWEs occur because your body may have become used to the medicines after being prescribed 

them for a long period of time. 

To prevent ADWEs and reduce your risk of developing them, all target medicines will be slowly 

reduced or discontinued. In addition, your relative/donor will be thoroughly monitored by the 

pharmacist and nursing staff. If any unexpected adverse effect is noted, their GP will be 

immediately contacted for prompt medical attention. 

The reason to why your relative/donor may have been feeling unwell will be ascertained, and 

explained to them and yourself. We will inform you if the reason is likely to be as a result of 

reducing or discontinuing their medicines. If this is the case, you will be reminded of your option to 

withdraw your relative/friend from the study with no disadvantage being made to them or yourself. 

No payment or reimbursement will be provided for participants in this study.  

What would happen if your relative/donor were injured in the study?  

If you have private health or life insurance, you may wish to check with your insurer that taking part 

in this study won’t affect your cover. If you were injured in this study, which is unlikely, you would 

be eligible for compensation from Accident Compensation Corporation (ACC) just as you would be 

if you were injured in an accident at work or at home.   

What are the rights of participants in the study? 

Your relative/donor will be assigned a specific study ID number. This will prevent their personal 

name being linked to any information that will be collected. All of the collected health information 

will be securely stored in a password-protected file, on a password-protected computer. This 

information will be backed up on a secure University of Otago network. Members of the research 

team (listed on page 6) are the only individuals who may access this information, during the course 

of the study.  

Participation in this study is not obligatory. We expect that your relative/donor might benefit from 

participating, however it is completely up to you whether you accept for them to participate or 

decline this request.  

You are also free to seek advice from your family member(s), relatives or friends about your 

relative/donor participating in this study. If you decide for your relative/donor to participate in this 

study, you have the right to withdraw from the study and decline continuing to participate at any 

stage. You do not have to provide a full reason for why you do not wish for your relative/donor to 

continue to participate in the study. However, this information would be very helpful and useful to 

the study.  

During the outlined appointments or follow-ups the pharmacist will conduct during the study, you 

will be informed of any marked improvements to your health that could be attributed to your 

medicines being reduced or discontinued. You and your relative/donor will also receive a copy of 

all formal documentation that may arise from meetings during the study. The pharmacist will 

explain these documents to you as necessary and you may ask her any questions you may have 

regarding these documents or the study. You have the right to request your relative/donor’s health 

information to be deleted or altered. The pharmacist will amend your health information records 

according to your feedback, as appropriate.  



As explained above, if your relative/donor were to suffer from a harmful effect that is thought to be 

linked to stopping or reducing your medicines, the pharmacist or the GP will inform you of this. At 

this point, you will be reminded of your right to withdraw your relative/donor from participating in the 

study. No disadvantage will be made to your relative/donor as a result. They will continue to 

receive their usual medical care by their GP and nursing staff.  

 

What will happen after the study ends, or if you pull out? 

No study intervention will occur after the conclusion of the study. Health information (i.e. study 

data) collected will be securely stored in such a way that only those researchers mentioned below 

will be able to gain access to it. At the end of the project, any personal information will be 

destroyed immediately except that any raw data on which the results depend will be retained in 

secure storage for ten years after which it will be destroyed. 

Any reports about this project will contain information that is amalgamated for all the participants as 

a group, so it will not be possible to identify any individual in any of these reports. You are 

welcome to request a copy of the results of the project from the investigators. 

The results of the project may be published in a peer-reviewed scientific journal. This may occur 

one to two years after the completion of the study. The publication will be emailed to the managers 

of the residential care aged facility. You may request for it to be emailed to yourself or designated 

family member(s) or relative.  

Where can you go for more information about the study, or to raise concerns or 

complaints? 

 

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

 

Mrs Nagham Ailabouni 

PhD candidate 

School of Pharmacy 

University of Otago 

PO Box 56, Dunedin 9054 

New Zealand 

(03) 479 7321 

nagham.ailabouni@otago.ac.nz 

Dr Prasad Nishtala 

Primary supervisor  

School of Pharmacy 

University of Otago 

PO Box 56, Dunedin 9054 

New Zealand 

(03) 479 4041 

prasad.nishtala@otago.ac.nz 

Professor Derelie Mangin* 

Co-supervisor 

David Braley Nancy Gordon  

Chair in family medicine 

McMaster University 

Canada 

 

mangind@mcmaster.ca 

 

*School of Medicine, University of Otago, Christchurch   

 

This information sheet is for you to keep. If you want to talk to someone who isn’t involved with the 

study, you can contact an independent health and disability advocate on: 

 

Phone:  0800 555 050 

Fax:   0800 2 SUPPORT (0800 2787 7678) 

Email:   advocacy@hdc.org.nz 

 

mailto:advocacy@hdc.org.nz


If you are concerned about the way this study is being conducted or you wish to make a formal 

compliant. Please contact the health and disability ethics committee (HDEC) that approved this 

study. Please quote the study title and protocol number.  

 

 Phone:  xx xxx xxxx   Email:  xxx@moh.govt.nz  



Declaration Form  

 

Declaration by enduring power of attorney (EPOA), on behalf of the participant: 

 

I have read, or have had read to me in my first language, the participant information sheet, and I 

understand it.  I have had the opportunity to ask questions and I am satisfied with the answers I 

have received. 

 

I have been given a copy of the Participant Information Sheet and Consent Form to keep. 

 

I believe that this study might benefit my relative/donor, and would be in line with his/her interests:  

 

 

Participant’s name: 

Signature: Date: 

 

 

Declaration by member of research team: 

 

I have given a verbal explanation of the research project to the participant’s EPOA, and have 

answered their questions about it.   

 

I believe that the participant’s EPOA understands the study and believes that the participation of 

his/her relative would be in line with their relative’s interests.  

 

Researcher’s name: 

Signature: Date: 

 

 

 

 

 

 

 
 



Appendix 4: GP participant enrolment form  

Deprescribing anticholinergic and sedative medicines: A Feasibility Trial (DEFEAT-study) in residential  

aged care facilities  

Insert Date  

Dear Dr X,  

 

Please find below a list of the names of potential participants who are unable to provide their own consent and their EPOA have either agreed for them to 

take part in the study, or their EPOA have not yet responded. 

Please indicate, by ticking the box next to the potential participant’s name, if you agree that the deprescribing intervention, proposed in the study, might 

be beneficial to them. If you disagree for any potential participant to take part in the study, please indicate this in the designated box provided, along with 

a brief reason as to why the intervention would be unsuitable for them (e.g:. previous unsuccessful attempt at discontinuing medicines, resident receiving 

palliative care etc.)  

Potential participants whose EPOAs have agreed for their resident to 

take part  

Potential participants whose EPOAs have not responded  

Name   / X  Reason for disagreeing to 

enrol participant  

Name   / X  Reason for disagreeing to 

enrol participant  

      

      

      

 

  



GP signature: ______________________________________



 

Appendix 5: General practitioner invitation letter  

 

Deprescribing anticholinergic and sedative medicines:  

A Feasibility Trial (DEFEAT-study) in residential  

aged care facilities  

Insert Date  

Dear Dr X,  

I am writing to inform you of a study that is set to take place this year in three residential care homes in 

Timaru and Temuka. I would be most grateful if I can organise a fifteen-minute appointment over the next 

month, in order to discuss and explain the study’s protocol in-depth, and address any of your question(s).  

 

This study aims to test a method for reducing polypharmacy. I am a New Zealand (NZ) registered pharmacist 

and this study is a component of my doctoral studies at the School of Pharmacy, University of Otago. My 

PhD supervisors are Dr. Prasad Nishtala at the University of Otago, and Professor Dee Mangin from General 

Practice in Christchurch. The residential age care facilities (RACFs) that will be part of the study are The 

Croft and Margaret Wilson in Timaru, as well as the Wallingford Complex in Temuka. It is my 

understanding that you currently provide medical care for one or more of the residents residing in these 

RACFs. This letter will explain the purpose of the study, the intervention we intend to implement and the 

health outcomes we hope to achieve.  

 

Deprescribing is the process of safely reducing or discontinuing medicines that are deemed to be 

inappropriate or no longer necessary. This study will involve deprescribing anticholinergic and sedative 

medicines, as these medicines are commonly prescribed in older people and are associated with many 

adverse effects including poor cognitive and physical functioning. Deprescribing has been associated with a 

lower annual acute hospital admission rate, an improvement in quality of life. No deprescribing studies have 

been conducted in NZ to indicate whether or not it is feasible.  
 

If one or more of your residents would like to participate in the study, you will be notified of their names and 

dates of enrolment using your preferred method of contact as soon as possible. After reviewing the 

participant’s medication regimen, drug-specific deprescribing protocols will be utilised to put forward 

suggestions to you as the participants’ general practitioner of drugs that may be suitable to deprescribe (i.e. 

reduce or discontinue). The details of these recommendations will be summarised in a deprescribing 

medication review report and this will be emailed to you. Details of the intervention are outlined in-depth in 

the study protocol, attached to this letter.  

 

We have registered this feasibility study in xxxxx. Testing this method and its effects may benefit you and 

your patients. It may also provide benefit to others if it proves feasible and successful.  Ethical approval for 

this study has been obtained from the Human & Disability Ethics Committee (HDEC) board.  

 

Yours sincerely, 
Nagham Ailabouni, PhD Candidate, RegPharm NZ, PGCertResPharm (Dist)  

Contact phone number: 021-1226416  
Contact email address: Nagham.ailabouni@otago.ac.nz  

 

mailto:Nagham.ailabouni@otago.ac.nz


Appendix 6: Deprescribing drug protocols  

 

Consider reviewing & 

reducing if 

Consider resuming if Consider reviewing & 

stopping if  

Withdrawal effects/  

Monitoring 

Central Nervous System 

Antipsychotics (APS) 

Patient has dementia and 

experiences severe 

neuropsychiatric symptoms 

(NPS). Studies suggest that 

worsening of symptoms may 

occur when discontinuing 

antipsychotics (APS) in this 

group of patients [1]. 

 

Patient has been prescribed 

APS for > 3 months & has 

mild/moderate behavioural 

and psychological symptoms 

of dementia (BPSD).  

 

APS should be reviewed and 

tapering of dose should be 

trialled. Clinical trial evidence 

has shown no difference to 

patient’s quality adjusted life 

years (QALY) when APS such as 

quetiapine, olanzapine & 

risperidone were discontinued 

compared to placebo [2]. 

However, the risk versus benefit 

of continuing APS’s in older 

people is unfavourable [3] 

 

Specific symptom/target 

behaviour(s) need to be set for 

all patients initiating or 

continuing therapy. If the 

patient has been 

symptom/target behavior free 

for at least 3-6 months, then 

Withdrawal of APS results in 

the recurrence/worsening 

of severe symptoms (e.g.: 

hallucinations, fixed 

delusions). Non-

pharmacological options 

have failed and the 

patient is a threat to self or 

others [5].  

- Prescribed for non-

psychotic indications, 

unless patient is a threat 

to self or others [5, 6]. 

- There is no 

demonstrated benefit 

or there are un-due side 

effects [4]. 

- Reduce dose gradually 

(e.g. by 50% every two 

weeks or longer 

according to patient’s 

response. Stop after the 

patient is stable on the 

minimum dose)   

 

- Evidence suggests that the 

majority of older people with 

dementia can be withdrawn 

from long-term APS with no 

detrimental effects on their 

behaviour [1].  

- Monitor recurrence or 

emergence of new target 

symptoms for several months 

after reducing/discontinuing APS 

as symptoms might relapse even 

after a longer period of time [1]. 

Consider reducing 

if 



APS withdrawal should be  

considered [4]. 

 

 

 

 

 

 

Antidepressants 

Discontinuation of antidepressants:  

1. If a patient is prescribed an antidepressant for a ≥ 6 weeks, this should be reduced gradually over at least four weeks or longer if withdrawal symptoms emerge 

[7].  There is less evidence for continuing antidepressant treatment in older people for a period ≥ 12 months [8, 9]  

2. Rapid discontinuation may result in antidepressant discontinuation syndrome. This is associated with Flu-like symptoms, Insomnia, Nausea, Imbalance, Sensory 

disturbances and Hyperarousal (anxiety/agitation) (i.e.: FINISH). These usually appear a week after abrupt discontinuation of the antidepressant [10]. 

3. For patients with more severe symptoms, the original medicine dose may need to be restarted which results in the resolution of symptoms within 24 hours. 

Tapering can then be reinstated at a slower rate[11].  

4. Patients should be monitored carefully as a high risk of suicide attempts exists during dosage changes and discontinuation[12].  

5. Antidepressants and dementia: 

 Evidence suggests that antidepressants may not be effective for treating depression in dementia [13].  

 The use of antidepressants with anticholinergic properties may exacerbate cognitive decline [14]. 

 When discontinuing antidepressants in those who have dementia, the Cornell scale of depression can help to determine the severity of depressive symptoms in 

these patients. Attaining a similar score to that attained while the patients were on the antidepressants indicates good tolerability to discontinuing therapy[15].   

Consider continuing if 

 

Consider reviewing & 

reducing if 

Consider resuming if Consider reviewing & 

stopping if 

Withdrawal effects  

Monitoring 



Tricyclic Antidepressants (TCAs) 

Patient has been suffering 

from moderate/severe 

depressive symptoms and 

antidepressants have been 

prescribed for < six months 

[16, 17]  

 

 

 

 

 

 

 

 

 

 

Deemed necessary to be 

prescribed, reduce dose to 

<100mg per day[18].  

Patient is suffering from 

worsening depressive 

syndromes or showing 

signs of potential suicidality 

[12].  

Patient has:  

 Dementia; as there is 

a risk of worsening 

cognitive impairment 

[14].  

 Cardiac conduction 

abnormalities (e.g: 

pro-arrhythmic 

effects)[ 19] 

 ALT levels three times 

greater than the 

upper limit of normal, 

or has high bilirubin 

levels or experiences 

other signs/symptoms 

of hepatotoxicity [20]  

 Prostatism or history of 

urinary retention [21]. 

 

 

 

 

 

 Should be withdrawn slowly 

(e.g: by 25% every four weeks) 
[10] 

 Antidepressant discontinuation 

syndrome (explained above) 

[7] 

 Depressive symptoms may re-

occur 

 

 

 

 

 

 

 

 

 

Selective Serotonin Reuptake Inhibitors (SSRIs)  



Patient has been suffering 

from moderate/severe 

depressive symptoms for a 

period lasting at least three 

months  

 

 

 

 

 

 

 

 

 

Patient is suffering from 

worsening depressive 

syndromes or showing 

signs of suicidality  

[12] 

 Co-prescribed with a 

non-steroidal anti-

inflammatory drug 

(NSAID) or an 

antiplatelet drug due 

to an increased risk of 

upper gastrointestinal 

(GI) bleeding [22] 

 Patient has any of the 

following factors, as 

they are at a high risk 

of developing 

hyponatremia [23]:  

- > 65 years, female 

- Low body weight 

- Concurrent use of 

medicines that 

contribute to 

hyponatremia (e.g.: 

thiazides, 

carbamazepine)  

- Prescribed fluoxetine 

as an SSRI [24] 

- Previous history of 

antidepressant-

induced 

hyponatremia.  

 

 

 

 

 

 

 

 

- Taper slowly (by 25%) every four 

to six weeks for medicines with a 

shorter half-life.  Fluoxetine at low 

doses can be stopped abruptly 

and does not have to be 

tapered down, as it has a long 

half-life [10]  

- Mild self-limiting symptoms (listed 

above) could occur within a few 

days[11].  

- These are more common with 

short-acting antidepressants such 

as paroxetine and immediate 

release venlafaxine[11].  

- Could be a delay in the 

presentation of symptoms when 

fluoxetine is discontinued due to 

its longer half-life[11].  

- Switching patients prescribed 

paroxetine or venlafaxine to 

fluoxetine, can decrease the 

severity of withdrawal symptoms. 

[25] 

 

 

 

 

 

 

 

 

 

 



 

 

 

 

Consider continuing if 

 

Consider reviewing & 

reducing if 

Consider resuming if Consider reviewing & 

stopping if 

Withdrawal effects 

Benzodiazepines (BZDs)/Non-benzodiazepines (Non-BZDs)  



 - Any high dose of BZD or 

non-BZDs (such as 

zopiclone) is prescribed.  

[5], as the risk of harm is 

dose-related. Although 

non-BZDs have been 

thought to be safer than 

BZDs, they have similar 

adverse effect profiles in 

older people[26]. A recent 

study showed that older 

men prescribed non-BZDs 

are more likely to have a 

fall than those prescribed a 

BZD[27].  

 

- The patient has been 

prescribed the BZD or BZD-

agonist for a period longer 

than 1-4 weeks, as the 

cumulative use of 

benzodiazepines for a few 

weeks has been shown to 

result in a greater risk of 

falls and developing 

withdrawal upon stopping 

[5, 28-30]. 

 - Any BZD is prescribed as 

the risk of harm with 

BZD’s has been found 

to be independent of 

the medicine’s half-life 

[5].   

 

- Patient experiences 

recurrent falls or has a 

history of a previous 

fracture. The highest risk 

for falls and fractures 

exists for older people 

who have recently 

been prescribed a high 

dose of BZD or non-BZD 

[31, 32].  
 

 

 

 

Need to be withdrawn over a 

minimum period of 6 months in 

patients who have been treated 

long-term. 

- This reduces the chances of the 

patient experiencing “BZD 

withdrawal syndrome”, 

characterised by insomnia, 

weight loss, sweating, tinnitus 

(ringing in the ears) and 

disturbances of perception [33].  

- Appearance of this condition 

can vary from one day after 

stopping a short-acting BZD, up 

to three weeks after stopping a 

long-acting BZD.  

- Alternative methods to treating 

insomnia might need to be 

implemented such as sleep 

compression (reducing sleep 

hours to a fixed inadequate 

period each night, then 

gradually increasing the number 

of hours)[ 10].  

- A suggested withdrawal 

protocol, which could take from 

4 weeks up to one year, is as 

follows [33]: 
1) Transfer the patient to the 

equivalent daily dose of 

diazepam (preferably taken at 

night). Equivalent doses for 

diazepam are listed in the New 

Zealand Formulary (NZF).  

2) Reduce the diazepam dose 

every 2-3 weeks. If withdrawal 

symptoms start to appear, 

maintain the dose until symptoms 

start to improve. 

3) Reduce the dose further, in 

smaller stops if necessary then 

stop completely.  
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Appendix 7: Deprescribing medication use review form  

Deprescribing anticholinergic and sedative medicines:  

A Feasibility Trial (DEFEAT-study) in residential aged care 

facilities  

  

Deprescribing Medication Use Review Form 

 
Date: xx/xx/xx 

Study ID number: xxxxx 

Full name: Mrs./Mr. X  

NHI No: XXX123 

GP: Dr. X  

 

 

Your resident has consented to take part in a deprescribing feasibility study. I, Nagham Ailabouni, a 

New Zealand registered pharmacist and PhD candidate have conducted a deprescribing medication 

review, after completing an extensive clinical and medical history and having a discussion with the 

resident regarding their medicines.  

 

The table below provides a summary of the potential medicines that would be appropriate for 

deprescribing. Please tick the relevant box to indicate whether or not you agree to the 

discontinuation (i.e. reducing or stopping) of these medicines. If you disagree to initiate 

discontinuation for any of these medicines in this patient, please state the reason in the far right 

column.  

 

 
 

GP signature: ________________________________________ 

 

Thank you for completing the table above. I will formulate a medicine management plan (MMP) for 

this resident within two weeks of receiving this form. This will guide deprescribing for this resident 

and will ensure deprescribing occurs in a safe manner. The MMP will only include those medicines 

you have agreed to deprescribe. A copy of this MMP will be emailed to you for approval, prior to 

providing a copy to the residential care staff or the resident.  

 
Best wishes,  

Nagham Ailabouni  

Medicines 

appropriate 

for 

deprescribing  

Reasons for 

deprescribing  

I, as the participant’s GP 

 Agree 

  

Disagree Reasons for disagreeing to initiate 

discontinuation 

1.      

2.      



PhD Candidate, RegPharm NZ, PGCertResPharm (Dist)  

Appendix 8: Medication management plan (MMP) form  
 

Deprescribing anticholinergic and sedative medicines:  

A Feasibility Trial (DEFEAT-study) in residential aged care 

facilities  

 

Medication Management Plan  

Date: xx/xx/xx  

Study ID number: xxxxx 

Full name: Mrs./Mr. X  

NHI No: XXX123 

GP: Dr. X  

 
Mrs./Mr. X’s GP has agreed to deprescribe some of Mrs./Mr. X’s medicines. The recommended order in 

which the medicines are to be deprescribed accompanied by appropriate reasoning for deprescribing, is 

included in the table below.  

 

When anticholinergic and/or sedative medicines are reduced or discontinued, adverse drug withdrawal 

effects (ADWEs) may develop in some participants. Therefore, it is important to slowly taper the dose of the 

medicine(s), and monitor the participants closely. We appreciate your help in monitoring the participants.  

The following chart is a guide to what you can do, if you note that the resident is experiencing ADWEs.  

 

 

Medicines  Reasoning for deprescribing  Deprescribing (reducing/stopping) 

instructions  

1.    

2.    

3.    

These ADWEs require immediate 

medical attention.  

If the resident develops any of these 

symptoms, please contact NA 

immediately (Ph: 021-1226416) and 

the resident’s GP as soon as 

possible.  

 Significantly increased 

aggressive behaviour 

 Significantly increased anxiety 

 Harm to one self or another 

resident/staff member  

 Delirium  

 Flushing  

 Hand tremor 

 Seizures 

 Increased heart rate or blood 

pressure  

 

These ADWEs do not require 

immediate medical attention.  

If the resident develops any of 

these symptoms, please note 

them in the designated section 

below and notify NA (Ph: 021-

1226416) or the resident’s GP at 

the next GP visit.  

 Unstable mood patterns 

 Diminished appetite or 

weight loss 

 Increased sleep disturbance 

  

 

These ADWEs do not require 

immediate medical attention.  

If the resident develops any of 

these symptoms, please note 

them in the designated section 

below and notify NA (Ph: 021-

1226416) and the resident’s GP 

at the next GP visit.  

 Change in bowel motions  

 Increased headaches 

 Blurry vision  

 Dry mouth  

 



                                                                                                  (Next page)  

Notes:  

_______________________________________________________________________________________

_______________________________________________________________________________________

_______________________________________________________________________________________

_______________________________________________________________________________________

_______________________________________________________________________________________

_____________________________________ 

 

Thank you for your valued cooperation and for monitoring the participants. If you would like to discuss any 

aspects of this study, please do not hesitate to contact any of the principal investigators whose details are 

listed below.  

 

Mrs Nagham Ailabouni 

PhD candidate 

School of Pharmacy 

University of Otago 

PO Box 56, Dunedin 9054 

New Zealand 

(03) 479 7321 

nagham.ailabouni@otago.ac.nz 

Dr Prasad Nishtala 

Primary supervisor  

School of Pharmacy 

University of Otago 

PO Box 56, Dunedin 9054 

New Zealand 

(03) 479 4041 

prasad.nishtala@otago.ac.nz 

Professor Dee Mangin* 

Co-supervisor 

University of Otago, Christchurch. 

David Braley Nancy Gordon  

Chair in family medicine 

McMaster University 

Canada 

mangind@mcmaster.ca 

 

 

 

 

 

 

 



 

 

 

 

 

Appendix 9: Long Term Care Facilities (LTCF) InterRAI scales  





 

 



 

 

 

  



  



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 

 

 

 

 

 


